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Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

I. INTRODUCTION 

Haemophilus influenzae type b (Hib) accowits for an estimated 12,000 
cases of meningitis annually in the United States, primarily in 
children <5 years of age. Over time, children acquire natural 
immunity in the form of specific antibodies to the bacteria; hence, 
meningitis is wicommon beyond 5 years of age. The mortality rate from 
meningitis currently ranges from 5% to 8%. Up to 35% of survivors 
develop significant neurologic sequelae such as mental retardation and 
deafness despite antibiotic treatment. In addition to meningitis, Hib 
disease presents as other invasive infections, including epiglottitis, 
septicemia, cellulitis, septic arthritis, osteomyelitis, pneumonia, 
and pericarditis. The mortality rate from this group of clinical 
syndromes may be less than that from meningitis. Hib also accowits 
for about 5% of otitis media. It is estimated that about 20,000 cases 
of all Hib diseases occur annually in the United States with more than 
95% of all clinical isolates being of serotype b. 

The incidence of the disease is higher in certain groups including 
native Americans (Eskimos and American Indians), infants and young 
children who attend day-care facilities or are household contacts of 
other children with the infection, blacks, Hispanics, patients with 
asplenia (e.g., sickle cell disease) or antibody deficiency syndromes, 
and children of lower socioeconomic status. 

Although Hib disease may occur in any age group, it is predominantly a 
disease of early childhood as shown in the following table, being 
relatively uncommon after 10 years of age. It is also relatively 
uncommon in the first month of life, with only about 1% of cases in 
infants below 2 months of age. The disease peaks between 6 to 12 
months of age. 
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Age-Specific Incidence(%) of Hib Disease 

Age (Months) 

<12 
12-<18 
18-<24 

>24 

Proportion 
of Disease(%) 

47 
16 
12 
25 
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Children 17 months of age and younger, in whom 60-65% of cases occur, 
are at present unprotected because available Haemophilus b vaccines 
are licensed only for children 18 months of age and older. A vaccine 
that can protect children above and below 18 months of age, is needed. 

Licensure of currently available Haemophilus b vaccines is based on 
their comparability or equivalence to a capsular polysaccharide 
vaccine which protected against invasive Haemophilus b infections 
among 24 to 71 month-old Finnish children in a double-blind, 
controlled field trial. Features of the vaccine utilized in the 
Finnish trial for which candidate vaccines for licensure have been 
evaluated, include: 

(i) Acceptable safety and tolerability. 

(ii) stimulation of anti capsular (anti-PRP) antibody levels known to 
be associated with protection (20.15 to 21.0 µg/ml). 

(iii) elicitation of functional activities of vaccine-induced 
antibodies against Hib bacteria such as complement-mediated 
bactericidal activity, opsonophagocytosis, and protection 
against infection in an infant rat model. 

Haemophilus b Conjugate Vaccine (Neisseria meningitidis Outer Membrane 
Protein Complex) has been evaluated in clinical studies which were 
designed to demonstrate the above-listed features in recipients aged 2 
to 11 months, 12 to 17 months, and 218 months. In addition, a 
bacterial polysaccharide immune globulin (BPIG) shown to be effective 
in preventing invasive Hib disease was compared with PRP-OMPC 
vaccine-induced antibodies from ach age group in in vitro and in vivo 
assays as described above. 

Product Description and Rationale for Development 

Haemophilus b Conjugate Vaccine (Neisseria meningitidis Outer Membrane 
Protein Complex) (PRP-OMPC) is prepared from the purified capsular 
polysaccharide (polyribosylribitol phosphate or PRP) of Hib (Ross 
strain). The capsular polysaccharide is covalently conjugated to an 
outer membrane protein complex of the Bll strain of N- meningitidis 
serogroup B. The choice of N- weningitidis as the carrier protein 
source is based on strong immunogenic properties including T-cell 
dependence of this vehicle protein complex and a possible protection 
against clinical meningococcal disease. 
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Clinical evaluation of PRP-OMPC vaccine was initiated with studies to 
assess: 

(i) safety and tolerability 

(ii) optimum route 
intramuscular. 

of administration: subcutaneous versus 

(iii) preferred diluent for vaccine reconstitution: 
aluminum hydroxide. 

saline versus 

(iv) optimum number and spacing of vaccine injections and frequency 
of administration of selected vaccine doses in different age 
groups. 

Study #822 and the earlier segments of Studies #870 and #873 were 
designed to address those issues. Results from these studies 
stimulated further evaluation of other aspects, namely: 

(i) An optimum vaccine dose (7 .S to 30 µg PRP) and administration 
schedule (1 month vs. 2 months between doses of vaccine in 
younger recipients) to induce satisfactory antibody response 
(20.15 to >1.0 µg/ml range of polysaccharide anticapsular 
antibody) in approximately 90% of vaccinees. 

(ii) Need and timing of booster vaccination. 

Studies #870 and #873 were expanded to meet the new objectives, and 
Study #004 series and Study #008 were initiated to expand the database 
for the specified objectives, as well as to provide for the evaluation 
of safety and tolerability. 

The compatibility of PRP-OMPC vaccine with concurrently administered 
pediatric vaccines such as DTP, OPV, MMR, was specifically 
investigated with respect to safety and tolerability, and 
immunogenicity of the individual vaccine antigens. Study #010 and 
#011 were set up for that purpose. 

Serum samples obtained from subjects of vaccinees in each study series 
have been evaluated for total antibody content, (anti-PRP) IgG and IgM 
isotype as well as IgGl and IgG2 subclasses. The functional 
activities of vaccine-induced antibodies have also been assessed with 
respect to both bactericidal and opsonic activities and to infant rat 
protection studies. Study #007 was designed to investigate such 
antibody responses and functional activities induced by licensed 
nonconjugated polysaccharide vaccines. This has provided a means of 
comparing PRP-OMPC to nonconjugated polysaccharide vaccines with 
respect to stimulation of antibodies and the functional activities of 
vaccine-induced antibodies. 
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Other aspects investigated either by special study protocols or by 
amendments to existing study protocols include: 

(i) Vaccine immunogenicity in black children, including those with 
and without Km(l) immunoglobulin allotype markers. 

(ii) Vaccine immunogenicity in Caucasian children including 
with and without G23(m) immunoglobulin allotype markers 
on investigator's special evaluation in Study #873). 
groups of children are known to be hyporesponsive 
polysaccharide vaccines. 

those 
(based 

Both 
to Hib 

(iii) Priming induced by PRP-OMPC and elicited by boosting with either 
PRP-OMPC or with a licensed nonconjugated polysaccharide vaccine. 

(iv) Immunogenicity of PRP-OMPC in children who contracted (and 
recovered from) invasive Haemophilus b disease despite previous 
immunization with licensed nonconjugated polysaccharide vaccines. 

(v) Disposition of PRP-OMPC PRP antigen in serum and urine during 
the first 14 days following vaccination with PRP-OMPC vaccine 
and in recipients of other licensed nonconjugated and conjugated 
polysaccharide vaccines (in progress). 

In the clinical evaluation of PRP-OMPC vaccine, attention has been 
specifically paid to the age groups 218 months, 12-17 months and <12 
months in order to assess similarities or differences in the profiles 
of safety and immunogenicity. 

This application is divided into the following sections: 

I. INTRODUCTION 
II. SUMMARY 
III. DESCRIPTION OF PROCEDURES 
IV. INTEGRATED SUMMARY OF SAFETY 
V. INTEGRATED SUMMARY OF IMMUNOGENICITY 

VI. OVERALL CONCLUSIONS ON SAFETY AND IMMUNOGENICITY 
VII. INDIVIDUAL STUDY SUMMARIES AND TABLES 
VIII. STATISTICAL METHODS 

REFERENCES/PUBLICATIONS 
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Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

Lots for the Haemophilus b Conjugate Vaccine (Neisseria meningitidis 
Outer Membrane Protein Complex) (PRP-OMPC) used in the clinical trials 
summarized in this report are identified by an alpha-numeric code 
consisting of two segments. In this report, all lots will be identified 
by the 5 digit suffix segment. The complete lot number for each lot of 
vaccine is listed below: 

984 I C-K731 

1002 I C-L466 

1003 I C-L680 

1018 I C-M679 

1020 I C-N084 

1069 I C-P241 

1072 I 37359 I C-P298 

1072 I 28616 I C-P298 

1080 I C-P749 

1085 I C-Rl32 

61481 19AUG88 
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II. SUMMARY 

Haemophilus B Conjugate Vaccine (Neisseria meningitidis Outer Membrane 
Protein Complex), PRP-OMPC has been evaluated in clinical studies of 
safety and tolerability, anti-PRP titer and subclass responses, and 
functional activities of vaccine-induced antibodies. The data presented 
herein were obtained using the vaccine formulation intended for 
commercial use, i.e., vaccine reconstituted with aluminum hydroxide 
diluent and administered by intramuscular injection. Results from early 
studies using other formulations (e.g. vaccine reconstituted with saline 
diluent) are presented in Section VII (Individual Study Summaries and 
Tables). 

Data on PRP-OMPC were derived using 4 lots of vaccine, including 3 
clinical consistency lots; data for polysaccharide vaccines were derived 
using 3 licensed, nonconjugated polysaccharide (PRP) vaccines (b-CAPSA®, 
HibVAX™, HIB-IMUNE®). Children 12 to 71 months of age received a single 
injection of PRP-OMPC. Infants less than 12 months of age were given 2 
injections administered 2 months apart. Each dose of PRP-OMPC vaccine 
contained 15 mcg polysaccharide. Licensed, nonconjugated polysaccharide 
vaccines were administered in a single injection in 25 mcg doses; 
children immunized were 218 months of age. The number of children 
vaccinated as of May 16, 1988, the date of data cutoff for this report, 
and the number with specified data are shown in Table 1. Since studies 
are continuing, data on safety and immunogenici ty are expected from 
additional vaccinees. 

PRP-OMPC vaccine was generally administered alone except 
vaccinees who received other pediatric vaccines (MMR, 
concurrently but at separate sites with separate needles 
vaccines. These studies are in progress and the limited 
for this report are presented. 

in a subset of 
DTP plus OPV) 
for injectable 
data available 

Vaccinees were evaluated for safety, tolerability and antibody 
· responses. Safety data were obtained for 5 days postvaccination and were 
based on parents' entries made in a vaccination card provided. Injection 
site and systemic reactions were reported without regard to causality. 
Parents' observations recorded on the vaccination cards frequently 
included entries for intercurrent illnesses whose causal relationship to 
vaccination was unclear. Evaluation of antibody responses included total 
antibody determination by a radioimmunoassay (RIA) procedure, 
quantitation of antibody isotype (IgM, IgG), IgG subclasses, assays for 
complement-mediated bacteriolysis and opsonization, and passive 
protection of infant rats. 
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Vaccine 

PRP-OMPC 

Total 

Polysac
caride 
Vaccines 

Total 

Age 

2-6 mo 

7-11 mo 

12-17 mo 

18-23 mo 

24-71 mo 

18-23 mo 

24-71 mo 

Number of 

Number 
Vaccinated 

777 

300 

476 

249 

361 

2163 

26 

136 

162 

TABLE 1 

Subjects Vaccinated and Presenting Specified Data 

Number gf Subje~t~ ~valuated fgc 
Antibgdx Resggn~e~• Bacteri d da 1 Opsonophagocytic 

Safety RIA IgM IgG lgGl l9G2 Activity Activity 

577 248 49 49 49 21 52 22 

213 121 27 27 27 15 38 13 

369 182 79 78 72 43 94 47 

195 110 42 42 47 23 55 18 

273 148 60 59 60 32 69 30 

1627 809 257 255 255 134 308 130 

25 

133 

158 

23 

114 

137 

8 

39 

47 

8 8 

40 43 

48 51 

6 

36 

42 

7 

37 

44 

5 

24 

29 

*Only vaccinees with serum samples obtained 3 t ? 7 weeks after complete immunization are included . 

Infant Rat 
Protection 

8 

6 

5 

19 

0 
0 
0 
0 
ca 
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A. Safety and Tolerability 

i. Comparison with Licensed Nonconugated Polysaccharide Vaccines in 
Children >18 Months of Age 

0527Z 

The incidence of adverse reactions usually associated with 
Haemophilus influenzae type b (Haemophilus b) polysaccharide 
vaccines, namely, fever and injection site reactions reported 
approximately 6 hrs, 24 hrs and 48 hrs postvaccination appeared 
comparable between PRP-OMPC and PRP vaccines (Table 2). 

TABLE 2 

Percentage of 18-71 Month Old Vaccinees with 
Fever or Injection Site Reactions Reported 

Nonconjugated 
PRP-OMPC Polysaccharide Vacc i nes* 

No. of % Re2cti2ns 2t No. of % Reactions 2t 
Type of Reaction Subjects 6 hr 24 h 1§___b__r: Subjects 6 hr 24 h 48 hr 

Fever >38 . 3°C 425 :?.4 1.4 2.4 154 3.9 1. 3 l. 9 

Erythema >2.5 cm 457 0 . 2 0 . 6 0.4 157 0.6 0.6 0 
diameter 

lnduration/Swelling 457 0.9 1.3 0.9 157 0.6 0 0 
>2.5 cm diameter 

"Combined data for three nonconjugated polysaccharide vaccines. 

Both PRP-OMPC and licensed polysaccharide vaccines were well 
tolerated in this age group, with no vaccine-associated serious 
adverse reactions reported. The types of reactions reported in 
PRP-OMPC vaccinees and those reported in polysaccharide vaccinees 
in this age group are shown in Table 3. Minor injection site 
reactions predominated. There were no significant differences in 
the incidences of systemic reactions reported between PRP-OMPC 
and PRP vaccines, with the exception of miscellaneous respiratory 
tract symptoms which in general were unrelated to vaccine. 
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TABLE 3 

Reactions of >1% Incidence Reported in Children 18 to 71 Months 
of Age Immunized with PRP-OMPC or with Nonconjugated PRP Vaccines 

Local (injection site) 

Systemic 
Irritab i1 ity 
Sleepiness/Lethargy 
Diarrhea 
Rash 
Fever (>38°C) 
Miscellaneous Respira-

tory Tract Symptoms 
Vomiting 

% Vacinees with 

PRP-OMPC 
(n=457) 

33.3 

19.9 
14.1 
5.8 
1.5 
4.6 

4.1 
1.3 

Reaction Reported 
Polysaccharide 

Vaccines 
(n=157) 

13.3 

12 . 7 
12.1 
3.8 
1.3 
6.4 

0.6 
2.5 

ii. Concurrent Administration of PRP-OMPC with Routine Pediatric 
Vaccines 

PRP-OMPC has been administered concurrently with MMR (n=23), and 
DTP plus OPV (n=21) vaccines at separate sites in separate 
syringes for injectable vaccines, to children 215 months of age 
in ongoing studies. No serious adverse reactions attributed to 
any of the vaccines have been reported when PRP-OMPC was given 
concurrently with the vaccines. 

iii. Safety and Tolerability of PRP-OMPC Across Age Groups 

0527Z 

There were no serious vaccine-related reactions reported for any 
of the vaccinees aged 2 months or older. Low grade fever, minor 
injection site reactions, and systemic reactions (often 
reflecting intercurrent illnesses or background conditions) were 
reported. Fever generally subsided within 3 days, and injection 
site reactions, within 5-7 days. 
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A. Safety and Tolerability (Cont.) 

0527Z 

The incidence of fever and of injection site reactions over 48 
hrs postvaccination are shown in Table 4. Any 
reactions/observations on intercurrent conditions over the same 
period are listed in Table 5 for children <12 months of age, and 
Table 6 for children 2.12 months of age. Comparative vaccine 
tolerability by vaccine lot was assessed separately in children 
who were randomly assigned to receive one of the clinical 
consistency lots of vaccine (see Section VI, Integrated Summary 
of Safety, for details). With the exception of erythema >l inch 
diameter (which was reported in only one vaccine lot, 
1072/C-P298, and not the rest) types and rates of reactions after 
the first versus the second injections (or reactions after single 
injections in 2.12 month olds compared with these rates) did not 
differ significantly. 

29AUG88 

on O 11 



Haemophilus B Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

Age Group 

2-11 mos 

12-71 mos 

- 6 -

TABLE 4 

Percentage of Subjects with Fever or Local Reactions 
Following One Injection (12-71 mos of Age) or to Either 

of Two Injections of PRP-OMPC (2-11 mos. of Age) 

Reacti2n % 
Injection l Injecti2n 2 

No. of No. of 
Reaction Subjects Q___fil ~_b_ 1a__b_ Subjects Q_fil_ 24 hr 

Fever >38.3°C 729 2 527 2 

Erythema >2. 5 cm 774 . l .4 568 . 9 1.2 
on diameter 

Swelling/Induration 774 . 5 l. 2 568 . 7 l. 9 
>2 .5 cm diameter 

Fever >38.3°C 743 2 2 

Erythema >2.5 cm 81 3 .2 . 6 .4 
on diameter 

Swelling/Induration 813 .7 1. 3 1.2 
>2. 5 cm diameter 

1a...h.!: 

2 

0.7 

2. 5 

0527Z 29AUG88 
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TABLE 5 

Reactions of >1% incidence Reported in 
Infants 2 to 11 Months of Age During the 48 Hours 

Following Immunization with PRP-OMPC Vaccine 

Incidence (% 
Injection 1 Injection 2 

Local Reactions (Injection Site) 
Swelling ~l inch 
Erythema ~l inch 
Swelling >l inch/Induration 
Erythema >l inch 
Pain/Soreness 

Systemic Reactions 
Irritability 
Sleepiness/Lethargy 
Warm to Touch 
Diarrhea/Vomiting/Nausea 
Teething 
Crying 
Respiratory Symptoms/Infection 
Rash 
Atopic Dermatitis (Diaper Rash) 
Ear Infection/Otitis Media 

n = Number of subjects with follow-up. 

0527Z 

(n=790) (n=584) 

12.0 
18.1 
1.9 
1.3 
7.8 

27.3 
21.4 
12.7 

9.9 
8.0 
6.3 
5.7 
1.9 
1.4 
1.1 

14.7 
17.5 
4.5 
1.5 
9.1 

25.0 
15.4 
11.6 

7.0 
10.1 
3.1 
6.8 
2.9 
1.2 
2.4 

29AUG88 
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TABLE 6 

Reactions of >1% Incidence Reported in Children 
12 to 71 Months of Age During 48 Hours Following 

Immunization with PRP-OMPC Vaccine 

Local Reactions (Injection Site) 
Swelling (~l inch) 
Erythema (~l inch) 
Swelling (>l inch)/Induration 
Pain/Soreness 

Systemic Reactions 
Irritability 
Sleepiness/Lethargy 
Warm to Touch 
Diarrhea/Vomiting/Nausea 
Teething 
Respiratory Symptoms/Infection 
Crying 
Rash 
Ear Infection/Otitis Media 
Atopic Dermatitis (Diaper rash) 

n = Number of subjects with follow-up. 

Incidence (%) 
Injection 1 

(n=837) 

10.4 
14.2 
3.2 

19.5 

21.1 
13.7 

9.7 
8.0 
5.5 
6.3 
3.8 
1.6 
1.4 
1.3 

flOOtQ 
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B. Immunogenicity 

Table 7 presents anti-PRP responses to the four clinical vaccine lots 
by age, among children with prevaccination anti-PRP <0.15 mcg/ml. 
After one injection of vaccine, 99% (238/242) of <12 month old 
infants, and 99% (252/254) of 2.12 month old children responded with 
>0.15 mcg/ml anti-PRP. The percentages achieving >1.0 mcg/ml anti-PRP 
were 79% (189/241) and 89% (225/254) among age groups <12 months, and 
2.12 months, respectively. After a second injection in infants <12 
months of age, 89% (172/193) achieved >1.0 mcg/ml anti-PRP. The 12-17 
month age group showed the lowest response among the 2.12 month age 
group that received a single dose. The functional activities of 
vaccine-induced antibodies were, however, demonstrated in the sera of 
more vaccinees in the 12-17 month age group after one injection of 
vaccine than those of <12 month vaccinees after two injections of 
vaccine, as shown later. 

Anti-PRP responses in a subset of children randomly assigned to 
receive one of the three clinical consistency lots of vaccine are 
shown in Table 8. After adjusting for prevaccination anti-PRP levels 
for age groups, no significant differences among clinical consistency 
lots were observed with respect to level of anti-PRP responses and 
geometric mean fold rise in anti-PRP. Vaccinees in the 12-17 month 
age group responded with lower anti-PRP GMTs and geometric mean fold 
rises, among single dose recipients. Their responses were also lower 
than those of <12 month old children completing a 2-dose regimen. 
Neither sex nor race was a factor in anti-PRP responses to the 
clinical consistency lots of vaccine. 

Antibody persistence and effect of re-injection of vaccine: Studies 
with the four lots of vaccine administered in 15 mcg doses are 
ongoing; antibody persistence is available in only a limited number of 
vaccinees. Persistence of vaccine-induced antibody assessed after a 
mean interval ranging from 12.8 to 13.1 months, in children initially 
immunized at the age of 2-11 months with early lots of vaccine in 7 
mcg doses is shown in Table 9. Vaccine-induced anti-PRP persisted at 
>1.0 mcg/ml in 47% of vaccinees. A booster response followed 
re-injection of PRP-OMPC and injection of nonconjugated PRP vaccine. 

Concurrent administration of PRP-OMPC with routine pediatric 
vaccines: In a limited number of children 2.15 months of age, PRP-OMPC 
has been administered concurrently with measles, mumps and rubella 
vaccines (n=23), and booster immunization with diphtheria and tetanus 
toxoids and pertussis and oral polio vaccines (n=21) to children 2.15 
months of age. In the limited results available, no impairment of 
immune responses to the individual antigens tested was noted. 

0527Z 29AUG88 
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Age 
(Months) 

2-6 

7-11 

12-17 

18-23 

24-71 

- 10 -

TABLE 7 

Antibody Responses to PRP-OMPC Vaccine 
in Infants and Children with Prevaccination 

Antibody Levels ~0.15 mcg/ml 

PQ~tinjection 1* P2stinje,ti2n 
% With Anti-PRP Geometric % With Anti-PRP 

>0. 15 >1.0 Hean Fold GMT >0. 15 >1.0 
mcg/ml mcg/ml Rise ( mi;;g/ml) mcg/ml mcg/ml 

99 78 18.8 2.35 99 87 
(145/147) ( 114/147) (120/121) (105/121) 

99 80 26.4 3.30 100 93 
(93/94) (75/94) (72/72) (67/72) 

100 82 26.8 3.38 
(129/129) ( 106/129) 

98 97 57 . 9 7. 16 
(63/64) (62/64) 

98 93 82.6 10.29 
(60/61) (57/61) 

Z* * 
Geometric 
Hean fold GHT 

Rise (~) 

37 . 4 4.70 

62.4 7.84 

* Responses measured 1 month postvac cination in children 12-71 months of age or 2 months postvaccination in infants 
2-11 months of age . 

** Responses measured 1 month after injection. 



Age Group 
Lot {Months) 

1072/C-P298 2-6 
7-11 
12-17 
18-23 
24-71 

1080/C-P749 2-6 
7-11 
12-17 
18-23 
24-71 

1085/C-Rl32 2-6 
7- l l 
12-17 
18-23 
24-71 

*Responses measured at 

- 11 -

TABLE 8 

Antibody Responses>'< To Vaccine in Infants and 
Children Randomized to Receive One of Three 

PRP-OMPC Clinical Vaccine Lots 

o/. With Anti-PRP Anti-PRP 
No . of >0. 15 mcg/ml > l. 0 mcg/ml Geometric Mean 

Subjects ~ Postw ~ Post* Fold Rise 

11 36 100 0 82 25. l 
5 20 100 0 80 45.9 

16 44 100 0 88 22.7 
9 56 100 22 100 39. l 

12 67 100 50 100 23.3 

8 13 100 0 88 31.6 
5 20 100 0 100 63.2 

13 23 100 0 62 14.6 
9 56 100 0 100 40.2 

11 46 100 18 91 39.9 

10 80 100 10 80 12. l 
5 20 100 0 100 43.8 

11 18 100 0 100 23.0 
12 58 100 17 92 42.5 
8 63 100 l3 88 50.3 

month after completion of scheduled vaccination regimen. 

Anti-PRP GMT 
(mcg/ml) 

-1:r._e_ ___fo_s.i 

<0. 13 4.09 
<0. 13 6.07 
o. 14 4.33 
0.24 12.99 
o. 77 21.49 

<0. 13 4. 19 
<0. 13 9. 16 
<0. 13 2.08 
0. 14 7.75 
0.22 12.53 

0.20 3. 17 
<0. 13 6.56 
<0. 13 3.29 
0.20 l l. 16 
0.24 15.33 

0 
0 
0 -..., 



Booster 
Vaccine 
coosel 

PRP-OMPC 
(7 mcg) 

PRP 
(25 mcg) 
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TABLE 9 

Anti-PRP Persistence and Booster Responses in 
Infants Previously Immunized with PRP-OMPC 

Vaccine at 2 to 11 Months of Age 

Mean Interval 
Between 
Primary Anti-PRP 

Injection No. of % With Anti-PRP Geometric Mean 
and Booster Time Subjects >0.15 mcg/ml > 1.0 mcg/ml fold Rise 

12 .8 Pre 6 33 0 
Postdose 2" 6 100 83 8.3 
Prebooster 6 100 50 7.4 
Postbooster 6 100 100 >440 . 7 

13. 1 Pre 11 27 0 
Postdose 2" 11 100 64 8.5 
Prebooster 11 91 45 6.6 
Postbooster 11 100 100 > 184. 1 

"Two priming injections given one month apart. 

Anti-PRP 
GMT {mcg/ml) 

0. 12 
L57 
1.39 

2_83.38 

0 . 09 
1.33 
0.97 

2_28.85 

0 
0 
0 -0, 
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B. Immunogenicity (Cont.) 

Immunoglobulin Isotype and Subclass Composition 

PRP-OMPC vaccine induced both IgM and IgG anti-PRP. 
predominantly IgG1; children 218 months of age 
response (Table 10). 

0527Z 

lgG response was 
had modest IgG2 

29AUG88 
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TABLE 10 

Isotype and Subclass Antibody Responses* to PRP-OMPC Vaccine 

lgH lgG 

Age No. of !it!I !mcgLmll No . of !itll I mcgL111l l 
~il"i □ e imn1hil iu.lli..m ..h:L ~ !it1f.R::.._ iu.lli..m ..h:L ~ ~ 

PRP-OHPC 2-6 38 <0 . 10 0.13 1.8 36 <0 . 10 1.03 8 .7 

7-11 24 <0 . 10 0.27 3. 2 24 <0 . 10 l. 77 17 . 7 

12-17 79 <0. 10 0. 65 5 . 2 78 <0 . 10 o. 71 7 .6 

18-23 42 0 . 12 0.98 5.7 42 <0 . 10 2 . 57 21.9 

224 60 0.20 1. 38 5 .7 59 <0 . 10 3 . 57 32 .3 

• Total IgG values cannot be coinpared to lgG subclass values; lgH and lgG assays use 
..,noclonal antiglobulin conjugates. 

Geometric ,nean fold r i se 

IgGl IgG2 

No. of !itll I mcgLmll No. of !itll !11cgL11l l 
~..h:L~ ~ ~ ..h:L ~ ~ 

40 <0 .60 5 .22 8 .9 17 <0.25 <0.25 1.0 

21 <0 .60 13.03 21.7 13 < .25 <0.25 1.0 

72 <0.60 3. 94 7.4 43 <0.25 <0 . 25 1.0 

47 <0.60 10 .68 17 .6 23 <0.25 <0.32 l. 7 

60 <0.60 14 .61 23 .7 32 <0 . 25 <0.41 2.0 

antiglobulin conjugates while lgG subclass assays use 
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B. Immunogenicity (Cont.) 

Comparison with other Hib Vaccines 

Data were obtained from children randomly assigned to receive one of 
three licensed nonconjugated polysaccharide (PRP) vaccines (b-CAPSA™: 
n=63; HIB-IMUNE®: n=48; HibVAX™: n=Sl) and a limited number (n=l8) 
of serum samples from children vaccinated with ProHiBiT"', PRP-D. 
PRP-OMPC was significantly more immunogenic than nonconjugated PRP 
vaccines (combined data) in the 2.24 month age group as well as in 
18-23 month age group (p<O.l) (Table 11). Anti-PRP GMT was higher in 
PRP-OMPC vaccinees than PRP-D vaccines in both age groups tested but 
the percentages of vaccinees achieving >1.0 mgc/ml anti-PRP were 
comparable. 

In addition, <18 months of age, a single dose of PRP-OMPC vaccine 
given at 2 months of age has been shown to be more immunogenic than 
PRP-D after 3 doses given at 2, 4 and 6 months of age (Table 12). 

Fuu.c t ional activities of PRf__::QMPC vaccine-induced antibodies: 
Postvaccination sera from PRP-OMPC vaccinees in all age groups <12 
months, 12-17 months and 2.18 months demonstrated biologic activities 
in in-vitro assays specific for bacteriolysis and opsonophagocytic 
activity (Table 13). The proportions of sera demonstrating 2_4 fold 
rise in bactericidal activity appeared to be age-dependent, being 
highest 2.18 months and lowest <12 months of age. Opsonophagocytic 
activity was independent of age. Both activities were demonstrated in 
higher proportions of vaccinee sera as anti-PRP levels increased. A 
similar pattern was observed with PRP and PRP-D vaccines. 

Infant rat protection studies: PRP-OMPC vaccine-induced anti-PRP >1.0 
mcg/ml conferred protection in an infant rat model for Hib 
bacteremia. Sera from vaccinees 2.12 months as well as vaccinees <12 
months of age demonstrated protection in the model. 

Antibody Responses to PRP-OMPC Vaccine in Special Populations 

1. Children with impaired immune response to licensed nonconjugated 
PRP vaccines and to natural Hib infection. 

05272 

PRP-OMPC vaccine has been evaluated in a group of children >24 
months of age who not only had impaired immune response to 
licensed nonconjugated PRP vaccines by developing invasive Hib 
infection, but also responded poorly to the infection with 
anti-PRP <l mcg/ml. After recovery from the infection all such 
children (n=l3) achieved anti-PRP >l mcg/ml following the first 
injection of PRP-OMPC vaccine; only 4 of 13 (31%) who were 
randomly assigned to receive nonconjugated PRP vaccine achieved 

29AUG88 
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B. Immunogenicity (Cont.) 

>1.0 mcg/ml anti-PRP (Table 14). All 9 children with <1.0 mcg 
anti-PRP in this letter group achieved >1 . 0 mcg/ml antibody 
following a single injection of PRP-OMPC. 

2. Children with genetically-based impaired immune response to PRP 
vaccines : 

05 27Z 

Children with impaired antibody response to nonconjugated PRP 
vaccines leading to increased susceptibility to invasive Hib 
infection due to lack of genetic markers (Km (1) immunoglobulin 
allotype in blacks and G2m(23) immunoglobulin allotype in whites) 
have been shown to have good anti-PRP response to PRP-OMPC 
vaccination (Table 15). 

29AUG88 
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Age 
<Hoathsl 

18-23 

24-71 

TABLE 11 

Antibody Responses to a Single Dose of 
PRP-OMPC Conjugate Vaccine, Licensed 

PRP-D Conjugate Vaccine or PRP Nonconjugated 
Vaccines in Children 18-71 Months of Age with 

Prevaccination Antibody Levels ~0.15 mcg/ml 

eBe::QtieC ~iCCiDI eBe ~iCCiDI eBe=:D ~iCCi DI 
% llitb Aoti-eBe GHT ~ Iii tb AotHBe GHT ~ 11m Anti-eBe 

>0 . Is mcg/m] >J.0 mcg/1111 <mcg/mll >0.15 11Cg/ml >I .o mcg/ml <mcg/ml I >0. 15 11eg/mJ >J.Q ■cg/ml 

98 (63/64) 97 (62/64) 7 .16 77 ( 10/13) 15 (2/13) 0 . 39 100 ( 1/ 1) 100 ( 1/ 1) 

98 (60/61) 93 (57/61) 10.29 92 (43/47) 36 (17/47) 0 . 87 100 ( 10/10) 100 ( 10/10) 

GHT 
<mcg/mJ 1 

1.23 

4.03 



Haemophilus B Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

- 18 -

TABLE 12* 

Comparative Immunogenicity of H- influenzae type b (Hib) Conjugate 
Vaccines (PRP-D/PRP-OMP) in Infants <6 Months of Age. JI Ward, C. 
Berkowitz, K. Burkhart, G. Brenneman, J. Pescetti, M. Marcy. 
Harbor-UCLA Medical Center, Torrance, CA; Arctic Investigations Lab, 
CDC, Anchorage, AK; Kaiser, Panorama City, CA. 

We conducted 3 studies of the immunogenicity and safety of two Hib 
conjugate vaccines in 2 populations of infants. Three doses of PRP-D 
(Connaught) were given at 2, 4 and 6 months of age and bloods were 
obtained at 2, 4, 6 and 7-9 months. Two doses of PRP-OMP (Merck) were 
given at 2 and 4 months and sera obtained at 2, 4, and 6 months. All 
sera were assayed simultaneously by FDA standard RIA. GM levels 
(mg/ml) were: 

Age (Dose) 

2 Months (Pre) 
4 Months (Post 1) 
6 Months (Post 2) 
7 Months (Post 3) 
9 Months (Post 3) 

PRP-OMP (CA) 
(n=2]...L_ 

0.1 
1.77 
3.9 
NA 
NA 

PRP-D (CA) 
(n=20) 

0.04 
0.04 
0.1 
0.3 
NA 

PRP-D (AK) 
(n=l3) 

0.2 
0.05 
0.08 
NA 
0.3 

Even after 1 dose given 2 months, PRP-OMP was clearly more immunogenic 
than PRP-D after 3 doses given at 2, 4, and 6 months . 

.,, Twenty-Eighth Conference on Antimicrobial Agents and Chemotherapy: 
Abstract #1128, 1988. 

0527Z 29AUG88 
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TABLE 13 

Comparative Functional Activities of Antibodies 
Induced by Different Rib Vaccines 

Anti-PRP 
Antibody Age 
(mcg/ml) Vaccine (Mos) 

>1.0-3.0 PRP-OMPC <12 
12-17 
2.18.0 

PRP-D >18.0 
PRP 2.18.0 

>3.0-6.0 PRP-OMPC <12 
12-17 
2.18.0 

PRP-D 2.18.0 
PRP 2.18.0 

>6.0-25.0 PRP-OMPC <12 
12-17 
2.18.0 

PRP-D 2.18.0 
PRP 2.18.0 

,•,serum Bactericidal Activity 
+opsonization/Bacterial Killing 
ND Not Done 

0527Z 

PRP-QMPC Va~cine 
SBA* op+ 80% 

2.4-Fold Bacterial 
Rise Kill 

8/17 (47%) 3/4 (75%) 
21/28 (75%) 12/16 (75%) 
13/16 (81%) 4/3 (67%) 

5/7 (71%) ND 
2/13 (15%) 0/5 ( 0%) 

8/14 (57%) 3/4 (75%) 
19/23 (83%) 9/11 (82%) 
17 /19 (89%) 4/5 (80%) 

3/4 (75%) ND 
1/3 (33%) 2/3 (67%) 

24/35 (69%) 12/12 (100%) 
20/21 (95%) 9/10 (90%) 
31/35 (89%) 8/9 (89%) 

4/4 (100%) ND 
11/18 (61%) 12/12 (100%) 

29AUG88 
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TABLE 14 

Antibody Responses to PRP-OMPC Vaccine or 
Licensed PRP Vaccines in Hyporesponders 

% with Anti-PRP 
Time >LO mcg/ml >2.0 mcg/ml 

Pre 0 ( 0/13) 0 ( 0/13) 

Post 1 100 (13/13) 92 (12/13) 

Post 2 100 (13/13) 100 (13/13) 

Pre 0 ( 0/13) 0 ( 0/13) 

Post 31 ( 4/13) 15 ( 2/13) 

00026 

GMT 
mcg/ml (n) 

0.17 (13) 

6.16 (13) 

10.80 (13) 

0.16 (13) 

0.53 (13) 

29AUG88 
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TABLE 15* 

Antibody Responses to PRP-OMPC in Relation to 
Km(l) and G2m(23) Allotypes in Infants and Children 

Capsular Polysaccharide 
AntibQdy 

Subjects Mean Age __ G~o. Mgan • mcgLmL 
(Age Range) Allotype No. (MQ.) TQtal IgG 

Whites G2m(23) Pos. 29 9.6 2.4 1.1 
(2-17 Mo.) G2m(23) Neg. 9 6.4 2.6 1.5 

Blacks Km(l) Pos. 12 12.0 6.7 4.0 
(7-17 Mo.) Km(l) Neg. 13 12.7 6.1 4.1 

0527Z 29AUG88 
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Conclusions 

PRP-OMPC vaccine in 15 mcg doses administered intramuscularly was well 
tolerated in children 12 to 71 months of age as well as infants 2-11 
months of age. 

No serious vaccine-related reactions have been reported. 

In a limited number of children the safety profile of PRP-OMPC vaccine 
administered concurrently with MMR or DTP/OPV vaccines was unchanged 
and PRP-OMPC vaccine was well tolerated. 

PRP-OMPC vaccine was highly immunogenic in children 218 months of age 
and younger children 2 to 17 months of age. 

Virtually all children (99t) 12 months of age and older responded with 
anti-PRP antibody levels associated with short-term protection (>0.15 
mcg/ml); 89% responded with levels associated with long-term 
protection (>1.0 mcg/ml) after a single 15 mcg (PRP) injection. 

After completing a vaccination regimen consisting of two injections 
given 2 months apart, infants under 12 months of age responded with 
antibody levels similar to those in older children, i.e., 99% with 
>0.15 mcg/ml, 89% >1.0 mcg/ml. 

Among Whites and Blacks antibody response was not affected by race. 
Studies in other racial populations are in progress. 

PRP-OMPC vaccine induced IgG and IgM antibodies, with IgG 
antibodies predominating. IgG subclass response was 
exclusively IgG1, in infants under 12 months of age while 
children showed a modest IgG2 response in addition. 

class 
almost 
older 

In a limited number of children initially immunized at the age of 2 to 
11 months, PRP-OMPC vaccine-induced antibodies persisted at >0.15 
mcg/ml in 94% and >1.0 mcg/ml in 47% of vaccinees approximately 1 year 
later. 

The vaccine 
significant 
injections. 

demonstrated 
increases in 

a T-cell 
anti-PRP 

dependent 
antibodies 

memory effect, with 
following booster 

Concurrent administration of the vaccine with MMR or with booster 
immunization of DTP and OPV has shown no impairment of antibody 
response to the individual antigens in ongoing studies. 

0527Z 29AUG88 
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Conclusions (Cont.) 

Vaccine-induced antibodies demonstrated functional activities in in 
vitro assays specific for Hib bacteriolysis, bacterial opsonization 
and killing, and in an infant rat model for protection against Hib 
bacteremia. 

PRP-OMPC vaccine was highly immunogenic in children 
immune response to either licensed nonconjugated 
vaccines, natural infection with Hib or both. 

with impaired 
polysaccharide 

The vaccine was significantly more immunogenic in children 18 months 
of age and older than licensed nonconjugated polysaccharide vaccines. 
The antibody response to PRP-OMPC vaccine in children below 18 months 
of age, including 2 month old infants was also significantly higher 
than that of licensed nonconjugated polysaccharide vaccines in 
children 18 months of age and older. 

0527Z 29AUG88 
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III. DESCRIPTION OF PROCEDURES 

A. Study Design 

Clinical studies of Haemophilus b conjugate vaccine (Neisseria 
meningitidis outer membrane protein complex) (PRP-OMPC) involved only 
healthy children aged approximately 2 months to 5 years. To assure 
an even distribution of children across this age span, vaccinees were 
grouped into ages 2 to 6 months, 7 to 11 months, 12 to 17 months, 18 
to 23 months and 24 to 71 months. The vaccination regimen consisted 
of two intramuscular injections given 2 months (42 to 70 days) apart 
in infants below 12 months of age and a single injection in children 
12 months of age and older. Each dose of PRP-OMPC vaccine contained 
approximately 15 mcg PRP. Four clinical vaccine lots were used in 
the majority of studies: 1069/C-P241, 1072/C-P298, 1080/C-P749, 
1085/C-Rl32, the latter three of which were manufactured for the 
purpose of demonstrating clinical consistency. In earlier studies 
conducted on a small scale, vaccine lots 984/C-K731, 1002/C-1466, 
1003/C-1680, 1018/C-M6 79 and 1020/C-N084 were used, in vaccine doses 
ranging from 6 to 20 mcg polysaccharide. 

Institutional Review Board approval and written parental informed 
consent were obtained prior to enrolling a child in any of the 
studies. Instruction on vaccine reconstitution, dosage and 
administration were provided to the investigator by protocol and 
discussed at site visits. Vaccine was initially stored frozen at 
-70°C, but later at 2-8°C, as was the diluent. 

Blood samples were obtained prior to each injection and 
approximately 1 month after the second or after a single injection. 
Only assay results from blood samples obtained within 3 to 7 weeks of 
the second or only injection of vaccine were analyzed. 

All vaccine recipients were observed for at least · 15 minutes after 
vaccination for any immediate reactions. Safety was further 
evaluated by requiring parents to record their child's temperature 
and any reactions at the injection site or systemic complaints on the 
day of vaccination and for 5 days thereafter on Vaccination Report 
Cards. Serious adverse experiences in the 14 days following 
vaccination were required to be reported by the investigator. The 
report included the investigator's opinion on causality of the 
adverse experience. 

ossoz 29AUG88 
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Vaccine immunogenicity was evaluated by measuring total antibody to 
the capsular polysaccharide of Haemophilus influenzae type b (Hib) by 
a Farr type radiommunoassay. In a subset of vaccinees, functional 
antibody activity, including complement-mediated bactericidal 
activity, opsonization and intracellular killing of Hib bacteria, 
infant rat passive protection and immunoglobulin isotype and 
subclasses of IgG anti-PRP were determined. 

B. Assays 

Assays were performed at Merck Sharp & Dohme Laboratories, with the 
exception of opsonophagocytic assays which were done by Barry Gray, 
M.D., University of Alabama, Birmingham. 

1. Serum Bactericidal Assay 

2. Opsonophagocytic Assay 

3. Infant Rat Passive Protection Test 

0550Z 29AUG88 
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4. Radioi11U11unoassay for anti-PRP : CBER Method 

Dilutions of human sera were incubated with extrinsically-labeled 
125r Hib polysaccharide. Antigen-antibody complexes were 
removed from solution by the addition of an equal volume of 
saturated a11U11onium sulfate. Samples were centrifuged and the 
antigen-antibody complexes in the precipitate were counted in a 
ga11U11a counter. Radioactive count data were processed through a 
computer program (weighted 4-parameter logistic curve fitting 
procedure) and serum titers between 20 and 80% binding of the 
radiolabeled 125r polysaccharide on the standard curve were 
considered positive. 

5. ELISA (For Antibody Isotype and IgG Subclass) 

0550Z 29AUG88 
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IV. INTEGRATED SUMMARY OF SAFETY 

Vaccine safety and tolerability were assessed by monitoring 
postvaccination reactions. Immediately after each injection, children 
were observed for approximately 15 minutes. Thereafter, reactions were 
monitored using standardized cards containing specific parameters which 
were checked by the parents. Reactions for which feedback was required 
were temperature, injection site reactions (pain/soreness, swelling, 
redness) irritability, crying, tiredness/sleepiness, hives/rashes, 
wheezing, nausea, vomiting and diarrhea. Other reactions or conditions 
not specifically asked for were recorded by the parent in a space 
provided on the card. The duration of observation varied from 3 to 5 
days after the day of vaccination. In addition, any adverse experience 
occurring within 14 days of vaccination, without regard to causal 
relationship to vaccination, was recorded. A study site staff member 
contacted the child's parents during the 24-48 hour period following 
vaccination. If a parent did not return . the vaccination card, 
information obtained by telephone was used for safety evaluation. 

These procedures were expected to insure that serious adverse experiences 
would not be missed, that reactions previously reported in association 
with Haemophilus influenzae type b (Hib) polysaccharide vaccines would be 
sought actively, and that pre-existing conditions were recognized e.g. 
teething, which would result in symptoms or signs that could be confused 
with those due to vaccination. This reliance on parental observation, 
however, resulted in multiple entries including those of a remote or 
doubtful causal relationship to vaccination. 

Four vaccine lots (1069/C-P241, 1072/C-P298, 1080/C-P749, 1085/C-Rl32), 
the last three of which represent a clinical series, were used in most of 
the vaccinees reviewed for safety. Safety data were obtained from 
children immunized with previous vaccine lots which were also 
reconstituted and administered in a method similar to that used for the 
four current lots, i.e., aluminum hydroxide diluent and injection by 
intramuscular route. 

62331 25AUG88 
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As of May 16, 1988, a total of 2163 children had received at least one 
injection of the four vaccine lots or earlier lots noted above and 
outlined in Table 1. 

TABLE 1 

Age Distribution and Number of Children Immunized 
With PRP-OMPC Vaccine 

Vaccine Lot 
Age (mos.) 

2-6 

1069/C-P241 1072/C-P298 1080/C-P749 1085/C-Rl32 .Q1llitl: Tut.al 

777 
300 
476 
249 

7-11 
12-17 
18-23 
24-71 

Total Number 
Vaccinated 

196 
71 
92 
46 

1 

496 

250 
99 

132 
70 

1 8 

709 

178 47 106 
72 22 36 

185 26 41 
112 21 0 

7 25 61 

634 141 183 2163 

Overall, vaccination with the four vaccine lots was well tolerated in all age 
groups (2-71 months). No serious vaccine-related adverse reactions were 
reported either after a single injection in children 12 months of age and 
older or after any of the two injections given 2 months apart in infants 2 to 
11 months of age. In general, adverse reactions consisted of injection site 
soreness, and systemic reactions including low grade fever. Reactions were 
generally mild and transient. Fever subsided within 2 to 3 days, and 
injection site reactions within a week. 

The incidence of fever and injection site reactions reported approximately 6 
hours (Day 0), 24 hours (Day 1), and 48 hours (Day 2) postimmunization with 
all lots is shown in Table 2. The highest incidence of any local reaction 
was 3. 7'7o (swelling >1 inch/induration) while that of fever >38.3°C (101 °F) 
was 2.1%. Reactions and parents' observations reported within 48 hours of 
vaccination without regard to causal relationship to vaccination are listed 
under local reactions or systemic reactions by age group (Tables 3 and 4). 

The safety profile of the vaccine in children 212 months of age was 
comparable to that in younger children. Moreover, within the 2-11 month age 
group, the vaccine safety profile after the first injection was comparable to 
that after the second injection. 
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Mild elevations in temperature were reported in some vaccinees over the 
48 hour period. In infants 2 to 11 months of age, temperatures >38.3°C 
(101°F) were reported in 2.6% and 3.6% of vaccinees following Injection 1 
and Injection 2 respectively (Table 5). In children 12-71 months of age, 
temperatures >38.3°C (101°F) were reported in 3.7% of vaccinees (Table 6). 

Four children had temperatures >40°C (104°F). One child was diagnosed as 
having otitis media, one bronchitis, conjunctivitis plus otitis media, 
and one had influenza. The fourth child's temperature could not be 
verified. A list of serious adverse experiences temporally related to 
vaccination are shown the Appendix. 

A. Clinical Vaccine Lots 

B. 

62331 

Reaction incidences reported in 366 children randomized to three 
clinical lots of vaccine (1072/C-P298, 1080/C-P749, 1085/C-Rl32) are 
summarized in Tables 7-9. There were no significant differences 
among local or systemic reactions reported after the first injection 
with the exception of erythema >1 inch which was reported more 
frequently with lot 1072/C-P298 (5.9% <12 months and 1.9% 212 months 
versus 0% in the two age groups for other vaccine lots, p<. 05). 
Following the second injection, no significant differences among 
reactions were detected in this smaller subset. Within this 
randomized group, rates of reported injection site reactions >l inch 
diameter (erythema, swelling/induration) and fever >38. 3°C (101 °F) 
were compared between age groups 212 months and <12 months. 
Swelling/induration was reported significantly more often in the 212 
month old children than infants. 

Concurrent Administration with DTP/OPV or MMR 

Studies are in progress to compare the safety, tolerability and 
immunogenicity of PRP-OMPC vaccine administered alone or 
concurrently with either measles, mumps, and rubella vaccine, or 
with diphtheria and tetanus toxoids and pertussis and oral 
poliovirus vaccines. No serious vaccine-related reactions have been 
reported to date. Data currently available are shown in Tables 10 
and 11. 
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c. Multidose Study 

D. 

A 15 mcg polysaccharide dose was chosen and used in clinical trials 
based on its optimum safety and immunogenicity as determined from 
previous studies in different doses. Reactions reported from 
on-going confirmatory studies on 7.5, 15 and 30 mcg doses are shown 
in Tables 12 and 13. 

Comparative Polysaccharide Vaccines Study 

Reactions reported in children 18-71 months of age immunized with a 
single injection of licensed polysaccharide vaccines (b-CAPSA®, 
n=63, HIB-IMUNE®, n=48, and HibVAX™, n=51) are compared with those 
immunized with PRP-OMPC vaccine in Table 14. Although the two 
classes of vaccines were not evaluated in a comparative study, the 
types and rates of reactions reported with PRP-OMPC were generally 
similar to those reported with nonconjugated polysaccharide 
vaccines, with the exception of pain and soreness which were 
reported more frequently with PRP-OMPC. 

E. Conclusions 

PRP-OMPC vaccine in 15 mcg doses was well tolerated in children 12 
to 71 months of age as well as infants 2-11 months of age. 

No serious vaccine-related reactions have been reported. 

In a limited number of children the safety profile of PRP-OMPC 
vaccine administered concurrently with . MMR or DTP/OPV vaccines was 
well tolerated. 

62331 25AUG88 
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Age 

2-11 Mo . 

12-71 Mo. 

62331/5 
25AUG88 

TABLE 2 

Percentage of Vaccinees With Fever or Injection Site Reactions 
Following Immunization With Haemophilus b Conjugate Vaccine 

Injectign 1 Injection 2 
No. of 6 Hr. 24 Hr. 48 Hr. No. of 6 Hr. 24 Hr. 

Reaction Subjects Day 0 ~ llilD Subjects ~ ~ 

Fever >38.3°C (101°F) 729 1.0 1.5 0.9 527 1.3 1.5 
Swelling >l inch diameter/ 774 0.5 1.0 1.3 557 0 . 9 2.8 

Induration 
Erythema >l inch diameter 774 0.1 1.0 0.4 557 0 . 9 1.2 

Fever >38.3°C (101 °F) 743 2.1 1.6 1.5 
Swelling >l inch diameter/ 813 1.1 2.5 1.8 

Induration 
Erythema >l inch diameter 813 0.2 0.6 0.4 

48 Hr . 
~ 

1.9 
3.7 

0 . 7 



TABLE 3 

Incidence of Clinical Reactions Reported in 
Infants 2 to 11 Months of Age During the 48 Hours 

Following Immunization with PRP-OMPC Vaccine 

Local Reactions (Injection Site) 
Swelling .{1 inch 
Erythema .{1 inch 
Swelling >1 inch/Induration 
Erythema >1 inch 
Pain/Soreness 
Warmth, Injection Site 
Infection, Injection Site 

Systemic Reactions 
Irritability 
Sleepiness/Lethargy 
Warm to Touch 
Diarrhea/Vomiting/Nausea 
Teething 
Crying 
Respiratory Symptoms/Infection 
Rash 
Atopic Dermatitis (Diaper Rash) 
Ear Infection/0titis Media 
Anorexia 
Fever 
Conjunctivitis 
Constipation 
Insomnia 
Gastroenteritis, Noninfections 
Eye Discharge 
Hyperhydrosis 
Polydipsia 
Nervousness 
Urticaria 

n = Number of subjects with follow-up. 

62331/6 
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Incidence {%) 
Injection 1 Injection 2 

{n=790) {n=584) 

12.0 
18.1 
1.9 
1.3 
7.8 
0.1 
o.o 

27.3 
21.4 
12.7 
9.9 
8.0 
6.3 
5.7 
1.9 
1.4 
1.1 
0.9 
0.6 
0.3 
0.5 
0.5 
0.4 
0.3 
0.3 
0.3 
0.1 
0.0 

14.7 
17.5 
4.5 
1.5 
9.1 
0.2 
0.2 

25.0 
15.4 
11.6 

7.0 
10.1 
3.1 
6.8 
2.9 
1.2 
2.4 
0.9 
0.7 
1.0 
0.2 
0.3 
0.2 
o.o 
o.o 
0.0 
0.7 
0.5 



TABLE 3 (CONT.) 

Incidence of Clinical Reactions Reported in 
Infants 2 to 11 Months of Age During the 48 Hours 

Following Immunization with PRP-OMPC Vaccine 

Incidence (%) 
Injection 1 Injection 2 

Systemic Reactions (Cont.) 
Asthenia 
Increased Appetite 
Ataxia 
Body Odor 
Candidiasis 
Contusion 
Coxsackie Virus Infection 
Dehydration 
Dermatomycoses 
Ear Fluid 
Endophthalmitis 
Eye Swelling 
Facial Edema 
Flatulence 
Flushing 
Flu~like Illness 
Gastritis, Acute 
Gastrointestinal Pain 
Hyperkinesia 
Infectious Gastroenteritis 
Injection Site Pain 
Lymphadenopathy 
Miliaria Rubra 
Oral Candidiasis 
Otalgia 
Otitis Externa 

n = Number of subjects with follow-up. 

62331/7 
25AUG88 

(n=790) (n=584) 

0.1 
o.o 
o.o 
0.1 
0.1 
0.0 
0.0 
0.1 
0.1 
o.o 
o.o 
0.1 
o.o 
0.1 
0.1 
o.o 
0.0 
0.1 
0.1 
0.1 
0.0 
0.0 
0.1 
0.1 
0.1 
0.1 

0.2 
0.2 
0.2 
0.0 
0.0 
0.2 
0.2 
o.o 
o.o 
0.2 
0.2 
o.o 
0.2 
o.o 
0.0 
0.2 
0.2 
o.o 
0.2 
0.2 
0.2 
0.2 
o.o 
0.0 
0.2 
o.o 



TABLE 3 (CONT.) 

Incidence of Clinical Reactions Reported in 
Infants 2 to 11 Months of Age During the 48 Hours 

Following Immunization with PRP-OMPC Vaccine 

Incidence (%.) 
Injection 1 Injection 2 

Systemic Reactions (Cont.) 
Pruritus 
Salivation Increased 
Scleral Disorders 
Serous Otitis Media 
Skin Inflammation 
Skin Texture Changes 
Urinary Frequency 
Urinary Tract Infections 
Wolff-Parkinson-White Syndrome 

n = Number of subjects with follow-up. 

62331/8 
25AUG88 

(n=790) (n=584) 

0.1 
o.o 
0.1 
o.o 
0.1 
o.o 
0.1 
o.o 
0.1 

o.o 
0.2 
o.o 
0.2 
0.0 
0.2 
0.0 
0.2 
0.2 

O O O ,, O 
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TABLE 4 

Incidence of Clinical Reactions Reported in Children 
12 to 71 Months of Age During 48 Hours Following 

Immunization with PRP-0MPC Vaccine 

Local Reactions (Injection Site) 
Swelling (~1 inch) 
Erythema (~1 inch) 
Swelling (>1 inch)/Induration 
Erythema (>1 inch) 
Pain/Soreness 
Stiffness/Tightness 
Warmth, Injection Site 
Ecchymosis, Injection Site 
Inflammation, Injection Site 

Systemic Reactions 
Irritability 
Sleepiness/Lethargy 
Warm to Touch 
Diarrhea/Vomiting/Nausea 
Teething 
Respiratory Symptoms/Infection 
Crying 
Rash 
Ear Infection/0titis Media 
Atopic Dermatitis (Diaper rash) 
Fever 
Anorexia 
Sleep Disorders 
Conjunctivitis 
Limping 
Infectious Gastroenteritis 
Nervousness 
Polydipsia 

n = Number of subjects with follow-up. 

Incidence {%) 
Injection 1 

(n=837) 

10.4 
14.2 
3.2 
0.6 

19.5 
0.2 
0.2 
0.1 
0.1 

21.1 
13.7 
9.7 
8.0 
5.5 
6.3 
3.8 
1.6 
1.4 
1.3 
1.0 
0.8 
0.5 
0.4 
0.4 
0.4 
0.4 
0.4 

0 0 Ol.l 1 



TABLE 5 

Percentages of Vaccinees (2-11 Months of Age) 
with Elevated Temperatures During a Two-Day Period 

Following 1363 Injections of PRP-OMPC Vaccine 

Post Post 
Injection 1 Injection 

Temperature (n=772) (n-553) 

2.100°F (37.8°C) 8.5 9.6 

2.101°F (38.3°C) 2.6 3.6 

2.102°F (38.9°C) 1.3 1.3 

2.103°F (39.4°C) 0.9 0.7 

2 

Fever, temperature not recorded, was reported in 1 case (Inj. 1) and 
2 cases (Inj. 2). 

n -- Number of subjects with follow-up. 

62331/10 
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TABLE 6 

Percentages of Vaccinees (12-71 Months 
of Age) with Elevated Temperatures 

During a Two-Day Period Following 896 
Injections of PRP-OMPC Vaccine 

Post 
Injection 

Temperature (n=777) 

2.100°F (37.8°C) 12.0 

2l0l°F (38.3°C) 3.7 

2.102°F (38.9°C) 1.9 

2103°F (39.4°C) 0.6 

Fever, temperature not recorded, was re
ported in 2 cases. 

n = Number of subjects with follow-up. 

0001.13 



TABLE 7 

Clinical Reactions Reported at a Frequency of 2% or More 
During Days Oto 2 Following Injection of Hib Conjugate Vaccine 

- Children Randomized to the Consistency Lots -

Lot: 1072/C-P298 2-11 Months Old 
Injection 1 Injection 2 

(n=51) (n-30) 
Reported Reported 

Clinical Reaction No. (%) No. (%) 

Injection Site 
Swelling, il inch 6 11.8 2 6.7 
Erythema, il inch 7 13.7 3 10.0 
Swelling, >1 i nch/Indurati on 0 0.0 2 6.7 
Erythema, >1 inch 3 5.9 0 0.0 
Pain/Soreness 5 9.8 1 3.3 

Systemic 
Sleepiness/Lethargy 6 11.8 6 20.0 
Fever 2 3.9 0 0 .0 
Warm to Touch 4 7.8 3 10.0 
Diarrhea/Vomiting/Nausea 2 3.9 1 3.3 
Teething 2 3.9 1 3.3 
Irritability 11 21.6 7 23.3 
Crying 3 5.9 1 3.3 
Insomnia 2 3.9 0 0.0 
Respiratory Symptoms/ 3 5.9 1 3.3 

Infection 
Rash 0 0.0 1 3.3 
Ear Infection/Otitis Media 1 2.0 3 10.0 
Conjunctivitis 1 2.0 0 0.0 

n = Number of subjects with follow-up. 

6233I/12 
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12-71 Months Old 
Injection 1 

(n=53) 
Reported 

No. (%) 

8 15. 1 
5 9.4 
2 3.8 
1 1. 9 
6 11.3 

4 7 .5 
0 0.0 
4 7 .5 
0 0.0 
2 3.8 
8 15. 1 
0 0.0 
0 0.0 
3 5. 7 

1 1. 9 
1 1. 9 
0 0.0 



TABLE 8 

Clinical Reactions Reported at a Frequency of 2% or More 
During Days Oto 2 Following Injection of Hib Conjugate Vaccine 

- Children Randomized to the Consistency Lots -

Lot: 1080/C-P749 2-11 M2nths Old 12-71 Months Old 
Injection l Injection 2 Injection l 

(n=4~) (n=32) (n=56) 
Reported Reported Reported 

Clinical Reaction No. (%) No. (%) NQ. (%) 

Injection Site 
Swell i ng, il inch 4 8.9 3 9.4 4 7. 1 
Erythema , il inch 5 11. l 4 12 . 5 6 10.7 
Swelling, >l inch/Induration 0 0.0 1 3. l 1 l.8 
Erythema, >l inch 0 0.0 0 0.0 0 0.0 
Pain/Soreness 2 4.4 l 3. l 7 12 . 5 

Systemic 
Sleepiness/Lethargy 7 15.5 3 9.4 l l.8 
Warm to Touch 4 8 . 9 2 6.3 2 3. 6 
Diarrhea/Vomiting/Nausea 2 4.4 0 0.0 0 0.0 
Teething 1 2.2 1 3. 1 1 l.8 
Constipation 1 2.2 0 0.0 0 0.0 
Irritability 8 17.8 3 9. 4 3 5.4 
Nervousness 2 3.6 0 0.0 0 0 .0 
Crying 3 6.7 0 0.0 2 3. 6 
Hyperkinesia 1 2.2 0 0.0 0 0.0 
Respiratory Symptoms/ 2 4.4 0 o.o 1 1.8 

Infection 
Atopic Dermatitis 2.2 0 0.0 2 3.6 

(Diaper Rash) 
Rash 2 4.4 0 0 .0 1 1.8 
Ear Infection/Otitis Media 0 0.0 1 3. 1 0 0.0 

n = Number of subjects with fo 11 ow-up. 

6233!/13 
25AUG88 
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TABLE 9 

Clinical Reactions Reported at a Frequency of 2% or More 
During Days Oto 2 Following Injection of Hib Conjugate Vaccine 

- Children Randomized to the Consistency Lots -

Lot: 1085/C-R132 2-11 MQnths Old 12-71 M2nths Old 
Injection 1 Injection 2 Injection 1 

{n:48) {n=~5) (n:54) 
Reported Reported Reported 

Clinical Reaction No. {%) No. {%) NQ . (%) 

Injection Site 
Swelling, il inch 7 14.6 6 17. 1 4 7.4 
Erythema, il inch 7 14.6 5 14.3 7 13.0 
Swelling, >1 inch/Induration 0 o.o 1 2.9 2 3.7 
Erythema, > 1 inch 0 0.0 0, 0.0 0 0.0 
Pain/Soreness 2 4.2 3 8. 6 8 14.8 

Systemic 
Sleepiness/Lethargy 5 10.4 5 14.3 4 7.4 
Warm to Touch 6 12.5 1 2.9 1 1. 9 
Diarrhea/Vomiting/Nausea 3 6.3 0 0.0 1 1. 9 
Teething 0 0.0 2 5.7 1 1. 9 
Constipation 0 o.o 1 2.9 0 0. 0 
Irritability 13 27. 1 3 8.6 10 18.5 
Nervousness 0 0.0 0 0.0 2 5.7 
Crying 0 0.0 1 2.9 1 1. 9 
Insomnia 1 2. 1 0 0.0 0 0.0 
Respiratory Symptoms/ 1 2 . 1 2 5.7 0 0.0 

Infection 
Rash 2 4.2 0 0.0 0 0. 0 
Pruri tus 1 2.1 0 0.0 0 0.0 
Ear Infection/Otitis Media 0 0.0 1 2.9 1 1. 9 
Ear Fluid 0 0.0 1 2 .9 0 0.0 

n = Number of subjects with follow-up. 

62331/14 
25AUG88 
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TABLE 10 

Percentage of Vaccinees With Specified Injection Site or 
Systemic Reactions Reported Within 48 Hours of Having Received 

PRP-OMPC and MMR Vaccines Either Separately or Con~urrently 

Injection Site Reactions 

Swelling >1 inch 
Erythema >1 inch 
Pain/Soreness 

Systemic Reactions 

Irritability 
Sleepiness/Lethargy 

PRP-0MPC/MMR 
Concurrently 

PRP-OMPC MMR 
(n=23) (n=23) 

0.0 
4.3 

13.0 

PRP-OMPC/MMR* 

21. 7 
8.7 

0.0 
0.0 
o.o 

n = Number of subjects with follow-up. 

* Systemic reactions following 
attributed to both vaccines. 

62331/15 
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6233! 

concurrent 

PRP-OMPC Followed by 
MMR 4 Weeks Later 

PRP-OMPC MMR 
(n=22) (n=lO) 

0.0 
o.o 
4.5 

36.4 
9.1 

0 . 0 
0.0 

10.0 

o.o 
10.0 

administration were 

25AUG88 
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TABLE 11 

Percentage of Vaccinees With Specified Injection Site or 
Systemic Reactions Reported Within 48 Hours of Having Received 

PRP-OMPC and DTP/OPV Vaccines Either Separately or Concurrently 

Injection Site Reactions 

Swelling >1 inch 
Erythema >1 inch 
Pain/Soreness 

Systemic Reactions 

Irritability 
SLeepiness/Lethargy 

PRP-OMPC/DPT/OPV 
Concurrently 

PRP-OMPC DTP/OPV 
(n=21) (n=21) 

0.0 
o.o 

33.3 

o.o 
o.o 

57.1 

PRP-OMPC/DTP/OPV* 

71.4 
33.3 

n = Number of subjects with follow-up. 

* Systemic reactions following 
attributed to both vaccines. 

62331/16 
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concurrent 

PRP-OMPC Followed 
By DTP/OPV 

4 Weeks Later 
PRP-OMPC DTP/OPV 

(n=26) (n=16) 

0.0 
o.o 

23.1 

34.6 
19.2 

0.0 
o.o 

43.8 

25.0 
12.5 

administration were 



TABLE 12 

Frequency of Specified Injection Site and Systemic Reactions 
Reported Among Vaccinees (2-18 Months of Age) 

For Two Days Following the One Injection at Three Dose Levels 
With PRP-OMPC Vaccine 

7.5 mcg 15 mcg 30 mcg 

Local (Injection Site) 
Swelling >1 inch 
Erythema >1 inch 
Pain/Soreness 

Systemic 
Irritability 
Sleepiness/Lethargy 

Temperature 
>38.3°C (101°F) 

62331/17 
25AUG88 

o.o ( 0/71) 
0.0 ( 0/71) 
9.9 ( 7 /71) 

14.1 (10/71) 
14.1 (10/71) 

1.7 ( 1/58) 

o.o ( 0/49) o.o (0/13) 
2.1 ( 1/49) 0.0 (0/13) 
o.o ( 0/49) 0.0 (0/13) 

26.5 (13/49) 15.4 (2/13) 
10.2 ( 5/49) 7.7 (1/13) 

7.5 ( 3/40) o.o (0/9) 



TABLE 13 

Frequency of Specified Injection Site and Systemic Reactions 
Reported Among Vaccinees (19-59 Months of Age) 

For Two Days Following the One Injection at Three Dose Levels 
With PRP-OMPC Vaccine 

7.5 mcg 15 mcg 30 mcg 

Local (Injection Site) 
Swelling >1 inch 
Erythema >1 inch 
Pain/Soreness 

Systemic 
Irritability 
Sleepiness/Lethargy 

Temperature 
>38.3°C (101°F) 

62331/18 
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0.0 ( 0/31) 
o.o ( 0/31) 
9.7 ( 3/31) 

12.9 ( 4/31) 
6.5 ( 2/31) 

0.0 ( 0/25) 

0.0 ( 0/25) 0.0 (0/27) 
0.0 ( 0/25) o.o (0/27) 

24.0 ( 6/25) 29.6 (8/27) 

12.0 ( 3/25) 3.7 (1/27) 
12.0 ( 3/25) 7.4 (2/27) 

5.0 ( 1/20) o.o (0/25) 

'l ooc;n 



TABLE 14 

Percentage of Vaccinees (18-71 Months of Age) 
With Specified Injection Site and Systemic Reactions 

for Two Days Following Injection With PRP-OMPC Vaccine 
Compared With Licensed Polysaccharide Vaccine 

Type of Complaint 

Local (Injection Site) 
Swelling >1 inch 
Erythema >1 inch 
Pain/Soreness 

Systemic 
Irritability 
Sleepiness/Lethargy 

Temperature 
>38.3°C (101°F) 

62331/19 
25AUG88 

% Vaccinees With Reported Reactions 
Conjugate Vaccine Polysaccharide Vaccine 

1.5 ( 7/468) 0.0 ( 0/158) 
0.6 ( 3/468) 2.1 ( 1/158) 

25.0 (117 /468) 12.0 (19/158) 

19.9 ( 93/468) 12.6 (20/158) 
14.1 ( 66/468) 12.0 (19/158) 

4.6 ( 20/439) 6.4 (10/157) 

00051 



(b) (6)

(b) (6)

(b) (6)

(b) (6) (b) (6) (b) (6)

APPENDIX 

Serious Adverse Experiences Among Children Ages 2 to 71 Months Receiving 
Haemophilus b Conjugate Vaccine (Neisseria meningitidis Outer Membrane Complex) 

Dates Date of 
Study# Case# Vaccine Lot Dose Administered Event 

Date Reported 
to Merck 

004-01 ■ 1069/C-P241 15 mcg 

004-01 ■ 1069/C-P241 15 mcg 

•Clinical Investigator's Assessment 

6233I/20 
25AUG88 

- 05/27/87 06/02/87 

- - 08/04/87 

Summary of Event 
Vaccine• 
Related 

05/27/87: A 9-month old male had difficulty Definitely 
sleeping and had a runny nose beginning Not 
05/27/87 for 2 days. He developed wheezing 
and a temperature of 100.7°f. The child 
recovered. 

Medical history - reactive airway disease; 
similar experience in 2/87 during RSV 
respiratory infection. 

i A 4-month old female, l month 
t~e first dose of conjugate vaccine 

and 3 days after vaccination with DTP and 
OPV, was diagnosed with meningitis . The 
etiology of the meningitis was determined 
as nonbacterial and probably viral. 

Definitely 
Not 

0 
0 
0 
\Jl 
N 



(b) (6)

(b) (6)

(b) (6)

(b) (6) (b) (6)

(b) (6)

(b) (6)

(b) (6)
(b) (6)

(b) (6)

APPENDIX (C ONT .) 

Serious Adverse Experiences Among Children Ages 2 to 71 Months Receiving 
Haemophilus b Conjugate Vaccine (Neisseria meningit i dis Outer Membrane Complex) 

Study# Case# Vaccine Lot Dose 

004-10 - 1072/C-P298 15 mcg 

004-14 - 1069/C-P241 15 mcg 

*Clini cal Investigator's Assessment 

6233!/21 
25AUG88 

Dates 
Administered 

Date of 
Event 

11/15/87 

Date Reported 
to Merck 

11/24/87 

- - 09/24/87 

Summary of Event 

11/15/87: A 6-month old female developed 
cellulitis on the left side of her neck 
at the site of an insect bite . 

....._ _____ : The child was hospitalized with 
iagnosis of cervical cellulitis. Blood 

and CSF cultures were negative . Urine 
antigen detection test for Haemophilus 
influenzae was negative. Probable 
staphylococcal cellulitis. She recovered 
without residual effects. 

A 5-month old female developed 
gastroen eritis. She was hospitalized 
with moderate dehydration and was treated 
with oral rehydration and Tylenol. 

=~~~~~= 
The child was discharged. 

..... ..,........,._,, ...... : The child was rehospitalized 
the same symptoms. 

After recovering, she again 
ell SC arged . 

No bacterial pathogens were isolated. 
Viral studies were not done. 

Vaccine* 
Related 

Probably 
Not 

Probably 
Not 



(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6) (b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

APPENDIX (CONT. ) 

Serious Adverse Experiences Among Children Ages 2 to 71 Months Receiving 
Haemophilus b Conjugate Vaccine (Neisseria meningitidis Outer Membrane Complex) 

Dates Date of 
Study# Case# Vaccine Lot ~ Administered Event 

0004-14 1111 l072/C-P298 15 mcg 

0004-14 - 1069/C-P24l 15 mcg 

0004-14 - 1072/C-P298 15 mcg 

*Clinical Investigator's Assessment 

62331/22 
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- 12/11/87 

12/16/87 

--

Date Reported 
to Merck 

01/22/88 

01/22/88 

03/15/88 

Summary of Event 
Vaccine* 
Related 

12/11/87: A 3-month old female developed Probably 
acute watery diarrhea with minimal dehydra- Not 
tion, conjunctivitis, and an upper respira-
tory infection. 

The child was hospitalized and 
x-ray revealed right middle lobe pneumonia 
and bronchiolitis. The child subsequently 
recovered and was discharged. 

12/16/87: A 5-month old female experienced Probably 
mild bronchiolitis, conjunctivitis, and Not 
temperature of 100. l°F rectal at time of 
administration of Dose 2. 

: The child was hospitalized with 
a temperature of 102°F rectal and diagnosed 
as having asceptic meningitis. Blood and 
CSF cultures were negative, 36,500 WBC (59 
poly, 30 lymph). The child has recovered. 

: A 2-month old female was 
hospitalized with URI. She was treated 
with Benadryl. 

The child was discharged and 
su6sequently recovered. 

Probably 
Not 

0 
0 
0 
I.II 
J:: 



(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

APPENDIX (CONT. ) 

Serious Adverse Experiences Among Children Ages 2 to 71 Months Receiving 
Haemophilus b Conjugate Vaccine (Neisseria meningitidis Outer Membrane Complex) 

Studt # Case# Vaccine Lot Dose 

0004-14 - 1072/C-P298 15 mcg 

0007-01 ■ HibVAX'" 25 mcg 

0008-02 - 1072/C-P298 7.5 mcg 

*Clinical Investigator's Assessment 

6233I/23 
25AUG88 

Dates Date of 
Administered Event - -
--

05/22/88 

Date Reported 
to Merck 

03/15/88 

02/11/88 

06/14/88 

Sunvnart Qf Ev~nt 

4-month old female was 
for an upper respiratory 

The child was discharged. 

: A 23-month old male was 
aiagnosed as having otit~s media and an 
(. coli urinary tract infection. 

The child was hospitalized. 

The child subsequently recovered 
oischarged. 

Medical history of underlying obstructive 
neuropathy. 

05/22/88: A 9-month old male developed a 
fever of 103-104°. 

The child was hospitalized 
w, h maculo papular rash on face and body 
(confluent on back, chest, and groin), 
vomiting (lx) and temperature of 37.8°C 
rectal. 

Rash was disappearing and 
discharged. 

Vaccine* 
Relgted 

Definitely 
Not 

Probably 
Not 

No 

,::, 
::> 
0 
,Jl 
J1 
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Serious Adverse Experiences Among Children Ages 2 to 71 Months Receiving 
Haemophilus b Conjugate Vaccine (Neisseria meningitidis Outer Membrane Complex) 

Dates Date of 
Vaccine Lot Dose Administered Event 

1003/C-L680 7 mcg 12/15/84 
(in 
saline) 

Date Reported 
to Merck 

12/21/84 

Vaccine"' 
Summary of Event Related 

A 10-month old female experienced Probably 
no comp ,cations after receiving the first 
injection of vaccine. 

: Four hours after rece1v1ng the 
secon vaccine injection, she developed a 
temperature of 38.9°C. She was lethargic 
and anorexic but took fluids without 
difficulty. At the same time, her mother 
noted swelling and erythema over the 
anterior thigh surrounding the injection 
s i te, extending from above the knee to the 
groin . She refused to crawl or move the 
extremity. 

12/16/84: The child's temperature was 
37.5°C. She was using her leg , and the 
swelling and tenderness had subsided somewhat. 
Her improvement continued although she had 
an isolated temperature elevation of 38.6°C at 
approximately 32 hours after the injection. 

12/17/84: The swelling was 90¾ resolved, 
and her temperature was 37.4°C (axillary) . 

12/22/84: The child was in good health. 

*Clinical Investigator's Assessment 

62331/24 
25AUG88 



(b) (6) (b) (6) (b) (6) (b) (6)

(b) (6)

(b) (6)

APPENDI X (C ONT .) 

Serious Adverse Experiences Among Children Ages 2 to 71 Months Receiving 
Haemophilus b Conjugate Vaccine (Neisseria meningitid i s Outer Membrane Complex) 

Study# Case# Vaccine Lot Dose 

873 - 1018/ C-M679 18 mcg 

*Clinical Investigator's Assessment 

62331/25 
25AUG88 

Dates 
Administered 

Date of 
Event --

Date Reported 
to Merck 

06/02/86 

Summary of Event 
Vaccine" 
Related 

Two days after receiving the Hib Possibly 
vaccine, a 7-month old female developed 
fever of 38.9°C and a 1 x 3.5 cm induration 
with erythema and tenderness at the injection 
site. 

05/31/86: Her temperature increased to 
39.2°C. 

The child had an axillary temperature 
o 37.4° and a 2.5 x 1 cm induration without 
erythema or tenderness at the injection site. 
A faint, fine erythematous rash was present on 
the face, neck, uppe r torso and upper 
extremities. Laboratory analysis revealed 
ESR 18, WBC count 5,700, bands 2%, PMN's 5%, 
lymphocytes 93 with occasional atypical lymphs 
present and platelet count 315,000. Urinalysis 
revealed specific gravity 1.008, pH 6, protein 
and glucose were negative. 

06/03/86: The child was without fever for more 
than 24 hours. 

06/05/86: The rash had resolved. 

: Upon physical examination , an approx
imate y 2.5 x 2 cm area of nontender induration 
at the injection site was reported. Repeat 
laboratory analysis revealed ESR 13, WBC count 
11,000, eosinophils 1%, PMN's 31%, lymphocytes 
67%, monocytes 10% and platelet count 863,000. 
Viral cultures are negative. 

=> 
0 
0 
.J1 
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Serious Adverse Experiences Among Chi ldren Ages 2 to 71 Months Receiving 
Haemophilus b Conjugate Vaccine (Neisseria meningitidis Outer Membrane Complex) 

Study# Case# Vaccine Lot ~ 
Dates 

Administered 
Date of 

Event 
Date Reported 

to Merck Summary of Event 
Vaccine"' 
Related 

873 - 1018/C-M679 18 mcg - - 06/02/86 A 5-month old male infant began Definitely 

"'Clinical Investigator's Assessment 

62331/26 
25AUG88 

,g -pitched screaming approximately 4 hours 
after vaccination. He was unconsolable for 
2 hours but then was fed and slept through 
the night. 

06/01/86: At 6 a.m. , he awoke screaming and 
was unconsolable for 10 hours. He ate in 
the morning but refused a bottle until 
4 p.m. The infant slept between 4:30 p.m. 
and 7:00 p.m., but began crying again 
between 9:00 and 12:00 p.m. 

06/02/86: After awakening, the infant was 
alert and playful. 

06/13/86: The child was well. 

::, 
::::, 
::::, 
.J1 
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Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

V. INTEGRATED SUMMARY OF IMMUNOGENICITY 

A. Vaccine-Induced Anti-PRP Antibodies 

Capsular polysaccharide (PRP) antibody induced by Haemophilus b 
conjugate vaccine (Neisseria meningitidis outer membrane protein 
complex) (PRP-OMPC) was measured by radioimmunoassay (RIA) within 
Merck Sharp & Dohme Research Laboratories. The precise protective 
level of anti-PRP antibody in man is unknown; estimates range from 
0 .15 mcg/ml for short-term protection to 2.l. 0 mcg/ml for long-term 
protection from invasive infection. Therefore, antibody responses to 
the vaccine are presented here in relation to these two levels. 
Antibody responses to PRP-OMPC vaccination were evaluated not only in 
children 218 months of age, an age group for which Hib vaccines are 
available commercially, but also in younger children 12 to 17 months 
and 2 to 11 months of age. These younger children and infants, being 
at a higher risk for invasive Hib disease, would benefit most from an 
immunogenic vaccine. 

Anti-PRP responses among healthy infants and children 2 to 71 months 
of age rece 1 v1ng 15 mcg doses of lyophil ized vaccine (lots 
1069 /C-P241, 1072/C-P298, 1080/C-P749, 1085/C-R132) reconstituted 
with aluminum hydroxide diluent and administered by intramuscular 
injection are summarized in Table 1. Infants less than 12 months of 
age received two injections of vaccine two months apart; older 
children received a single injection. 

Ninety-nine percent of children (789/796) had protective antibody 
levels ( > .15 mcg/ml) after one injection of vaccine, regardless of 
age at the time of vaccination. Ninety-one percent (397/437) of 
children 12 months of age or older had a level associated with 
long-term protection (>1.0 mcg/ml). One injection of vaccine induced 
antibody >1.0 mcg/ml in 78% (279/359) of infants less than 1 year 
old. After a second injection 90% (252/281) of infants 2 to 11 
months of age achieved >1.0 mcg/ml anti-PRP antibody. The geometric 
mean fold rise in antibody levels after one injection of vaccine 
ranged from 13.5 to 48.1 in the age groups outlined in Table 1. 
After the second injection of vaccine in infants <12 months of age, 
further increases of 1. 7 to 2. 6 fold were seen. Geometric mean 
antibody titers following the last or a single injection of PRP-OMPC 
vaccine ranged from 3.76 mcg/ml to 16.6 mcg/ml. 

29AUG88 
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A. Vaccine-Induced Anti-PRP Antibodies (Cont.) 

Table 2 summarizes antibody responses to the four lots of the vaccine 
among a subset of children with nonprotective prevaccination levels, 
i.e., ~0.15 mcg/ml. The responses of this subset of children to the 
vaccine were excellent. Ninety-nine percent (252/254) and 89% 
(225/254) of children 212 months of age responded with antibody 
levels >0.15 mcg/ml and >1.0 mcg/ml, respectively, after one 
injection of vaccine. Antibody levels >0.15 mcg/ml were achieved in 
99% (238/242) of infants <12 months of age following one injection of 
vaccine, with 79% (189/241) developing antibody >1.0 mcg/ml. 
Following a second injection, 89% (172/193) achieved protective 
levels >1.0 mcg/ml. Among single dose recipients, antibody levels 
were higher in the 18 to 23 and 24 to 71 month age groups than the 12 
to 17 month age group. 

Tables 3 and 4 show the distribution of anti-PRP titers in all 
vaccinees and in the group of children with prevaccination anti-PRP 
levels ~0.15 mcg/ml. Over 50% of children 22 months of age achieved 
anti-PRP titers of >3 mcg/ml upon completion of their scheduled 
vaccination regimen, including children with <0.15 mcg/ml anti-PRP 
levels prior to vaccination. 

Comparison of Vaccine Lots 

Randomized Studies 

Thr.ee vaccine lots of PRP-OMPC (lots 1072/C-P298, 1080/C-P749, 
1085/C-Rl32) of PRP-OMPC vaccine were evaluated extensively in 
clinical trials. In five study centers (Study #004-01, #004-05, 
#004-07, #004-08, #004-10), a subset of infants and children were 
randomized to the three lots stratified by vaccination regimen (one 
or two injections), to assess comparability of vaccine lots with 
respect to their immunogenicity, safety and tolerability. 

A total of 366 infants and children were randomized to receive the 
three vaccine lots. Anti-PRP levels were measured in 145 of them 
after the second or only injection depending on age. The age, sex 
and race characteristics by vaccine lot in this subset of children 
were comparable (Table 5). No significant differences among 
recipients of the lots were observed with respect to the specified 
demographic features. 
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A. Vaccine-Induced Anti-PRP Antibodies (Cont.) 

Vaccine-induced antibody responses of this subset of children are 
shown in Table 6. No significant differences were observed among the 
vaccine lots with respect to level of anti-PRP response (GMT) 
adjusting for prevaccination antibody levels across identical age 
categories. Geometric mean titers for all age groups combined were 
7. 65, 5. 49, and 6. 32 mcg/ml for vaccine lots 1072/C-P298, 
1080/C-P249, and 1085/C-Rl32, respectively. There was also no 
significant difference among recipients by vaccine lot in the 
geometric mean fold rise in antibody from prevaccination levels 
(again adjusted for age category). 

Following their second or only injection, all infants and children 
receiving any lot of vaccine had anti-PRP titers >0 .15 mcg/ml. The 
proportion of children developing titers >1.0 mcg/ml was not 
significantly different for the three lots. Anti-PRP levels >1.0 
mcg/ml were achieved in 86% (24/28), 84% (26/31) and 96% (22/23) of 
recipients of lots 1072/C-P298, 1080/C-P249 and 1085/C-Rl32, 
respectively (Table 7). 

Multicenter Study 

To reassess the conclusion that no differences are apparent among the 
lots, the three vaccine lots were compared across all 14 studies in 
which they were evaluated under a uniform protocol. Unlike in the 
randomized subset, the number of vaccinees in the 14 studies was 
large enough for analyses of results by vaccine lot and by age 
group. Tables 8 and 9 summarize the anti-PRP responses of infants 
and children who received one of the vaccine lots in the 14 studies, 
irrespective of randomization. 

Anti-PRP titers approximately one month after the last injection of 
vaccine were compared adjusting for age and race among those children 
who had a prevaccination antibody level ~0.15 mcg/ml. As noted 
earlier, no significant differences were found among the three 
vaccine lots with respect to: 1) the proportion of vaccinees who 
developed titers >1.0 mcg/ml, stratified by prevaccination titers of 
<0.15 or >.15 - 1.0 mcg/ml, and 2) the level of response (GMT). 
Overall geometric mean antibody titers ranged from 4.31 to 6.17 
mcg/ml for all age groups combined. Anti-PRP levels >1.0 mcg/ml were 
achieved in 84% to 96% of vaccine recipients with prevaccination 
antibody levels ~0.15 mcg/ml. 
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A. Vaccine-Induced Anti-PRP Antibodies (Cont.) 

Age. Sex and Race 

The effect of age at the time of the initial vaccination, sex and 
race was evaluated among vaccinees receiving Lot 1072/C-P298, 
1080/C-P749 or 1085/C-Rl32. Among children who had prevaccination 
levels of anti-PRP antibody <1.0 mcg/ml, there was a significant 
difference among age groups with respect to the number of children 
developing titers above that level, stratified by prevaccination 
antibody titer (p<0.05). Antibody levels after the last injection of 
vaccine increased with age category within each vaccination regimen 
(one injection in children 212 months of age, two injections in those 
<12 months of age) as shown in Table 10. After one injection of 
vaccine, geometric mean titers of antibody among children with 
antibody levels <0 .15 mcg/ml prior to vaccination ranged from 2. 79 
mcg/ml in 12 to 17 month old children to 8.28 mcg/ml in children 24 
months of age or older. After two injections, GMTs ranged from 4.16 
mcg/ml in infants to 2 to 6 months of age to 6.64 mcg/ml in infants 7 
to 11 months of age. Antibody responses were lower in the 12 to 17 
month age group than in the 218 month age group after a single 
injection of vaccine; the responses in the 12 to 17 month of age 
group were also lower than in infants <12 months of age after two 
injections. 

Tables 11 and 12 summarize antibody responses by sex and race. The 
sex of the infant or child was not a significant factor. The 
responses of Blacks and Caucasians were not significantly different. 
However, there were insufficient data in the subset analyzed to 
evaluate Hispanics and American Indians in a comparable manner. 

Regimen 

Antibody responses were analyzed in all infants and children 
receiving one of the three lots of vaccine in the 14 studies 
conducted under a uniform protocol. All children regardless of age 
showed a significant increase (p<0.01) in anti-PRP after one 
injection of vaccine, with a geometric mean fold rise of 13.0 (range, 
11.9 - 41.3) (Table 13). In children <12 months of age receiving two 
injections, the second injection induced anti-PRP levels 
significantly (p<0.01) above post first dose injection levels; the 
geometric mean fold rise was 2.1. The overall geometric mean fold 
rise from prevaccination level to the level following the second 
injection was 30.0 (range, 26-39). 
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A. Vaccine-Induced Anti-PRP Antibodies (Cont.) 

The 15 mcg PRP dose currently in use has been chosen on the basis of 
optimum immunogenicity and safety when compared with other doses 
ranging from 6 mcg to 20 mcg (see Section VII. Individual Study 
Summaries, Study #822, #870, and #873). Confirmatory studies using 
additional doses are still in progress due to delayed start. In 
addition to different doses, the effect of two injections in children 
>12 months of age will be evaluated. No data are available for 
analysis at present. 

Priming Effect of PRP-OMPC: Response to Booster Injection 

A limited number of children who received one or more primary doses 
of early lots of PRP-OMPC vaccine at ages 2 to 11 months (Table 14) 
and 212 months (Table 15) have been given a hooter dose of PRP-OMPC 
vaccine or licensed unconjugated PRP vaccine after a mean interval 
ranging from 11.2 to 13.3 months. [See Section VII, Individual Study 
Summaries, Study #873]. All children vaccinated in infancy with 
PRP-OMPC vaccine showed similar boosts in anti-PRP levels following 
receipt of either PRP-OMPC vaccine booster or a licensed unconjugated 
PRP vaccine booster (Table 15). Geometric mean titers increased >49 
to >440 fold with PRP-OMPC vaccine and >52 to >184 fold with licensed 
unconjugated PRP vaccine from prebooster levels. The difference in 
antibody responses between these booster regimens was not significant . 

Persistence of Antibody 

Vaccine-induced antibody persisted at levels >1.0 mcg/ml in 47% of 
children initially immunized at 2 to 11 months of age (Table 14). In 
children initially immunized at 212 months of age, antibody levels of 
>1.0 mcg/ml were still measured in 40% of vaccinees (Table 15). 
Table 16 summarizes available data in a cohort of infants and 
children with antibody levels measured 6 to 10 months after receiving 
one injection of vaccine. Anti-PRP levels >0.15 mcg/ml were present 
in all children 6 to 10 months after the initial injection of 
vaccine. Anti-PRP levels >1.0 mcg/ml were maintained in 60% of 
children vaccinated at 212 months of age and in 74% vaccinated at <12 
months of age. 
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A. Vaccine-Induced Anti-PRP Antibodies (Cont.) 

Coadministration of PRP-OMPC and MMR Vaccine 

In an ongoing study, antibody responses to PRP and to measles, mumps, 
and rubella following receipt of PRP-OMPC vaccine given alone or 
concurrently with measles, mumps, and rubella live virus vaccine 
(MMR) at separate sites, with separate needles have been measured in 
a limited number of children (Tables 17 and 18). 

Pre immunization anti-PRP levels were comparable in the two groups. 
All children, regardless of vaccination regimen, achieved anti-PRP 
levels >0.15 mcg/ml. Eighty-nine percent of children receiving 
PRP-OMPC vaccine alone (4 weeks prior to MMR vaccination) and 94% of 
children receiving the vaccine concurrently with MMR achieved 
anti-PRP levels >1.0 mcg/ml. There were no statistically significant 
differences in antibody responses between recipients irrespective of 
vaccination regimen. A significant (p~0.01) increase in level of 
anti-PRP (GMT) one month post PRP-OMPC vaccine injection was observed 
for both vaccination regimens with geometric mean fold rise of 18 .1 
and 22.8 in the 4 week apart and concurrent regimens, respectively. 

In a limited number of children measles and mumps antibody titers 
were measured by hemagglutination inhibition assay and mumps antibody 
titers by ELISA assay. All of the vaccinees were initially 
seronegative for antibody to measles (<5), mumps (<2) and rubella 
( <8). One hundred percent of vaccinees who received MMR alone or 
concurrently with PRP-OMPC vaccine developed antibody to all three 
vaccine viruses one month after the vaccine injection. Geometric 
mean titers of antibody to measles, mumps and rubella were not 
significant different when MMR was administered alone or concurrently 
with PRP-OMPC vaccine. 

Concurrent administration of 
significantly reduce antibody 
vaccine antigens tested. 

PRP-OMPC 
response 

vaccine 
to any 

Coadministration of PRP-OMPC, DTP and OPV Vaccines 

and MMR did not 
of the individual 

Antibody response t o PRP, diphtheria and tetanus, following 
administration of PRP-OMPC vaccine concurrently with diptheria, 
tetanus, pertussis vaccine (DTP) and live oral trivalent poliovirus 
vaccine (OPV) or separately in a limited number of children, are 
shown in Tables 19 and 20. This study is currently in progress . 
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A. Vaccine-Induced Anti-PRP Antibodies (Cont.) 

Pre immunization anti-PRP levels were comparable in the two groups. 
All children, regardless of vaccination regimen, achieved anti-PRP 
levels >0.15 mcg/ml. Ninety percent achieved levels of anti-PRP >1.0 
mcg/ml following administration of vaccine alone compared to 88% 
rece1v1ng vaccine concurrently with DTP and OPV vaccines . A 
significant increase (p~0.01) in anti-PRP titer (GMT) one month post 
PRP-OMPC vaccine was observed for both vaccination regimens. 

The proportion of vaccinees with >4-fold rises in antibody to 
diphtheria and tetanus was 100% one month post DTP/OPV vaccination 
for both regimens. Geometric mean titers of antibody to diphtheria 
and tetanus one month after vaccination were not significantly 
different between the two regimens. Antibody determination for 
pertussis and polio antigens are not available at the present time 
but will be included in future reports. 

Concurrent administration of PRP-OMPC vaccine did not significantly 
reduce antibody response to PRP, diptheria or tetanus. 

Immunoglobulin Isotype and Subclass 

PRP-OMPC vaccine induced both IgM and IgG class anti-PRP antibody 
response in infants and children 2 to 71 months of age. The IgG 
antibody · response was predominantly IgG1 in children 18 to 23 
months of age and almost exclusively IgG1 in children <18 months of 
age (Table 21). 

Antibody Responses to PRP-OMPC Vaccine in Special Populations 

PRP-OMPC vaccine 
characterized by: 

has been evaluated in selected populations 

1. Impaired antibody response to nonconjugated PRP vaccine. 

2. Prior invasive Hib disease. 

3. Impaired antibody responses to natural infection with Hib. 

4. Combinations of any of the above. 
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A. Vaccine-Induced Anti-PRP Antibodies (Cont.) 

A group of 30 children 27 to 71 months of age who manifested 
characteristics mentioned above were randomized to receive a licensed 
nonconjugated PRP vaccine (n=16) or PRP-OMPC vaccine (n=14). All 
children had recovered from invasive Hib disease which they developed 
between ages 21 and 45 months despite previous immunization with a 
licensed nonconjugated PRP vaccine. In addition, after recovery from 
disease, anti-PRP antibody levels were <1 mcg/ml in all 30 subjects. 
Table 22 shows antibody responses following a single injection of a 
licensed nonconjugated PRP vaccine in one group of 13 children and to 
each of two injections of PRP-OMPC vaccine in the other group of 13 
children. Preimmunization antibody levels were comparable in the two 
groups. After a single injection 31% (4/13) had >1.0 mcg/ml antibody 
level in the nonconjugated PRP vaccine group compared with 100% 
(13/13) in the PRP-OMPC vaccine group (p<0.01). A level of >2.0 
mcg/ml antibody response was reported in 15% of nonconjugated PRP 
vaccinees versus 92% of PRP-OMPC vaccinees (p<0.01). 

Children with postimmunization antibody level <2 
licensed nonconjugated PRP vaccine arm of the study 
two injections of PRP-OMPC vaccine. Eighty six 
children responded with >2 mcg/ml antibody (Table 23). 

mcg/ml in the 
were next given 

percent (6/7) 

Antibody Responses in Relation to Expression of Genetic Markers 

Children immunized with PRP-OMPC vaccine have been evaluated 
independently by one of our investigators for antibody responses in 
relation to immunoglobulin allotypes among blacks [Km(l)] and whites 
[G2m(23)] and found to elicit good anti-PRP responses among all four 
groups with and without these markers (Table 24). Black children who 
do not express Km( 1) immunoglobulin allotype and white children who 
do not express G2m(23) immunoglobulin allotype have been shown to 
have impaired immune responses to nonconjugated PRP vaccines, and to 
be at higher relative risk for invasive Hib disease. 
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A. Vaccine-Induced Anti-PRP Antibodies (Cont.) 

COMPARISON OF PRP-OMPC VACCINE AND LICENSED NONCONJUGATED PRP VACCINE 

A randomized study of immwie responses among children 18 months of 
age and older was carried out to compare immune responses induced by 
licensed nonconjugated PRP vaccines versus PRP-OMPC vaccines. Serum 
samples from a limited number of children immunized with a licensed 
conjugate vaccine (ProHIBITr", PRP-D) were also assayed. One 
hwidred sixty-two (162) children aged 18 to 58 months were randomized 
to receive one of three licensed PRP vaccines (b-CAPSA®, HIB-IMUNE® 
and HibVAXr") in a single injection regimen in accordance with the 
manufacturer's package inserts. Immwie responses were evaluated by 
comparing pre- and postimmunization values for total PRP antibody, 
isotype and subclasses of antibodies and assays for bacteriolysis and 
opsonization. 

Children receiving the three licensed nonconjugated PRP vaccines were 
comparable with respect to median age, sex and race (Table 25). No 
significant differences between the vaccines were observed with 
respect to the number of children responding with: 1) >0.15 mcg/ml 
and >1.0 mcg/ml antibody levels (Table 26); 2) increases in antibody 
class and subclass; 3) increases demonstrated in functional assays in 
the limited data available. Therefore, results have been combined 
for licensed nonconjugated PRP vaccines for further comparisons with 
PRP-OMPC vaccine in the same age group. 

Table 27 shows antibody responses in children 18 months of age and 
older following one dose of PRP-OMPC vaccine, nonconjugated PRP or 
conjugated PRP-D vaccines. PRP-OMPC vaccine was significantly more 
immunogenic than licensed nonconjugated PRP vaccines in children 224 
months of age and in children 18 to 23 months of age regardless of 
prevaccination antibody level (p<. 01). Eighty-six percent (124/ 45) 
of PRP-OMPC vaccine recipients 24 months of age and older achieved 
antibody levels >3 mcg/ml compared to 49% (56/114) of PRP vaccinees 
of the same age (Table 28). Antibody responses in the subset of 
children whose prevaccination anti-PRP levels were ~O .15 mcg/ml are 
summarized in Table 29. Ninety-seven percent (62/64) of children 224 
months and 93% (57/61) of children 18 to 23 months of age receiving 
PRP-OMPC vaccine who had antibody levels ~0.15 mcg/ml prior to 
vaccination developed anti-PRP levels >1.0 mcg/rnl. Only 36% (17/47) 
and 15% (2/13) of children who received licensed nonconjugated PRP 
vaccines in the comparable age groups achieved this level. A 
significantly higher level of antibody (GMT) was observed in both the 
18 to 23 (7.16 mcg/ml) and 224 month (10.29 mcg/ml) age groups who 
received PRP-OMPC vaccine compared to those seen in PRP vaccine 
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A. Vaccine-Induced Anti-PRP Antibodies (Cont.) 

recipients in the 18 to 23 (0.39 mcg/ml) and the 2.24 month (0.87 
mcg/ml) age groups (p<.01). 

In addition, antibody responses to PRP-OMPC vaccine in children below 
18 months of age (12 to 17, 7 to 11, and 2 to 6 months) were 
significantly higher than those elicited by licensed nonconjugated 
PRP vaccines in children 2.24 months of age (p<.01) (Table 30). 
Following completion of the prescribed vaccination regimen 95% 
(119/125) of children 2.18 months of age and 86% (275/319) of children 
<18 months of age who had prevaccination levels that were considered 
nonprotective developed antibody levels >1.0 mcg/ml compared to 36% 
of children 2.24 months of age who received PRP vaccine. 

The immunoglobulin isotypes and subclasses induced by licensed 
nonconjugated PRP vaccines in children 2.18 months of age showed a 
pattern of increases similar to that observed for PRP-OMPC vaccine in 
children 2.18 months of age (Table 31). However, PRP-OMPC vaccine 
induced significantly higher (p~O. 05) rises in antibody classes (IgG, 
IgM) and in IgG1 subclass in children 2.18 months of age then did 
licensed nonconjugated PRP vaccines in children 2.24 months of age. 
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TABLE 1 

Antibody Responses of Infants and Children To PRP-OMPC Vaccine 

Prevaccint i on Postinjection 1* PQstinjectiQn 2** 
% With Anti-PRP % With Anti-PRP Geometric % With Anti-PRP Geometric 

Age >0 . 15 >1.0 GMT >0. 15 >1.0 Mean Fold GMT >0. 15 >1.0 Mean Fold GMT 
(Months) mcg/ml mcq/ml (mcg/ ml) mcg/ml mcg/ml Rise (mcg/ml) mcg/ml mcg/ml Rise (~) 

2-6 38 2 <0. 13 99 78 13.5 2.41 99 88 27.5 4.63 
(95/248) (6/248) (236/239) ( 186/239) ( 186/187) ( 164/187) 

7-11 22 1 <0. 13 98 78 19.6 2.91 100 94 49.0 7 .41 
(26/121) (1/121) ( 118/120) (93/120) (94/94) (88/94) 

12-17 29 2 <0. 13 100 84 23.0 3.76 
(53/182) (4/182) ( 182/182) ( 152/182) 

18-23 43 5 o. 14 99 96 43.1 8.88 
( 46/110) (6/110) ( 109/110) ( 106/110) 

24-71 58 19 0 . 27 99 96 48 . 1 16.60 
(84/145) (28/145) ( 144/145) (139/145) 

* Responses measured 1 month postvaccination in children 12-71 months of age or 2 months postvaccination in infants 2-11 months of 
age. 

** Responses measured 1 month after injection. 
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TABLE 2 

Antibody Responses To PRP-OMPC Vaccine 
in Infants and Children with Prevaccination Antibody Levels iO, 15 mcg/ml 

Postinjection l* PostinjectiQn 2** 
% With Anti-PRP Geometric % With Anti-PRP Geometric 

Age >0. 15 - >l.0 Mean Fold GMT >0. 15 >l.0 Mean Fold GMT 
(Months) mcg/ml mcg/ml Ri se (mcg/ml) mcg/ml mcg/ml Rise (~) 

2-6 99 78 18.8 2.35 99 87 37.4 4.70 
( 145/147) ( 114/147) ( 120/121) ( 105/121) 

7-11 99 80 26.4 3.30 100 93 62.4 7.84 
(93/94) (75/94) (72/72) (67/72) 

12-17 100 82 26 .8 3.38 
(129/129) ( 106/129) 

18-23 98 97 57.9 7. 16 
(63/64) (62/64) 

24-71 98 93 82.6 10.29 
(60/61) (57/61) 

* Responses measured l month postvaccination in children 12-71 months of age or 2 months postvaccination in infants 
2-11 months of age . 

** Responses measured l month after injection . 
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Distribution of 

Age No. of 
{MQnths) Injections >0.15 

2-6 2 99 (186/187) 

7-11 2 100 ( 94/94) 

12-17 1 100 (182/182) 

18-23 1 99 (109/110) 

24-71 1 99 (144/145) 

05442/14 

TABLE 3 

Antibody Responses to PRP-OMPC Vaccine 

% With Anti-PRP AntibQd~ {mcgLml) 
>1.0 >3.0 >6.0 

88 (164/187) 65 (122/187) 46 (85/187) 

94 ( 88/94) 81 ( 76/94) 64 (60/94) 

84 (152/182) 56 (102/182) 35 (63/182) 

96 (106/110) 79 ( 87/110) 56 (61/110) 

96 (139/145) 86 (124/145) 75 (109/145) 

8 

13 

9 

26 

46 

>25.0 

(15/187) 

(12/94) 

(16/182) 

(29/110) 

(67/145) 

=> 
0 
0 ...., 



TABLE 4 

Distribution of Antibody Responses to PRP-0MPC Vaccine 
in Infants and Children with Prevaccination Antibody Levels ~0.15 mcg/ml 

Age No. of % With Anti-PRP AntibQdl (mcgLml) 
(Months) InjectiQns >0.15 >1.0 >3.0 )6.0 

2-6 2 99 (120/121) 86 (104/121) 66 ( 80/121) 45 (54/121) 

7-11 2 100 ( 72/72) 93 ( 67/72) 81 ( 58/72) 65 (47 /72) 

12-17 1 100 (129/129) 82 (106/129) 54 ( 69/129) 33 (43/129) 

18-23 1 98 ( 63/ 64) 97 ( 62/ 64) 75 ( 48/ 64) 52 (33/ 64) 

24-71 1 98 ( 60/ 61) 93 ( 57 I 61) 82 ( 50/ 61) 61 (37/ 61) 
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9 

15 

8 

20 

31 

>25.0 

(11/121) 

(11/72) 

(10/129) 

(13/ 64) 

(19/ 61) 

0 
0 
0 ..... 
N 



TABLE 5 

Distribution of Age, Sex and Race Among Infants and Children 
Randomized to Receive One of Three PRP-OMPC Clinical Vaccine Lots 

Age (Months) 
<12 Mos 

Mean 
Median 
Range 

212 Mos 
Mean 
Median 
Range 

Overall 
Mean 
Median 
Range 

Sex (%) 
<12 Mos 

Males 
Females 

212 Mos 
Males 
Females 

Overall 
Males 
Females 

Race(%) 
<12 Mos 

Caucasian 
Black 
Hispanic 
Other 

2.12 Mos 
Caucasian 
Black 
Hispanic 
Other . 

Overall 
Caucasian 
Black 
Hispanic 
Other 
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Lot 1072/C-P298 
(n=l25) 

(n=62) 
5.1 
5.0 
2-11 

(n=63) 
20. 2 
21.0 
12-52 

12.7 
12.0 

2-52 

56.5 
43.5 

55.6 
44.4 

56.0 
44.0 

72.6 
19.4 
4.8 
3.2 

42.9 
47.6 
7.9 
1.6 

57.6 
33.6 
6.4 
2.4 

PRP-QMPC Va~~in~ 
Lot 1080/C-P749 Lot 1085/C-Rl32 

(n-120) (n=l21) 

(n=58) (n=57) 
6.0 5.4 
5.5 5.0 
1-11 2-11 

(n=62) (n=64) 
22.2 23.5 
21.0 22.0 
12-58 12-64 

14.3 15.0 
12.0 12.0 

1-58 2-64 

39.7 59.6 
60.3 40.4 

53.2 54.7 
46.8 45.3 

46.7 57.0 
53.3 43.0 

67.2 71.9 
22.4 17.5 
6.9 8.8 
3.4 1.8 

41.9 39.l 
50.0 45.3 
6.5 10.9 
1.6 4.7 

54.2 54.5 
36.7 32.2 
6.7 9.9 
2.5 3.3 

00073 



TABLE 6 

Antibody Responses* in Infants and 
Children Randomized to Receive One of Three PRP-OMPC Clinical Vaccine Lots 

% With Anti-PRP Anti-PRP Anti-PRP GMT 
Age Group No. of )0.15 mcgLml ) 1.0 mcgLml Geometric Mean (mcgLml) 

Lot (Months) Subjects pre post* pre post* Fold Rise pre post 

1072/C-P298 2-6 11 36 100 0 82 25.1 <0.13 4.09 
7-11 5 20 100 0 80 45.9 <0.13 6.07 
12-17 16 44 100 0 88 22.7 0.14 4.33 
18-23 9 56 100 22 100 39.1 0.24 12.99 
24-71 12 67 100 so 100 23.3 0.77 21.49 

1080/C-P749 2-6 8 13 100 0 88 31.6 <0.13 4.19 
7-11 5 20 100 0 100 63.2 <0.13 9.16 
12-17 13 23 100 0 62 14.6 <0.13 2.08 
18-23 9 56 100 0 100 40.2 0.14 7.75 
24-71 11 46 100 18 91 39.9 0.22 12.53 

1085/C-R132 2-6 10 80 100 10 80 12.1 0.20 3.17 
7-11 5 20 100 0 100 43.8 <0.13 6.56 
12-17 11 18 100 0 100 23.0 <0.13 3.29 
18-23 12 58 100 17 92 42.5 o. 20 11.16 
24-71 8 63 100 13 88 50.3 0.24 15.33 

*Responses measured at 1 month after completion of scheduled vaccination regimen. 
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Lot 

1072/C-P298 

1080/C-P749 

1085/C-Rl32 

TABLE 7 

Antibody Responses* in Children 2 to 71 Months of Age 
Randomized to Receive One of Three PRP-OMPC Clinical Vaccine Lots 

% With Anti-PRP >1.0 mcg/ml 
Prevaccination Anti-PRP Level 

~0.15 mcg/ml >0.15-1.0 mcg/ml 

86 (24/28) 

84 (26/31) 

96 (22/23) 

94 (16/17) 

85 (11/13) 

84 (16/19) 

Anti-PRP 
Geometric Mean 

Fold Rise 

27.3 

30.4 

28.8 

Anti-PRP GMT 
(mcg/ml) 

7.65 

5.49 

6.32 

* Responses measured 1 month after completion of scheduled vaccinaton regimen for combined 
ages 2 to 71 months. 
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TABLE 8 

Antibody Response* To PRP-OMPC Clinical Vaccine Lots in All Infants and Children** 

% With Anti-PRP Anti-PRP Anti-PRP GMT 
Age Group No. of )0.15 mcgLml l 1.Q mcgLml Geometric Mean (mg/ml) 

Lot (Months) Subjects pre post pre post Fold Rise pre post 

1072/C-P298 2-6 60 40 98 0 88 30.6 0.14 5.10 (4.89)*** 
7-11 27 33 100 4 85 27.0 <0.13 4.81 (4.68) 
12-17 52 33 100 2 85 20.6 <0.13 3.44 (2.85) 
18-23 28 54 100 7 100 40.1 0.19 10.22 (12.47) 
24-71 37 62 97 30 92 28.0 0.38 12.74 (6.47) 

1080/C-P749 2-6 34 21 100 0 94 5 7 .5 <0.13 3.55 (3 .12) 
7-11 20 25 100 0 100 47.3 <0.23 9.10 (9.78) 
12-17 33 30 100 3 76 14.4 <0.13 2.46 (2.46) 
18-23 23 44 100 4 100 62.7 0.14 9.26 (4.28) 
24-71 16 38 100 19 79 25.1 0.18 15.88 (10.99) 

1085/C-Rl32 2-6 10 80 100 10 88 12.1 0.20 3.17 (11.11) 
7-11 5 20 100 0 100 43.8 <0.13 6.56 {7.52) 
12-17 11 18 100 0 100 23.0 <0.13 3.29 (3.56) 
18-23 12 58 100 17 100 42.5 0.20 11.16 (8.26) 
24-71 8 63 100 13 80 50.3 0.24 15.33 (10.24) 

*Responses measured at 1 month after completion of scheduled vaccination regimen. 
**Including those who were not randomized to vaccine lots. 
***Parenthesis represent subjects with prevaccination antibody levels ~0.15 rncg/rnl. 

05442/19 

::> 
-::, 
;:> 
...... 
13' 



TABLE 9 

Antibody Responses* to PRP-OMPC Clinical Vaccine Lots 

% With Anti-PRP >1.0 m~gLml Anti-PRP 
Prevaccination Anti-PRP Level Geometric Mean Anti-PRP GMT** 

Lot .£ 0.15 mcg/ml >0.15-1.0 mcg/ml Fold Rise (mcg/ml) 

1072/C-P298 84 (98/116) 95 (69/73) 27.8 4.74 (116) 

1080/C-P749 86 (76/ 88) 88 (29/33) 31.3 4.31 ( 88) 

1085/C-R132 96 (22/ 23) 84 (16/19) 28.8 6.17 ( 23) 

* Results are expressed for combined ages 2 to 71 months after completion of scheduled 
regimen. 

** Parentheses represent subjects with prevaccination antibody levels ~0.15 mcg/ml. 
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TABLE 10 

Antibody Response To PRP-OMPC Clinical Vaccine Lots* by Age Group 

% With Anti-PRP Anti-PRP 
Age Groups No. of >0.15 mcg/ml >1.0 mcg/ml Geometric Mean Anti-PRP GMT (mcg/ml) 

(Months) Subjects pre post pre post Fold Rise pre post 

2-6 104 38 99 1 85 26.3 <0.13 4.33 (4.16)** 

7-11 52 29 100 2 92 39.1 <0.13 6.33 (6.64) 

12-17 96 30 100 2 83 18.5 <0.13 3.05 (2.79) 

18-23 63 51 100 8 98 43.1 0.17 10.02 (7 .45) 

24-71 61 56 98 25 92 36.5 0.30 13.83 (8.28) 

* Lots 1072/C-P298, 1080/C-P749 and 1085/C-Rl32 

** Parentheses represent subjects with prevaccination antibody levels ~0.15 mcg/ml. 
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TABLE 11 

Antibody Responses* To PRP-OMPC Clinical Vaccine Lots** by Sex 

% With Anti-PRP Anti-PRP 
Age Group No. of > 0.15 mcg/ml > 1.0 mcg/ml Geometric Mean Anti-PRP GMT (mcg/ml) 

(Months) Sex Subjects pre post pre post Fold Rise pre post 

2-11 Female 77 27 99 1 90 30.7 <0.13 4.78 (4.60)*** 

Male 79 42 100 1 85 29.4 <0.13 5.04 (5.36) 

12-71 Female 100 42 100 10 89 33.5 0.16 7.61 (5.88) 

Male 120 44 99 10 91 24.8 0.16 5. 73 (3. 58) 

* Responses measured 1 month after completion of scheduled vaccination regimen. 
** Lots 1072/C-P298, 1080/C-P749 and 1085/C-R132 
***Parentheses represent subjects with prevaccination antibody levels ~0.15 mcg/ml. 
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TABLE 12 

Antibody Responses* To PRP-OMPC Clinical Vaccine Lots** by Race 

% With Anti-PRP Anti-PRP 
Age Group No. of > 0.15 mcg/ml > 1.0 mcg/ml Geometric Mean 

(Months) Race Subjects pre post pre post Fold Rise 

2-11 Caucasian 121 34 99 2 85 27.2 

Black 18 28 100 0 94 46.9 

American Indian 6 17 100 0 100 63.3 

Hispanic 6 67 100 0 83 21.9 

Other 5 60 100 0 100 38.7 

12-71 Caucasian 110 34 100 9 88 28.8 

Black 91 54 99 9 91 31.5 

Hispanic 10 40 100 30 100 15.6 

American Indian 3 100 100 0 100 17.7 

Other 6 33 100 17 83 16.8 

*Responses measured 1 month after completion of scheduled vaccination regimen. 
**Lots 1072/C-P298, 1080/C-P749 and 1085/C-R132 

***Parentheses represent subjects with prevaccination antibody levels ~0.15 mcg/ml. 
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Anti-PRP GMT (mcg/ml) 
pre post 

<0.13 4.42 (4.46)*** 

<0.13 6.67 (6.79) 

<0.13 9.57 (9 .81) 

0.21 5.64 (3. 25) 

0.15 7.68 (8.85) 

0.13 5.89 (4.44) 

0.19 7.55 (5.30) 

0.20 4. 75 (2.37) 

0.61 10.73 

0.23 5.99 (2.83) 

0 
0 
0 
~ 
0 
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TABLE 13 

Antibody Responses Following One or 
Two Injections of PRP-OMPC Clinical Vaccine Lots* 

No. of Anti-PRP 
Age Group Subjects No. of Injections Geometric Mean Fold Rise 

2-6 Months 141 1 11.9 
104 2 26.3 

7-11 Months 69 1 15 . 4 
52 2 39.1 

12-17 Months 96 1 18.5 

18-23 Months 63 1 43.1 

24-71 Months 61 1 36.5 

*Lots 1072/C-P298, 1080/C-P749 and 1085/C-Rl32 
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Booster 
Vaccine 
(Dose) 

PRP-OMPC 
(7 mcg) 

PRP 
(25 mcg) 

TABLE 14 

Booster Antibody Responses in Infants Previously Immunized With 
PRP-0MPC Vaccine at 2 to 11 months of Age 

Mean Interval 
Between 
Primary Anti-PRP 

Injection No. of % With Anti-PRP Geometric Mean 
and Booster Time Subjects >0.15 mcg/ml > 1.0 mcg/ml Fold Rise 

12.8 Pre 6 33 0 
Postdose 2* 6 100 83 8.3 
Prebooster 6 100 50 7. 4 
Postbooster 6 100 100 >440.7 

13.1 Pre 11 27 0 
Postdose 2* 11 100 64 8.5 
Pre booster 11 91 45 6.6 
Postbooster 11 100 100 >184.1 

*Two priming injections given one month apart. 

0544Z/25 

Anti-PRP GMT 
(mcg/ml) 

0.12 
1.57 
1.39 

2.83.38 

0.09 
1.33 
0.97 

2.28.85 



TABLE 15 

Booster Responses to PRP-OMPC Vaccine or Licensed Nonconjugated PRP Vaccine 

Mean Interval 
Between 

Booster Primary Anti-PRP 
Vaccine Mean Age Injection No. of % With Anti-PRP Geometric Mean Anti-PRP GMT 
(dose) (Months) and Booster Time Subjects >0.15 mcg/ml ) 1.0 mcg/ml Fold Rise (mcg/ml) 

PRP-OMPC 19.2 13.3 mo Preboost 10 100 40 0.98 
Post boost 10 100 100 2.49.4 2.48 . 58 

PRP 20.5 11.2 mo Preboost 38 92 40 0.84 
Postboost 38 100 100 2.52 . 4 2.45.06 
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TABLE 16 

Persistence of Vaccine -Induced Antibody Among a Cohort of Infants 
and Children Receiving PRP-0MPC Vaccine 

Age Group Time % With Anti-PRP Anti-PRP GMT 
(Months) (Months) > 0.15 mcg/ml > 1.0 mcg/ml (mcg/ml) 

2-11 Pre 13 (3/23) 0 (0/23) 0.08 

3* 100 (23/23) 96 (22/23) 8. 75 

6-10* 100 (23/23) 74 (17 /23) 1.87 

)_12 Pre 53 (23/43) 9 (4/43) 0.19 

l* 100 (43/43) 91 (39/43) 8.00 

6-10,'( 100 (43/43) 60 (26/43) 1.60 

* Months after the first or only injection of vaccine. 
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Vaccination 
Regimen 

Concurrent 

4 Weeks Apart 
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TABLE 17 

Anti-PRP Responses to a Single Dose of PRP-OMPC Vaccine 
Given Alone or Currently With MMR Vaccine 

in Children 215 Months of Age 

No. of % With Anti-PRP Anti-PRP GMT 
Time Subjects >0.15 mcg/ml >1.0 mcg/ml (mcg/ml) 

Pre 17 47 0 0.14 

Post 17 100 94 4.63 

Pre 18 22 6 0.11 

Post 18 100 89 3.04 



TABLE 18 

Antibody Responses to Individual Viral Vaccine Antigens Following 
Administration of MMR Vaccine Alone or Concurrently With PRP-OMPC Vaccine 

Vaccination Live, Attenuated No. of Seroconversion Rate* Antibody 
Regimen Vaccine Subjects to Specific Viral Antigen GMT 

Concurrent Measles 16 100 76.6 

Mumps 14 100 43.9 

Rubella 16 100 94.5 

4 Weeks Apart Measles 8 100 160.0 

Mumps 8 100 65.2 

Rubella 8 100 117 .4 

*Responses measured 1 month after vaccination. 
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TABLE 19 

Anti-PRP Responses to a Single Dose of PRP-OMPC Vaccine Given 
Alone or Concurrently With DTP and OPV Vaccines in Children 

217 Months of Age 

Vaccination 
Regimen 

Concurrent 

4 Weeks Apart 
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No. of 
Time Subjects 

Pre 

Post 

Pre 

Post 

16 

16 

19 

19 

% With Anti-PRP 
>0.15 mcg/ml >1.0 mcg/ml 

25 

100 

21 

100 

6 

88 

0 

90 

Anti-PRP GMT 
(mcg/ml) 

0 . 11 

5.02 

0.08 

6.51 
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TABLE 20 

Antibody Responses to Diptheria and Tetanus Toxoids 
Following Administration of DTP/OPV Vaccines Alone 

or Concurrently With PRP-OMPC Vaccine 

Vaccination 
Regimen 

Concurrent 

Toxoid 

Diptheria 

Tetanus 

4 Weeks Apart Diptheria 

Tetanus 

Time 

Pre 
Post* 

Pre 
Post* 

Pre 
Post* 

Pre 
Post* 

No. of 
Subjects 

16 
16 

16 
16 

11 
11 

11 
11 

*Responses measured 1 month postvaccination 
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Geometric Mean 
Fold Rise 

48.84 

45.69 

21.72 

25.08 

OOOBR 

GMT (U/ml) 

0.46 
22.58 

0.21 
9.57 

0.91 
19.68 

0.34 
8.48 



(b) (4)

TABLE 21 

Isotype and Subclass of Antibody Responses * to PRP-OMPC Vaccine 

IgM Total IgG IgG1 IgG2 

Age No. of GMT (mcg/ml) No. of GMT (mcg/ml) No. of GMT (mcgl'.ml) No. of GMT (mcg/ml) 
Vacc i ne (months) Subjects _EJ:g_ ~ GMFR** Subjects _EJ:g_ __fQil_ GMFR** Subjects _EJ:g_ ~ GMFR ** Subjects _EJ:g_ ~ GMFR" " 

PRP-OMPC 2- 6 38 <0 . 10 0 . 13 1.8 36 <0. 10 1.03 8.7 40 <0 . 60 5.22 8.9 17 <0.25 <0.25 1.0 

7-11 24 <0. l 0 0.27 3.2 24 <0. l 0 1. 77 17.7 21 <0.60 13.03 21. 7 13 < .25 <0.25 1.0 

12-17 79 <0. l 0 0. 65 5.2 78 <0. 10 0 .71 7.6 72 <0.60 3.94 7. 4 43 <0.25 <0 .25 1.0 

18-23 42 0 . 12 0.98 5.7 42 <0. 10 2.57 21. 9 47 <0 . 60 10 . 68 17.6 23 <0.25 <0.32 1. 7 

2.24 60 0. 20 1.38 5.7 59 <0. 10 3. 57 32.3 60 <0.60 14.61 23.7 32 <0 . 25 <0. 41 2.0 

" Total lgG values cannot be compared to lgG subclass values; IgM and lgG assays use - antiglobulin conjugates while IgG subclass assays use 
monoclonal antiglobulin conjugates . 

"" Geometri c mean fold rise 

05442/32 

0 
0 
0 
CD 
-0 



TABLE 22 

Antibody Responses to PRP-0MPC Vaccine or 
to Licensed Nonconjugated PRP Vaccines 

in Known Nonconjugated PRP Vaccine Hyporesponders 

% with Anti-PRP 
Vaccine Age Time >1.0 mcg/ml >2.0 mcg/ml 

PRP-0MPC 2-5 Yrs Pre 0 ( 0/13) 0 ( 0/13) 

Post 1 100 (13/13) 92 (12/13) 

Post 2 100 (13/13) 100 (13/13) 

PRP 2-4 Yrs Pre 0 ( 0/13) 0 ( 0/13) 

Post 31 ( 4/13) 15 ( 2/13) 
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Anti-PRP GMT 
mcg/ml (n) 

0.17 (13) 

6.16 (13) 

10.80 (13) 

0.16 (13) 

0.53 (13) 



TABLE 23 

Antibody Responses to PRP-OMPC Vaccine or to 
Licensed Nonconjugated PRP Vaccine in Hyporesponders with 

<2 mcg/ml Following Re-Immunization with 
Licensed Nonconjugated PRP Vaccines 

% with Anti-PRP Anti-PRP GMT 
Time >1.0 mcg/ml >2.0 mcg/ml (mcg/ml) 

Prevaccination 0 ( 0/9) 0 ( 0/9) 0.14 (9) 

Post PRP Injection 1 0 ( 0/8) 0 ( 0/8) 0.25 (8) 

Post PRP-OMPC Injection 1 88 ( 7/8) 63 ( 5/8) 2.48 (8) 

Post PRP-OMPC Injection 2 86 ( 6/7) 86 ( 6/7) 6.85 (7) 
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Subjects 
(Age Range) 

Whites 
(2-17 Mos.) 

Blacks 
(7-17 Mos.) 

TABLE 24 

Antibody Responses to PRP-OMPC Vaccine in 
Relation to Km(l) and G2rn(23) Allotypes in 

Infants and Children* 

Anti PRP 
No. of Mean Age GeQmetric Mean 

Allotype Subjects (MQs.) Total 

G2m(23) Pos 29 9.6 2.4 
G2rn(23) Neg 9 6.4 2.6 

Km(l) Pos 12 12.0 6.7 
Km(l) Neg 13 12.7 6.1 

(mcgLmll 
lgG 

1.1 
1.5 

4.0 
4.1 

* Lenoir, A. A., et al.: Response to HaemQphilus influenzae type b (Hib) 
polysaccharide N, meningitidis outer membrane protein (PS-OMP) 
conjugate vaccine in relation to Km(l) and G2rn( 23) allotypes. 
Twenty-sixth Interscience Conference on Antimicrobial Agents and 
Chemotherapy (Abstract #216) 133, 1986. 
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TABLE 25 

Distribution by Age, Sex and Race of 
Haemophilus b Licensed Nonconjugated PRP Vaccine Recipients 

Age (%) 

2.24 . Months 

18-23 Months 

Median Age 

Sex (%) 

Male 

Female 

Race(%) 

Caucasian 

Black 

Hispanic 

Other 

0544Z/36 

b-CAPSA® 
(n=63) 

83 

17 

26.0 

54 

46 

16 

24 

54 

6 

Hib-IMUNE® 
(n=48) 

90 

10 

26.5 

69 

31 

17 

21 

48 

15 

Hib!,ZAX™ 
(n=51) 

80 

20 

26.5 

51 

49 

8 

24 

61 

8 



TABLE 26 

Antibody Responses to Licensed Nonconjugated PRP Vaccines 

Anti-PRP 
Age Group No. of % With Anti-PRP Geometric Mean Anti-PRP GMT 

Vaccine (Months) Time Subjects >.15 mcg/ml >1.0 mg/ml Fold Rise (mcg/ml) 

b-CAPSA® 18-23 Pre 11 45 0 0.11 
Post 11 82 36 4.3 0.51 

2. 24 Pre 41 51 15 0.21 
Post 41 98 66 15.0 4.03 

HIB-IMUNE® 18-23 Pre 4 0 0 0.06 
Post 4 100 25 9.6 1.19 

2. 24 Pre 39 67 23 0.33 
Post 39 97 54 7.5 2.71 

HibVAX™ 18-23 Pre 8 63 13 0. 25 
Post 8 88 so 5.2 1.44 

2. 24 Pre 34 59 18 0.21 
Post 34 94 62 10.6 2.55 

0544Z/37 



TABLE 27 

Antibody Responses to a Single Dose of PRP-OMPC Conjugate Vaccine , Licensed PRP-0 Conjugate, or Nonconjugated PRP Vaccines 

Age 
(Months) Time 

18-23 Pre 

Po s t 

24-71 Pre 

Post 

No. of 
Subjects 

110 

110 

145 

145 

>0 . 15 

PRP-0MPC Vaccine 
% With 
mcg/ml 

42 

99 

58 

99 

Ant i -PRP 
>l.0 mcg/ml 

5 

96 

19 

96 

GMT 
(mcg/mll 

0. 14 

8 . 88 

0.27 

16.60 

"Range of response to b-CAPSA© , HIB-IMUNE@, or HibVAX™ 
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No. of 
Subjects 

23 

23 

11 4 

114 

PRP Vaccin~ 
% With Anti-PRP 

>0. 15 mcg/ml > 1.0 mcq/ml 

44 ( 0-63) "' 4 0-13) 

87 (82-100) 39 25-50) 

59 (51-67) 18 15-23) 

97 (94-98) 61 54-66) 

GMT 
(mcg/mll 

0. 13 

0.85 

0.25 

3. l 

No. of 
Subjects 

2 

2 

16 

16 

PRP-D V~ccine 
% With Anti-PRP 

>0 . 15 mcq/ml 

50 

100 

44 

100 

> 1.0 mcg/ml 

0 

100 

0 

100 

GMT 
(mcg/mll 

o. 16 

4.03 

0. 12 

6 . 37 



TABLE 28 

Distribution of Antibody Responses to PRP-OMPC Vaccine or 
to Other Licensed Hib Vaccines 

Age Group % (Proportion) with Titer 
Anti-PRP Titer (Months) PRP-OMPC Vaccine PRP Vaccine PRP-D Vaccine 

>.15 2. 24 99 (144/145) 97 (110/114) 100 (16/16) 

18-23 99 (109/110) 87 ( 20/23) 100 ( 2/2) 

> 1 2. 24 96 (139/145) 61 (69/114) 100 (16/16) 

18-23 96 (106/110) 39 ( 9/ 23) 100 ( 2/2) 

> 3 2. 24 86 (124/145) 49 (56/114) 63 (10/16) 

18-23 79 ( 87/110) 26 ( 6/23) 50 ( 1/2) 

> 6 2. 24 75 (109/145) 44 (50/114) 38 ( 6/16) 

18-23 56 ( 61/110) 22 ( 5/23) 50 ( 1/2) 

> 25 2. 24 46 ( 67/145) 24 (27 /114) 19 ( 3/16) 

18-23 26 ( 29/110) 4 ( 1/23) 0 ( 0/2) 
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Age 
(Months) 

18-23 

24-71 
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TABLE 29 

Antibody Responses to a Single Dose of PRP-OMPC Conjugate Vaccine, 
Licensed PRP-0 Conjugate Vaccine or PRP Nonconjugated Vaccines in 

Children 18-71 Months of Age With Prevaccination Antibody Levels i0.15 mcg/ml 

PRP-OMPC Vaccine PRP Vaccine PRP-D Vaccine 
% With Anti-PRP GMT 

(mcg/ml) 
% With Anti-PRP GMT 

(mcg/ml) 
% With Anti-PRP 

>0. 15 mcg / ml >l.Omcg/ml >0. 15 mcg/ml > l . 0 mcg/ml >0 . 15 mcg/ml > 1. 0 mcg/ml 

98 (63/64) 97 (62/64) 7. 16 77 ( 10/13) , 15 (2/13) 0.39 100 ( 1 / 1) 100 ( 1 / 1) 

98 (60/61) 93 ( 57 /6 l) 10.29 92 ( 43/47) 36 (17/47) 0 . 87 100 (10/10) 100 (10/10) 

GMT 
(mcg/ml) 

1.23 

4.03 

0 
:> 
0 

"' ....... 



TABLE 30 

Antibody Responses to a Single Dose of PRP-OMPC Conjugate Vaccine, Licensed 
PRP-0 Conjugate Vaccine or Nonconjugated PRP Vaccines 

in Infants and Children With Prevaccination Antibody Levels iO. 15 mcg/ml 

PRP-OMPC Vaccine PRP-0 Vaccine PRP-0 Vsm;;i n~ 
Age No. of % With Anti-PRP GMT % With Anti -PRP GMT % With Anti-PRP GMT 

(Months} Injections <0. 15 mcg/ml > 1.0 mcg/ml (mcg/ml} >0 . 15 mcg/ml >l . O mcg/ml (mcg/ml) >0.15 mcg/ml >1.0 mcg/ml (mcg/ml} 

2-6 99(145/147) 78 ( 114/147) 2.35 

2 99(120/121) 87 ( 105/121) 4.70 

7-11 99 (93/94) 80 75/94) 3.30 

2 100 (72/72) 93 67/72) 7.84 

12-17 100(129/129) 82 (106/129) 3.38 

18-23 98 (63/64) 97 ( 62/64) 7. 16 77 ( 10/13) 15 (2/13) 0.39 100 ( 1/ l) 100 ( 1/ 1) 1.23 

24-71 98 (60/61) 93 ( 57/61) 10.29 92 ( 43/47) 36 (17/47) 0.87 100 (10/10) 100 ( 10/10) 4.03 
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(b) (4)

TABLE 31 

Isotype and Subclass Antibody Responses to PRP-0MPC Conjugate Vaccine, to 
Licensed PRP-0 Conjugate and to Nonconjugated PRP Vaccines• 

Total IgM Total IgG Total IgGl Total IgG2 

Age No. of GMT ( mcg/ml l No. of GMT (mcg/ml} No. of GMT (mcg/ml} No. of GMT (mcgLml} 
Vaccine (months) Subjects ...J:r.L ~ GMFR 0 Subjects ...J:r.L ~ GMFRH Subjects ...J:r.L ~ GMFR 0 Subjects ...J:r.L ..J:Q.tl__ GMFR 0 

PRP-OMPC 2-6 38 <0. 10 0. 13 1.8 36 <0. 10 1.03 8.7 40 <0.60 5.22 8.9 17 <0.25 <0.25 1.0 

7-11 24 <0. 10 0.27 3.2 24 <0. 10 1. 77 17.7 21 <0.60 13.03 21. 7 13 < .25 <0.25 1.0 

12-17 79 <0. 10 0.65 5.2 78 <0. 10 0.71 7.6 72 <0.60 3.94 7.4 43 <0.25 <0.25 1.0 

18-23 42 0 . 12 0.98 5.7 42 <0. 10 2.57 21. 9 47 <0.60 10.68 17 .6 23 <0.25 <0.32 l. 7 

224 60 0 . 20 1.38 5.7 59 <0. 10 3.57 32 . 3 60 <0.60 14.61 23.7 32 <0.25 <0.41 2.0 

PRP 18-23 8 o. 18 0.46 2.2 8 <0. 10 0.65 7.8 8 <0.60 >2.63 5 .2 6 <0.25 0.33 1. 9 

224 39 o. 19 0. 39 l.8 40 <0. 10 1.04 9. 5 43 <0.60 5.26 9.3 36 <0.25 0.44 2.3 

PRP-0 18-23 2 <0.60 1.36 2 <0.25 <0 . 25 

224 9 <0.60 3.30 9 <0.25 0.33 

* Total IgG values cannot be compared to IgG subclass values; IgM and IgG assays use - antiglobulin conjugates while IgG subclass assays use 
monoclonal and antiglobulin conjugates. 

• • Geometric mean fold rise 
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B. Functional Activities of Vaccine-Induced Anti-PRP Antibodies 

The precise mechanism by which Hib anti-PRP antibodies protect 
against invasive Hib disease has not been determined, nor has the 
precise role of the antibody class or subclasses of IgG. Al though 
serum bactericidal and opsonophagocytic activities mediated by 
anti-PRP antibodies are considered important in protecting against 
disease, anti-PRP antibody levels do not consistently correlate with 
either; they seem to correlate best with the latter, however. In 
light of these observations, the functional activities of anti-PRP 
antibodies induced by PRP-OMPC vaccine have been evaluated and 
compared with those of antibodies induced by licensed nonconjugated 
polysaccharide (PRP) vaccines. The latter have been shown to confer 
protection from invasive Hib disease to children 218 months of age, 
as has a conjugate vaccine (ProHiBiT"' PRP-D) recently licensed for 
the same age group. For this purpose sera from PRP-OMPC vaccinees 
and licensed nonconjugated PRP vaccinees were obtained from clinical 
trials. Those from PRP-D vaccinees were obtained from children from 
whom investigators were interested in determining postimmunization 
antibody levels. In addition to these sera, functional activity was 
determined (data not shown) for a bacterial polysaccharide immune 
globulin (BPIG) prepared from the pooled plasma of adults immunized 
with, among other immunogens, a Merck Sharp & Dohme nonconjugated PRP 
vaccine. BPIG has been shown to protect 2 month old Apache Indian 
infants from invasive Hib disease for 3 months postinjection. All 
sera were assayed in the same laboratory. (Serum bactericidal 
activity at Merck Sharp & Dohme Research Laboratories; 
opsonophagocytic activity at the University of Alabama by Dr. Barry 
Gray.) 

1. Bactericidal Activity 

05372/ 

Serum samples from 137 children 18 to 71 months of age immunized 
with three licensed nonconjugated PRP vaccines (b-CAPSA®, n=52; 
HibVAX'", N=42; HIB-IMUNE®, n=43) were assayed for total antibody 
levels. Samples were also assayed for bactericidal activity and 
opsonophagocytic activity. No differences among the three 
vaccines were detected with respect to the parameters evaluated in 
the limited data available. Therefore, the results have been 
combined and data from licensed nonconjugated polysaccharide 
vaccines as a group are compared with those from PRP-OMPC vaccine 
and, in some instances, with PRP-D. 

29AUG88 
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B. Functional Activities of Vaccine-Induced Anti-PRP Antibodies (Cont.) 

Bactericidal activity, generally increased with increasing 
postimmunization antibody levels among PRP-OMPC vaccinees in all 
age groups (<12 months, 12 to 17 months, 2.18 months) (Figure 1). 
This trend was more apparent in vaccinees 18 months (Figure lC). 
In the 2.18 month age group, bactericidal activity at 2.l :80 serum 
dilution was demonstrated by a greater proportion of sera from 
vaccinees immunized with PRP-OMPC vaccine than by sera from 
licensed nonconjugated PRP vaccinees (Figure 2). Sera from PRP-D 
vaccinees were too few for comparison with other sera. 

Comparative bactericidal activities demonstrated by sera from 
children immunized with different vaccines are shown in Table 1. 

TABLE 1 

Bactericidal Activity Demonstrated by Immunization 
with PRP-OMPC and other Hib Vaccines* 

% With 
% with Bactericidal 2.4-Fold 
Activity at 2.1:80 Rise in 

Age No. of SerYm Dilution Bactericidal 
Vaccine (Months) Subjects ~ Post Activity 

PRP-OMPC <12 81 (55) 0 (0) 20 (25) 60 (62) 

12-17 94 (63) 0 (0) 36 (32) 76 (71) 

2.18 123 (62) 1 (0) 61 (55) 93 (94) 

PRP 2.18 45 (17) 0 (0) 31 (18) 60 (41) 

PRP-D 2.18 18 (11) 0 (0) 38 (27) 83 (73) 

,·, Parentheses represent subjects with preimmunization antibody levels 
~0.15 mcg/ml. 
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B. Functional Activities of Vaccine-Induced Anti-PRP Antibodies (Cont.) 

Preimmunization sera from virtually all children lacked 
bactericidal activity. Postimmunization sera from children 
immunized with the three different vaccines had bactericidal 
activity. Among PRP-OMPC vaccine recipients, sera from the three 
age groups <12 months (after two injections of vaccine), 12-17 
months and 2.18 months demonstrated good bactericidal activity. 
The highest proportion of sera with bactericidal activity at 2.1:80 
serum dilution or with the 2.4-fold rise in activity was from the 
2.18 month age group and the lowest was from the <12 month age 
group. 

Among 2.18 month age group the proportion of sera with 2.4-fold rise 
in bactericidal activity was highest in children immunized with 
PRP-OMPC vaccine ( 94%), followed by those immunized with PRP-D 
(73%), for the subset with ~0.15 mcg/ml anti-PRP 
pre-immunization. PRP vaccine recipients had the lowest 
proportion of sera with 2.4-fold rise in bactericidal activity 
(41%). 

2. Opsonophagocytic Activity 

The percentages of vaccinees whose sera demonstrated bacterial 
opsonization and killing were not significantly different among 
the age groups <12 months (after two injections of vaccine), 12 to 
17 months and 2.18 months immunized with PRP-OMPC vaccine (Table 
2). In children 2.18 months of age no significant differences were 
observed in the degree of opsonization and bacterial killing 
demonstrated in pre- and postimmunization sera between PRP-OMPC 
vaccinees and PRP vaccinees. 

Vaccine 

TABLE 2 

Bacterial Opsonization and Intracellular Killing by 
Undiluted Sera from Immunized Subjects 

Age No. of % With >SQ% Bacterial Kill 
(Month) Subjects Preimmunization Postimmunization 

PRP-OMPC <12 23 (18) 0 (0) 84 (94) 

12-17 47 (35) 0 (0) 72 ( 71) 

2.18 37 (18) 5 (0) 91 (83) 

PRP* 2.18 29 ( 8) 3 (0) 76 (88) 

0537Z/ 29AUG88 
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B. Functional Activities of Vaccine-Induced Anti-PRP Antibodies (Cont.) 

0537Z/ 

Given ranges of anti-PRP induced by PRP-OMPC vaccine mediated 
bactericidal activity in an age-dependent fashion; a greater 
proportion of 2. 18 month age group had 2.4-fold rise in 
bactericidal activity at a given antibody level than <18 month age 
group (Table 3). Children <12 months had the lowest proportion 
with 2.4-fold rise in bactericidal activity at the specified range 
of anti-PRP level. Opsonophagocytic activity, however, was 
comparable among the three age groups (<12, 12 to 17, 2.18 months) 
for a given range of PRP-OMPC vaccine-induced antibody levels. 
The proportion of vaccinees with bactericidal activity or opsonic 
activity increased as anti-PRP level increased. 

Among 2.18 month old children, functional activities demonstrated 
were higher in a given range of anti-PRP induced by PRP-OMPC 
vaccine than that induced by licensed nonconjugated PRP vaccines. 
The functional activities were comparable for PRP-OMPC and PRP-D 
vaccinees. Moreover, ~6 mcg/ml anti-PRP induced by PRP-OMPC 
vaccine in 12-17 month age group as well as <12 month age group 
had functional activities in a higher proportion of vaccinees than 
the same anti-PRP induced by licensed PRP vaccines. Thus the 
biologic function mediated by antibodies induced by PRP-OMPC 
vaccine is equivalent qualitatively to that mediated by antibody 
induced by licensed nonconjugated PRP vaccines, but is seen in a 
higher proportion of vaccinees. 

29AUG88 
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TABLE 3 

Comparative Functional Activities of Antibodies 
Induced by Different Hib Vaccines 

Anti-PRP 
Antibody Age 
(mcg/ml) Vaccine _(MQ__tl 

>1.0-3.0 PRP-OMPC <12 
12-17 
2.18.0 

PRP-D >18.0 
PRP 2.18.0 

>3.0-6.0 PRP-OMPC <12 
12-17 
218 . 0 

PRP-D 2.18.0 
PRP 2.18.0 

>6.0-25.0 PRP-OMPC <12 
12-17 
2.18.0 

PRP-D 2.18.0 
PRP 2.18.0 

*Serum Bactericidal Activity 
+opsonization/Bacterial Killing 
ND Not Done 

0537Z/ 

PRP-OMPC Va~~ine 
SBA* 

2.4-Fold 
Rise 

8/17 (47%) 
21/28 (75%) 
13/16 (81%) 
5/7 (71%) 
2/13 (15%) 

8/14 (57%) 
19/23 (83%) 
17 /19 (89%) 
3/4 (75%) 
1/3 (33%) 

24/35 (69%) 
20/21 (95%) 
31/35 (89%) 
4/4 (100%) 

11/18 (61%) 

op+ 80% 
Bacterial 

Kill 

3/4 (75%) 
12/16 (75%) 
4/3 (67%) 

ND 
0/5 ( 0%) 

3/4 (75%) 
9/11 (82%) 
4/5 (80%) 

ND 
2/3 (67%) 

12/12 (100%) 
9/10 (90%) 
8/9 (89%) 

ND 
12/12 (100%) 

29AUG88 
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B. Functional Activities of Vaccine-Induced Anti-PRP Antibodies (Cont.) 

Infant Rat Protection Studies 

In an infant rat model that evaluated complete protection from 
bacteremia as an endpoint, the protective efficacy of pre and 
postimmunization serum samples from a limited number of children 
immunized with PRP-OMPC vaccine was evaluated. Table 4 shows the 
protective efficacy of sera in relation to immunization. All 
preimmunization sera contained less than 1 . 0 mcg/ml anti-PRP 
antibody and did not protect infant rats from bacteremia . In 
contrast, postimmunization sera in children 2.12 months of age as 
well as younger infants, protected rats from bacteremia. More 
rats were protected with sera obtained after a second injection of 
vaccine in children <12 months of age than after the first 
injec tion. 

TABLE 4 

Ant;_i-PRP Antibody Levels 
Age GMT No. of Rats Protected 

1.mM..2 Time mcg/ml No. >1.0 mcg/ml from Bacteremia (%) 

<12 Pre 0.06 0/3 ( 0%) 0/12 ( 0%) 

Postinjection 1 1.63 1/3 ( 33%) 6/11 (55%) 

Postinjection 2 4.98 3/3 (100%) 11/12 (92%) 

2.12 Pre 0 . 82 0/5 ( 0%) 0/15 ( 0%) 

Post 3.06 4/5 ( 85%) 11/19 (58%) 

05372/ 29AUG88 
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FIGURE 1 

Bactericidal Activity in Relation to Anti-PRP 
Antibody Levels in Children Imnwiized with PRP-OMPC 
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FIGURE 2 

Bactericidal Activity in Relation to Anti-PRP 
Antibody Levels in Children 2 18 Months of Age 
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c. Conclusions 

PRP-OMPC vaccine was highly immunogenic in children 218 months of age 
and younger children 2 to 17 months of age. 

Virtually all children (99%) 12 months of age and older responded 
with anti-PRP antibody levels associated with short-term protection 
( >0 .15 mcg/ml); 89% responded with levels associated with long-term 
protection (>1.0 mcg/ml) after a single 15 mcg (PRP) injection. 

After completing a vaccination regimen consisting of 
given 2 months apart, infants under 12 months of age 
antibody levels similar to those in older children, 
>0.15 mcg/ml, 89% >1.0 mcg/ml. 

two injections 
responded with 
i.e. , 99% with 

Among Whites and Blacks antibody response was not affected by race. 
Studies in other racial populations are in progress. 

PRP-OMPC vaccine induced IgG and IgM antibodies, with IgG 
antibodies predominating. IgG subclass response was 
exclusively IgG1, in infants under 12 months of age while 
children showed a modest IgG2 response in addition. 

class 
almost 
older 

In a limited number of children initially immunized at the age of 2 
to 11 months, PRP-OMPC vaccine-induced antibodies persisted at >0.15 
mcg/ml in 94% and >LO mcg/ml in 47% of vaccinees approximately 1 
year later. 

The vaccine 
significant 
injections. 

demonstrated 
increases in 

a T-cell 
anti-PRP 

dependent 
antibodies 

memory effect, with 
following booster 

Concurrent administration of the vaccine with MMR or with booster 
immunization of DTP and OPV has shown no impairment of antibody 
response to the individual antigens in ongoing studies. 

Vaccine-induced antibodies demonstrated functional activities in in 
vitro assays specific for Hib bacteriolysis, bacterial opsonization 
and killing, and in an infant rat model for protection against Hib 
bacteremia. 
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C. Conclusicms. (Cont . ) 

PRP-OMPC vaccine was highly immunogenic in children with impaired 
immune response to either licensed nonconjugated polysaccharide 
vaccines, natural infection with Hib or both . 

The vaccine was significantly more immunogenic in children 18 months 
of age and older than licensed nonconjugated polysaccharide 
vaccines. The antibody response to PRP-OMPC vaccine in children 
below 18 months of age, including 2 month old infants was also 
significantly higher than that of licensed nonconjugated 
polysaccharide vaccines in children 18 months of age and older. 
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VI. OVERALL CONCLUSIONS 

A. Safety 

Haemophilus b conjugate vaccine (Neisseria meningitidis Outer 
Membrane Complex) in a dose of 15 mcg polysaccharide reconstituted in 
aluminum hydroxide was well tolerated in children 12 to 71 months of 
age as well as infants 2 to 11 months of age. No serious adverse 
experience attributable to the vaccine at this dose was reported. 

Side effects consisted primarily of injection 
grade fever and mild systemic reactions, the 
subsided within 2 to 3 days. 

The types and rates of reactions were generally 
that have been reported with Haemophilus b 
conjugate vaccines in published literature. 

site reactions, low 
majority of which 

comparable to those 
polysaccharide or 

The safety profile of PRP-OMPC administered concurrently with other 
pediatric vaccines such as measles, mumps and rubella vaccines or 
booster immunization with diphtheria and tetanus toxoids, and 
pertussis and oral polio vaccines, is currently under investigation. 
No serious adverse experience attributable to any of the mentioned 
vaccines has been reported to date. 

B. Immunogenicity 

PRP-OMPC vaccine was highly immunogenic in infants and children 2 to 
71 months of age. 

Virtually all children (99%) 12 months of age and older responded 
with anti-PRP antibody levels associated with short-term protection 
(>0.15 mcg/ml); 89% responded with antibody levels associated with 
long-term protection (>1.0 mcg/ml) after a single injection of 
vaccine containing 15 mcg of polysaccharide. 

After completing a vaccination regimen consisting of two injections 
administered 2 months apart, infants under 12 months of age responded 
with antibody levels similar to those in older children, i.e., 99% 
with >0.15 mcg/ml, and 89% >1.0 mcg/ml anti-PRP antibody. 
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B. Immunogenicity (Cont.) 

Antibody response was not affected by gender or by race among Whites 
and Blacks. Studies in other racial populations are in progress. 

In a limited number of children who were initially immunized at the 
age of 2 to 11 months, vaccine-induced antibodies persisted at >0.15 
mcg/ml in 94% and >1.0 mcg/ml in 47% of vaccinees approximately 1 
year later. 

The vaccine has demonstrated a T-cell-dependent memory effect, with 
significant increases in anti-PRP antibodies following re-injection 
approximately one year later. This booster response was observed in 
children with antibody levels <1.0 mcg/ml as well as those with 
levels 21.0 mcg/ml just prior to the re-injection. Accordingly, this 
immunologic memory mediated by PRP-OMPC may confer protection from 
Hib disease to infants and children whose initial postimmunization 
antibody levels are <1.0 mcg/ml. 

The vaccine induced IgG and IgM antibodies, with IgG class antibodies 
predominating. IgG subclass response was almost exclusively IgG1 
in infants under 12 months of age while older children showed a 
modest IgG2 response in addition to IgG1-

Antibodies induced by the vaccine demonstrated functional activities 
in in vitro assays specific for Hib bacteriolysis, bacterial 
opsonization and killing, and in an infant rat model for protection 
against Hib bacteremia. These functional activities were observed in 
postimmunization sera of vaccines 12 months of age and older as well 
as vaccinees below 12 months of age. 

Concurrent administration of the vaccine with measles mumps and 
rubella vaccine or with booster immunization of diphtheria and 
tetanus toxoids, and pertussis and oral polio vaccines has shown no 
impairment of antibody response to the individual antigens in ongoing 
studies. 

The vaccine was highly immunogenic in: 

1. children with impaired immune response to polysaccharide vaccines 
and who are at increased risk for invasive Hib disease, e.g., 
Blacks who do not express the Km( 1) immunoglobulin allotype and 
Whites who do not express G2m(23) allotype. 

2. children with impaired immune response to licensed polysaccharide 
vaccines, e.g., those who developed disease despite previous 
immunization with licensed polysaccharide vaccines. 

3. children with impaired immune response to natural infection and 
subsequent re-challenge with a licensed polysaccharide vaccine. 

0554Z 29AUG88 
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Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

- 3 -

B. Immunogenicity (Cont.) 

PRP-OMPC was significantly more immunogenic than licensed 
unconjugated polysaccharide vaccines in children 18 months of age and 
older. Antibody responses to the vaccine in children below 18 months 
of age, including infants 2 months of age were also significantly 
higher than the responses to licensed unconjugated polysaccharide 
vaccines in children 18 months of age and older. 

On the basis of increased antibody responses and demonstrable 
functional activities of vaccine-induced antibodies, PRP-OMPC should 
confer a higher degree of protection than licensed polysaccharide 
vaccines to children 18 months of age and older as well as to younger 
children and infants. 
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CLINICAL STUDIES OF HAEHOPHILUS b CONJUGATE VACCINE 
(NEISSERIA HENINGITIDIS OUTER HEHBRANE PROTEIN COMPLEX) RECONSTITUTED IN SALINE (BBIND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ 

NO. LOCATION INITIATED STATUS -'=fil_ DOSE REGIMEN VACCINATED (AGE) ..l!1QLl RISE ML 

001-01 Robert Weibel, M.D. 2/28/ 84 Complete 984/ 20 mcg/ dose 6 21-60 yrs 0 100 (6/6) 
(822) Children's Hospital C-K731 saline 1 100 (6/6) 100 (6/6) 

of Philadelphia 
34th St. & Civic Blvd. 984/ 10 mcg/ dose 8 12-71 mos 0 43 ( 3/7) 
Philadelphia, PA 19104 C-K731 saline 1 71 ( 5/7) 86 ( 6/7) 

(n=5) or 
20 mcg/ 
saline 
(n=3) 

984/ 10 mcg/ 1 dose 13 2-11 mos 0 15 ( 2/13) 
C-K731 saline or 2 doses 1 69 9/13) 85 ( 11/13) 

at O and 3-4 100 5/5) 100 ( 5/5) 
either 2 
or 3 mos 

1002/ 6 mcg/ 0, 2 wks 11 2-6 mos 0 63 5/8) 
C-L466 saline 1.5 50 ( 4/8) 100 8/8) 

(n=7) or 
10 mcg/ 
saline 
(n=3) 

002-70 Edwin Anderson, M.D. 11 /02 / 84 Complete 1002/ 10 mcg/ 0, 1 mo 15 2-6 mos 0 31 ( 4/13) 
(870) Dept. of Medicine C-L466 saline 2 100 (13/13) 100 ( 13/13) 

Marshall Univ. of Med. 6-12 80 ( 4/5) 80 ( 4/5) 
Huntingdon, WV 13-23 63 ( 5/8) 75 { 6/8) 

003-73 Dan Granoff, M. D. 11/14/ 84 Complete 1003/ 7 mcg/ 0, 1 mo 10 2-11 mos 0 60 6/10) 
(873) St. Louis Children's C-L680 saline 1 71 5/7) 100 7/7) 

Hospital 2 71 5/7) 100 7/7) 
400 S. Kingshighway 7-10 43 ( 3/7) 100 ( 7/7) 

Blvd . 12-16 25 ( 2/8) 88 { 7/8) 
St. Louis, MO 

3* 12-17 mos 

*Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 
**Serology data are combined due to small numbers. 

6079I/1 / 29AUG88 

> 1. 0 MCG/ GMT 
ML (M~G/ML) 

50 (3/6) 1. 975 
100 (6/6) 27. 176 

14 ( 1/7) o. 172** 
71 ( 5/7) 4.712 

0 ( 0/13) 0.073 
38 ( 5/13) 0.722 

100 ( 5/5) 6. 114 

13 1/8) 0.225'"* 
38 3/8) 0.586 

0 ( 0/13) o. 105 
92 ( 12/13) 2 .284 
20 ( 1/5) 0.451 
13 ( 1/8) 0.357 

0 0/10) 0.207 
29 2/7) 1.018 
71 ( 5/7) 1.594 
29 ( 2/7) 0.653 
25 { 2/8) 0.380 



CLINICAL STUDIES OF HAEMOPHILUS b CONJUGATE VACCINE 
{NEISSERIA MENINGITIDIS OUTER MEKJRANE PROTEIN COMPLEX) RECONSTITUTED IN ALUM { BB IND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ >1 .0 MCG/ GMT 

NO. LO!:;ATION INITIATED STATUS _J,_QL_ _____QQ_$f REGIMEN VACCINATED (AGE) .l..!1QLl. RISE ML ML (MCGl'.ML) 

002-70 Edwin Anderson, M.D. 11/02/84 Complete 1018/ 13 mcg/ 0, l mo 14 2-6 mos 0 58 { 7/12) 17 { 2/12) 0.214 
(870) Dept. of Medicine C-M679 alum 2 50 { 6/12) 100 (12/12) 42 ( 5/12) 0.903 

Marshall Univ. of Med. 
Huntingdon, W 

0003-73 Dan Granoff, M.D. 11/14/84 Complete 1003/ 7 mcg/ 1 dose 6 23-43 yrs 0 67 (4/6) 67 (4/6) 0.915 
(873) St. Louis Children's C-L680 alum 1 100 (6/6) 100 (6/6) 100 (6/6) 44.240 

Hos pi ta 1 6 80 (4/5) 100 (5/5) 100 (5/5) 25. 115 
400 S. Kingshighway 

Blvd. 1003/ 7 mcg/ 0, 1 mo 29 2-11 mos 0 28 ( 8/29) 0 { 0/29) 0. 104 
St. Louis, MO C-L680 alum l 70 { 19/27) 89 (24/27) 44 { 12/27) 0.866 

2 88 (21/24) 100 (24/24) 63 (15/24) 1.272 
7-10 63 { 12/19) 100 { 19/19) 32 { 6/19) 0.674 

12-16 50 ( 9/18) 94 (17/18) 44 { 8/18) 1 .023 

10 12-17 mos 0 33 3/9) 0 { 0/9) o. 102 
1 100 { 9/9) 100 9/9) 89 { 8/9) 3.092 

6-10 100 { 6/8) 100 6/6) 50 ( 3/6) 1.006 
12-16 100 ( 3/3) 100 3/3) 67 { 2/3) 3.076 

1018/ 13 mcg/ 0, 1 mo 28*"' 2-6 mos 0 31 { 4/13) 0 0/13) 0. 102 
C-M679 alum 1 77 { 10/13) 100 (13/13) 38 { 5/13) 0.778 

2 92 (11/12) 100 ( 12/12) 50 { 6/12) 1 .216 

1018/ 13 mcg/ 0, 2 mos 26 2-6 mos 0 22 ( 5/23) 0 ( 0/23) 0.088 
C-M679 alum 2 81 ( 17/21) 100 (21/21) 43 ( 9/21) 1 .001 

3 100 (23/23) 100 (23/23) 87 (20/23) 3.550 

**Three children received only one dose. 
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CLINICAL STUDIES OF HAEHOPHILUS b CONJUGATE VACCINE 
(NEISSERIA MENINGITIDIS OUTER ME1'13RANE PROTEIN COMPLEX} RECONSTITUTED IN ALUH (BBIND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ > l. 0 MCG/ GMT 

NO. LOCATION INITIATED STATUS -1QL DOSE REGIMEN VACCINATED {AGE) ~ RISE ML ML {MCGl'.'.ML} 

003-73 Dan Granoff, M.D. 1018/ 6 mcg/ booster 9 2-11 mos Preboost 100 ( 9/9) 44 4/9) 1.042 
(873) (Cont.) C-M679 alum dose as a ( 1-2 yrs Postboost 100 ( 9/9) 100 ( 9/9) 100 9/9) 49.092 

as a a third at boost) 
booster injection 

one year 
after first 
dose 

PS"" 25 mcg booster 21 2-11 mos Preboost 88 ( 14/16) 38 ( 6/16) 0.669 
booster dose as a ( 1-2 yrs Postboost 100 ( 16/16) 100 ( 16/16) 100 ( 16/16) 20.297 

third at boost) 
injection 
one year 2* 12-17 mos 
after first (24-29 mos 
dose at boost) 

PS** 25 mcg booster dose 4 2-11 mos Preboost 75 3/4) 0 0/4) 0.216 
booster as a second ( 1-2 yrs Postboost 100 ( 4/4) 100 4/4) 100 4/4) 24.236 

injection at boost) 
one ·year 
after first 3" 12-17 mos 
dose 24-29 mos 

at boost) 

1018/ 6 mcg/ dose l 25 2-11 mos Preboost 100 7/7) 29 2/7) 0.858 
C-M679/ alum (0 mo) (black Postboost 100 ( 7/7) 100 7/7) 100 7 /7) 117 .975 
PS"" 25 mcg dose 2 children) 

(6 mos-
l yr) 28 12-17 mos Preboost 100 7/7) 57 (4/7) 1 .671 

(black Postboost 100 ( 7/7) 100 7/7) 100 (7/7) 147 .946 
children) 

1018/ 18 mcg/ l dose 3" 2-11 mos 
C-M679 alum 

*Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 
**PS= polysaccharide 
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MULTICLINIC STUDY OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEHOPHILUS B CONJUGATE VACCINE 
(NEISSERIA HENINGITIDIS OUTER ME1'13RANE PROTEIN COMPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ >1.0 MCG/ GMT 

NO. LOCATION INITIATED STATUS _J,_QI._ DOSE REGIMEN VACCINATED (AGE) .D1QU RISE ML ML (MCG/ML) 

004-01 Catherine Wilfert,M .D. 4/16/ 87 In pro- 1069/ 15 mcg 0,2 mos 21 2-6 mos 0 57 ( 8/14) 7 ( 1/14) 0. 153 
Duke University gress C-P241 2 92 ( 12/13) 100 (13/13) 85 ( 11/13) 3.444 
Medical Center 3 92 ( 11/12) 100 (12/12) 83 (10/12) 5. 182 
P.O. Box 2951 
Durham, N.C. 

17 7-11 mos 0 13 ( 2/15) 0 ( 0/15) 0.089 
2 93 ( 14/15) 93 ( 14/15) 80 ( 12/15) 2.816 
3 100 ( 14/14) 100 ( 14/14) 100 ( 14/14) 10. 152 

one dose 6 12-71 mos 0 20 1/5) 0 0/5) 0.075 
1 100 5/5) 100 5/5) 100 5/5) 6.589 

1072/ 15 mcg 0,2 mos 15 1-6 mos 0 80 4/5) 20 1/5) 0.277 
C-P298 2 80 4/5) 100 5/5) 80 4/5) 2.685 

3 100 2/2) 100 2/2) 100 2/2) 11. 195 

3" 7-11 mos 

one dose 5 12-71 mos 0 25 1/5) 0 ( 0/4) 0.099 
l 100 ( 4/4) 100 4/4) 75 ( 3/4) 3.303 

1080/ 15 mcg 0 ,2 mos 8" 2-6 mos 
C-P749 

2" 7-11 mos 

one dose l" 23 mos 

1085/ 15 mcg 0,2 mos 12" 1-6 mos 
C-P132 

one dose 1" 17 mos 

"Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 
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MULTICLINIC STUDY Of HEALTHY CHILDREN AND INFANTS RECEIVING HAEHOPHILUS B CONJUGATE VACCINE 
(NEISSERIA MENINGITIDIS OUTER MEl't3RANE PROTEIN COMPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ >l.O MCG/ GMT 

NQ. LOCATION INITIATED STATUS -1..QL DOSE REGIMEN VACCINATED {AGE) ~ RISE ML ML {MCGLML) 

004-03 Kenneth Bromberg, M.O. 5/4/87 In pro- 1069/ 15 mcg 0,2 mos 7 2-6 mos 0 20 1/5) 0 0/5) 0.096 
SUNY Downstate gress C-P241 2 100 4/4) 100 4/4) 100 4/4) 2. 781 
Medical Center 3 100 3/3) 100 3/3) 100 3/3) 3. 135 
Dept. of Pediatrics 
450 Clarkson Ave. 
Brooklyn, NY 12 7-11 mos 0 0 0/4) 0 ( 0/4) 0.062 

2 100 4/4) 100 4/4) 100 ( 4/4) 5.416 
3 100 4/4) 100 4/4) 100 ( 4/4) 6.549 

one dose 13 12-71 mos 0 71 5/7) 0 ( 0/7) o. 170 
l 86 6/7) 100 7/7) 71 ( 5/7) 4. 195 

1080/ 15 mcg 0 ,2 mos 41 1-6 mos 0 45 ( 5/11) 0 ( 0/11) 0. 124 
C-P749 2 91 (10/11) 100 (11/11) 73 ( 8/11) 2. 741 

3 100 ( 8/8) 100 ( 8/8) 75 ( 6/8) 3. 153 

15 7-11 mos 0 75 3/4) 0 ( 0/4) o. 190 
2 100 4/4) 100 4/4) 75 ( 3/4) 2.645 
3 100 3/3) 100 3/3) 100 ( 3/3) 13.555 

one dose 17" 1.2-71 mos 

004-04 Joel Ward, M.O. 9/14/87 In pro- 1069/ 15 mcg 0,2 mos 44 1-6 mos 0 79 (27/34) 9 ( 3/34) 0.273 
Harbor - UCLA gress C-P241 2 81 (25/31) 100 (31/31) 65 (20/31) 1.946 
Medical Center or 3 95 (20/21) 100 (21/21) 95 (20/21) 6.411 
1124 W. Carson Or. 1069/ 15 mcg 0 
Bldg. E-6 C-P241 
Torrance, CA 1072/ 15 mcg 2 mos 

C-P298 

1072/ 15 mcg 0, 2 mos 5 2-6 mos 0 25 1/4) 0 ( 0/4) 0.095 
C-P298 2 100 4/4) 100 4/4) 100 ( 4/4) 8.501 

3 100 4/4) 100 4/4) 100 ( 4/4) 11.339 

"Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 
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STUDY INVESTIGATOR/ 
NO. LOCATION 

004-05 Eugene Shapiro, M.D. 
Yale University 
School of Medicine 
Dept. of Pediatrics 
P.O . Box 3333 
New Haven , CT 

HULTICLINIC STUDY OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEMOPHILUS B CONJUGATE VACCINE 
(NEISSERIA MENUIGITIDIS OUTER MEMBRANE PROTEIN COMPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ 

INITIATED STATUS --1.Q!_ DOSE REGIMEN VACCINATED (AGE) il'!QU RISE ML 

5/20/86 In pro- 1020/ 15 mcg 0,2 mos 10" 2-6 mos 
gress C-N084 

20 mcg one dose 3" 12-71 mos 

1069/ 15 mcg 0,2 mos 11 2-6 mos 0 20 ( 2/10) 
C-P24l 2 90 ( 9/10) 100 (10/10) 

3 100 ( 10/10 100 (10/10) 
6-10 86 ( 6/7) 100 ( 7/7) 

4" 7-11 mos 

one dose 24 12-71 mos 0 35 ( 8/23) 
1 100 (22/22) 91 (20/22) 

6-10 100 ( 6/6) 100 ( 6/6) 

1072/ 15 mcg 0,2 mos 25 2-6 mos 0 36 ( 4/11) 
C-P298 2 92 (11/12) 100 (12/12) 

3 100 ( 7/7) 100 ( 7/7) 

16 7-11 mos 0 54 ( 7/13) 
2 69 9/13) 92 (12/13) 
3 100 9/9) 100 ( 9/9) 

"Serology results are availabl e for 3 or less vaccinees; therefore serology results are not included in this table. 
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> 1 .O MCG/ GMT 
ML (MCGLML} 

0 ( 0/10) 0.086 
80 ( 8/l O) 3.370 

100 (10/10) 5.914 
71 ( 5/7) 1.464 

9 ( 2/23) o. 127 
100 (22/22) 15.727 
83 ( 5/6) 2.303 

0 ( 0/11) o. 110 
83 (10/12) 1. 733 
86 ( 6/7) 3.300 

0 0/13) o. 167 
46 6/13) 1.385 
78 7/9) 4.033 



l'ULTICLINIC STUDY OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEHOPHILUS B CONJUGATE VACCINE 
(NEISSERIA HENINGITIDIS OUTER HE113RANE PROTEIN COHPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ > 1.0 MCG/ GMT 

NO. LOCATION INITIATED STATUS --1.QL DOSE REGIMEN VACCINATED (AGE) .LJiQ_S_,J_ RISE ML ML {MCGLML) 

004-05 Eugene Shapiro, M.D. one dose 48 12-71 mos 0 40 ( 14/35) 17 ( 6/35) o. 187 
(Cont.) 1 94 (32/34) 97 (33/34) 85 (29/34) 6. 163 

6-10 88 ( 7/8) 100 ( 8/8) 50 ( 4/8) 1. 785 

1080/ 15 mcg 0,2 mos 14 2-6 mos 0 0 0/5) 0 0/5) 0.062 
C-P749 2 80 4/5) 80 4/5) 60 3/5) 1 .812 

3 100 3/3) 100 3/3) 67 2/3) 5.282 

8" 7-11 mos 

one dose 26 12-71 mos 0 43 ( 6/14) 7 ( 1/14) 0.144 
1 93 ( 13/14) 100 ( 14/14) 71 ( 10/14) 5.320 

1085/ 15 mcg 0,2 mos 12 2-6 mos 0 40 2/5) 0 0/5) 0.107 
C-Rl32 2 100 5/5) 100 5/5) 60 3/5) 0.965 

3 100 4/4) 100 4/4) 75 3/4) 3.501 

8 7-11 mos 0 17 1/6) 0 0/6) 0.087 
2 100 6/6) 100 6/6) 67 4/6) 3.425 
3 100 3/3) 100 3/3) 100 3/3) 6.631 

one dose 28 12-71 mos 0 47 ( 7/15) 7 ( 1/15) 0. 141 
1 100 (15/15) 100 ( 15/15) 93 ( 14/15) 4.699 

"Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 
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l'l.lLTICLINIC STUDY OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEMOPHILUS B CONJUGATE VACCINE 
(NEISSERIA HENINGITIDIS OUTER ME1t3RANE PROTEIN COMPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ >1.0 MCG/ GMT 

NO. LOCATION INITIATED STATUS --1..QL DOSE REGIMEN VACCINATED (AGE} it:1QLl RISE ML ML {MCG/ML} 

004-06 Robert Daum, M.D. 6/11/86 In pro- 1018/ 15 mcg 0 7 1-6 mos 0 33 ( 2/6) 0 ( 0/6) 0.115 
Tulane Univ. gress C-M679 2 83 5/6) 100 ( 6/6) 50 ( 3/6) 1.098 
School of Medicine PS** 25 mcg 2 mos 3 67 4/6) 100 ( 6/6) 33 ( 2/6) 0.973 
Dept. of Pediatrics 
1430 Tulane Ave. 
New Orleans, LA 

1069/ 15 mcg 0,2 mos 15* 1-6 mos 
C-P241 

1069/ 15 mcg 0 17* 1-6 mos 
C-P241 
1080/ 15 mcg 2 mos 
C-P749 

004-07 Parvin Azimi, M.O. 5/26/88 In pro- 1069/ 15 mcg 0,2 mos 9* 1-6 mos 
Children's Med. Ctr. gress C-P241 
51st & Grove St. 
Oakland, CA 

6* 7-11 mos 

one dose 29 12-71 mos 0 21 ( 3/14) 0 ( 0/14) 0.085 
l 100 ( 14/14) 100 (14/14) 86 ( 12/14) 3.497 

1072/ 15 mcg 0,2 mos 22 2-6 mos 0 50 4/8) 0 ( 0/8) 0. 125 
C-P298 2 100 5/5) 100 5/5) 80 ( 4/5) 2.131 

3 100 5/5) 100 5/5) 100 ( 5/5) 11.858 

8 7-11 mos 0 0 ( 0/4) 0 ( 0/4) 0.062 
2 75 3/4) 100 ( 4/4) 100 ( 4/4) 1. 766 
3 100 4/4) 100 ( 4/4) 75 ( 3/4) 5.011 

*Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 
**PS= polysaccharide 
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STUDY INVESTIGATOR/ 
NO. LOCATION 

004-07 Parvin Azimi, M.D. 
(Cont.) 

MULTICLINIC STUDY OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEMOPHILUS B CONJUGATE VACCINE 
(NEISSERIA HENINGITIDIS OUTER MEMBRANE PROTEIN COMPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ 

INIT IATED STATUS ~ DOSE REGIMEN VACCINATED (AGE) .LJ1QLl RISE ML 

one dose 29 12-71 mos 0 50 ( 8/16) 
l 100 ( 16/16) 100 (16/16) 

1080/ 15 mcg 0, 2 mos 3" 1-6 mos 
C-P749 

6" 7-11 mos 

one dose 14 12-71 mos 0 25 1/4) 
l 100 ( 4/4) 100 4/4) 

1085/ 15 mcg 0 ,2 mos 6" 2-6 mos 
C-Rl32 

4" 7-11 mos 

one dose 13" 12-71 mos 

"Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 

6079I/9/29AUG88 

> l.O MCG/ GMT 
ML (MCGLML) 

0 ( 0/16) 0. 135 
94 (15/16) 5.250 

0 ( 0/4) 0. 090 
100 ( 4/4) 7.259 



llfJLTICLINIC STUDY OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEJ10PHILUS B CONJUGATE VACCINE 
(NEISSERIA HENINGITIDIS OUTER HEHBRANE PROTEIN COMPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >.15 MCG/ 

NO. LOCATION INITIATED STATUS _J,_Q.I_ DOSE REGIMEN VACCINATED (AGE) ~ RISE ML 

004-08 Jeffrey Blumer, M.D. 5/28/87 In pro- 1069/ 15 mcg 0,2 mos 3* 2-6 mos 
Rainbow Babies and gress C-P241 
Children's Hospital 4 7-11 mos 0 25 1/4) 
2101 Adelbert Road 2 75 3/4) 75 3/4) 
Cleveland, OH 3 100 4/4) 100 4/4) 

one dose 25 12-71 mos 0 36 ( 9/25) 
1 100 (25/25) 100 (25/25) 

1072/ 15 mcg 0,2 mos 3* 2-6 mos 
C-P298 

10 7-11 mos 0 20 1/5) 
2 100 5/5) 80 4/5) 
3 100 5/5) 100 5/5) 

one dose 47 12-71 mos 0 50 (19/38) 
1 97 (37/38) 100 (38/38) 

1080/ 15 mcg 0,2 mos 2* 2-6 mos 
C-P749 

3* 7-11 mos 

one dose 10 12-71 mos 0 57 4/7) 
1 100 ( 7/7) 100 7/7) 

1085/ 15 mcg 0,2 mos 2"' 2-6 mos 
C-R132 

3"' 7-11 mos 

one dose 10 12-71 mos 0 50 2/4) 
1 100 ( 4/4) 100 4/4) 

"'Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 

60791/ 10/29AUG88 

>1.0 MCG/ 
ML 

0 0/4) 
100 4/4) 
100 4/4) 

12 ( 3/25) 
96 (24/25) 

0 0/5) 
100 5/5) 
100 5/5) 

11 ( 4/38) 
95 (36/38) 

0 0/7) 
100 7/7) 

0 0/4) 
100 4/4) 

GMT 
{MCGLML) 

0.080 
3.638 

11.383 

o. 155 
20.932 

0.076 
2.524 
3.890 

0. 191 
8.458 

0. 145 
8.269 

0. 155 
22.693 
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1-ULTICLINIC STUDY OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEMOPHILUS B CONJUGATE VACCINE 
(NEISSERIA HENINGITIDIS OUTER MEMBRANE PROTEIN COMPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-fOLD >. 15 MCG/ >1 .0 MCG/ GMT 

NO. LOCATION INITIATED STATUS ......LQL DOSE REGIMEN VACCINATED (AGE} .!..tfil.:l. RISE ML ML {MCGLML} 

004-09 Elia Ayoub, M.D. 9/1/87 In pro- 1069/ 15 mcg 0,2 mos 8 2-6 mos 0 0 0/4) 0 ( 0/4) 0.078 
Dept . of Pediatrics gress C-P241 2 100 4/4) 100 4/4) 100 ( 4/4) 2.292 
Box J-296 3 100 4/4) 100 4/4) 100 ( 4/4) 7.297 
JHMC Univ. of Florida 
Gainesville, fl 7 7-11 mos 0 0 0/4) 0 0/4) 0.062 

2 100 4/4) 100 4/4) 100 4/4) 4.004 

one dose 13 12-71 mos 0 63 ( 5/8) 0 ( 0/8) 0. 151 
l 100 8/8) 100 ( 8/8) 100 ( 8/8) 14.706 

1080/ 15 mcg 0,2 mos 10* 2-6 mos 
C-P749 

7* 7-11 mos 

one dose 34 12-71 mos 0 29 ( 4/14) 7 ( 1/4) 0.110 
1 100 (14/14) 100 ( 14/14) 100 ( 14/14) 6 .641 

1085/ 15 mcg 0,2 mos 1* 2-6 mos 
C-R132 

2* 7-11 mos 

one dose 2* 12-71 mos 

*Serology results are available for 3. or less vaccinees; therefore serology results are not included in this table . 

6079I/11/29AUG88 



MULTICLINIC STUDY OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEl'10PHILUS B CONJUGATE VACCINE 
{NEISSERIA HENIHGITIDIS OUTER MEMBRANE PROTEIN COMPLEX) {BBIHD 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ 

NO. LOCATION INITIATED STATUS _lQl_ DOSE REGIMEN VACCINATED (AGE) ~ RISE Ml 

004-10 Ziad Shehab, M.D. 4/29/87 In pro- 1069/ 15 mcg 0,2 mos 8 2-6 mos 0 14 ( 1/7) 
Univ. of Arizona gress C-P241 2 100 6/6) 100 ( 6/6) 
Med. Ctr. Dept. 3 100 7/7) 100 ( 7/7) 
of Pediatrics 
1501 N. Campbell Ave. 7 7-11 mos 0 14 1/7) 
Tucson, AZ 2 86 6/7) 100 7/7) 

3 100 4/4) 100 4/4) 

one dose 15 12-71 mos 0 60 ( 9/15) 
1 93 ( 14/15) 100 (15/15) 

1072/ 15 mcg 0,2 mos 30 1-6 mos 0 35 ( 8/23) 
C-P298 2 90 ( 18/20) 100 (20/20) 

3 95 (21/22) 95 (21/22) 

8 7-11 mos 0 17 ( 1/6) 
2 100 6/6) 100 ( 6/6) 
3 100 5/5) 100 ( 5/5) 

one dose 28 12-71 mos 0 45 (10/22) 
1 100 (22/22) 100 (22/22) 

1080/ 15 mcg 0, 2 mos 13 2-6 mos 0 20 1/5) 
C-P749 2 100 4/4) 100 4/4) 

3 100 4/4) 100 4/4) 

3* 7-11 mos 

*Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 

6079l/12/29AUG88 

> 1 .0 MCG/ 
Ml 

0 0/7) 
100 6/6) 
100 7 /7) 

0 0/7) 
71 5/7) 

100 4/4) 

33 ( 5/15) 
93 ( 14/15) 

0 ( 0/23) 
60 ( 12/20) 
82 ( 18/22) 

0 ( 0/6) 
67 ( 4/6) 
80 ( 4/5) 

18 ( 4/22) 
91 (20/22) 

0 0/5) 
100 4/4) 
100 4/4) 

GMT 
(M!:;G/Ml) 

0.072 
5.430 
7.970 

0.069 
3.608 

10.293 

0.437 
14.684 

o. 112 
1 .310 
3.586 

0.078 
1.995 
6. 145 

0.203 
6.775 

0.091 
2.477 
4.316 

0 
0 -,v 
::: 



STUDY INVESTIGATOR/ 
NO. LOCATION 

004-10 Ziad Shebab, M.D. 
(Cont . ) 

004-11 Trudy Murphy, M.D. 
Univ. of Texas 
Health Science Ctr. 
Dept. of Pediatrics 
5323 Harry Hines Blvd. 
Dall as, TX 

MULTICLINIC STUDY OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEHOPHILUS B CONJUGATE VACCINE 
(NEISSERIA MENINGITIDIS OUTER MEJ13RANE PROTEIN COMPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ 

INITIATED STATUS _J,_Ql_ DOSE REGIMEN VACCINATED (AGE) i!1QLl RISE ML 

one dose 11 12-71 mos 0 14 ( 1/7) 
l 100 ( 7 /7) 100 ( 7 /7) 

1085/ 15 mcg 0,2 mos 13* 2-6 mos 
C-R132 

3* 7-11 mos 

one dose 12 12-71 mos 0 44 ( 4/9) 
1 100 ( 9/9) 89 ( 8/9) 

5/21/87 In pro- 1069/ 15 mcg 0,2 mos 26 2-6 mos 0 33 ( 5/15) 
gress C-P241 2 93 (14/15) 100 (15/15) 

3 92 (12/13) 100 (13/13) 
6-10 100 ( 6/6) 100 ( 6/6) 

*Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 

6079l/13/29AUG88 

>1.0 MCG/ 
ML 

14 ( 1/7) 
71 ( 5/7) 

22 2/9) 
100 9/9) 

0 ( 0/15) 
93 ( 14/15) 
92 ( 12/13) 
83 ( 5/6) 

GMT 
{MCG/ML) 

0. 130 
3.273 

o. 186 
10.039 

0.109 
4.556 
7.017 
2.396 

0 
.:, -N 

"" 



11\JLTICLINIC STUDY OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEMOPHILUS B CONJUGATE VACCINE 
(NEISSERIA HENINGITIDIS OUTER MEH:JRANE PROTEIN COHPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO . SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ >1.0 MCG/ GMT 

NQ. LOCATION INITIATED STATUS ---1..QL DOSE REGIMEN VACCINATED (AGE) .LJ:!Q.S_,J_ RISE ML ML (MCG/ML) 

004-12 Harry Keyserling, M.D. 7/ 11 /87 In pro- 1069/ 15 mcg 0, 2 mos 7 2-6 mos 0 33 2/6) 0 ( 0/6) 0.139 
Dept. of Pediatrics gress C-P241 2 100 6/6) 100 6/6) 100 ( 6/6) 4. 191 
Emory Univ. School 3 100 6/6) 100 6/6) 100 ( 6/6) 8.083 
of Medicine 2* 7-11 mos 
Atlanta GA 

one dose 16 12-71 mos no serology done; clinical followup only 

1072/ 15 mcg 0,2 mos 17 2-6 mos 0 40 ( 6/15) 0 ( 0/15) 0.117 
C-P298 2 87 ( 13/15) 93 (14/15) 80 ( 12/15) 2.979 

3 92 (12/13) 100 ( 13/13) 92 ( 12/13) 6.495 

4 7-11 mos 0 25 ( 1/4) 25 ( 1/4) 0.176 
2 75 ( 3/4) 100 ( 4/4) 100 ( 4/4) 4.562 
3 100 ( 4/4) 100 ( 4/4) 100 ( 4/4) 6.599 

one dose 13 12-71 mos no serology done; clinical foll owup only 

1080/ 15 mcg 0,2 mos 55 1-6 mos 0 14 ( 3/21) 0 ( 0/21) 0.077 
C-P749 2 95 (20/21) 100 (21 /21) 71 ( 15/21) 1.944 

3 100 (13/13) 100 (13/13) 77 ( 10/13) 3.416 

14 7-11 mos 0 17 ( 1/6) 0 ( 0/6) 0.073 
2 100 ( 6/6) 100 ( 6/6) 100 ( 6/6) 3.444 
3 100 ( 5/5) 100 ( 5/5) 100 ( 5/5) 10.412 

one dose 75 12-71 mos no serology done; clinical followup only 

1085/ 15 mcg 0,2 mos 3* 1-6 mos 
C-R132 

one dose 6 12-71 mos no serology done; clinical followup only 

*Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 

6079I/14/29AUG88 
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MULTICLINIC STUDY OF HEALTHY CHILDREN ANO INFANTS RECEIVING HAEMOPHILUS B CONJUGATE VACCINE 
(NEISSERIA MENINGITIOIS OUTER MEMBRANE PROTEIN COMPLEX) (BBINO 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ 

NO. LOCATION INITIATED STATUS ---1..QI_ DOSE REGIMEN VACCINATED (AGE) it!QLl RISE ML 

004-13 George Peter, M.D . 6/9/87 In pro- 1069/ 15 mcg 0,2 mos 5"' 7-11 mos 
Div. of Pediatric gress C-P24l 
Infectious Diseases one dose 17 12-71 mos 0 19 ( 3/16) 
Rhode Island Hospital 1 100 (16/16) 100 (16/16) 
593 Eddy Street 
Providence, RI 1080/ 15 mcg 0,2 mos 5"' 2-6 mos 

C-P749 
5"' 7-11 mos 

one dose 15 12-71 mos 0 14 1/7) 
l 86 6/7) 100 7/7) 

004-14 Mathuram Santosham, 5/20/87 In pro- 1069/ 15 mcg 0,2 mos 14 1-6 mos 0 22 ( 2/9) 
M.D. gress C-P241 2 89 ( 8/9) 100 ( 9/9) 

The Johns Hopkins 3 100 ( 6/6) 100 ( 6/6) 
University Infectious 
Disease Research Ctr. one dose 49 12-71 mos 0 63 (27/43) 
P.O. Bo x 1240 1 100 (40/40) 100 (40/40) 
Whiteriver, AZ 6-10 88 (29/33) 100 (33/33) 

1072/ 15 mcg"'"' 0,2 mos 69 1-6 mos 0 59 (10/17) 
C-P298 2 82 ( 14/17) 100 ( 17/17) 

3 100 ( 6/6) 100 ( 6/6) 

one dose 28"' 12-71 mos 

1080/ 15 mcg 0,2 mos 17"' 1-6 mos 
C-P749 

36"' 12-71 mos 

"'Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 
**One additional child (age unknown) also received one dose of Lot C-P298. 

6079I/15/29AUG88 

> 1 .0 MCG/ 
ML 

0 ( 0/16) 
94 ( 15/16) 

14 1/7) 
100 7/7) 

0 0/9) 
67 6/9) 
67 4/6) 

12 ( 5/43) 
95 (38/40) 
67 (22/33) 

12 ( 2/17) 
88 (15/17) 
83 ( 5/6) 

GMT 
(MCGlML) 

0.088 
9.046 

0 .131 
4.011 

o. 124 
1.611 
3.079 

0.244 
11.583 
1.644 

0.216 
3.569 
5.642 

::, 
::, 



11ULTICLINIC STUDY OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEMOPHILUS B CONJUGATE VACCINE 
(NEISSERIA MENINGITIDIS OUTER ME1'13RANE PROTEIN COMPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ 

NQ. LOCATION INITIATED STATUS -1.QL DOSE REGIMEN VACCINATED (AGE} il1QS.,_l RISE ML 

004-15 Adnan Dajani, M.D. 4/20/87 In pro- 1069/ 15 mcg 0,2 mos 6* 2-6 mos 
Wayne State Univ. gress C-P241 
School of Medicine 7 7-11 mos 0 25 1/4) 
Children's Hospital 2 100 4/4) 100 4/4) 
of Michigan 3 100 4/4) 100 4/4) 
3901 Beaubien Blvd. 
Detroit, MI one dose 12 12-71 mos 0 44 ( 4/9) 

1 100 9/9) 100 ( 9/9) 

1080/ 15 mcg 0 ,2 mos 10* 2-6 mos 
C-P749 

9 7-11 mos 0 20 1/5) 
2 100 5/5) 100 5/5) 
3 100 5/5) 100 5/5) 

one dose 51 12-71 mos 0 50 ( 8/16). 
1 94 (15/16) 100 (16/16) 

*Serology results are available for 3 or less vaccinees; therefore serology results are not included in this table. 

6079I/16/29AUG88 

> 1 .0 MCG/ 
ML 

0 0/4) 
100 4/4) 
100 4/4) 

0 ( 0/9) 
100 ( 9/9) 

0 0/5) 
60 3/5) 

100 5/5) 

6 ( 1/16) 
88 (14/16) 

GMT 
{MCGLML} 

0.082 
3.687 
9. 192 

0. 152 
6.355 

0.077 
2.568 
5.516 

0. 165 
7.279 

CV 
)) 



CLINICAL STUDY OF HAEMOPHILUS b CONJUGATE VACCINE 
(NEISSERIA HENINGITIDIS OUTER HEtt3RANE PROTEIN COHPLEX) IN POLYSACCHARIDE VACCINE FAILURES (BBIND 1966) 

STUDY 
NO. 

006-01 

INVESTIGATOR/ 
LOCATION 

Dan Granoff, M.D. 
St. Louis Children's 

Hos pi ta 1 
400 S. Kingshighway 
Blvd. 

St. Louis, MO 

**PS= polysaccharide 

6079I/17/29AUG88 

% WITH ANTI-PRP 
DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLO >. 15 MCG/ >l.O MCG/ 

INITIATED STATUS _!,_QI_ DOSE REGIMEN VACCINATED (AGE) i!1QLl RISE ML ML 

6/22/87 In 1069/ 15 mcg 0,2 mos 8 12-71 mos 0 43 ( 3/7) 0 (0/7) 
Progress C-P24l 2-3 100 (7/7) 100 ( 7 /7) 100 (7/7) 

3-5 100 (7/7) 100 ( 7/7) 100 (7/7) 

1072/ 15 mcg 0,2 mos 8 12-71 mos 0 83 ( 5/6) 0 (0/6) 
C-P298 2-3 100 (6/6) 100 ( 6/6) 100 (6/6) 

3-5 100 (4/4) 100 ( 4/4) 100 (4/4) 

PS** 25 mcg dose 1 16 12-71 mos 0 62 ( 8/13) 0 (0/13) 
fol- (0 mo) 1-2 67 (8/12) 83 (10/12) 33 (4/12) 
1 owed 3-5 100 (8/8) 100 ( 8/8) 88 (7/8) 
by 5-7 100 (7/7) 100 ( 7/7) 86 (6/7) 
1069/ 15 mcg 2 mos 
C-P241 

or 
1072/ 15 mcg 2 mos 
C-P298 
as a 
second 
dose 

GMT 
(MCG/ML) 

0.111 
8.568 

l l.990 

0.289 
4.188 
9. 155 

o. 167 
0.563 
2.478 
6.850 

rv 
-0 



COMPARATIVE STUDY OF HEALTHY CHILDREN RECEIVING POLYSACCHARIDE VACCINE (BBIND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO . SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ >1.0 MCG/ GMT 

NO. LOCATION INITIATED STATUS _J.QL DOSE REGIMEN VACCINATED (AGE) D:1.Qhl RISE ML ML (M!:;G/ML) 

007-01 Kwang Sik Kim, M.D. 10 / 14/ 87 In b-CAPSA® 25 mcg l dose 11 18-23 mos 0 45 ( 5/11) 0 (0/11) 0. 111 
Children's Hospital Progress I 45 ( 5/11) l 82 ( 9/11) 36 (4/11) 0.512 

of Los Angeles 
4650 Sunset Blvd. 52 24-60 mos 0 51 (21/41) 15 ( 6/41) 0.212 
Los Angeles, CA 1 88 (36/41) 98 (40/41) 66 (27/41) 4.032 

Hib 25 mcg 1 dose 5 18-23 mos 0 0 ( 0/4) 0 ( 0/4) 0. 062 
IMUNE® 1 100 ( 4/4) 100 ( 4/4) 25 ( 1 /4) 1.194 

41 24-60 mos 0 67 (26/39) 23 ( 9/39) 0.332 
l 64 (25/39) 97 (38/39) 54 (21/39) 2.714 

Hib 25 mcg l dose 10 18-23 mos 0 63 ( 5/8) 13 ( 1/8) 0.251 
Vax'" 1 50 ( 4/8) 88 ( 7/8) 50 ( 4/8) 1.436 

41 24-60 mos 0 59 (20/34) 18 ( 6/34) 0 .214 
1 71 (24/34) 94 (32/34) 62 (21/34) 2. 553 

6079I/18/29AUG88 



STUDY INVESTIGATOR/ 
NO. LOCATION 

008-01 Kwang Sik Kim, M.D. 
Children's Hospital 

of Los Angeles 
4650 Sunset Blvd. 
Los Angeles, CA 

DOSE-RANGING STUDIES OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEMOPHILUS B CONJUGATE VACCINE 
(NEISSERIA HEHINGITIDIS OUTER ME113RANE PROTEIN COMPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ 

INITIATED STATUS __lQl_ DOSE REGIMEN VACCINATED (AGE) il1QLl RISE ML 

12/15/ 87 In pro- 1072/ 7.5 mcg 0,2 mos 7" 2-6 mos 
gress C-P298 

0,2 mos 4" 7-12 mos 

0,2 mos 6* 12-18 mos 

one dose 8 19-48 mos 0 14 1/7) 
1 100 ( 7 /7) 100 7/7) 

15 mcg 0,2 mos 8* 2-6 mos 

5* 7-12 mos 

1* 13-18 mos 

one dose 20 19-48 mos 0 0 ( 5/15) 
l 100 (15/15) 100 ( 15/15) 

30 mcg 0,2 mos 7* 2-6 mos 

5" 7-12 mos 

3* 13-18 mos 

one dose 8 19-48 mos 0 33 ( 2/6) 
1 100 ( 6/6) 100 ( 6/6) 

*Data are available for less than 4 individuals, therefore, data are not included in this table . 

6079I/19/29AUG88 

> 1 .0 MCG/ GMT 
ML (M!:;G/ML) 

0 0/7) 0. 1 
100 7/7) 4.9 

0 (0/15) 0. 1 
93 ( 14/15) 4.1 

16 1/6) 0.9 
83 5/6) 5.4 



DOSE-RANGING STUDIES OF HEALTHY CHILDREN AND INFANTS RECEIVING HAEMOPHILUS B CONJUGATE VACCINE 
(NEISSERIA HENINGITIDIS OUTER MEMBRANE PROTEIN COMPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
STUDY INVESTIGATOR/ DATE VACCINE NO. SUBJECTS POPULATION TIME >2-FOLD >. 15 MCG/ 

NO. LOCATION INITIATED STATUS -1.QL DOSE REGIMEN VACCINATED (AGE) 1!1QLl RISE ML 

008-02 Ram Yogev, M.D. 1/20/88 In pro- 1072/ 7 .5 mcg 0,2 mos 25* 2-6 mos 
Northwestern Univ . gress C-P298 
Med. School 27* 7-12 mos 
The Children's 
Memorial Hospital 8'" 13-18 mos 
2300 Children's Plaza 
Chicago, IL one dose 24 19-59 mos 0 29 ( 5/17) 

l 100 (17/17) 100 (17/17) 

15 mcg 0,2 mos 17 2-6 mos 0 60 ( 3/5) 
2 100 5/5) 100 ( 5/5) 
3 100 4/4) 100 ( 4/4) 

16 7-12 mos 0 25 1/4) 
2 100 4/4) 100 4/4) 
3 100 4/4) 100 4/4) 

8* 13-18 mos 

one dose 24 19-59 mos 0 53 ( 9/17) 
l 100 ( 17/17) 100 (17/17) 

30 mcg 0,2 mos 6* 7-12 mos 

l* 13-18 mos 

21 19-59 mos 0 38 ( 6/16) 
1 100 (16/16) 100 ( 16/16) 

*Data are available for less than 4 individuals, therefore, data are not included in this table. 

6079l/20/29AUG88 

> 1 .0 MCG/ 
ML 

18 ( 3/17) 
94 (16/17) 

0 0/5) 
80 4/5) 

100 4/4) 

0 0/4) 
75 3/4) 

100 4/4) 

0 ( 0/17) 
94 (16/17) 

13 ( 2/16) 
94 (15/16) 

GMT 
(MCGLML) 

0. 156 
4.917 

o. 157 
2.289 
2.295 

0.085 
1.720 
5.068 

0. 161 
9.625 

o. 149 
18. 125 

:::> 
0 



STUDY INVESTIGATOR/ 
NO. LOCATION 

010-02 Ellen R. Wald, M.D. 
Children's Hospital of 

Pittsburgh 
3705 5th Ave. at 

DeSoto St. 
Pittsburgh, PA 

011-01 Barry Dashefsky, M.D. 
Children's Hospital of 

Pittsburgh 
3705 5th Ave. at 

DeSoto St. 
Pittsburgh, PA 

6079I/21/29AUG88 

INTERACTION STUDIES Of HEALTHY CHILDREN AND INFANTS RECEIVING HAEHOPHILUS B CONJUGATE VACCINE 
(NEISSERIA HENINGITIDIS OUTER HEMBRANE PROTEIN COMPLEX) (BBIND 1966) 

% WITH ANTI-PRP 
DATE VACCINE NO. SUBJECTS POPULATION TIME >2-fOLD >. 15 MCG/ 

INITIATED STATUS _JJ)l_ DOSE REGIMEN VACCINATED (AGE) D1QU RISE ML 

2/2/88 In 1080/ 15 mcg l dose 23 13-22 mos 0 47 ( 8/17) 
Progress C-P749 1 94 ( 16/17) 100 (17/17) 

and MMR 
concur-
rently 

1080/ 15 mcg 1 dose 22 13-22 mos 0 22 ( 4/18) 
C-P749 1 100 ( 18/18) 100 ( 18/18) 
and MMR 2 100 ( 8/8) 100 ( 8/8) 
4 wks 
apart 

2/2/88 In 1080/ 15 mcg 1 dose 23 17-24 mos 0 25 ( 4/16) 
Progress C-P749 1 100 (16/16) 100 (16/16) 

DTP/OPV 
concur-
rently 

1080/ 15 mcg 1 dose 26 17-24 mos 0 20 ( 4/20) 
C-P749 1 95 ( 19/20) 95 ( 19/20) 
DTP/OPV 2 100 ( 12/12) 100 (12/12) 
4 wks 
apart 

>1.0 MCG/ 
ML 

0 ( 0/17) 
94 (16/17) 

6 ( 1/18) 
89 (16/18) 
88 ( 7/8) 

6 ( 1/16) 
88 ( 14/16) 

0 ( 0/20) 
85 ( 17/20) 
75 ( 9/12) 

GMT 
(MCG/MU 

0. 141 
4.630 

o. 110 
3. 042 
2.438 

0.114 
5.020 

0.079 
5. 161 
6.644 

:::, 
0 



MULTICENTER STUDIES 



Haemophilus b Conjugate Vaccine · 
(Neisseria meningitidis Outer Membrane Protein Complex) 

MULTICLINIC STUDY OF SAFETY AND IMMUNOGENICITY IN CHILDREN 

Study 004-01 - Durham NC - Catherine Wilfert, M,D. 

Heal thy children and infants 1-71 months of age were entered in this 
study. Twenty children 2-6 months of age received two 15 mcg doses of 
Lot 1069/C-P241 two months apart. One additional child received only the 
first dose. One in fourteen (7%) had an antibody titer >1.0 mcg/ml prior 
to vaccination. The GMT prior to vaccination was O .153 mcg/ml. One 
month after the second dose 83% (10/12) had antibody titers >1.0 mcg/ml. 
The GMT at that time for these 12 vaccinees was 5.182 mcg/ml. Seventeen 
children 7-11 months of age received two 15 mcg doses of the same lot two 
months apart. The GMT prevaccination was 0.089 mcg/ml. One month after 
the second dose, 100% (14/14) had developed antibody titers >1.0 mcg/ml. 
The GMT for those 14 at 3 months was 10.152 mcg/ml. Six children 12-71 
months of age received a single 15 mcg dose of this lot. The GMT prior 
to vaccination was 0.075 mcg/ml. One month after vaccination 100% (5/5) 
had developed antibody titers >1.0 mcg/ml. The GMT at 1 month was 6.589 
mcg/ml. 

Eighteen children, fifteen 1-6 months of age and three 7-11 months of age 
received the first 15 mcg dose of Lot 1072/C-P298. Fifteen children 
received the second dose 2 months later. Prior to vaccination 14% (1/7) 
had an antibody titer >1.0 mcg/ml. The GMT prior to vaccination was 
0.181 mcg/ml. Two months after the first dose 86% (6/7) had antibody 
titers >1.0 mcg/ml. The GMT for these vaccinees at this time was 3.177 
mcg/ml. Five children 12-71 months of age received a single dose of this 
same lot. The prevaccination GMT was 0.099 mcg/ml. One month after 
vaccination 75% (3/4) had developed antibody titers >1.0 mcg/ml. The GMT 
for these vaccinees was 3.303 mcg/ml at 1 month. 

Ten children 2-11 months of age received the first 15 mcg dose of Lot 
1080/C-P749. Seven children received a second dose two months later. 
Serologic data for these vaccinees were not available at the time of data 
cutoff. Data are expected. One child (23 months old) received a single 
dose of this same lot. This child developed an antibody titer of 3.864 
mcg/ml 1 month following vaccination. 

0539Z 29AUG88 
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Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

- 2 -

Twelve children 1-6 months of age received the first dose of Lot 
1085/C-Pl32. Nine children received the second injection. Available 
serologic data show that one child (1/1) developed an antibody titer 
>1.0 mcg/ml (1.751 mcg/ml). Additional data are expected. One child (17 
months) received a single dose of this same lot. This child also 
developed antibody >1.0 mcg/ml (4.037 mcg/ml). 

Serious adverse experiences were reported for two children. One child 
developed aseptic meningitis and one child developed bronchial spasms. 
Both of these events were felt to be unrelated to use of the vaccine by 
the investigator. 

Study 004-03 - Brooklyn, NY - Kenneth Bromberg, M.D. 

Heal thy children and infants 1-71 months of age were entered in this 
study. Nineteen children 2-11 months of age received two 15 mcg doses of 
Lot 1069/C-P241 and 13 children 12-71 months of age received a single 15 
mcg dose of Lot 1069/C-P241. Prior to vaccination the GMT was 0.079 
mcg/ml for the 2-11 month age group and 0.170 mcg/ml for the 12-71 month 
age group. One month following the second dose 100% (7/7) in the 2-11 
month age group had developed antibody titers >LO mcg/ml. One month 
following vaccination 71% (5/7) in the 12-71 month age group had antibody 
titers >1.0 mcg/ml. The GMT for these vaccinees was 4.776 mcg/ml in the 
2-11 month age group one month following the second dose and 4.195 mcg/ml 
for the 12-71 month age group one month following vaccination. 

Forty-one children 1-6 months of age and 15 children 7-11 months of age 
received the first 15 mcg dose of a two dose, two months apart, regimen 
of Lot 1080/C-P249. Twenty-eight children 1-6 months of age and 11 
children 7-11 months of age received the second dose. The GMT prior to 
vaccination was 0.124 mcg/ml for the 1-6 month age group and 0.190 mcg/ml 
for the 7-11 month age group. One month following the second dose 75% 
(6/8) in the 1-6 month age group and 100% (3/3) in the 7-11 month age 
group had an antibody titer >1.0 mcg/ml. The GMT for these vaccinees at 
that time was 3.153 mcg/ml and 13.555 mcg/ml respectively. Seventeen 
children (12-71 months) received a single 15 mcg dose of this lot. The 
prevaccination GMT was 0.063 mcg/ml. Available data show that one of two 
children developed an antibody titer >1.0 mcg/ml at 1 month. The GMT was 
1.999 mcg/ml at 1 month. Additional data are expected. 

No serious adverse experiences were reported in this study. 

0539Z 29AUG88 

00135 



Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

- 3 -

Study 004-04 - Torrance, CA - Joel Ward, M.D. 

Heal thy children and infants 1-6 months of age were entered into the 
study. Forty-four children received two 15 mcg doses of vaccine two 
months apart. Thirty-two children received two doses of Lot 1069/C-P241 
while 12 children received one dose of Lot 1069/C-P241 followed by one 
dose of Lot 1072/C-P298. Of the children with serologic data, 9% (3/34) 
had antibody titers >1.0 mcg/ml prior to vaccination. The prevaccination 
GMT was 0.273 mcg/ml. One to three months after the second dose, 95% 
(20/21) had antibody titers >1.0 mcg/ml. The GMT for these vaccinees at 
that time was 6.411 mcg/ml. Five children received two 15 mcg doses of 
Lot 1072/C-P298 two months apart. The prevaccination GMT was 0.095 
mcg/ml. One to three months after the second dose, 100% (4/4) had 
antibody titers >1.0 mcg/ml. The GMT for the 4 vaccinees at that time 
was 11.339 mcg/ml. 

No serious adverse experiences were reported in this study. 

Study 005 - New Haven, CT - Eugene Shapiro, M. D. 

Healthy children and infants 2-71 months of age entered this study. Ten 
children 2-6 months of age received one 15 mcg dose of Lot 1020/C-N084. 
Serologic data are not available for these children. Three children 
12-71 months of age received a single 20 mcg dose of the same lot. The 
prevaccination GMT was 0.244 mcg/ml. One month following vaccination 3/3 
children had developed antibody levels >1.0 mcg/ml. The GMT at 1 month 
was 12.817 mcg/ml . 

Eleven children 2-6 months of age and 4 children 7-11 months of age 
received two 15 mcg doses of Lot 1069/C-P241 two months apart. The 
prevaccination GMT was O. 089 mcg/ml. One month following the second 
dose, 100% (13/13) had developed antibody titers >1.0 mcg/ml. The GMT 
for these 13 vaccinees at that time was 7.476 mcg/ml. Twenty-four 
children 12-71 months of age received a single dose of the same lot. 
Prior to vaccination 9% (2/23) had antibody titers >1.0 mcg/ml. The GMT 
was 0.127 mcg/ml. One month following vaccination 100% (22/22) had 
antibody titers >1.0 mcg/ml. The GMT at 1 month for the 22 vaccinees was 
15. 727 mcg/ml. 

Twenty-five children 2-6 months of age received the first 15 mcg dose of 
Lot 1072/C-P298. Seventeen children receiv ed the s e cond dose. The 
prevaccination GMT was O .110 mcg/ml. One month following the second 
dose, 86% (6/7) had developed antibody titers >1.0 mcg/ml. The GMT at 
that time for the 7 vaccinees was 3. 300 mcg/ml. Sixteen children 7-11 
months of age received the first dose of Lot 1072/C-P298. Fifteen 
children received the second dose. The prevaccination GMT was 0.167 
mcg/ml. One month following the second dose, 78% (7/9) had developed 
antibody titers >1.0 mcg/ml. The GMT at that time was 4.033 mcg/ml. 
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Forty-eight children 12-71 months of age received a single dose of this 
same lot. Prior to vaccination, 17% (6/35) had antibody levels >1.0 
mcg/ml. The GMT was 0.187 mcg/ml'. One month following vaccination, 85% 
(29/34) had antibody titers >1.0 mcg/ml. The GMT at 1 month was 6.163 
mcg/ml. 

Fourteen children 2-6 months of age and 8 children 7-11 months of age 
received the first 15 mcg dose of Lot 1080/C-P749. Thirteen children 
received the second dose. The prevaccination GMT was 0.069 mcg/ml. One 
month following the second dose, 75% (3/4) had developed antibody titers 
>1.0 mcg/ml. The GMT at that time for the 4 vaccinees was 6.405 mcg/ml. 
Twenty-six children received a single dose of this same lot. Prior to 
vaccination 7% (1/14) had an antibody titer >1.0 mcg/ml . The GMT was 
0.144 mcg/ml. One month postvaccination 71% (10/14) had >1.0 mcg/ml. 
The GMT for the 14 vaccinees at 1 month was 5 . 320 mcg/ml . 

Twenty children, twelve 2-6 months of age and eight 7-11 months of age, 
received the first 15 mcg dose of Lot 1085/C-R132. Sixteen children 
received the second dose two months later. The prevaccination GMT was 
0.095 mcg/ml. One month following the second dose, 86% (6/7) had 
developed antibody levels >1.0 mcg/ml. The GMT at that time for the 7 
vaccinees was 4. 603 mcg/ml. Twenty-eight children 12-71 months of age 
received a single 15 mcg dose of the same lot. One child out of 15 had 
an antibody titer >1.0 mcg/ml prior to vaccination. The prevaccination 
GMT was 0.141 mcg/ml. One month following vaccination 93% (14/15) had 
antibody levels >1.0 mcg/ml . The GMT at that time was 4.699 mcg/ml for 
these 15 vaccinees. 

No serious adverse experiences were reported in this study. 

Study 004-06 - New Orleans, LA - Robert Dawn. M.D. 

Heal thy children and infants 1-6 months of age were entered in this 
study. Six children received a single 15 mcg dose of Lot 1018/C-M6 79 
followed by a single 25 mcg dose of polysaccharide vaccine. One 
additional child received only the first dose. The prevaccination GMT 
was 0.115 mcg/ml. Two months following the first dose, 50% (3/6) had an 
antibody titer > 1.0 mcg/ml. The GMT was 1.098 mcg/ml for the six 
vaccinees. 

Fourteen children received two 15 mc g doses of Lot 1069/C-P241 two months 
apart and seventeen children received a single 15 mcg dose of Lot 
1069/C-P241 followed by a single 15 mcg dose of Lot 1080/C-P749 at two 
months. One additional child received only a single dose (Lot 
1069 /C-P241) of the two-dose regimen. Sero logic data were not avail.able 
at the time of data cutoff. Data are expected. 

05392 29AUG88 

('10137 



Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

- 5 -

Serious adverse experiences were reported for two patients in this 
study. One child developed dysplastic lwig and another child developed 
cough and choking. The investigator felt that these experiences were 
unrelated to use of the vaccine. 

Study 004-07 - Oakland. CA - Parvin Azimi, M.D. 

Healthy children and infants 1-71 months of age were entered in this 
study. Fifteen children 1-11 months of age received the first 15 mcg 
dose of Lot 1069/C-P241. Fourteen children received the second dose two 
months later. Serologic data for three patients show that 2/3 developed 
antibody levels >1.0 mcg/ml 2 months after the first dose. Twenty-nine 
children 12-71 months of age received a single dose of the same lot. The 
prevaccination GMT was 0.085 mcg/ml. One month following vaccination 86% 
(12/14) had developed antibody titers >1.0 mcg/ml. The GMT at that time 
was 3.497 mcg/ml for those 14 subjects. 

Thirty children 2-11 months of age received the first 15 mcg dose of Lot 
1072/C-P298. Twenty-one children received the second dose 2 months 
later. The prevaccination GMT was O .099 mcg/ml. One month after the 
second dose, 89% (8/9) had developed antibody levels >1.0 mcg/ml. The 
GMT at that time was 8.087 mcg/ml. Twenty-nine children 12-71 months of 
age received a single 15 mcg dose of the same lot. The prevaccination 
GMT was O .135 mcg/ml. One month following vaccination, 94% (15/16) had 
developed antibody titers >1.0 mcg/ml. The GMT at 1 month for the 16 
children was 5.250 mcg/ml. 

Nine children 1-11 months of age received the first dose of Lot 
1080/C-P749. Three children received the second injection 2 months 
later. Sero logic data for one child show that the child developed an 
antibody level of 3. 200 mcg/ml. Fourteen children 12-71 months of age 
received a single dose of the same lot. The prevaccination GMT was 0.090 
mcg/ml. One month following vaccination, 100% (4/4) had antibody titers 
>1.0 mcg/ml. The GMT at 1 month was 7.259 mcg/ml for these 4 vaccinees. 

Ten children 2-11 months of age received the first 15 mcg dose of Lot 
1085/C-Rl32 . Five children received the second injection 2 months 
later. Serologic data for 2 children show that both children developed 
an antibody level >1.0 mcg/ml 2 months after the first dose. The 
prevaccination GMT was 0.106 mcg/ml. The postvaccination GMT was 12.545 
mcg/ml. Thirteen children 12-71 months of age received a single 15 mcg 
dose of the same lot. Serologic data for two children show that both 
children developed an antibody level >1.0 mcg/ml 1 month after 
vaccination. The prevaccination GMT was 0.140 mcg/ml. The 
postvaccination GMT was 20.358 mcg/ml. 

No serious adverse experiences were reported in this study. 
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Study 004-08 - Cleveland. OH - Jeffrey Blumer. M.D. 

Healthy children and infants 2-71 months of age were entered in this 
study. Seven children 2-11 months of age received two 15 mcg doses of 
Lot 1069/C-P241 two months apart. The prevaccination GMT was 0.081 
mcg/ml. One month following the second dose, 100% (6/6) had developed 
antibody titers >1.0 mcg/ml. The GMT for these vaccinees at that time 
was 9 .871 mcg/ml. Twenty-five children 12-71 months of age received a 
single 15 mcg dose of the same lot. Prior to vaccination 12% (3/25) had 
antibody titers >1.0 mcg/ml. The GMT was 0.155 mcg/ml. One month 
following vaccination 96% (24/25) had antibody levels >1.0 mcg/ml. The 
GMT at that time was 20.932 mcg/ml. 

Thirteen children 2-11 months of age received the first 15 mcg dose of 
Lot 1072/C-P298. Eleven children received the second dose two months 
later. The prevaccination GMT was 0.087 mcg/ml. One month following the 
second dose, 100% (7/7) had developed antibody titers >1.0 mcg/ml. The 
GMT for the 7 vaccinees was 4.014 mcg/ml. Forty-seven children 12-71 
months of age received a single dose of the same lot. Prior to 
vaccination 11% (4/38) had antibody levels >1.0 mcg/ml. The GMT was 
0.191 mcg/ml. One month following vaccination 95% (36/38) had antibody 
titers >1.0 mcg/ml. The GMT at that time was 8.458 mcg/ml for the 38 
vaccinees. 

Five children 2-11 months of age received the first 15 mcg dose of Lot 
1080/C-P749. Four children received the second injection 2 months 
later. Sero logic data for two children show that they each developed 
antibody titers >1.0 mcg/ml one month following the second dose. The 
prevaccination GMT was O .127 mcg/ml. The postvaccination GMT was 4. 243 
mcg/ml. Ten children 12-71 months of age received a single dose of the 
same lot. The prevaccination GMT was 0.145 mcg/ml. One month following 
vaccination 100% (7 /7) had developed antibody levels >1.0 mcg/ml. The 
GMT at that time for those 7 children was 8.269 mcg/ml. 

Five children 2-11 months of age received two 15 mcg doses of Lot 
1085/C-R132 two months apart. The prevaccination GMT was 0.175 mcg/ml. 
Two months after the first dose, 3/3 children had developed antibody 
titers >1.0 mcg/ml. The GMT at that time was 4.406 mcg/ml. Ten children 
12-71 months received a single 15 mcg dose of the same lot. The GMT 
prevaccination was O .155 mcg/ml. One month following vaccination 100% 
(4/4) had antibody levels >1.0 mcg/ml. The GMT at that time was 22.693 
mcg/ml. 

No serious adverse experiences were reported in this study. 
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Study 004-09 - Gainesville, FL - Elia Ayoub, M,D. 

Healthy children and infants 2-71 months of age entered this study. 
Fifteen children 2-11 months of age received the first 15 mcg dose of Lot 
1069/C-P241. Eleven children received the second dose 2 months later. 
The prevaccination GMT was 0.070 mcg/ml. One month following the second 
dose, 100% (7/7) had developed antibody levels >1.0 mcg/ml. The GMT at 3 
months for the 7 vaccinees was 6. 645 mcg/ml. Thirteen children 12-71 
months of age received a single dose of the same lot. The GMT 
prevaccination was O .151 mcg/ml. One month following vaccination 100% 
(8/8) had developed antibody levels >1.0 mcg/ml. The GMT at that time 
was 14.706 mcg/ml for these 8 vaccines. 

Seventeen children 2-11 months of age received the first 15 mcg dose of 
Lot 1080/C-P749. Nine children received the second dose two months 
later. Serologic data for two children showed that they developed 
antibody levels >1.0 mcg/ml 2 months after the first dose. The 
prevaccination GMT was 0.093 mcg/ml and the postvaccination GMT was 3.249 
mcg/ml. Thirty-four children 12-71 months of age received a single 15 
mcg dose of the same lot. The prevaccination GMT was 0.110 mcg/ml. One 
month following vaccination 100% (14/14) had developed antibody levels 
>1.0 mcg/ml. The GMT for the 14 vaccinees at 1 month was 6.641. 

Three children 2-11 months of age and 2 children 12-71 months of age 
received one 15 mcg dose of Lot 1085/C-R132. Serologic data were not 
available for these subjects at the time of data cutoff. Data are 
expected. 

No serious adverse experiences were reported in this study. 

Study 004-10 - Tucson, AZ - Ziad Shehab, M.D. 

Heal thy children and infants 1-71 months of age were entered in this 
study. Eight children 2-6 months of age received two 15 mcg doses of 
vaccine 2 months apart. Seven children received Lot 1069/C-P241 while 
one child received one dose of that lot and one dose of Lot 1072/C-P298. 
The prevaccination GMT was 0.072 mcg/ml. One month following the second 
dose, 100% (7 /7) had developed antibody titers >1.0 mcg/ml. The GMT at 
that time for the 7 vaccinees was 7. 970 mcg/ml. Seven children 7-11 
months of age received 2 doses of Lot 1069/C-P241 two months apart. The 
prevaccination GMT was 0.069 mcg/ml. One month following the second 
dose, 100% (4/4) had developed antibody titers >1.0 mcg/ml. The GMT at 
that time for the 4 vaccinees was 10.293 mcg/ml. Fifteen children 12-71 
months of age received a single dose of this same lot. Prior to 
vaccination 33% (5/15) had antibody levels >1.0 mcg/ml. The GMT was 
0.437 mcg/ml. One month following vaccination, 93% (14/15) had antibody 
titers >1.0 mcg/ml. The GMT at that time was 14.684 mcg/ml. 
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Thirty children 1-6 months of age received the first 15 mcg dose of Lot 
1072/C-P298. Twenty five children received the second dose 2 months 
later. The prevaccination GMT was 0.112 mcg/ml. One month following the 
second dose, 82% (18/22) had developed antibody levels >1.0 mcg/ml. The 
GMT for the 22 vaccinees was 3.586 mcg/ml at that time. Eight children 
7-11 months of age received the first dose of this same lot and 6 
children received the second dose. The GMT prevaccination was 0.078 
mcg/ml. One month following the second dose, 80% (4/5) had antibody 
levels >1.0 mcg/ml. The GMT at that time was 6.145 mcg/ml. Twenty-eight 
children 12-71 months of age received a single dose of this same lot. 
Prior to vaccination 18% (4/22) had antibody levels >1. 0 mcg/ml. The 
prevaccination GMT was 0.203 mcg/ml. One month following vaccination, 
91% (20/22) had antibody levels >1.0 mcg/ml. The GMT at 1 month for the 
22 vaccinees was 6.775 mcg/ml. 

Sixteen children 2-11 months of age received the first dose of Lot 
1080/C-P749. Nine children received the second dose two months later. 
The GMT prevaccination was 0.082 mcg/ml. One month following the second 
dose, 100% (6/6) had developed antibody titers >1.0 mcg/ml. The GMT for 
the 6 vaccinees was 6.319 mcg/ml at that time. Eleven children 12-71 
months of age received a single dose of this same lot. Prior to 
vaccination 14% (1/7) had antibody levels >1.0 mcg/ml. The GMT was 0.130 
mcg/ml. One month following vaccination 71% (5/7) had titers >1.0 
mcg/ml. The GMT at 1 month for those 7 vaccinees was 3.273 mcg/ml. 

Sixteen children 2-11 months of age received the first 15 mcg dose of Lot 
1085/C-Rl32. Ten children received the second dose two months later. 
The prevaccination GMT was 0.208 mcg/ml. One month following the second 
dose, 80% (4/5) had developed antibody levels >1.0 mcg/ml. The GMT at 
that time for these 5 vaccinees was 2.767 mcg/ml. Twelve children 12-71 
months of age received a single dose of this same lot. The GMT prior to 
vaccination was 0.186 mcg/ml. One month following vaccination 100% (9/9) 
had developed antibody levels >1.0 mcg/ml. The GMT at 1 month was 10.039 
mcg/ml. 

A serious adverse experience was reported for one patient who developed 
cervical cellulitis. The investigator felt . that the experience was 
unrelated to use of the vaccine. 

Study 004-11 - Dallas, TX - Trudy Murphy, M.D. 

Healthy children 2-6 months of age were entered in this study. 
Twenty-five children received two 15 mcg doses of Lot 1069/C-P241 two 
months apart. One additional child received only one dose. The 
prevaccination GMT was O .109 mcg/ml. One month following the second 
dose, 92% (12/13) had developed antibody titers >1.0 mcg/ml. The GMT for 
all vaccinees at that time was 7.017 mcg/ml. 

No serious adverse experiences were reported in this study. 
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Study 004-12 - Atlanta, GA - Harry Keyserling, M.D. 

Heal thy children and infants 1-71 months of age were entered in this 
study. Nine children 2-11 months of age received two 15 mcg doses of Lot 
1069/C-P241. The prevaccination GMT was 0.124 mcg/ml. One month 
following the second dose, 100% (7/7) had developed antibody titers >1.0 
mcg/ml. The GMT at that time was 8. 760 mcg/ml. Sixteen children 7-11 
months of age received a single dose of the same lot. Serologic data are 
not available; only clinical follow-up was completed for this age group. 

Seventeen children 2-6 months of age received two 15 mcg doses of Lot 
1072/C-P298. The prevaccination GMT was 0.117 mcg/ml. One month 
following the second dose, 92% (12/13) had developed antibody levels >1.0 
mcg/ml. The GMT for the 13 vaccinees at that time was 6 .495 mcg/ml. 
Four children 7-11 months of age received two 15 mcg doses of the same 
lot. One child had an antibody level >1.0 mcg/ml prior to vaccination. 
The GMT was O .176 mcg/ml. One month following the second dose, 100% 
(4/4) had an antibody level >1.0 mcg/ml. The GMT at that time was 6.599 
mcg/ml. Thirteen children 12-71 months of age received a single 15 mcg 
dose of the same lot. Sero logic data are not available; only clinical 
follow-up was completed for this age group. 

Fifty-five children 1-6 months of age received the first dose of Lot 
1080/C-P749. Thirty-one children received the second dose two months 
later. The prevaccination GMT was 0.077 mcg/ml. One month following the 
second dose, 77% (10/13) had developed antibody titers >1.0 mcg/ml. The 
GMT at that time was 3.416 mcg/ml for the 13 vaccinees. Fourteen 
children 7-11 months of age received the first dose of the same lot. 
Seven children received the second dose two months later. The 
prevaccination GMT was O .073 mcg/ml. One month following the second 
dose, 100% (5/5) had antibody titers >1.0 mcg/ml. The GMT at that time 
was 10.412 mcg/ml for these 5 vaccinees. Seventy-five children 12-71 
months of age received a single 15 mcg dose of this same lot. Serologic 
data are not available; only clinical follow-up was completed for this 
age group. 

Three children 1-6 months of age received the first dose of Lot 
1085/C-Rl32 and 6 children 12-71 months of age received a single dose of 
the same lot. Serologic data are expected for the 1-6 month age group. 

No serious adverse experiences were reported in this study. 
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Study 004-13 - Providence. RI - George Peter. M.D. 

Healthy children 2-71 months of age were entered into this study. Four 
children 7-11 months old received two 15 mcg doses of Lot 1069/C-P241 two 
months apart. One additional child received only one dose. Available 
data show one child (1/1) developed antibody >1.0 mcg/ml one month after 
the second dose. Seventeen children 12-71 months of age received a 
single dose of Lot 1069/C-P241. The prevaccination GMT was 0.088 
mcg/ml. One month following vaccination, 94%( 15/16) had antibody levels 
>1.0 mcg/ml. The GMT for these 16 vaccinees at that time was 9.046 
mcg/ml. 

Ten children, five 2-6 months of age and five 7-11 months of age received 
the first 15 mcg dose of Lot 1080/C-P749. Seven of these 10 received 
their second dose two months later. The prevaccination GMT was 0.062 
mcg/ml. One month following the second dose, 100% (3/ 3) had antibody 
titers >1.0 mcg/ml. The GMT for these 3 vaccinees at that time was 
11.172 mcg/ml. Fifteen children 12-71 months old received a single dose 
of Lot 1080/C-P749. Fourteen percent (1/7) had antibody levels >1.0 
mcg/ml prior to vaccination. The GMT was 0.131 mcg/ml. One month 
following vaccination, 100% (7/7) had >1.0 mcg/ml. The GMT at that time 
for the 7 vaccinees was 4.011 mcg/ml. 

No serious adverse experiences were reported in this study. 

Study 004-14 - White River, AZ - Mathuram Santosharn, M.D. 

Healthy children 1-6 months of age and 12-71 months of age were entered 
in this study. Fourteen children 1-6 months of age received the first 15 
mcg dose of Lot 1069/C-P241. Eleven of these 14 also received the second 
injection two months later. The prevaccination GMT was O .124 mcg/ml. 
One month following the second dose, 67% (4/6) had antibody levels >1.0 
mcg/ml. The GMT for these 6 vaccinees at that time was 3.079 mcg/ml. 
Forty-nine children 12-71 months of age received a single dose of this 
same lot. Twelve percent (5/43) had >1.0 mcg/ml prior to vaccination. 
The GMT was 0.244 mcg/ml. One month following vaccination, 95% (38/40) 
had antibody titers >1.0 mcg/ml. The GMT for these 40 vaccinees at 1 
month was 11.583 mcg/ml. 

Sixty-nine children 1-6 months of age received one 15 mcg dose of Lot 
1072/C-P298. Fifty-four of these 69 received the second injection two 
months later. Twelve percent (2/17) had antibody levels >1.0 mcg/ml 
prior to vaccination. The GMT was 0.216 mcg/ml. At 2 months following 
the first dose and 1 month following the second dose, the percentages 
with >1.0 mcg/ml were 88% (15/17) and 83% (5/6) respectively. The GMTs 
at these times were 3. 569 and 5. 642 mcg/ml respectively. Twenty-eight 
children 12-71 months of age received a single 15 mcg dose of Lot 
1072/C-P298. Available data show that 3/3 children developed antibody 
titers >1.0 mcg/ml 1 month following vaccination. 
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Seventeen children 1-6 months of age received the first dose of Lot 
1080/C-P749. No child received the second injection. Thirty-six 
children 12-71 months of age have received a single dose of Lot 
1080/C-P749. Sero logic data were not available at the time of data 
cutoff. Data are expected. 

Serious adverse experiences were reported for five children in this 
study. A five-month old female developed gastroenteritis which the 
investigator felt was unrelated to use of the vaccine. A three-month old 
female developed diarrhea, bronchiolitis, and pneumonia, all of which 
were felt by the investigator to be probably unrelated to use of the 
vaccine. A five-month old female developed mild bronchiolitis, 
conjunctivitis, and aseptic meningitis. The investigator felt that these 
experiences were probably unrelated to use of the vaccine. A four-month 
old female developed an upper respiratory infection which the 
investigator thought was unrelated to use of the vaccine. A two-month 
old female developed an upper respiratory infection which the 
investigator thought was unrelated to use of the vaccine. 

Study 004-15 - Detroit, MI - Adnan Dajani, M.D. 

Healthy children and infants 2-71 months of age were entered in this 
study. Thirteen children 2-11 months of age received the first 15 mcg 
dose of a two dose regimen of Lot 1069/C-P241. Eleven children received 
the second injection 2 months later. The prevaccination GMT was 0.073 
mcg/ml. One month following the second dose, 100% (7/7) had developed 
antibody titers >1.0 mcg/ml. The GMT for these 7 vaccinees at that time 
was 7.686 rncg/ml. Twelve children 12-71 months of age received a single 
dose of this same lot. The prevaccination GMT was O .152 mcg/ml. One 
month following vaccination, 100% (9/9) had developed antibody titers > 
1.0 mcg/rnl. The GMT for these 9 vaccinees at one month was 6.355 mcg/ml. 

Nineteen children 2-11 months of age received the first 15 mcg dose of a 
two dose regimen of Lot 1080/C-P749. Fifteen children received the 
second injection two months later. The prevaccination GMT was O .071 
rncg/ml. One month following the second dose, 88% (7/8) had antibody 
levels >1.0 mcg/ml. The GMT at that time was 3. 734 mcg/rnl. Fifty-one 
children 12-71 months of age received a single 15 mcg dose of this same 
lot. Six percent (1/16) had an antibody titer >1.0 mcg/ml prior to 
vaccination. The GMT was 0.165 mcg/ml. One month following vaccination, 
88% (14/16) had >1.0 mcg/ml. The GMT at that time was 7.279 mcg/ml. 

No serious adverse experiences were reported in this study. 
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(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

62761 

Haemophilus 
meningitidis 
Study 004-01 

b Conjugate 
Outer Membrane 

Vaccine 
Protein 

(Neisseria 
Complex), 

To evaluate the safety and immunogenicity of 
Haemophilus b conjugate vaccine (Neisseria 
meningitidis outer membrane protein complex) in 
healthy infants and children 2 to 71 months of age. 

Haemophil us 
meningitidis 
(PRP-OMPC) 

b Conjugate Vaccine 
Outer Membrane Protein 

Lot 1069/C-P241 - mcg polysaccharide/ml 

(Neisseria 
Complex) 

mcg meningococcal protein/ml 

Lot 1072/C-P298 - mcg polysaccharide/ml 
mcg meningococcal protein/ml 

Lot 1080/C-P749 - mcg polysaccharide/ml 
mcg meningococcal protein/ml 

Lot 1085/C-Rl32 - mcg polysaccharide/ml 
mcg meningo~occal protein/ml 

Aluminum h d~ox·de diluent 
Lot 

Catherine M. Wilfert, M.D. 
Duke University Medical Center 
P.O. Box 2591 
Durham, North Carolina 27710 

Mary V. Moggio 
Duke University Medical Centr 
P.O. Box 2591 
Durham, North Carolina 

Durham Child Care Center 
Gregson Street 
Durham, North Carolina 27705 

Chapel Hill Pediatric Associates 
Chapel Hill, North Carolina 27514 
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DATE STUDY 
INITIATED: 

DATE STUDY 
COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

62761 

- 2 -

April 29, 1987 

In progress. 

Healthy infants 2 to 71 months of age are included in 
the study. A subset of infants and children are 
randomized to receive three clinical lots of vaccine 
(1072/C-P298, 1080/C-P749, 1085/C-Rl32). 

Infants 2 to 11 months of age receive two injections 
of PRP-OMPC vaccine given 2 months, while children 12 
months of age and older receive a single injection. 
Vaccine is reconstituted in aluminum hydroxide and 
administered by intramuscular route. The dose for 
each injection is 15 mcg of polysaccharide in the 
appropriate volume. Lot 1069/C-P241 is reconstituted 
to contain 15 mcg polysaccharide in O. 75 ml, while . 
lots 1072/C-P288, 1080/C-P749 and 1085/C-Rl32 are 
reconstituted to contain 15 mcg polysaccharide in 
0.5 ml. 

The parent or guardian is required to record the 
vaccine recipient's temperature and any reactions at 
the injection site or systemic complaints for 5 days 
after each injection of vaccine. Unexpected or 
serious reactions are to be reported immediately to 
the study physician. Serious adverse experiences in 
the 14 days following each injection of vaccine are 
required to be reported by the investigator. 

A blood sample is obtained prior to each injection of 
vaccine and 1 month after the last or a single 
injection of vaccine. Additional follow-up blood 
samples are obtained 7 to 10 months after the last 
injection of vaccine from infants 2 to 11 months of 
age and at 15 to 18 months postvaccination from 
children 212 months of age. 

All serum samples are assayed for antibody to the 
capsular polysaccharide of Haernophilus influenzae 
type b by radio immunoassay. Selected samples may be 
tested for bactericidal and opsonophagocytic 
activity, immunoglobulin isotype and subclass IgG. 
Opsonophagocytic assays are performed at the 
University of Alabama. All other assays are 
performed at Merck Sharp & Dohme Research 
Laboratories. 

29AUG88 
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(b) (6)

RESULTS: 

62761 

Age 

2-11 mos 

12-71 mos 

- 3 -

Demographic information and individual pre and 
postimmunization antibody data for each vaccine 
recipient are presented in Tables 1 and 2. 

1. Current status: 

Lot 

1069/C-P241 

1072/C-P298* 

1080/C-P749 

1085/C-Rl32 

* Infants and 
1072/C-P298, 

NQ. Vaccinated 
Age Injection 1 InjectiQn 2 

2-11 mos 38 37 
12-71 mos 6 

2-11 mos 18 (2)** 15 (1) 
12-71 mos 5 

2-11 mos 10 (4) 7 
12-71 mos 1 

2-11 mos 12 (6) 9 (4) 
12-71 mos 1 

childrn randomized to receive Lots 
1080/C-P749,, __ a~n~d'--_10~8~5~/~C~--Kl32 are 

assigned Case Nos. ------------
** Parentheses represent additional children 

vaccinated who received other pediatric vaccines 
concurrently with PRP-OMPC vaccine. Their results 
are summarized separately. 

2. Serologic results: 

Anti-PRP responses prior to each injection of 
vaccine and 1 month after the last or single 
injection of vaccine are as follows: 

% With Anti-PRP GMT (mcgLmll_ 
Time >0.15 mcgLml >1.0 mcgLml All Vaccinees 

Pre 42 (16/38) 8 ( 3/38) 0.14 
Post 1 97 (36/37) 81 (30/37) 2.90 
Post 2 100 (29/29) 93 (27/29) 7.28 

Pre 27 ( 3/11) 0 ( 0/11) 0.09 
Post 100 (11/11) 91 (10/11) 4.67 

29AUG88 
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RESULTS 
(CONT.) 

62761 

- 4 -

Antibody responses among all vaccine recipients 
are presented in Tables 3 and 4 by lot. Antibody 
responses among the subset of vaccinees 
randomized to receive Lots 1072/C-P298, 
1080/C-P749 and 1085/C-Rl32 are shown in Tables 5 
to 7. Serologic results are not yet available 
for the limited number of subjects receiving 
other pediatric vaccines in conjunction with 
PRP-OMPC vaccine. 

3. Clinical results: 

The incidence of selected injection site and 
systemic reactions occurring within 2 days after 
vaccination are as follows: 

% of Vaccines with ReactiQn 
2-11 mos 12-71 mos 

Type of ReactiQn InjectiQn 1 InjectiQn 2 

Injection Site: 
Pain/Soreness 9 ( 6/65) 5 ( 3/59) 8 ( 1/13) 
Erythema >1 inch 2 ( 1/65) 2 ( 1/59) 0 ( 0/13) 
Swelling >1 inch 0 ( 0/65) 2 ( 1/59) 0 ( 0/13) 
Induration 0 ( 0/65) 3 ( 2/59) 0 ( 0/13) 

Systemic: 
Irritability 23 (15/65) 29 (17/59) 8 ( 1/13) 
Sleepiness/Lethargy/ 23 (15/65) 19 (11/59) 0 ( 0/13) 

Fatigue 

The frequencies of all clinical reactions and 
maximum temperatures occurring during the 5 days 
following each injection of vaccine are presented 
in Tables 8 to 10 by lot. 
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(b) (6)

RESULTS: 
(CONT.) 

62761 

- 5 -

No serious or alarming reactions attributable to 
vaccine have been reported. Two serious adverse 
experiences definitely not related to vaccine 
were reported: 

1) Case No. , a 9 month old male infant, with a 
history of reactive airway disease developed 
an exacerbation of wheezing 1 day after 
receiving an initial dose of Lot 
1069/C-P241. The infant required medical 
intervention in the physicians office but no 
hospital admission and recovered. 

2) Case No. , a 4 month old female infant, was 
diagnosed with meningitis 1 month after 
receiving an initial dose of Lot 1069/C-P241 
and 3 days after vaccination with DTP and OPV 
vaccines. The etiology of the meningitis was 
determined to be nonbacterial and probably 
viral. 
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(b) (6) (b) (6)
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TABLE 1 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIS CONJUGATE 
2 INJ. rno MOS. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT 

H CAUC 2M 0 001 PREBLEED 
0 011 INJ 1 

76 011 BLEED 1 
76 021 INJ 2 

112 021 BLEED 2 

F CAUC 9M 0 001 PREBLEED 
0 011 INJ 1 

62 011 BLEED 1 
62 021 INJ 2 

100 021 BLEED 2 

H CAUC 8M 0 001 PREBLEED 
0 011 INJ 1 

69 011 BLEED 1 
69 021 INJ 2 

111 021 BLEED 2 

H CAUC 6M 0 001 PREBLEED 
0 011 INJ 1 

57 011 BLEED 1 
57 021 INJ 2 

M BLAC 0 001 PREBLEED 
0 011 INJ 1 

71 011 BLEED 1 
71 021 INJ 2 

105 021 BLEED 2 

H CAUC 4H 0 001 PREBLEED 
0 011 INJ 1 

76 011 BLEED 1 
76 021 INJ 2 

112 021 BLEED 2 

H CAUC 4M 0 001 PREBLEED 
0 011 INJ 1 

69 011 BLEED 1 
69 021 INJ 2 

104 021 BLEED 2 

LOT DOSE CODE/ RIA 

310 
CP241 15 MCG 

05/ 2814 
CP241 15 MCG 

05/ 5483 

< 125 
CP241 15 MCG 

5861 
CP241 15 MCG 

17234 

< 125 
CP241 15 MCG 

5090 
CP241 15 MCG 

24418 

< 125 
CP241 15 MCG 

5467 
CP241 15 MCG 

03/ < 125 
CP241 15 MCG 

03/ 6826 
CP241 15 MCG 

03/ 38492 

200 
CP241 15 MCG 

05/ 3105 
CP241 15 MCG 

05/ 5307 

< 125 
CP241 15 MCG 

1232 
CP241 15 MCG 

3906 

CODE/ SBA CODE/ OPSO 

0 

100 

0 

35 

0 
0 -\Jl 
,;:, 



(b) (6)

(b) (6) (b) (6)

H1 . _, Z3546090/07/12/88/PAGE 4 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

IULFERT, CATHERINE 
000401 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

M CAI.JC 

F CAI.JC 

F CAI.JC 

M BLAC 

M CAUC 

F CAUC 

M CAUC 

9M 

4M 

2M 

2M 

2M 

3M 

7M 

2M 

0 
0 

63 
63 
98 

0 

0 
0 

92 
92 

125 

0 
0 

62 
62 
91 

285 

0 
0 

69 
69 

113 

0 
0 

63 
63 
98 

0 
0 

63 
63 
99 

0 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 
071 BLEED 3 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 

CP241 

CP241 

CP241 

CP241 

CP241 

CP241 

CP241 

CP24l 

CP241 · 

CP241 

CP241 . 

CP241 

CP241 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

< 125 

3061 

8961 

361 

05/ 1936 

05/ 3830 

< 125 

9957 

10032 
5550 

< 250 

7190 

8280 

211 

368 

654 

294 

4898 

20912 

< 125 

CODE/ SBA CODE/ OPSO 

:::, 
~ -;.J1 -



(b) (6)

(b) (6) (b) (6)

H~Lu/Z3546090/07/12/88/PAGE 5 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
2 INJ. .rno MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 
DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 2M 0 011 INJ 1 CP241 15 MCG 
91 011 BLEED 1 05/ 2229 
91 021 INJ 2 CP241 15 MCG 

133 021 BLEED 2 05/ 5573 

F CAUC 7H 0 001 PREBLEEO 568 
0 011 INJ 1 CP241 15 MCG 

69 011 BLEED 1 1675 
69 021 INJ 2 CP241 15 t1CG 

124 021 BLEED 2 9778 

F CAUC 2M 0 001 PREBLEED 261 
0 011 INJ 1 CP241 15 MCG 

64 011 BLEED 1 1623 
64 021 INJ 2 CP241 15 11CG 

104 021 BLEED 2 1780 

F CAUC 3M 0 001 PREBLEEO 216 
0 011 INJ 1 CP241 15 MCG 

64 011 BLEED 1 1002 
64 021 INJ 2 CP241 15 MCG 
92 021 BLEED 2 2340 

F CAUC 2H 0 001 PREBLEED 300 
0 011 INJ 1 CP241 15 11CG 

62 021 INJ 2 CP241 15 MCG 
98 021 BLEED 1 6848 

M CAUC 2M 0 001 PREBLEEO 647 
0 011 INJ 1 CP241 15 MCG 

62 011 BLEED 1 13855 
62 021 INJ 2 CP241 15 MCG 
98 021 BLEED 2 23580 

2M 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 MCG 

63 011 BLEED 1 9782 
63 021 INJ 2 CP241 15 t1CG 
91 021 BLEED 2 8829 

lOM 0 001 PREBLEED < 125 

CODE/ SBA CODE/ OPSO 

0 
0 -\JI 
N 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA 

M CAUC 

M CAUC 

F CAUC 

N CAUC 

F CAUC 

M CAUC 

M CAUC 

7M 

5M 

4N 

3M 

3M 

6M 

2M 

0 
63 
63 
98 

0 
0 

70 
70 

126 

0 

0 
0 

83 
83 

117 

0 
0 

56 
56 
96 

0 
0 

56 
56 
96 

0 
0 

76 
76 

121 

0 
0 

77 

INJ 1 
BLEED 1 
INJ 2 
BLEED 2 

PREBLEED 
INJ 1 
BLEED 1 

021 INJ 2 
021 BLEED 2 

INJ 1 

PREBLEED 
INJ 1 
BLEED 1 

021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

CP241 15 MCG 
616 

CP241 15 MCG 
1841 

< 125 
CP298 15 MCG 

1380 
CP298 15 MCG 

2259 

CP21J8 15 MCG 

< 125 
CP298 15 MCG 

05/ 1307 
CP298 15 NCG 

05/ 922 

203 
CP298 15 MCG 

10590 
CP298. 15 MCG 

8170 

153 
CP298 15 MCG 

4277 
CP298 15 MCG 

15340 

< 125 
CP298 15 MCG 

05/ 524 
CP298 15 11CG 

05/ 1183 

< 125 
CP298 15 MCG 

05/ 9251 

CODE/ SBA CODE/ OPSO 

0 
,::, -\J'I 
~ 
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
2 INJ. Tl'IO MOS. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT 

2M 77 021 INJ 2 
111 021 BLEED 2 

8M 0 001 PREBLEED 
0 011 INJ l 

77 011 BLEED l 
77 021 INJ 2 

107 021 BLEED 2 

2M 0 001 PREBLEED 
0 011 INJ l 

56 011 BLEED l 
56 021 INJ 2 
84 021 BLEED 2 

2M 0 001 PREBLEED 
0 011 INJ l 

56 011 BLEED l 
56 021 INJ 2 

3M 0 011 INJ l 
55 021 INJ 2 

3M 0 011 INJ l 
53 021 INJ 2 

2M 0 011 INJ l 

8M 0 001 PREBLEED 
0 011 INJ l 

63 011 BLEED l 
63 021 INJ 2 
90 021 BLEED 2 

301 071 BLEED 3 
301 091 INJ 3 
330 091 BLEED 4 

4M 0 001 PREBLEED 
0 011 INJ l 

63 011 BLEED 1 

LOT DOSE 

CP298 15 MCG 

CP749 15 MCG 

CP749 15 MCG 

CR132 15 MCG 

CRB.2 15 MCG 

CP298 15 MCG 

CP298 15 MCG 

CR132 15 MCG 
CRB2 15 MCG 

CP749 15 MCG 
CP74~ 15 MCG 

CP298 15 MCG 

CP241 15 tfCG 

CP241 15 MCG 

CP241 15 MCG 

CP241 15 MCG 

CODE/ RIA 

05/ 

05/ 

05/ 

02/ 

02/ 

6482 

< 125 

36677 

88114 

1930 

1097 

1751 

1032 

1118 

< 125 

3453 

898& 
2774 

57198 

< 125 

19523 

CODE/ SBA 

< 2 

>= 32 

>= 32 

CODE/ OPSO 

J1 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
2 INJ. THO MOS . APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING · 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

t1 CAUC 4t1 63 021 INJ 2 CP241 15 HCG 
91 021 BLEED 2 02/ 17602 

M CAUC 6t1 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 MCG 

61 011 BLEED 1 35441 
61 021 INJ 2 CP241 15 HCG 
90 021 BLEED 2 65753 

t1 CAUC 7t1 0 001 PREBLEED < 125 
0 011 INJ l CP241 15 HCG 

66 011 BLEED 1 3493 
66 021 INJ 2 CP24l 15 HCG 

108 021 BLEED 2 4106 

H CAUC 9tt 0 001 PREBLEED < 125 
0 011 INJ l CP241 15 HCG 

63 011 BLEED 1 < 125 
63 021 INJ 2 CP241 15 MCG 
88 021 BLEED 2 7133 

H CAUC lOH 0 001 PREBLEED < 125 
0 011 INJ l CP24l 15 MCG 

63 011 BLEED l 3840 
63 021 INJ 2 CP241 15 HCG 

104 021 BLEED 2 17431 

f BLAC 2M .0 001 PREBLEED < 125 
0 011 INJ l CP241 15 HCG 

56 011 BLEED 1 453 
56 021 INJ 2 CP241 15 MCG 

112 021 BLEED 2 4173 

f CAUC 9M 0 001 PREBLEED 130 
0 011 INJ l CP241 15 HCG 

67 011 BLEED l 22245 
67 021 INJ 2 CP241 15 HCG 
91 021 BLEED 2 37592 

H CAUC 7H 0 001 PREBLEED 148 

CODE/ SBA CODE/ OPSO 

0 

95 

99 

0 

98 

J1 
·J1 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H CAUC 7H 0 011 INJ 1 CP241 15 HCG 
63 011 BLEED 1 17402 
63 021 INJ 2 CP241 15 11CG 
99 021 BLEED 2 36218 

F CAUC 0 001 PREBLEED 1465 
0 011 INJ 1 CP241 15 11CG 

73 011 BLEED 1 05/ 7426 
73 021 INJ 2 CP241 15 MCG 

112 021 BLEED 2 05/ 21240 

F CAUC 211 0 001 PREBLEED 208 
0 011 INJ 1 CP241 15 11CG 

68 011 BLEED 1 5898 
68 021 INJ 2 CP241 15 MCG 

105 021 BLEED 2 6882 

H CAUC 7H 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 MCG 

70 011 BLEED 1 294 
70 021 INJ 2 CP241 15 MCG 

105 021 BLEED 2 1070 

H CAUC 8H 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 MCG 

70 011 BLEED 1 6117 
70 021 INJ 2 CP241 15 MCG 
98 021 BLEED 2 8053 

911 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 HCG 

60 011 BLEED 1 5967 
60 021 INJ 2 CP241 15 MCG 
95 021 BLEED 2 15811 

211 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 MCG 

74 011 BLEED 1 05/ 998 
84 021 INJ 2 CP241 15 HCG 

111 021 BLEED 2 05/ 5775 

,,--·--

CODE/ SBA CODE/ OPSO 

0 
:> -vi 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT , CATHERINE 
000401 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 2M 0 001 PREBLEED 1070 
0 011 INJ l CP241 15 MCG 

62 011 BLEED l 2594 
62 021 INJ 2 CP241 15 MCG 
97 021 BLEED 2 657 

F CAUC 9M 0 001 PREBLEEO < 125 
0 011 INJ l CP298 15 MCG 

57 011 BLEED l 16967 
57 021 INJ 2 CP298 15 MCG 

137 021 BLEED 2 39837 

F CAUC 7H 0 001 PREBLEEO 129 
0 011 INJ 1 CP298 15 MCG 

99 021 INJ 2 CP298 15 t1CG 
131 021 BLEED l 05/ 54694 

M CAUC 111 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

75 011 BLEED 1 05/ 1801 
75 021 INJ 2 CP298 15 MCG 

106 021 BLEED 2 05/ 5342 

F CAUC 211 0 001 PREBLEEO 1054 
0 011 INJ 1 CP298 15 t1CG 

106 011 BLEED 1 05/ 9463 
106 021 INJ 2 CP2'18 15 MCG 

F CAUC 211 0 001 PREBLEED 255 
0 011 INJ 1 CP749 15 t1CG 

77 011 BLEED 1 05/ 3723 
77 021 INJ 2 CP749 15 MCG 

104 021 BLEED 2 05/ 4857 

F CAUC 511 0 001 PREBLEED 250 
0 011 INJ 1 CP298 15 MCG 

80 011 BLEED 1 05/ 14327 
80 021 INJ 2 CP298 15 HCG 

2M 0 001 PREBLEED < 125 

CODE/ SBA CODE/ OPSO 

.::> 
-::> -.J1 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIEtfT CLASS: 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont. ) 

DEMOGRAPHICS/ EVEtfTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVEtfT LOT DOSE CODE/ RIA 

M CAUC 

H CAUC 

F CAUC 

H CAUC 

F CAUC 

H BLAC 

F CAUC 

H CAUC 

H CAUC 

2H 

2H 

5M 

2H 

2M 

4M 

3M 

'JH 

2M 

0 
80 
80 

0 
0 

80 
80 

0 
0 

67 
67 

0 
0 

55 
55 

0 
0 

55 
55 

0 

0 
53 

0 

0 

011 INJ 1 CR132 15 MCG 
011 BLEED l 05/ 1831 
021 INJ 2 CR132 15 HCG 

001 PREBLEED < 125 
011 INJ l CR132 15 MCG 
011 BLEED l 05/ 10909 
021 INJ 2 CR132_ 15 MCG 

001 PREBLEED 361 
011 INJ l CP298 15 MCG 
011 BLEED l 772 
021 INJ 2 CP298 15 MCG 

001 PREBLEED 988 
011 INJ l CP749 15 MCG 
011 BLEED l 628 
021 INJ 2 CP74'J 15 MCG 

001 PREBLEED 141 
011 INJ l CP298 15 MCG 
011 BLEED l 3568 
021 INJ 2 CP298 15 MCG 

011 INJ l CR132 15 MCG 

011 INJ l CP749 15 MCG 
021 INJ 2 CP749 15 MCG 

011 INJ 1 CP749 15 MCG 

011 INJ 1 CR132 15 MCG 

CODE/ SBA CODE/ OPSO 

\./1 
'~ 



(b) (6) (b) (6)

(b) (6)

(b) (6)

(b) (6)

HtLu/23546090/07/12/88/ PAGE 12 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

IULFERT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENTLY 
2 INJ . THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

2H 0 001 PREBLEED 
0 011 INJ 1 CRBZ 15 HCG 

105 011 BLEED 1 
105 021 INJ 2 96646 
105 021 INJ 2 CR132 15 HCG 

2H 0 011 INJ 1 CP749. 15 HCG 
119 021 INJ 2 91083 
119 021 INJ 2 CP74,9 15 HCG 

211 0 001 PREBLEED 
0 011 INJ 1 CP749 15 HCG 

52 011 BLEED 1 
52 021 INJ 2 CP749 15 HCG 
52 021 INJ 2 96646 
52 021 INJ 2 78612 

2H 0 001 PREBLEED 
0 011 INJ 1 CR132 15 HCG 

52 011 BLEED 1 
52 021 INJ 2 CR132 15 HCG 
52 021 INJ 2 96642 
52 021 INJ 2 71647 

lH 0 INJ 1 CR132 15 HCG 
0 INJ 1 93656 
0 011 INJ 1 96632 

51 021 INJ 2 CR132 15 HCG 
51 021 INJ z 93656 
51 021 INJ 2 75647 

F BLAC 4H 0 1 CR132 15 HCG 
0 1 87661 
0 1 72462 

56 2 CR132 15 HCG 
56 2 91083 

F CAUC 2H 0 1 CR132 15 HCG 
66 z CR132 15 HCG 
66 2 91083 

CODE/ SBA CODE/ OPSO 

,:::) 

,::, 
' -t./1 

..0 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT , CATHERINE 
000401 
HIB/DTP/ OPV CONCURRENTLY 
2 INJ . mo MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 

H CAUC 

H CAUC 

H CAUC 

F CAUC 

H CAUC 

211 

211 

4M 

ZM 

4M 

211 

66 

0 
0 
0 

63 
63 
63 

0 
· o 

0 

0 
0 
0 

0 
0 
0 

0 
0 
0 

021 INJ 

011 INJ 
011 INJ 
011 INJ 
021 INJ 
021 INJ 
021 INJ 

011 INJ 
011 INJ 
011 INJ 

011 INJ 
011 INJ 
011 INJ 

011 INJ 
011 INJ 
011 INJ 

011 INJ 
011 INJ 
011 INJ 

2 

1 
1 
1 
2 
2 
2 

1 
1 
1 

1 
1 
1 

1 
1 
1 

1 
1 
1 

75647 

96646 
75647 
CP298 
CP298 
10383 
75647 

CR132 
96646 
75647 

96646 
75647 
CP749' 

93656 
75647 
CP749· 

91083 
75647 
CP298 

15 HCG 
15 HCG 

15 HCG 

15 MCG 

15 MCG 

15 HCG 

CODE/ SBA CODE/ OPSO 

0 
0 -0-
0 



(b) (6) (b) (6) (b) (6)

H1 .. L3546090/07/12/88/PAGE l 

INVESTIGATOR 
sruoY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F CAUC 0 
0 

36 

F CAUC 0 
0 

36 

H CAUC 0 
0 

35 

H CAUC 0 
0 

28 

F CAUC 0 
0 

29 

F OTHE 0 
0 

37 

M CAUC 0 
0 

50 

M OTHE 14M 0 
0 

42 

13M 0 
0 

35 

23M 0 
0 

32 

23H 0 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

158 
CP241 15 MCG 

5278 

< 125 
CP298 15 MCG 

5329 

001 PREBLEED < 125 
011 INJ l CP241 15 MCG 
011 BLEED l 5029 

001 PREBLEED 05/ 214 
011 INJ l CP298 15 MCG 
011 BLEED l 03/ 6951 

001 PREBLEED < 125 
011 INJ l CP298 15 MCG 
011 BLEED l 621 

001 PREBLEED < 125 
011 INJ l CP24;1 15 MCG 
011 BLEED l 6833 

001 PREBLEED 406 
011 INJ l CP241 15 MCG 
011 BLEED l 18206 

001 PREBLEED < 125 
011 INJ l CP241 15 MCG 
011 BLEED 1 8056 

001 PREBLEED < 125 
011 INJ 1 CP241 15. MCG 
011 BLEED 1 8498 

001 PREBLEED 195 
011 INJ 1 CP296 15 MCG 
011 BLEED 1 2937 

001 PREBLEED 220 

CODE/ SBA 

05/ 

03/ 

< 5 

20 

< 5 

>= 80 

< 5 

20 

< 5 

80 

5 

80 

< 5 

>= 80 

< 5 

20 

< 5 

20 

5 

CODE/ OPSO 

0 

100 

0 
0 -a-



(b) (6) (b) (6) (b) (6)

Ht~u/Z3546090/07/12/88/PAGE 2 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIS CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

11 BLAC 23M 0 
46 

F CAUC 1311 0 
0 

3Z 

F CAUC 1711 0 
0 

31 

DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA 

011 INJ 1 CP749 15 tlCG 
011 BLEED 1 3664 

001 PREBLEED 126 
011 INJ 1 CP296 15 MCG 
011 BLEED 1 1224Z 

001 PREBLEED < 1Z5 
011 INJ 1 CR13Z 15 MCG 
011 BLEED 1 4037 

CODE/ SBA 

>= 80 

< 5 

>= 80 

CODE/ OPSO 

0 
0 -O-
N 



(b) (6)

(b) (6) (b) (6)

l · 

HFLu/Z3546090/07/12/66/PAGE 3 

TABLE 2 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR HILFERT, CATHERINE 
STUDY 000401 
VACCINE HIB CONJUGATE 
REGIMEN 2 INJ. nro MOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 
iHHHt*-******-*-***********--***-*-*******-*********JHHHOt*-**Jtit-lE*JHOt·IHOt************JtiHEJHHEif*JtiHE*JtiHEIHHHHOHHHHHHHEKKKKKKKKKXH 

M CAUC 2M 0 PREBLEED < 600 < 250 < 100 < 100 
0 INJ l CP241 15 HCG 

76 011 BLEED 1 05/ 4413 05/ < 250 05/ < 100 05/ 471 
76 021 INJ 2 CP241 15 HCG 

112 021 BLEED 2 05/ 5461 05/ < 250 05/ < 100 05/ 558 

F CAUC 9M 0 001 PREBLEEO < 600 < 250 < 100 < 100 
0 011 INJ l CP241 15 MCG 

62 011 BLEED 1 3150 < 250 < 100 414 
62 021 INJ 2 CP241 15 MCG 

100 021 BLEED 2 11934 < 250 < 100 1033 

M CAUC 6M 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ 1 CP241 15 MCG 

69 011 BLEED 1 3734 < 250 < 100 366 
69 021 INJ 2 CP241 15 HCG 

111 021 BLEED 2 6679 511 < 100 1403 

M CAUC 6M 0 001 PREBLEED < 600 < 250 102 < 100 
0 011 INJ l CP241 15 HCG 

57 011 BLEED l 1287 < 250 < 100 314 
57 021 INJ 2 CP241 15 HCG 

M BLAC lOM 0 001 PREBLEED 03/ < 600 03/ < 100 03/ < 100 
0 011 INJ l CP241 15 MCG 

71 011 BLEED l 03/ 4777 03/ 102 03/ 541 
71 021 INJ 2 CP241 15 MCG 

105 021 BLEED 2 03/ 9917 03/ 2878 03/ 2755 

M CAUC 4M 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ 1 CP241 15 MCG 

76 011 BLEED l 05/ 5612 05/ < 100 05/ 1386 
76 021 INJ 2 CP241 15 MCG 

112 021 BLEED 2 05/ 4187 05/ < 100 05/ 833 

H CAUC 4M 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ l CP241 15 MCG 

69 011 BLEED l 1055 < 100 276 
69 021 INJ 2 CP241 15 MCG 

104 021 BLEED 2 3786 < 100 952 

0 
::::> 

,,.. 
·.1'4 



(b) (6) (b) (6) (b) (6)
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TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR HILFERT, CATHERINE 
STUDY 000401 
VACCINE HIB CONJUGATE 
REGIMEN 2 INJ. THO MOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 
*****************lH!**lH!**lH!*****JH!****JHH!lH!*********lH!JH!************JHOHf*JHHfJHHf*****lH!******JH!JH!tHt**JHHHf**lHHHf**JHHHHfJHHHUHftHt**iHHf** 

M CAUC 9H 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ l CP241 15 MCG 

63 011 BLEED 1 2636 < 100 451 
63 021 INJ 2 CP241 15 MCG 
98 021 BLEED 2 10642 212 765 

F CAUC 4H 0 011 INJ 1 CP241 15 MCG 

F CAUC 2H 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ l CP241 15 HCG 

92 011 BLEED 1 05/ 1026 05/ < 100 05/ 328 
92 021 INJ 2 CP241 15 HCG 

125 021 BLEED 2 05/ 1512 05/ < 100 05/ 391 

M BLAC 2M 0 001 PREBLEED < 100 < 100 
0 011 INJ 1 CP241 15 HCG 

62 011 BLEED 1 1132 1505 
62 021 INJ 2 CP241 15 MCG 
91 021 BLEED 2 801 01/ QNS 

M CAUC 2M 0 011 INJ l CP241 15 MCG 
69 021 INJ 2 CP241 15 MCG 

F CAUC 3M 0 001 PREBLEED < 100 < 100 
0 011 INJ 1 CP241 15 MCG 

63 011 BLEED 1 < 100 195 
63 021 INJ 2 CP241 15 MCG 
98 021 BLEED 2 < 100 195 

M CAUC 7M 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ 1 CP241 15 MCG 

63 011 BLEED 1 21576 118 3551 
63 021 INJ 2 CP241 15 HCG 
99 021 BLEED 2 5315 < 100 863 

F CAUC 2M 0 001 PREBLEED < 100 < 100 
0 011 INJ 1 CP241 15 MCG 

91 021 INJ 2 CP241 15 MCG 
133 021 BLEED 1 05/ 284 05/ 1138 

F 7M 0 001 PREBLEED < 600 

':::> 
~ -~ 
~ 



(b) (6) (b) (6) (b) (6)

H. ~3546090/07/12/88/PAGE 5 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
2 INJ. TIIO MOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGM CODE/IGG TOTAL 

7H 0 011 INJ 1 CP241 15 MCG 
69 011 BLEED 1 1518 
69 021 INJ 2 CP241 15 MCG 

124 021 BLEED 2 10194 

2M 0 001 PREBLEED < 600 
0 011 INJ 1 CP241 15 MCG 

64 011 BLEED 1 913 
64 021 INJ 2 CP241 15 MCG 

104 021 BLEED 2 892 

3M 0 001 PREBLEED < 600 
0 011 INJ 1 CP241 15 MCG 

64 011 BLEED 1 746 
64 021 INJ 2 CP241 15 HCG 
92 021 BLEED 2 5964 

F CAUC 2H 0 011 INJ 1 CP241 15 MCG 
62 021 INJ 2 CP241 15 HCG 

H CAUC 2M 0 011 INJ. 1 CP241 15 MCG 
62 021 INJ 2 CP241 15 MCG 

F CAUC 2H 0 011 INJ 1 CP241 15 MCG 
63 021 INJ 2 CP241 15 MCG 

M CAUC lOM 0 011 INJ 1 CP241 15 MCG 
63 021 INJ 2 CP241 15 MCG 

M CAUC 7M 0 011 INJ 1 CP298 15 MCG 
70 021 INJ 2 CP298 15 HCG 

F CAUC 5H 0 011 INJ 1 CP298 15 MCG 

H CAUC 4H 0 011 INJ 1 CP298 15 MCG 
83 021 INJ 2 CP298 15 MCG 

F CAUC 311 0 011 INJ 1 CP298 15 MCG 
56 021 INJ 2 CP298 15 HCG 

H CAUC 3M 0 011 INJ 1 CP298 15 MCG 

0 
;:, 

~ 
.n 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT , CATHERINE 
000401 
HIB CONJUGATE 
2 INJ . THO MOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

H CAUC 

H CAUC 

M CAUC 

F CAUC 

H CAUC 

F CAUC 

F CAUC 

F CAUC 

M CAUC: 

H CAUC 

M CAUC 

M CAUC 

3M 

6M 

2M 

8M 

2M 

2M 

3M 

3M 

ZM 

8H 

4M 

6H 

56 

0 
76 

0 
77 

0 
0 

77 
77 

107 

0 
0 

56 
56 
84 

0 
56 

0 
55 

0 
53 

0 

0 
63 

301 

0 
63 

INJ 2 

INJ 1 
INJ 2 

INJ 1 
INJ 2 

PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

1 
2 

INJ 1 
INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 

011 INJ 1 
021 INJ 2 
091 INJ 3 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

CP298 15 MCG 

CP298 15 MCG 
CP298 15 MCG 

CP298 15 MCG 
CP298 15 MCG 

< 600 < 100 < 100 
CP749 15 MCG 

05/ 8788 05/ 1662 05/ 2911 
CP749 15 MCG 

05/ 63843 05/ 6065 05/ 26861 

< 600 < 100 222 
CR132 15 MCG 

< 600 695 151 
CR132 15 MCG 

4549 193 287 

CP298 15 MCG 
CP298 15 MCG 

CR132 15 MCG 
CR132 15 MCG 

CP749 15 MCG 
CP749 15 MCG 

CP298 15 MCG 

CP241 15 MCG 
CP241 15 HCG 
CP241 15 MCG 

CP241 15 MCG 
CP241 15 MCG 

CP241 15 MCG 
CP241 15 MCG 

-:, 
-:, 

"" 0--



(b) (6) (b) (6) (b) (6)

Ht . Z3546090/07/12/68/PAGE 7 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

H CAUC 711 0 011 INJ 1 CP2"tl 15 MCG 
66 021 INJ 2 CP241 15 HCG 

H CAUC 9M 0 011 INJ l CP241 15 MCG 
63 021 INJ 2 CP241 15 MCG 

H CAUC 0 011 INJ l CP241 15 MCG 
63 021 INJ z CPZ41 15 MCG 

F BLAC 2H 0 011 INJ 1 CP241 15 MCG 
56 021 INJ 2 CP241 15 MCG 

F CAUC 9M 0 011 INJ 1 CP241 15 MCG 
67 OZl INJ 2 CPZ41 15 MCG 

H CAUC 711 0 011 INJ 1 CPZ41 15 MCG 
63 021 INJ 2 CP241 15 HCG 

F CAUC 0 011 nu l CP241 15 MCG 
73 OZl INJ 2 CP241 15 MCG 

F CAUC ZH 0 011 INJ l CP241 15 MCG 
68 021 INJ 2 CP24l 15 MCG 

H CAUC 711 0 011 INJ 1 CP241 15 MCG 
70 on INJ 2 CP241 15 MCG 

H CAUC SM 0 011 INJ 1 CP241 15 MCG 
70 021 INJ 2 CP241 15 MCG 

F CAUC 9M 0 011 INJ 1 CP241 15 MCG 
60 OZl INJ 2 CP241 15 MCG 

H CAUC 2M 0 011 INJ 1 CP241 15 MCG 
84 021 INJ 2 CP241 15 MCG 

F 2H 0 011 INJ 1 CP241 15 MCG 
62 021 INJ 2 CP241 15 MCG 

911 0 011 INJ 1 CP298 15 MCG 

::::, 
0 -r:1' ....., 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE 

F CAUC 

F CAUC 

M CAUC 

F CAUC 

F CAUC 

F CAUC 

M CAUC 

M CAUC 

F CAUC 

M CAUC 

F CAUC 

M BLAC 

F CAUC 

9M 

7M 

lM 

2M 

2M 

5M 

2M 

2M 

SM 

2M 

2M 

4M 

3M 

57 

0 
99 

0 
75 

0 
106 

0 
0 

77 
77 

104 

0 
80 

0 
80 

0 
0 

80 
80 

0 
67 

0 
55 

0 
55 

0 

0 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

021 INJ 2 CP298 

011 INJ 1 CP298 
021 INJ 2 CP298 

011 INJ l CP298 
021 INJ 2 CP298 

011 INJ l CP298 
021 INJ 2 CP298 

001 PREBLEED 
011 INJ l CP749. 
011 BLEED l 
021 INJ 2 CP749 
021 BLEED 2 

011 INJ l CP298 
021 INJ 2 CP298 

011 INJ l CR132 
021 INJ 2 CR132 

001 PREBLEED 
011 INJ l CR132 
011 BLEED l 
021 INJ 2 CR132 

011 INJ l CP298 
021 INJ 2 CP298 

011 INJ l CP749 
021 INJ 2 CP749 

011 INJ l CP298 
021 INJ 2 CP298 

011 INJ 1 CR132 

011 INJ l CP749 

15 MCG 

15 MCG 
15 tlCG 

15 11CG 
15 MCG 

15 MCG 
15 11CG 

< 600 
15 MCG 

05/ QNS 
15 MCG 

05/ 20120 

15 MCG 
15 MCG 

15 MCG 
15 MCG 

< 600 
15 MCG 

05/ 5727 
15 MCG 

15 MCG 
15 MCG 

15 MCG 
15 MCG 

15 MCG 
15 MCG 

15 MCG 

15 MCG 

< 250 

05/ < 250 

< 100 

05/ < 100 

05/ < 100 

< 100 

05/ < 100 

05/ 

05/ 

05/ 

< 100 

774 

2756 

< 100 

584 

0 
0 

0-
co 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
Z INJ. THO MOS. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE 

f CAUC 

M CAUC 

M CAUC 

3M 53 

9M 0 

ZM 0 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

021 INJ 

011 INJ 

011 INJ 

Z CP749 

1 CP749 

1 CR13Z 

15 MCG 

15 MCG 

15 MCG 

;) 

0 

"' .0 



(b) (6)
(b) (6) (b) (6)

H~- - - Z3546090/07/12/88/PAGE 10 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENTLY 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

F CAUC 2H 0 001 PREBLEED 
0 011 INJ l 

105 011 BLEED l 
105 021 INJ 2 
105 021 INJ 2 

H CAUC 2H 0 011 INJ l 
119 021 INJ 2 
119 021 INJ 2 

F CAUC 2H 0 011 INJ l 
52 021 INJ 2 
52 021 INJ 2 
52 021 INJ 2 

H CAUC 2H 0 011 INJ l 
52 021 INJ 2 
52 021 INJ 2 
52 021 INJ 2 

H CAUC lH 0 011 INJ l 
0 011 INJ 1 
0 011 INJ 1 

51 021 INJ 2 
51 021 INJ 2 
51 021 INJ 2 

F BLAC 4H 0 011 INJ 1 
0 011 INJ 1 
0 011 INJ 1 

56 021 INJ 2 
56 021 INJ 2 

F .CAUC 2H 0 011 INJ 1 
66 021 INJ 2 
66 021 INJ 2 
66 021 INJ 2 

H CAUC 2H 0 011 INJ 1 
0 011 INJ 1 

CR132 

96646 
CR132 

CP749 
91083 
CP749 

CP749 
CP749 
96646 
78612 

CR132 
CR132 
%642 
71647 

CR132 
93656 
96632 
CR132 
93656 
75647 

CR132 
87661 
72462 
CR132 
91083 

CR132 
CR132 
91083 
75647 

96646 
75647 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 
15 MCG 

15 MCG 
15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 
15 MCG 

05/ 

< 600 

6344 

< 250 

05/ < 250 

< 100 

05/ < 100 05/ 

< 100 

228 

0 
0 

..... 
0 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STIJDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENTLY 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

M CAUC 2M 0 011 INJ 
63 021 INJ 
63 021 INJ 
63 021 INJ 

H CAUC 4H 0 011 INJ 
0 011 INJ 
0 011 INJ 

H CAUC 2H 0 011 INJ 
0 011 INJ 
0 011 INJ 

F CAUC 4H 0 011 INJ 
0 011 INJ 
0 011 INJ 

H CAUC 2H 0 011 INJ 
0 011 INJ 
0 011 INJ 

l 
2 
2 
2 

1 
l 
1 

l 
1 
1 

1 
1 
1 

1 
1 
l 

CP298 
CP298 
10383 
75647 

CR132 
96646 
75647 

96646 
75647 
CP749 

93656 
75647 
CP749 

91083 
75647 
CP298 

15 MCG 
15 MCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

0 
0 ... ...., -



(b) (6) (b) (6) (b) (6)

Hr-~✓23546090/07/12/88/PAGE l 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR HILFERT, CATHERINE 
STUDY 000401 
VACCINE HIB CONJUGATE 
REGIMEN ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 
tHHHHHHf**-******ff**JHf********IHHHOHHE**IHOHOHHHHEJHf*ff****IHHHHHt*H*JHtiHHtJHtiHHtHJHtiHHtlHHtJHtiHHtlHHtlHHt-JHfJHHHHCMNN*N**************** 

F CAUC 17H 0 001 PREBLEED < 600 < 250 106 < 100 
0 011 INJ l CP241 15 MC(; 

36 011 BLEED l 
.... 1586 287 629 444 

F CAUC 14H 0 001 PREBLEED < 600 188 < 100 
0 011 INJ l CP298 15 HCG 

36 011 BLEED 1 3449 958 1008 

H CAUC 22H 0 011 INJ 1 CP241 15H<¥, 

H CAUC 18H 0 001 PREBLEED 05/ < 100 05/ 103 
0 011 INJ l CP298 15 HCG 

28 011 BLEED l 03/ QNS 03/ 3938 

F CAUC 17H 0 011 INJ l CP298 15 HCG 

F OTHE 12H 0 001 PREBLEED < 600 < 250 233 < 100 
0 011 INJ 1 CP241 15 HCG 

37 011 BLEED l 7122 669 773 1246 

H CAUC 12H 0 001 PREBLEED < 600 < 250 115 < 100 
0 011 INJ 1 CP241 15 HCG 

50 011 BLEED 1 12395 336 238 3234 

H OTHE 14H 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ l CP241 15 HCG. 

42 011 BLEED 1 13195 802 2933 

H CAUC 13H 0 001 PREBLEED < 600 < 100 < 100 
D 011 INJ l CP241 15 HCG 

35 011 BLEED 1 9973 156 1473 

H CAUC 23H 0 011 INJ l CP298 15 HCG 

H BLAC 23H 0 001 PREBLEED < 600 196 < 100 
0 011 INJ 1 CP749 15 HCG 

46 011 BLEED l 6295 829 731 

F CAUC 13H 0 011 INJ 1 CP298 15 MCG 

F CAUC 17H 0 001 PREBLEED < 600 < 250 < 100 < 100 

0 
0 

--.I 

'" 



(b) (6) (b) (6) (b) (6)

HFL~,Z3546090/07/12/88/PAGE Z 

ItNESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH .AGE DAY 

- F CAUC - 17H 0 
31 

DATE 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

Oll INJ 1 
011 BLEED 1 

CR13Z 15 MCG 
4367 < 250 700 1050 



HFLU t 52 10/07/19/88/1 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

WILFERT, CATHERINE 
000401 
HIB CONJUGATE 
RIA 
CP241 
15 MCG 
HEALTHY CHILDREN 

TABLE 3 
A N T I B O D V R E S P O N S E S 

• 

" WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >,15 MCG AB/ML >1.0 MCG AB/ML " >2 FOLD MEAN ........... •••••••••••• ••••••••••••••• ••••••••••••••• ••••••••••••••• • ••••• 

1- 6 MOS. PRE INJ 57 8/ 14) 7 1 / 14) 
MONTH 2 100 13/ 13) 85 11 / 13) 92 12/ 13) 16.3 
MONTH 3 100 12/ 12) 83 10/ 12) 92 11 / 12) 21.9 
MONTH 7-10 100 1 / 1 ) 100 1/ 1 ) 100 1 / 1 ) 44.4 

7- 11 MOS . PRE INJ 13 2/ 15) 0 0/ 15) 
MONTH 2 93 14/ 15) 80 12/ 15) 93 ( 14/ 15) 19 . 9 
MONTH 3 100 14/ 14) 100 14/ 14) 100 ( 14/ 14) 75.3 
MONTH 7-10 100 1 / 1) 100 1 / 1) 100 ( 1 / 1 ) 22.2 

12-71 MOS. PRE INJ 20 1 / 5) 0 0/ 5) 
MONTH 1 100 5/ 5) 100 5/ 5) 100 5/ 5) 50.3 

FOOTNOTE(S): 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

••••••••••••••••• 

o. 153 ( 14) 
3.444 ( 13) 
5. 182 ( 12) 
5.550 ( 1 ) 

0 . 089 ( 15) 
2.816 ( 15) 

10. 152 ( 14) 
2. 774 ( 1 ) 

0.075 ( 5) 
6.589 ( 5) 

IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

...... 
J;:: 



,., 

HFLU/, j 210/07/19/88/2 

TABLE 4 
A N T I B O O Y R E S P O N S E S 

INVESTIGATOR 
STUDY -
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

7-11 MOS . 

12-71 MOS. 

WILFERT, CATHERINE 
000401 
HIB CONJUGATE 
RIA 
CP298 
15 MCG 
HEALTHY CHILDREN 

• 

1' WITH ANTI-PRP 
TIME ----------------------------------

(MONTHS) >. 15 MCG AB/ML > 1.0 MCG AB/ML 
•••••••••••• ••••••••••••••• ••••••••••••••• 

PRE INJ 80 ( 4/ 5) 20 1 / 5) 
MONTH 2 100 ( 5/ 5) 80 4/ 5) 
MONTH 3 100 ( 2/ 2) 100 2/ 2) 

PRE INJ 0 0/ 2) 0 0/ 2) 
MONTH 2 100 2/ 2) 100 2/ 2) 

PRE INJ 25 1 / 4) 0 0/ 4) 
MONTH 1 100 4/ 4) 75 3/ 4) 

FOOTNOTE(S): 

FOLD RISE 
------------------------

1' >2 FOLD MEAN 
••••••••••••••• •••••• 

BO 4/ 5) 9.7 
100 2/ 2) 63.5 

100 2/ 2) 38.7 

100 ( 4/ 4) 23.6 

GMT MCG AB/ML (N) 

-----------------
ALL 

VACCINEES 
••••••••••••••••• 

0.277 5) 
2.685 5) 

11. 195 2) 

0.063 2) 
4.839 2) 

0.099 4) 
3.303 4) 

IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

,.... 
--.I .,, 



210/07/2 2/ 88 / 1 

: 11 \'t. STIGATOR 
· .' U[J Y 
. 1, Ct: !NE 
i,'.,':> AY 
: , ,T NUMBER 
I ,u SE 
i-'O PULATION 

AGE 
.+:**** ***** 

1 - 6 MOS . 

L!- 71 MOS. 

WILFERT, CATHERINE 
000401 
HIB CONJ UGATE 
RIA 
CP298 
15 MCG 
HEALTHY CHILDREN 

% WITH 

TABLE 5 
A N T I B O O Y R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTENCY LOTS - ALL 

ANTI - PRP FOLD RISE 
TIME ----------------- - ------ - -- - ------

(MONTHS) > . 15 MCG AB/ML 
•••••••••••• *************** 

PRE INJ 67 2/ 3) 
MONTH 2 100 3/ 3) 

PRE INJ 50 1 / 2) 
MONTH 1 100 2/ 2) 

> 1. 0 MCG AB/ML 
•••••••• ••• •••• 

33 1 / 3) 
67 2 1 3) 

0 0 1 2) 
100 2/ 2) 

% >2 FOLD 
••••••••••••••• 

67 ( 21 3) 

100 ( 21 2) 

MEAN 
****** 

3 . 9 

38.3 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

••••••••••••••••• 

0 . 375 
1 . 455 

0. 157 
5 . 996 

3) 
3) 

2) 
2) 

FOOTNOTE( S ) : 
IF A TITE R IS REPORTED AS< . 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 I S USED TO CALCULATE THE GEOMETRIC MEAN TITER . 

::> 
0 



\ ' ., 

I II L.d/ L L 210 / 07/2 2/ 88 / 2 

I ~JVES TIGATOR 
' ,T UDY 
VACC INE 
/.. SS AY 
U JT NUMBER 
DOSE 
PO PU LATION 

AGE 
•t-.+: **** **** 

I - 6 MOS, 

I 2.- 7 1 MOS , 

WILFERT, CATHERINE 
000401 
HIB CONJ UG ATE 
RIA 
CP749 
15 MCG 
HEALTHY CHILDREN 

% WITH 

TABLE 6 
A N T I B O D Y R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTEN CY LOT S - ALL 

ANTI-PRP FOLD RISE 
TIME ----------------------------------

(MONTHS) > , 15 MCG AB/ML 
************ *************** 

PRE INJ 100 1 / 1) 
MONTH 2 100 1 / 1 ) 

PRE INJ 100 1 / 1) 
MONTH 1 100 1 / 1 ) 

> 1 , 0 MCG AB / ML 
**** **** ******* 

0 0/ 1) 
0 0 / 1) 

0 0/ 1) 
100 1 / 1) 

% >2 FOLD 
••••••••••••••• 

0 ( 0/ 1 ) 

100 ( 1 / 1) 

MEAN 
•••••• 

0,6 

17,6 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

••••••••••••••••• 

0 , 988 
0.628 

0.220 
3 . 864 

1) 
1) 

1) 
1) 

FOOTNOTE( S ): 
IF A TITE R IS REPORTED AS <, 125, THEN , 125 I S USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 I S USED TO CALCULATE THE GEOMETRI C MEAN TITER . 

0 
0 -..., ..., 



11 1 llJ/ Lt I 10/07 /2 2/ 88 / 3 

I IN ESTIGATOR 
:-; TUDY 
VACC INE 
ASS AY 
LOT NUMBER 
DOS E 
POPULATION 

WILFERT, CATHERINE 
000401 
HIB CONJUGATE 
RIA 
CR13 2 
15 MCG 
HEALTHY CHILDREN 

% WITH 

TABLE 7 
A N T I 8 0 D Y R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTEN CY LOTS - ALL 

ANTI-PRP FOLD RI SE 
TIME ------- -- - - ------------ --- - -- --- -- ----------- - - - - - -- -- - ---

AGE (MONTHS) > . 15 MCG AB/ML > 1. 0 MCG AB / ML % >2 FOLD MEAN 
... ********* •••••••••••• ••••••••••••••• *************** ••••••••••••••• • ••••• 

1 - 6 MO S . PRE INJ 100 1 / 1) 100 1 / 1) 
MONTH 2 100 l / 1 ) 100 1 / 1) 0 0 / 1) 0.6 
MONTH 3 100 1 / 1) 100 1 / 1) 0 0/ 1) 0.9 

12- 7 1 MOS . PRE !NJ 0 0/ 1) 0 0 / 1) 
MONTH 1 100 l / 1) 100 1 / 1) 100 ( 1 / 1 ) 32.3 

FOOTNOTE(S): 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

••••••••••••••••• 

1 . 930 1 ) 
1 . 097 1 ) 
1. 751 1 ) 

0 . 063 1 ) 
4.037 1) 

IF A TITER IS REPORTED AS< . 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND . 063 I S USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 
0 -...., 
.:z, 



m -C546330/07/18/88/l 
TABLE 8 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCWE 
LOT NUN6ER 
POPULATION 
AGE RAtlGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000{;01 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS O TO 5 

VACCINEES HITH NO COMPLAINTS 
VACCI NEES HITH COMPLAINTS 
VACCI NEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHENA, INJ. SITE l <=l IN. J 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE l<=l IN. I 
ERYTHENA, INJ. SITE I >l INCH) 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARM TO TOUCH 
TEETHitlG 
DIARRHEA 
NASAL DISCHARGE 
VOMITING 
ANOREXIA 
CONJUNCTIVITIS 
CRYING 
CRYING, EXCESSIVE 
OTITIS MEDIA 
RASH 
UPPER RESPIRATORY INFECTION, NOS 
WHEEZING 

HIB CONJUGATE 
INJECTION: l 

38 

18 47 .4 % I 
20 52.6 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 38 

CLINICAL COMP. VACCINEES 

9 23.7 
7 18.4 
3 7.9 
2 5 . 3 
1 2.6 

19 50.0 
13 34.2 

9 23.7 
8 21.l 
5 13.Z 
3 7.9 
z 5 ·_3 
2 5.3 
1 2.6 
1 Z.6 
1 2.6 
1 2.6 
1 2.6 
1 2.6 
1 2 . 6 
1 2.6 

0 
·O -



HFLv/CC546330/07/18/88/9 
TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
D00401 
HIB CONJUGATE 
CP241 
HEALTIIY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 2 

37 

13 36.1 %) 
23 63.9 %) 

1 

NO. OF VACCINEES % BASED 
HITH ON 36 

CLINICAL COMP. VACCINEES 
-**lfit********-*********lt¼llf*lfit*****-**lHHHHt*****lfit***lHE************lHE*** 

LOCAL REACTIONS (INJECTION SITEI 
SHELLING, INJ. SITE l <=l IN. I 
ERYTHEMA, INJ. SITE l<=l IN.) 
ERYTHEMA, INJ. SITE l >l INCHI 
INDURATION, INJECTION SITE 
PAIN/SORENESS, INJ. SITE 
HARMTH, INJECTION SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
TEETHUIG 
HARM TO TOUCH 
ANOREXIA 
COMMON COLD 
CONJUNCTIVITIS 
DIARRHEA 
PHARYNGITIS 
CONTUSION 
COUGH 
COXSACKIE VIRUS INFECTION 
FEVER 
LYMPHADENOPATHY 
NASAL DISCHARGE 
NAUSEA 
OTALGIA 
OTITIS MEDIA 
PROLONGED CRYING, >l/2 HR 
UPPER RESPIRATORY INFECTION, NOS 
URINARY TRACT INFECTIONS 
~lHEEZING 

I 
I 
I 

7 
6 
4 
1 
1 
1 
1 

23 
12 

8 
5 
5 
2 
2 
2 
2 
2 
1 
1 
1 
1 
1 
1 
1 
1 
1 
1 
1 
1 
1 

19.4 
16.7 
11.1 

2.8 
2.8 
2.8 
2.8 

63.9 
33.3 
22.2 
13.9 
13.9 
5.6 
5.6 
5.6 
5.6 
5.6 
2.8 
2.8 
2.8 
2.8 
2.8 
2.8 
2.8 
2.8 
2.8 
2.8 
2.8 
2 .8 
.i. .. 8 

0 
0 -a, 
,::> 



HFL-, CC546330/0i/l8/88/2 TABLE 8 (cont. ) 

C L I N I C A L C O M P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCIME 
LOT NUtlBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP24l 
HEALTIIY CHILDREN 
12-71 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I INJECTION SITE) 
ERYTHEMA, INJ . SITE l<=l IN. l 

SYSTEMIC REACTIONS 
IRRITABILITY 
NASAL DISCHARGE 
UPPER RESPIRATORY INFECTION, NOS 
HARM TO TOUCH 
BRONCHIOLITIS, ACUTE 
BRONCHITIS, ACUTE 
FATIGUE 
FEVER 
NASAL CONGESTION 
OTITIS MEDIA 

HIB CONJUGATE 
INJECTION: l 

6 

1 16.7 :o 
5 83.3 % ) 
0 

NO. OF VACCINEES % BASED 
HITH ON 6 

CLINICAL COMP. VACCINEES 

l 
l 

5 
2 
2 
2 
2 
l 
l 
l 
l 
l 
l 

16.7 
16.7 

8;!';.3 
33.3 
33 . 3 
33.3 
33.3 
16.7 
16.7 
16.7 
16.7 
16.7 
16.7 



Hf L . . . .;C546330/07 /18/88/3 TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP2 98 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 
ERYTHEMA, INJ. SITE (<=1 IN. I 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
PROLONGED CRYING, >l/2 HR 
ATOPIC DERMATITIS 
INSOMNIA 
NASAL CONGESTION 
TEETHING 
UPPER RESPIRATORY INFECTION, NOS 
HARM TO TOUCH 

HIB CONJUGATE 
INJECTION: l 

16 

8 53.3 %) 
7 46. 7 % I 
l 

NO. OF VACCINEES % BASED 
HITH ON 15 

CLINICAL COMP. VACCitlEES 

3 20.0 
3 20.0 
1 6.7 

7 46.7 
3 20.0 
3 20.0 
2 13.3 
1 6 . 7 
1 6.7 
1 6.7 
l 6.7 
l 6.7 
l 6.7 



HFL~. ~C5~&330/07/18/88/10 TABLE 8 (cont.) 

C L I N I C A L C O H P L A ! ~ T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUHBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP2 98 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITEJ 
ERYTHEMA, INJ. SITE ( <=l IN.) 
PAIN/SORENESS, INJ. SITE 
INDURATION, INJECTION SITE 
SHELLING, INJ. SITE (<=l IN.) 

SYSTEMIC REACTIOUS 
IRRITABILITY 
TEETHING 
FATIGUE 
PROLONGED CRYING, >1/2 HR 
HARM TO TOUCH 
ASTHENIA 
COMMON COLO 
NAUSEA 
OTITIS MEDIA 
UPPER RESPIRATORY INFECTION, NOS 
VOMITING 

HIB CONJUGATE 
INJECTION: 2 

14 

4 28.6 %) 
10 71.4 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 14 

CLINICAL COMP. VACCINEES 

4 28.6 
2 14.3 
2 14.3 
1 7.1 
1 7.1 

10 71.4 
6 42.9 
5 35.7 
3 21.4 
2 14.3 
2 14.3 
1 7.1 
1 7.1 
1 7.1 
1 7.1 
1 7.1 
1 7.1 



HFL'-. ~.:546330/0i./18/88/ 4 TABLE 8 (cont.) 
CLINICAL COMP LA . . TS BY FREQUENCY 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUt18ER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHIJP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
12-71 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLA I NTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
TEETHING 
COMMON COLD 
HARM TO TOUCH 

HIB CONJUGATE 
INJECTION: 1 

5 

2 40.0 %) 
3 60.0 % ) 
0 

NO. OF VACCINEES % BASED 
HITH ON 5 

CLINICAL COMP. VACCit~EES 

1 20.0 
1 20.0 

3 60.0 
2 40.0 
1 20.0 
l 20.0 



Hf~ . ~C546330/07/18/88/5 
TABLE 8 (cont.) 

C L I N I C A L C O N P L A I N T S B Y f R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUM3ER 
POPULATION 
AGE RANGE 
DAYS Of FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEMA, INJ. SITE l<=l IN. l 

SYSTEMIC REACTIONS 
CRYIIJG 
FATIGUE 
ASTHENIA 
DIARRHEA 
DYSPNEA 
FLATULENCE 
IRRITABILITY 
VOMITING 
HARN TO TOUCH 

HIB CONJUGATE 
INJECTION: l 

6 

3 50.0 %) 
3 50.0 %} 
0 

NO. OF VACCINEES % BASED 
HITH ON 6 

CLINICAL COMP. VACCINEES 

l 
l 

3 
z 
2 
l 
1 
l 
l 
1 
1 
l 

16.7 
16.7 

50.0 
33.3 
33.3 
16.7 
16.7 

.11'>.7 , ,, 
16. 7 
16.7 
16.7 
16.7 

:n 
:.J1 



HFL ~C546330/07/l8/88/ll 
TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
sruoy 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RAl~GE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS !INJECTION SITE) 
SHELLING, INJ. SITE l<=l IN.) 
SHELLING, INJ. SITE l>l INCH) 

SYSTEMIC REACTIONS 
FATIGUE 
OTITIS MEDIA 

HIB CONJUGATE 
INJECTION: 2 

5 

4 80.D %) 
1 20.0 %) 
0 

NO. OF VACCINEES X BA.~ED 
HITH ON 5 

CLINICAL COMP. VACCINEES 

1 
l 
1 

1 
l 
1 

20.0 
20.0 
20.0 

20.0 
20.0 
20.0 



HFL- . ~C54&330/07/18/88/b 
TABLE 8 (cont. ) 

CLINICAL COMPLA : ~TS BY FRlQUENCY 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAilfTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 

SYSTEMIC REACTIONS 
HARM TO TOUCH 

HIB CONJUGATE 
INJECTION: 1 

1 

0 I 0.0 %1 
1 1100.0 % l 
0 

NO. OF VACCINEES % BASED 
HITH ON 1 

CLINICAL COMP. VACCINEES 

0 

1 
1 

o.o 

100.0 
100.0 

0 
0 -a, ...,, 



HFLv,~C546330/07/18/88/7 
TABLE 8 (cont.) 

C L I N I C A L C O H P L A I N T S B Y f R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS Of FOLLOJt..lP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I INJECTION SITEI 
SHELLING, INJ. SITE l<=l IN.) 
PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
COMMON COLD 
FATIGUE 
IRRITABILITY 
RASH 
HARM TO TOUCH 

HIB CONJUGATE 
INJECTION: 1 

6 

Z 33.3 %) 
4 66.7 %1 
0 

NO. Of VACCINEES % BASED 
HITH ON 6 

CLINICAL COMP. VACCINEES 

4 
3 
l 

1 
1 
1 
l 
1 
1 

66.7 
50.0 
16.7 

16.7 
16.7 
16.7 
16.7 

; 1,6. 7 
16.7 



TABLE 8 (cont.) 
C L I N I C A L C O M P L A ~ ~ T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS !INJECTION SITE! 

SYSTEMIC REACTIONS 
EAR FLUID 

HIS CONJUGATE 
INJECTION: 2 

4 

3 75.0 %1 
1 25.0 % J 
0 

NO. OF VACCINEES % BASED 
HITH ON 4 

CLINICAL COMP. VACCINEES 

I) 

1 
1 

o.o 

25.0 
25.0 

0 
0 -OD 
-0 



HFL~ -C546330/07/18/88/8 
TABLE 8 (cont. ) 

C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 
12-71 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS I INJECTION SITE) 

HIB CONJUGATE 
INJECTION: 1 

1 

1 I 100.0 :o 
0 I 0.07.J 
0 

NO. OF VACCINEES 7. BASED 
HITH ON 1 

CLINICAL COHP. VACCINEES 

0 o.o 



HFLU/CC546330/07/18/68/14 
TABLE 8 (cont.) 

C L I N I C A l C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENT 
CP298 
HEALTHY CHILDREN 
1-11 MOS • . 

DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 

HIS CONJUGATE 
INJECTION: l 

2 

1 so.o :o 
1 50.0 %) 
0 

NO. OF VACCINEES % BASED 
HITH ON 2 

CLINICAL COMP. VACCINEES 

l 
l 

50.0 
50.0 



HFLu/~C546330/07/18/88/29 TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENT 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB/DTP/OPV CONCURRENT 
INJECTION: 1 

2 

0 
2 
0 

( 0.0 %) 
uoo.o %) 

NO. OF VACCINEES % BASED 
HITH ON 2 

CLINICAL COMP. VACCINEES 
---XMMXXXXXXXXXMXXXXMMMMMMXMMMMMMMMMKMMMMMMMXKMMXKKKKMMMKKKXKMMMKM 

SYSTEMIC REACTIONS 
PROLONGED CRYING, 
IRRITABILITY 
HARM TO TOUCH 

>l/2 HR 

I I 
I 2 100.0 I 
I z 100.0 I 
I 1 so.o I 
I 1 so.o I 

0 
f\J 



HFLU/CC546330/07/18/88/23 TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB/OTP/OPV CONCURRENT 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITEI 

HIB CONJUGATE 
INJECTION: 2 

1 

l 1100.0 %1 
0 I o.o %) 
0 

NO. OF VACCINEES % BASED 
HITH ON 1 

CLINICAL COMP. VACCINEES 

0 o.o 



HFLU/CC546330/07/18/88/32 TABLE 8 (cont.) 

C L I N I C A L C O M P L A I ~ T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENT 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB/DTP/OPV CONCURRENT 
INJECTION: 2 

1 

0 
1 
0 

I 0.0 %1 
1100.0 %) 

NO. OF VACCINEES % BASED 
HITH ON 1 

CLINICAL COMP. VACCINEES 
************************************************************************* 

SYSTEt1IC REACTIONS 
FATIGUE 
IRRITABILITY 
HARM TO TOUCH 

1 
1 
1 
1 

100.0 
100.0 
100.0 
100.0 

I 
I 
I 
I 
I 



HFLU/CC546330/07/18/88/15 TABLE 8 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
Sl1JDY 
VACCINE 
LOT NUt1BER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

HILFE RT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENT 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

V~CCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS ( INJECTION SITE l 

HIS CONJUGATE 
INJECTION : 1 

4 

3 75 . 0 %) 
1 25.0 % I 
0 

NO. OF VACCINEES % BASED 
HITH ON 4 

CLINICAL COMP. VACCINEES 

0 o.o 

-0 
\./1 



HFLU/CC546330/07/18/88/24 TABLE 8 (cont.) 

C L I N I C A L C O M P L A l N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENT 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 

HIB CONJUGATE 
INJECTION: 2 

2 

2 I 100.0 % ) 
0 I 0.0 % I 
0 

NO. OF VACCINEES % BASED 
HITH ON 2 

CLINICAL COMP. VACCINEES 

0 o.o 



HFLU/CC546330/07/18/88/30 TABLE 8 (cont.) 
C L I N I C A L C O N P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENT 
CP749 
HEALTllY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

SYSTEMIC REACTIONS 
FATIGUE 
NASAL CONGESTION 

HIB/DTP/OPV CONCURRENT 
INJECTION: 2 

2 

l 
l 
0 

50.0 %) 
50.0 %) 

NO. OF VACCINEES % BASED 
HITH ON 2 

CLINICAL COMP. VACCINEES 

l 
1 
1 

so.o 
50.0 
50.0 



HFLU/CC546330/07/18/88/16 , TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENT 
CR132 
HEALTHY CHILDREN 

1-11 MOS . 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
SHELLING, INJ. SITE (<:l IN. l 

HIB CONJUGATE 
INJECTION: l 

6 

4 66.7 %1 
2 33 . 3 % J 
0 

NO. OF VACCINEES % BASED 
HITH ON 6 

CLINICAL COMP. VACCINEES 

l 
l 

16.7 
16.7 



HFLU/CC546330/07/18/88/31 • TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STIJDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENT 
CRB2 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COIIPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB/DTP/OPV CONCURRENT 
INJECTION: l 

6 

0 
3 
3 

I o.o ZJ 
1100.0 ZI 

NO. OF VACCINEES Z BASED 
HITH ON 3 

CLINICAL COMP. VACCINEES 
**********ff****1Ht*1Ht-*****-**-**-**lfif*-***********-*******-*** 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARM TO TOUCH 

3 
3 
2 
l 

100.0 
100.0 
66.7 
33.3 

I 
I 
I 
I 
I 



IIFLU/CC546330/07/18/88/25 TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y f R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENT 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCHlEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I INJECTION SITE) 
ERYTHEMA, INJ. SITE l<=l IN.) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE l<=l IN.) 

HIB CONJUGATE 
INJECTION: 2 

5 

3 60.0 % ) 
2 40.0 % ) 
0 

NO. OF VACCINEES % BASED 
HITH ON 5 

CLINICAL COMP. VACCINEES 

2 
l 
l 
l 

40.0 
20.0 
20.0 
20.0 



HFLu/CC546330/07/18/88/33 
TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HILFERT, CATHERINE 
000401 
HIB/DTP/OPV CONCURRENT 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES IUTH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
HARM TO TOUCH 
COMMON COLD 
NASAL DISCHARGE 
SNEEZING 
VOMITING 

HIB/DTP/OPV CONCURRENT 
INJECTION: 2 

5 

2 
3 
0 

40.0 %) 
60.0 %1 

NO. OF VACCINEES % BASED 
HITH ON 5 

CLINICAL COMP. VACCINEES 

3 
2 
2 
2 
1 
1 
1 
l 

60.0 
40.0 
40.0 
40.0 
20.0 
20.0 
20.0 
20.0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 9 
CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES C 38 VACCINEESI - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tfJMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
*******************-*-***--***'**********'**********'**********'**********'**********'*-*******'*****-***'********** 
LOCAL REACTIONS I 9 f 4 I 2 I l I l I l I I 9 

I c 23.7%1 I I 10.5%1 I c 5.3%1 I c 2.6%1 I I 2.6%1 I I Z.6%1 I I Z3.7%1 

ERYTHEMA, INJ. SITE l>l INCH) l 0 0 0 0 0 l 
2.6%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 2.6%) 

ERYTHEMA, INJ. SITE I <=l IN. I 6 4 2 l l l 7 
15. 8% I 10. 5% I 5. 3% I Z. 6% I 2. 6% I 2. 6% I 18. 4% I 

PAIN/SORENESS, INJ. SITE 2 l l O O l 3 
5.3%1 Z.6%1 2.6%1 0.0%1 0 . 0%1 2.6%1 7.9%1 

SHELLING, INJ. SITE l<=l IN. J l 0 0 0 0 l Z 
C 2 . 6% I I 0 • 0% I C 0 • 0% J I 0 • 0% J C 0 • 0% I I Z • 6% I 5. 3% I 

----------------------------------- ----------l----------l----------1----------1----------1----------I----------I 
SYSTEMIC 15 I 12 I 5 I 5 I 3 I 3 I I 19 

BODY AS A HHOLE/SITE UNSPEC. 

FATIGUE 

HARM TO TOUCH 

DIGESTIVE SYSTEM 

ANOREXIA 

c 39.5%1 I c 31.6%1 I 1 13.2%1 I 1 13.2%1 I 1 7.91/.1 I c 7.9%1 I I so.0%1 

8 8 1 
Zl.1%1 Zl. 11/. I 2.6%) 

8 3 l 
( 21. 11/. I 7.9%) 2.6% I 

3 5 0 
7.9%) 13.2%) 0.0%) 

7 5 3 
18 . 4%) 13.2% I 7.9%) 

l l 0 
2.6%) Z.6%1 0.0%) 

2 0 
5.3%) 0 .Oi: I 

2 0 
5.3%) 0 . 0%) 

0 0 
0.0%) 0.0%) 

2 l 
S.3i0 2.6% I 

0 0 
0.0%) 0.0%) 

1 
Z.6%1 

l 
2.6%) 

1 
2.6%) 

l 
Z. 6%J 

0 
0.0%) 

12 
31.6%) 

9 
23 . 7% J 

8 
21.1%) 

8 
Zl.1%J 

l 
Z.6%1 
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INVESTIGATOR 
STUDY 
VACCUIE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS . 

TABLE 9 (cont. ) 

CLINICAL COMPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE: HIB CONJUGATE I t«JNBER OF VACCINEES I 38 VACCINEESJ - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NU1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I o I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 
*"************"*****-**_*_* --****** *-****- ********** ********** **-****** **-***** ***-***- **-***-* 

DIARRHEA 3 1 1 0 0 0 3 

TEETHING 

VOMITING 

NERVOUS SYSTEM & PSYCHIATRIC 

CRYING 

CRYING, EXCESSIVE 

IRRITABILITY 

RESPIRATORY SYSTEM 

NASAL DISCHARGE 

UPPER RESPIRATORY INFECTION, NOS 

HHEEZING 

SKIN & SKIN APPENDAGE 

7 . 9% ) 2 . 6% l 2 . 6% ) 0 . 0% l O • 0% ) 0 • 0% l 7. 9% l 

4 
10.5%) 

2 
5. 3%) 

10 
26.3%) 

1 
2. 6%) 

1 
2. 6% J 

8 
21.1% J 

2 
5.3%) 

1 
2. 6% J 

1 
2. 6% J 

0 
0.0%) 

0 
0. 0% J 

2 
5.3% J 

2 
5.3%) 

9 
23. 7%) 

1 
2.6%) 

0 
0.0%) 

8 
21.1%) 

2 
5.3%) 

2 
5.3%) 

0 
0.0%) 

1 
2.6%) 

1 
2.6%) 

2 
5 . 3%) 

0 
0.0%) 

2 
5.3%) 

0 
O.D%) 

0 
0.0%) 

2 
5.3%) 

2 
5.3%) 

1 
2.6%) 

0 
0.0%) 

1 
2.6%) 

0 
0.0%) 

2 
5.3%) 

0 
0.0%) 

1 
2.6%) 

0 
0.0%) 

0 
0.0%) 

1 
2.6%) 

1 
2.6%) 

1 
2.6%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
2.6%) 

0 
0.0%) 

1 
2.6%) 

0 
0.0%) 

0 
0.0%) 

1 
2.6%) 

1 
2.6%) 

1 
2.6%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
2.6%) 

0 
0.0%) 

1 
2.6%) 

0 
0.0%) 

0 
0.0%) 

1 
2.6%) 

1 
2.6%) 

1 
2.6%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

5 
13.2%) 

2 
5.3%) 

14 
36.8%) 

1 
Z.6i0 

1 
2.6%) 

13 
34.2%) 

3 
7.9%) 

2 
5.3%) 

1 
2.6%) 

1 
2.6%) 

1 
2. 6% J 
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INVESTIGATOR 
STUDY 
VACCIIIE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

VACCINE: HIB CONJUGATE 

CLINICAL COMPLAINTS 

TABLE 9 (cont. ) 

CLINICAL COMPLAINTS 

I NUt18ER Of VACCINEES ( 3B VACCINEESI - INJECTION : 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I MJ-8ER 
1----------------------------------------------------------------------------I HITH 
I o I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 

JHHf****--***-**-***tHt*--** *--***- *JHHf****** **--**** **--**** ********- __ *_* __ --*- ----
RASH O l O O O O l 

SPECIAL SENSES 

CONJUNCTIVITIS 

0.0%) 2.6%) 0.0%) 0.0%) 0.0%) 0.0%) 2.6%) 

l 2 l l 
2 . 6% I I 5. 3% I I 2 . 6% I I 2 . 6% I 

0 l O 0 
0.0%) 2.6%) 0.0%) 0.0%) 

l l 
2 . 6% I I 2 . 6% I 

0 0 
0 . 0% J I O • 0% I 

2 
5.3%) 

1 
2.6%) 

OTITIS MEDIA l l 1 l 1 1 1 
I 2 . 6% J 2 . 6% I 2 . 6% I I 2 . 6% I I 2 . 6% I 2 . 6% I 2 . 6% I 

-----------------------------------1---------- ---------- ---------- ----------1---------- ---------- ----------1 
VACCINEES HITH COMPLAINTS I 17 13 7 6 I 4 4 I 20 

I I 44.7%) I 34.2%) I 18.4%) I 15.8%) I ( 10.5%) ( 10.5%) I 52.6%) 
-----------------------------------1----------I----------I----------I----------I----------I---------- ----------1 

VACCINEES HITH NO COMPLAINTS I 21 I 25 I 31 I 32 I 34 I 34 I 18 
I I 55.3%) I I 65.8%) I I 81.6%) I I 84.21/.1 I I 89.5%) I I 89.5%) I 47.4%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 38 I 38 I 38 I 38 I 38 I 38 I I 38 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 

' 0 
0 
N 
0 
~ 



HFL. L3546030/07/12/88/PAGE 254 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
1-11 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I MJNBER OF VACCINEES C 37 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tfJl'EER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I S I !COMPLAINTS 
-*************-*IHHf*!HHf*-lHHHHt**'**-****-'**********'******-**'**--**-'*******-*'-**-**-,-***JHHHf'*IHHf!HHf*-
LOCAL REACTIONS I 4 I 6 I 3 I 3 I 2 I 2 I I 7 

-----------------------------------
ERYTHEMA, INJ. SITE I >l INCH) 

ERYTHEMA, INJ. SITE l<=l IN. J 

INOURATION, INJECTION SITE 

PAIN/SORENESS, INJ. SITE 

SHELLING, INJ. SITE l<=l IN. J 

I c 11.1%) I I 16.7%) I I 8.3%) I I 8.3%) I I 5.6%) 11 5.7%) I I 19.4%> 
---------- ---------- ----------

l 0 0 
2.8%) 0.0%) 0.0%) 

l 4 1 
2.8%) 11.1%) 2.8%) 

0 1 0 
0.0%) 2.8%) ( 0.0%) 

1 l 0 
2.8%) 2 . 81/.) 0.0%) 

3 5 3 
( 8.3%) 13.91/.J 8.3%) 

---------- ----------
0 0 

0.0%) ( 0.0%) 

1 0 
2.8%) 0.0%) 

0 0 
0.0%) ( 0.0%) 

0 0 
0.01/.) 0.0%) 

3 2 
8.3%) 5.6%) 

----------
0 

0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

2 
s. 7%) 

----------
1 

2.8%) 

4 
11.1%) 

1 
2.8%) 

1 
2.8%) 

6 
16. 7%) 

HARMTH, INJECTION SITE 0 l 0 0 0 0 1 
I 0 . 0% ) ( 2 . 8% ) I 0 . 0% I I 0 • 0% ) I 0. 0% ) ( 0 . 0% ) 2. 8% l 

-----------------------------------1---------- ----------1----------1---------- ----------1----------1----------1 
SYSTEMIC I 14 14 I 13 I 9 9 I 7 I I 23 

BODY AS A HHOLE/SITE UNSPEC. 

COXSACKIE VIRUS INFECTION 

FATIGUE 

I I 38.9%) I 38.9%) I ( 36.1%) I I 25.0%) ( 25.0%) I ( 20.0%) I I 63.9%) 

I 
6 I 6 4 

16. 7%) I 16. 7% J 11.11/.J 
I 

0 I l 0 
0.0%) I 2.8%) 0.0%) 

I 
5 I 3 2 

13.9%) I ( 8.3%) 5.6%) 

2 3 
5.6%) 8.3%) 

0 0 
0.0%) 0.0%) 

l 2 
2.8%) 5.6%) 

1 
2.,%) 

0 
0.0%) 

0 
0.0%) 

11 
30.6%) 

1 
2.8%) 

8 
22.2%) 

:::, 
·:::> 
r\l 
::, 
1.1'1 
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INVESTIGATOR 
STUDY 
VACCIME 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIS CONJUGATE 
CP241 
HEALTIIY CHILDREN 

1-11 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 
*****************************--** 

FEVER 

HARM TO TOUCH 

DIGESTIVE SYSTEH 

ANOREXIA 

DIARRHEA 

NAUSEA 

TEETHING 

HEHIC & LYMPHATIC SYSTEM 

LYMPHADENOPATHY 

NERVOUS SYSTEM & PSYCHIATRIC 

IRRITABILITY 

PROLONGED CRYING, >1/2 HR 

I NUMBER OF VACCINEES I 37 VACCINEESI - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I l'M1BER 
1----------------------------------------------------------------------------I HITH 
I 0 I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-******** ********** ********** ********** ********** ********** *******-* ********** 

0 l 0 0 0 0 1 
0.0%1 2.8%1 0.0%1 0.0%1 0.0%1 0.0%1 2_.8%1 

2 3 3 1 2 1 5 
5.6%1 8.3%) 8.3%) 2.8%) 5.6%) 2.9%) 13.9%1 

4 5 3 3 3 3 9 
11.1%1 13. 9%1 8.3%1 8.3%1 8.3%1 8.6%1 25.0%) 

l l l l 0 0 2 
2.8%1 2.8%1 Z.8%1 2.8%) 0.0%1 0.0%1 5.6%1 

0 1 0 l l 1 2 
0.0%1 2.8%1 0.0%) 2.8%) Z.8%1 2.9%) 5.6%) 

0 0 l 0 0 0 l 
0.0%1 0.0%1 2.8%1 0.0%) 0.0%1 0.0%1 Z.8%1 

3 3 2 l z 2 5 
8.3%1 8.3%1 5.6%1 2.8%1 5.6%1 5. 7%1 13.9%1 

0 0 l 0 0 0 1 
0.0%1 0.0%) 2.8%1 0.0%) 0.0%) 0.0%1 2.8%1 

0 0 1 0 0 0 l 
0.0%1 0.0%1 2.8% I 0.0%1 0.0%1 0.0%1 2,8%1 

8 5 6 3 3 0 12 
22.2%1 13.9%1 16.7%1 8.3%) 8.3%1 0.0%1 33.3%1 

8 5 6 3 3 0 12 
22.2%) 13.9%1 16. 7%) 8.3%) 8.3%1 0.0%1 33.3%1 

0 0 0 0 l 0 l 
0. 0% I 0.0%) 0.0%) o.o:o 2.8%1 0.0%1 2.8%) 

0 
0 
rv 
0 
0-
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INVESTIGATOR 
STUDY 
VACCWE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIS CONJUGATE 
CP241 
HEALTIIY CHILDREN 
1-11 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIS CONJUGATE I tfJMBER OF VACCINEES I 37 VACCINEESI - INJECTION: 2 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tfJMBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COMPLAINTS I o I I I 2 I 3 I 4 I 5 I ICOHPLAINTS 

********-***************JHH!*tHHHl** *JHH!****** -•******* •-******* *****-*** ********** ********** *******JHH! *tHHHl***** 
RESPIRATORY SYSTEM 2 3 4 3 l l 6 

5.6%) 8.3%) 11.1%) 8.3%) 2.8%) 2 . 9%) 16. 7%1 

COMMON COLD 2 1 1 l l l 2 
5.6%) 2.8%1 2.8%) 2.8% I 2.8%) 2.9%) 5.6%) 

COUGH 0 l 1 0 0 0 1 
0.0%) 2.8%) 2.8%) 0.0%) 0.0%) 0.0%) 2.8%) 

NASAL DISCHARGE 1 0 0 0 0 0 1 
2.8%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 2.8%) 

PHARYNGITIS 0 l 1 1 0 0 2 
0.0%) 2.8%) 2.8%) 2.8%) 0.0%) 0.0%) 5.6%) 

UPPER RESPIRATORY INFECTION, NOS 0 l 0 0 0 0 1 
0.0%) 2.8%) 0.0%) O.OiO 0.0%) 0.0%) 2.8%) 

HHEEZING 0 0 l 1 0 0 1 
0.0%) 0.0%) 2 . 8%) 2.8%) 0.0%) 0.0%) 2.8%) 

SKIN & SKIN APPENDAGE 0 0 1 1 0 0 1 
0.0%) 0.0%) 2.8%) 2.8%) 0.0%) 0.0%) 2.8%) 

CONTUSION 0 0 1 1 0 0 1 
0.0%) 0.0%) 2.8%) 2.8%) 0.0%) 0.0%) 2.8%) 

SPECIAL SENSES 1 2 2 3 2 2 3 
2.8%) 5.6%) 5.6% I 8.3%) 5.6%) 5. 71/.) 8.3%) 

CONJUNCTIVITIS 1 2 2 2 2 2 2 
2.8% I 5.6%) 5.6%) 5.6%) 5.6%) 5. 7%) 5.6%) 

OTALGIA 0 0 0 1 0 0 1 
0.0%) 0.0%) 0.0%) 2.8%) 0.0%) 0.0%) 2.8%) 

0 
0 
N 
0 
...... 
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HNESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE · 
000401 
HIS CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 9 (cont. ) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE f NUMBER OF VACCINEES I 37 VACCINEESJ - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUHBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
-*************--***-*--* --***-* -******** ********** ********** **********'**********'*-*-,*•--*** 

OTITIS MEDIA 1 1 1 1 1 I 1 I I 1 
2 . 8% 1 2 . 8% 1 2 . a% 1 2 . 8% 1 2 . a% 1 I 2 . 9% 1 I I 2. a% J 

I I I 
UROGENITAL SYSTEM 1 1 1 1 1 I 1 I I 1 

2. a% J 2. a% 1 2. a% J 2. a% 1 2. a% J I 2. 9% J I I 2. a% J 
I I I 

URINARY TRACT INFECTIONS 1 1 1 1 1 I 1 I I 1 
2 . 8% I 2 . 8% I 2 . 8% J 2 . 8% J I 2 . 8% I I I 2 . 9% J I I 2 . 8% J 

----------------------------------- ---------- ---------- ---------- ---------- ----------1----------1----------1 
VACCINEES HITH COMPLAINTS 15 15 14 11 10 I 8 I I 23 

I 41.71/.J I 41.7%) I 38 . 9%) I 30.6%) I 27.8%) I I 22.9%) I I 63.9%) 
-----------------------------------1----------I----------I---------- ---------- ----------1----------1----------1 

VACCINEES HITH NO COMPLAINTS I 21 I 21 I 22 25 26 I 27 I I 13 
I I .58.3%J I I 58.3%1 I I 61.1%) I 69.4%1 I 72.2%1 I I 77.1%) I I 36.1%1 

-----------------------------------1----------1----------1----------1----------1----------1-------· --1----------1 
TOTAL VACCINEES REPORTING I 36 I 36 I 36 I 36 I 36 I 35 I I 36 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I 1 I l I l I 1 I l I Z I I 1 

I I I I I I I I 



HFL~,£3546030/07/12/88/PAGE 258 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB COIUUGATE 
CP241 
HEALntY CHILDREN 
12-71 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES ( 6 VACCINEESl - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu-13ER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

-*************-¥XKKKKKKKIHHllHHll--***!HHl'**-****-l'IHHE**-***'*--*****'--******ltHHHHHtKIHHll****IHHltHHtl* _____ , 
LOCAL REACTIONS I 1 I 1 I o I o I o I O I I l I 

I I 16. 7% l I 1 16. 7% l I I o. on I I o. 0% l I I o. 0% l I I o. 0% l I I 16. 7% l I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 

ERYTHEMA,INJ.SITE(<=lIN.) I 1 I 1 I O I O I O I O I I 1 I 
I 1 16.7%1 I 1 16.7%1 I I 0.0%1 I 1 0.0%1 I I 0.01.1 I I 0.0%1 I I 16.7%1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SYSTEMIC I 5 I 4 I 4 I 4 I 5 I 5 I I 5 I 

I 1 83.3%1 I 1 66.7%1 I 1 66.7%1 I 1 66.7%1 I 1 83.3%1 I 1 83.3%1 I I 83.3%1 I 

BODY AS A HHOLE/SITE UNSPEC. 2 0 0 0 l 1 3 
33.3%) 0.0%) ( 0.0%) 0.0%) 16. 7% l 16.7%) 50.0%) 

FATIGUE 0 0 0 0 0 l l 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 16. 7% l 16. 7%) 

FEVER 0 0 0 0 0 l ·1 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 16. 7%) 16. 7%) 

HARM TO TOUCH 2 0 0 0 l 0 2 
33.3%) ( 0.0%) ( 0.0%) 0.0%) ( 16. 7%) 0.0%) 33.3%) 

NERVOUS SYSTEM & PSYCHIATRIC 0 0 1 0 0 l 2 
0. 0% l 0.0%) ( 16. 7%) 0.0%) ( 0.0% l 16. 7l.l 33.3%) 

IRRITABILITY 0 0 l 0 0 l 2 
I 0.0%) 0.0%) ( 16. 7%) ( 0.0%) 0.0%) 16. 7% l 33.3%) 

RESPIRATORY SYSTEM 3 3 3 3 4 4 4 
50.0%) 50.0%) 50.0%) 50.0%) 66. 7%) 66. 7%) 66.7%) 

BRONCHIOLITIS, ACUTE 0 0 1 l 1 1 1 
0.0%) 0.0%) ( 16. 7% l 16. 7% I 16. 7% l 16. 7% l 16. 7%) 



H~~ . L3546030/07/l2/88/PAGE 259 

INVESTIGATOR 
STUDY 
VACCitJE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 HOS. 

VACCINE : HIS CONJUGATE 

CLINICAL COMPLAINTS 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES I 6 VACCINEES} - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I t-lJHBER 
1----------------------------------------------------------------------------I HITH 
I O I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 

******************************-*** ***-***** ****-**** ********** ********** **********'********** ********** **-***-* 
BRONCHITIS, ACUTE 1 0 0 0 0 I O 1 

16. 7% > o. ox > o. ox l o. ox I o. ox> I o. ox> 16. 7% > 
I 

NASAL CONGESTION O O O O 1 I 1 1 
o. ox I o. ox> o. ox> o. ox 1 16. 7% 1 I 16. 7% > 16. 7% > 

I 
NASAL DISCHARGE 1 1 1 1 2 I 2 2 

16. 7% > 16. 7% > 16. 7% > 16. 7% 1 33. 3% > I 33. 3% > 33. 3% > 
I 

UPPER RESPIRATORY INFECTION, NOS 2 2 2 2 2 I 2 2 
33.3%> 33.3%> 1 33.3%} 33.3%> 33.3%> I 33.3%> 33.3%1 

I 
SPECIAL SENSES 1 l 1 1 1 I l l 

16. 7% I 16. 7% I 16. 7% I 16. 7% I 16. 7% l I 16. 7% l 16. 7% l 
I 

OTITIS MEDIA 1 1 1 1 1 I l l 
I 16. 7% I I 16. 7% I I 16. 7% I I 16. 7% I I 16. 7% I I I 16. 7%} 16. 7% I 

----------------------------------- ---------- ----------l----------l----------1----------1----------1----------I 
VACCINEES HITH COMPLAINTS 5 4 I 4 I 4 I 5 I 5 I I 5 

I 83.3%) I 66.7%1 I I 66.7%1 I I 66.7%) I I 83.3%} I I 83.3%} I I 83.3%} 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I l I 2 I 2 I Z I l I l I I l 
I I 16. 7%} I I 33. 3%} I I 33. 3% } I I 33. 3% I I I 16. 7%} I I 16. 7%} I I 16. 7%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 6 I 6 I 6 I 6 I 6 I 6 I I 6 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 

-
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HNESTIGATOR 
STUDY 
VACCltlE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES I 16 VACCINEESJ - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
-************lHHtlHHt***--*il-~HOHOHfl*--**lHHt'**-******'**il-it***-*'*-*******'*-*-**-,-*-**_,_*********'*tHHHtlHOf** 
LOCAL REACTIONS I 3 I l I O I O I O I O I I 3 

I 1 20.0%1 I 1 6.7%1 I 1 0.0%1 I 1 0.0%1 I 1 0.0%1 I 1 0.0%1 I I 20.0%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEMA, INJ. SITE I <=l IN.) I l I l I O I O f O I O I I l 
I 6 . 7% J I 6 . 7% I I O . 0% J I O . 0% I I I O . 0% I I I O . 0% J I I I 6. 7% J 
I I I I I I I I 

PAIN/SORENESS, INJ . SITE I 3 I l I O I O I D I O I I 3 
I 1 20.0%> I 1 6.7%1 I 1 0.0%1 I 1 0.0%> I 1 0.0%> I 1 0.0%1 I I 20.0%> 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I 6 I l I o I o I l I 2 I I 7 

I I 40 . 0% > I I 6 . 7% > I I o . 0% > I I o . 0% 1 I 1 6 • 7% J I 1 13 • 3% > I I 46 • 7% > 
--------------------------------

BODY AS A HHOLE/SITE UNSPEC. 4 l 0 0 0 0 4 
26. 7% J 6. 7%) 0.0%) 0.0%) ( 0.0%) 0.0%) 26. 7%) 

FATIGUE 3 0 0 0 0 0 3 
20.0% J 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 20.0;0 

HARM TO TOUCH l l 0 0 0 0 l 
( 6. 7%) ( 6. 7%) ( 0.0%) I 0.0%) ( 0.0%) ( 0.0%) 6. 7%) 

DIGESTIVE SYSTEM l 0 0 0 0 0 l 
6. 7%) ( 0.0%) 0.0% I ( 0.0%) 0.0%) 0.0%) 6.7%) 

TEETHING l 0 0 0 0 0 l 
( 6. 7%) 0.0%) ( 0.0%) ( 0.0%) 0.0%) 0.0%) 6. 7%) 

NERVOUS SYSTEM & PSYCHIATRIC 3 0 0 0 l 2 4 
20.0%) 0.0% I 0.0%) 0.0%) 6. 7%) 13.3%) 26. 7%) 

INSOMNIA 0 0 0 0 0 l l 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 6. 7%) 6.7%) 

~ 
::) 

·'\J -
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INVESTIGATOR 
STUDY 
VACCUIE 
LOT NUi1BER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

VACCINE: HIB CONJUGATE 

CLINICAL COMPLAINTS 

TABLE 9 (cont. ) 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES I 16 VACCINEESI - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tlJMBER 
1----------------------------------------------------------------------------I HITH 
I o I l I 2 I 3 I 4 I 5 I I COMPLAINTS 

--***********--**--**-*-** **-***-* ---*** ********** -******** -******** -******** ********** *lHHt**lHHt* 
IRRITABILITY 2 0 0 0 0 1 3 

PROLONGED CRYING, >l/2 HR 

RESPIRATORY SYSTEM 
( 

NASAL CONGESTION 

UPPER RESPIRATORY INFECTION, NOS 

SKIN & SKIN APPENDAGE 

13 • 3% I 0 • 0% I 0 • 0% I 0 • 0% ) 0 . 0% ) 6 . 7% ) 20. 0% ) 

l 0 0 0 
6. 7% I 0.0%) 0.0%) 0.0%) 

0 o · 0 0 
0.0%) 0.0%) 0.0%) 0.0%) 

0 0 0 0 
0.0%) ( 0.0% J I 0.0% I 0.0%) 

0 0 0 0 
0.0%) ( 0.0%) 0.0%) 0.0%) 

l 0 0 0 
6. 7%) 0.0%) 0. Or.) 0.0%) 

l 
I 6.7%) ( 

l 
6. 7% I I 

l 
6.7%) 

l 
6. 7%) 

0 
0.0%) 

l 
6.7%) 

l 
6.7%) 

1 
6. 7%) 

l 
6. 7%) 

0 
0.0%) 

2 
13.3%) 

l 
6. 7%) 

l 
6. 7%) 

1 
6. 7%) 

1 
6. 7%) 

ATOPIC DERMATITIS 1 0 0 0 0 0 1 
I 6. 7% I O. 0% I O. 0% I I O. 0% J I O. 0% I I O. 0% I 6. 7% I 

----------------------------------- ---------- ---------- ---------- ---------- ----------1---------- ----------1 
VACCINEES HITH COIIPLAINTS 6 l O O l I 2 I 7 

I 40 . 0% I I 6 . 7% I I O . 0% I I O . 0% I I 6 . 7% l I I 13 • 3% l I 46 • 7% l 
----------------------------------- ----------1---------- ----------1---------- ----------1----------1----------1 

VACCINEES HITH NO COMPLAINTS 9 I 14 15 I 15 14 I 13 I I 8 
I 60. 0% I I I 93. 3% I 1100. 0%) I 1100. 0% I I 93. 3% I I I 86. 7%) I I 53. 3% I 

-----------------------------------1----------I----------I----------I---------- ----------1----------1----------1 
TOTAL VACCINEES REPORTING I 15 I 15 I 15 I 15 15 I 15 I I 15 

I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I l I l I l I l I 1 I 1 I I l 

I I I I I I I I 

rv 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES ( 14 VACCINEESJ - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
***************-*-**-***!HHflHHf**l--******l********-1-********l***-*****l-******-IIHHf-*****I---**- -**lHHf 
LOCAL REACTIONS I 3 I 2 I O I O I O I O I 4 

I I 21.4%) I I 14.3%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I 28.6%) 

ERYTHEMA, INJ. SITE I <=l IN. l 2 l O O O O 2 
14. 3% J 7. 1% I 0. 0% l 0. 0% J 0. 0% I 0. 0% l 14. 3% I 

INDURATION, INJECTION SITE O l O O O O 1 
0 . 0% l 7 • 1% I 0 . 0% l 0. 0% ) 0 • 0% l 0 • 0% l 7. 1% l 

PAIN/SORENESS, INJ. SITE 2 l O O O O 2 
14. 3% I 7 .1% ) 0. 0% l 0. 0%) 0. 0% I 0. 0%) 14. 3% l 

SHELLING, INJ. SITE I <=l IN.) 0 l O O O 0 
0 . 0% J 7. 1% ) 0 • 0% J I O . 0% I I O . 0% I I O. 0% J 

----------------------------------- ---------- ---------- ---------- ----------1----------1----------1----------
SYSTEMIC 8 7 6 6 I 5 I 5 I 

BODY AS A HHOLE/SITE UNSPEC. 

ASTHENIA 

FATIGUE 

HARM TO TOUCH 

DIGESTIVE SYSTEM 

t 57 . 1%1 1 50.0i:l I 46.2%1 1 46.2%1 I t 38.5%1 I I 38.5%1 I 

3 
21.4%) 

0 
0.01/. l 

2 
14.3%) 

l 
7.11/. l 

4 
28.6%) 

2 
14.3%) 

l 
7.1%) 

l 
7.1%) 

2 
14.3%) 

6 
42.9%) 

l 
7. 7% l 

l 
7.7%) 

1 
7. 7%) 

l 
7.7%) 

4 
30.8%) 

l 0 0 
7.7%) 0.0%) 0.0%) 

0 0 0 
0.01/. J 0.0%) 0. 0% l 

1 0 0 
7.7%) 0.0%) 0.0%) 

0 0 0 
0.0%) 0.0%) 0.0%) 

4 4 4 
30.8%) 30.8%) 30.8%) 

1 
7.1%) 

10 
71.4%) 

4 
28.6%) 

1 
7.1%) 

3 
Zl.4%) 

2 
14.3%) 

6 
42.9%) 

-0 
0 
rv -
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INVESTIGATOR 
STUDY 
VACCitlE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB cm1JUGATE 
CP298 
HEALTIIY CHILDREN 

1-11 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES I 14 VACCINEESl - INJECTION: Z I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I ta.lMBER 
l----------------------------------------------------------------------------1 HITH 
I O I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 

**********************lHHHHt**-* ********** ********** ********** ********** ********** ********** ********** ********** 
NAUSEA O 1 0 0 0 0 1 

0.0%) 7.1%) 0.0%) 0.0%) 0.0%) 0.0%) 7.1%) 

TEETHING 4 5 4 4 4 4 5 
28.6% l 35. 7% l 30.8%) 30.8% I 30 . 8%} 30.8%} 35. 7%} 

VOMITING 0 1 0 0 0 0 1 
0.0%) 7 .1%) 0.0%) 0.0%) 0.0%} 0.0%) 7.1%) 

NERVOUS SYSTEM & PSYCHIATRIC 3 4 z 3 1 1 6 
21.4% I 28.6%) 15.4%} 23.1%} 7. 7%) 7. 7%) 42. 9% I 

IRRITABILITY 3 2 2 3 1 1 6 
21.4%) 14.3%} 15.4%) 23.1% I 7. 7%) 7. 7%) 42. 9%) 

PROLONGED CRYING, >1/2 HR 0 2 O· 0 0 0 z 
0.0%) 14.3%) 0.0%) 0.0%} 0.0%} 0.0%} 14.3%) 

RESPIRATORY SYSTEM 0 0 1 2 1 1 2 
0.0%) 0.0%} 7. 7%) 15.4%) 7. 7%) 7. 7% I 14.3%) 

COMMON COLD 0 0 0 1 1 1 1 
0.0%) 0.0%} 0.0%) 7. 7%} 7 . 7%) 7. 7%) 7.1%) 

UPPER RESPIRATORY INFECTION, NOS 0 0 1 1 0 0 1 
0.0%) 0.0%) 7.7%) 7. 7%) 0.0%) 0.0%) 7.1%) 

SPECIAL SENSES 0 0 1 0 0 0 1 
0.0%) 0.0%} 7. 7%} 0.0%) 0.0%} 0.0%} 7.1%} 

OTITIS MEDIA O O 1 0 0 0 1 
0 . 0% I O . 0% I I 7 . 7% l I O . 0% ) I O . 0% I I O • 0% } 7.1%} 

----------------------------------- ---------- ---------- ----------1---------- ----------1---------- ----------
VACCINEES HITH COMPLAINTS 9 8 6 I 6 5 I 5 10 

c 64 . 3%1 1 57.1%1 1 46.2%1 I 1 46.2%> 1 38.5%1 I 1 38.5%1 71.4%) 

0 
0 
N -~ 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB Cot~JUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I t«JMBER OF VACCINEES ( 14 VACCINEESI - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l••-•---I 

VACCINEES HITH NO COMPLAINTS I 5 I 6 I 7 I 7 I 8 I 8 I I 4 I 
I 1 35.7%1 I 1 42.91/.1 I 1 53.81/.I I I 53.81/.1 I I 61.51/.1 I I 61.5%1 I I 28.61/.J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 14 I 14 I 13 I 13 I 13 I 13 I I 14 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I 1 I 1 I 1 I 1 I I O 

I I I I I I I I 

0 
0 
rv -\J1 
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HNESTIGATOR 
STUDY 
VACCINE 
LOT NU11BER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP298 
HEALTIIY CHILDREN 
12-71 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I l'lJMBER OF VACCINEES I 5 VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUtl3ER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
•-***************-*********iHHOf**l**-**-'**********'**********l**********l**********l--••****l••-··•-•l•---·•-1 
LOCAL REACTIONS I l I O I O I O I O I O I I l I 

I I 20.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 20.0%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 

PAIN/SORENESS, INJ. SITE I l I O I O I O I O I O I I l I 
I 1 20.0%, I 1 0.0%1 I 1 0.0%) I 1 0.0%, I 1 0.0%1 I 1 0.0%) I I 20.0%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SYSTEMIC I l I l I 3 I 2 I 2 I 2 I I 3 I 

I 1 20.0%) I 1 20.0%1 I 1 60.0%) I 1 40.0%1 I 1 40 . 0%) I 1 40.0%) I I 60.0:0 I 

BODY AS A HHOLE/SITE UNSPEC. l l l l 0 0 0 
20.0%) 20.0% l I 20.0%) 0.0%) 0.0%) 0.0%) 20.0%) 

HARM TO TOUCH l l l l 0 0 0 
20.0%) 20.0%) 20.0%) 0.0%) 0.0%) 0.0%) 20.0%) 

DIGESTIVE SYSTEM 2 l l 2 l l l 
20.0%) 20.0% l 40.0%) 20.0% l 20.0%) 20.0%) 40,0:0 

TEETHING 2 l l 2 l l l 
( 20.0%) 20.0%) ( 40.0%) 20.0%) ( 20.0%) 20.0%) 40.0,O 

RESPIRATORY SYSTEM l 0 0 l l l l 
0.0%) ( 0.0%) 20.0%) 20.0%) I 20.0% I 20.0%) 20.0%) 

COMMON COLO O O l 1 l 1 l 
0.0%) I 0.0%) I 20.0%) I 20.0%) I 20.0%) I 20.0%) 20.0%) 

----------------------------------- ---------- ---------- ---------- ---------- ----------1----------1----------1 
VACCINEES HITH COMPLAINTS 2 l 3 2 2 I 2 I I 3 

I 40.0%) I 20.0%) I 60.0%) I 40.0%) I 40.0%) I I 40.0%) I I 60.0%) 
-----------------------------------1----------I----------I----------I----- .----I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 3 I 4 I 2 I 3 I 3 I 3 I I 2 
I 1 60. 0% l I I ao. oz l I 1 40. 0% l I 1 60. 0% l I 1 60. 0% l I 1 60. 0% l I I 40. 0% l 

0 
0 
rv . 
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INVESTIGATOR 
STUDY 
VACCitlE 
LOT NUllBER 
PATIEIJT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP296 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES l 5 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I ~ER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
--------------------------------··--1----------1----------1----------I-------- . -1----------1----------1----------INNNNNNNMNNI 
TOTAL VACCINEES REPORTING I 5 I 5 I 5 I 5 I 5 I 5 I I 5 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB COtlJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES I 6 VACCINEES J - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
-**************--*-***-**iOf**' - ******-,--*-***'*******-*'-********'****-****' ***-***-l*IHHHHf*JHHf'**-****** ' 
LOCAL REACTIONS I 1 I 1 I o I o I O I O I I 1 I 

I I 16.71.J I I 16 . 71.J I I o.ol.J I I 0 : 0l.J I I 0.0l.J I I 0.0l.J I I 16.71.J I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 

ERYTHEMA,INJ.SITE(<=llN . ) I 1 I 1 I 0 I 0 I 0 I 0 I I 1 I 
I 1 16 . 71.1 I 1 16.71.J I 1 0 . 01.1 I c 0 . 01.1 I 1 0.0%1 I 1 0.0%1 I I 16.7%1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I---------- I 
SYSTEMIC I 2 I 3 I o I 2 I 1 I 1 I 3 I 

I 1 33. 31. J I I so. 01. J I I o. 01. J I 1 33. 3% J I 1 16. 7% J I 1 16. 71. J I so. 0% J I 
--------------------------------

BODY AS A HHOLE/SITE UNSPEC. 2 2 0 0 0 0 2 
33.3%) 33.3%) 0.0%) 0.0%) 0.0%) 0 . 0%) 33.3%) 

ASTHENIA 1 0 0 0 0 0 1 
16. 71. J 0. 0l. J 0.0%1 0 .0l. I 0 . 0%1 0 . 0%1 16. 7%) 

FATIGUE 2 1 0 0 0 0 2 
33. 31. J 16. 71. J 0.01.) 0. 0l. J 0.0%) 0 . 0%) 33.3%) 

HARM TO TOUCH 0 1 0 0 0 0 1 
0 . 0%) 16. 71. J 0 .01.1 0.01. I 0.0%1 0.0%) 16 . 7%) 

DIGESTIVE SYSTEM 1 l 0 1 0 1 1 
16. 7%) 16. 7% I 0.0%1 16. 7%) 0.0%) 16. 7%1 16 . 7% l 

DIARRHEA 1 1 0 1 0 1 l 
16.7%1 16 . 7%1 0.0%1 16. 7%1 0.0%) 16.7%) 16.71.1 

FLATULENCE 0 0 0 0 0 1 1 
0.0%1 0.0%1 0.0%) 0.0%) 0. 0l. J 16.7%1 16. 71. l 

VOMITING 1 0 0 0 0 0 1 
16 . 7%1 0.0%1 0.0%1 0.0% J 0.0%1 0 . 0%1 16. 7% I 

0 
0 
,\J 

·.)) 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NI.Jt1BER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

VACCINE: HIB CONJUGATE 

CLINICAL COMPLAINTS 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES ( 6 VACCINEESl - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 HITH 
I o I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 

-~HHHf*-******!HHl*iHf*-**MMMMMMMMM iHfitifiHf*lt-lf* *lt-lf*lt-lfiHfitif **lHf*lHf*lt-lf *itif!HHllHf** !HHl*lt-lflt-lflHf MMMMMMMMMM MMMMMMMMAM AIHHt!HHliHfA 
NERVOUS SYSTEM & PSYCHIATRIC 1 1 0- 1 1 0 3 

16. 7% l 16. 7% l 0. 0% J 16. 7% l 16. 7% l 0. 0% l 50. 0% J 

CRYING l l 0 
16. 7% J 16. 7%) 0.0%) 

IRRITABILITY 0 0 0 
0.0%) 0.0%) 0.0%) 

RESPIRATORY SYSTEM 1 1 0 
16. 7% l 16. 7%) 0.0%) 

0 0 
0.0%) 0.0%) 

1 1 
16.7%) 16.7%) 

0 0 
0.0%) 0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

2 
33.3%) 

1 
16. 7%) 

1 
16. 7i0 

DYSPNEA l 1 0 0 0 0 1 
( 16. 7% J ( 16. 7% l ( 0. 0% l ( 0. 0% l I O. 0% J ( 0. 0% l 16. 7% l 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COMPLAINTS I 2 I 3 I O I 2 I 1 I 1 I I 3 

I 1 33. 3% 1 I 1 50. 0% 1 I I o. 0% 1 I 1 33. 3% l I 1 16. 7% l I 1 16. 71/. l I I so. 0% l 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 4 I 3 I 6 I 4 I 5 I 5 I I 3 
I ( 66. 7% l I I 50. 0% J I ( 100. 0% I I I 66. 7% J I I 83. 3% J I I 83. 3% I I I 50. 0% J 

-----------------------------------1----------l----------l- '--------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 6 I 6 I u I 6 I 6 I 6 I I 6 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 

-0 
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INVESTIGATOR 
ST\JDY 
VACCitlE 
LOT NUMBER 
PATIEtff CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES I 5 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NU-eER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
**-***********lHOt*ll-lf**-**---*-ltHf-lf***-**'-********'-********'****-****'********_,_*****JHf-lfl!HHOHtlOOtlt*l*lHHflHt*lHHf 
LOCAL REACTIONS I 1 I 1 I O I O I O I O I I 1 

I I 20 . 0%) I I 20.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 20.0%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

SHELLING,INJ.SITEl>lINCH) I 1 I O I O I O I O I O I I 1 
I 20 . 0% I I o. 0% l I o. 0% I I o. 0% I I o. 0% l I o. 0% ) I I 20. 0% l 
I I I I I I I I 

SHELLING, INJ. SITE I <=l IN. I I O I 1 I O I O I O I O I I l 
I I 0.0%1 I 1 20.0%) It 0.0%1 I 1 0.0%1 I 1 0.0%1 I 1 0.0%1 I I 20.0%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I l I l I l I l I l I l I I l 

BODY AS A HHOLE/SITE UNSPEC. 

FATIGUE 

SPECIAL SENSES 

I I 20. 0% I I I 20. 0% I I I 20. 0% I I I 20. 0% I I I 20 . 0% I I I 20. 0% I I I 20. 0% I 

0 l 0 
0.0%) 20.0%) 0.0%) 

0 1 0 
0.0%) 20.0%) 0.0%) 

1 l l 
20.0% l 20.0% l I 20.0%) I 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

1 1 
20.0%) 20 . 0%) 

0 
0.0%) 

0 
0.0%) 

1 
20.0%) 

l 
20.0%) 

1 
20.0% l 

1 
20.0%) 

OTITIS MEDIA 1 1 1 l 1 1 1 
I 20.0%) I 20.0%1 I 20.0%1 I 20.0%) I 20.0%1 I 20.0%1 20.0%) 

-----------------------------------1----------I---------- ---------- ----------l----------1----------1----------1 
VACCINEES HITH COMPLAINTS I l I l l l I l I 1 I I 1 

I I 20. 0% I I I 20. 0% l I 20. 0%) I 20. 0% I I I 20. 0% I I I 20. 0% I I I 20. 0%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 4 I 4 I 4 I 4 I 4 I 4 I I 4 
I I 80 . 0% I I I 80 . 0% ) I I 80 . 0% I I I 80 . 0% I I I 80 . 0% I I I 80 • 0% I I I 80. 0% I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 5 I 5 I 5 I 5 I 5 I 5 I I 5 

I I I I I I I I 
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HNESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP749 
HEALTIIY CHILDREN 

1-11 MOS. 

TABLE 9 (cont.) 

CLIIUCAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 5 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION . I NUMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l**-****I 

VACCINEES WITH NO DATA I O I O I O I O I O I O I I O I 
I I I I I I I I I 

::> 
0 
r\J 
/\) -
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUHBER OF VACCINEES I 1 VACCINEESI - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l---*-I 
SYSTEMIC I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 

I 1100.0%, I 1100.0%, I 1100.0%, I 1100.0%1 I 1100.0%) I noo.o%J I I noo.o%J I 

I 
BODY AS A HHOLE/SITE UNSPEC. 1 I 1 1 1 1 1 1 

1100.0%, I 1100.0%, 1100.0%, 1100.0%, 1100.0%, 1100.0%, 1100.0%, 
I 

HARM TO TOUCH 1 I 1 1 I 1 1 1 I 1 
1100 .0% J I 1100.0% I 1100. 0% I I 1100 .0% I I 1100 .0% I 1100.0% J I I noo.0% I 

----------------------------------- ----------1---------- ----------1----------1---------- ----------1----------1 
VACCINEES HITH COMPLAINTS 1 I 1 1 I 1 I 1 1 I I 1 

1100.0%, I 1100.0%1 1100.0%, I 1100.0:r.1 I 1100.0:r., noo.0%1 I I noo.o%J 
----------------------------------- ----------1---------- ----------1----------1---------- ----------1----------1 

VACCINEES HITH NO COMPLAINTS O I O O I O I O O I I 0 
I 0.0%) I I 0.0%) I 0 . 0%) I I 0.0%) I I 0.0%) I 0.0%) I I I 0.0%) 

-----------------------------------1----------I---------- ----------l----------1----------1----------1----------I 
TOTAL VACCINEES REPORTING I 1 I 1 1 I 1 I 1 I 1 I I 1 

I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I' I I 
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INVESTIGATOR 
STIJDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 
1-11 HOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I tuNBER OF VACCINEES C 6 VACCINEESI - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COIIPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

*-************---**iHHHOHOHHHf**'--**-*'**-******'*-***-**'**--*-*'*-*******IJHHHHH!--,fHHHHHOf-,fHHHHf***-
LOCAL REACTIONS I 4 I 3 I 1 I 1 I O I O I I 4 

I c 66.7%1 I 1 50.0%1 I c 16.7%1 I 1 16.7%1 I c 0.0%1 I c 0.0%1 I I 66.7%J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

PAIN/SORENESS, INJ. SITE I 1 I 1 I 1 I 1 I O I O I I 1 
I 16. 7% I I C 16. 7% I I H,. 7% I I 16. 7% I I O. 0% I I O. 0% I I I 16. 7% I 
I I I I I I I I 

SHELLING,INJ.SITEl<=lIN.) I 3 I 2 I O I O I O I O I I 3 
I c 50. 0% 1 I 1 33. 3% 1 I c o. o;o I c o. 0% 1 I c o. 0% 1 I c o. 0% 1 I I 50. 0% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I 1 I l I l I l I l I l I I 1 

I I 16. 7% I I I 16. 7% I I I 16. 7% I I I 16. 7% I I I 16. 7% I I I 16. 7% I I I 16. 7% J 

BODY AS A HHOLE/SITE UNSPEC. 1 l 0 0 0 0 1 
16. 7%) 16. 7% I 0.0%) 0.0%1 0.0%1 0 . 0%) 16. 7%1 

FATIGUE 1 1 0 0 0 0 1 
16. 7%1 16. 7% I 0.0%1 0.0%) 0.0%) 0.0%) 16. 7%) 

HARM TO TOUCH 1 0 0 0 0 0 1 
16. 7%1 0.0%) I 0.0%) ( 0.0%) ( 0.0%) 0.0%) 16. 7%) 

NERVOUS SYSTEM & PSYCHIATRIC l 0 0 0 0 0 1 
16. 7% I 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 16. 7%) 

IRRITABILITY 1 0 0 0 0 0 1 
16. 7% I 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 16. 7%) 

RESPIRATORY SYSTEM 0 1 1 1 1 1 1 
0. 01. I 16.7%) 16. 7% I 16. 7% I 16. 71. I 16. 71. I 16. 7%) 

COMMON COLD 0 1 1 1 1 1 1 
0.0%) 16. 7%) 16. 7%) 16. 7%1 16. 7%) 16. 7%) 16. 7%) 

0 
::> 
i'V 
iV 
w 



HFL~,Z3546030/07/12/88/PAGE 273 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I Nl.R1BER OF VACCINEES I 6 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tfJMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I S I !COMPLAINTS 
**********************-IHHUHHUfiHt**'**-**--'**********'-********'**********'***-**!HHtl!HHtJHHflHHt*'*-IHUHfJHHfl*-----* 
SKIN & SKIN APPENDAGE I O I O I 1 I 1 I O I O I I l 

I o.O%l I o.o%l I H,.7%l I 16.7%> I 0.0%> I 0.0%> I I 16.7%l 
I I I I I I I I 

RASH I o I o I 1 I 1 I o I o I I l 
I 1 0.0%1 I 1 0.0%1 I 1 16.7%1 I 1 16.7%1 I 1 0.0%1 I 1 0.0%1 I I 1 16.7%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COMPLAINTS I 4 I 3 I l I l I 1 I l I I 4 

I I 66.7%) I I 50.0%) I I 16.7%) I I 16.7%) I I 16.7%) I I 16.7%) I I 66.7%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 2 I 3 I 5 I 5 . I 5 I 5 I I 2 
I I 33. 3% l I I so. 0% I I I 83. 3%) I I 83. 3% I I I 83. 3% J I I 83. 3% J I I 33. 3% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 6 I 6 I 6 I 6 I 6 I 6 I I 6 

I I I I I I I I 

--------------------------· --------l----------l----------1----------1----------1----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I 1. I I I I 

0 
::, 
N 
N 
.c 
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INVESTIGATOR 
STUDY 
VACCltlE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CR132 
HEALTllY CHILDREN 

1-11 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I t«.JMBER OF VACCINEES I 4 VACCINEESJ - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tueER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------1----------l----------l----------ltHHHOHHHHHtl 
SYSTEMIC I 1 I o I o I o I o I o I I 1 I 

I I 25.0%J I I 0.0%1 I I 0.0%1 I I 0.0%1 I I 0.0%1 I I 0.0%1 I I 25.0%1 I 

I I I I I I 
SPECIAL SENSES I 1 I O I O I O I O O I l 

I I 25. 0% I I I O • 0% I I I O . 0% I I I O . 0% I I I O. 0% J O . 0% I I I 25. 0% J 
I I I I I I 

EAR FLUID I 1 I o I o I o I o I o I l 
I I 25. 0% I I I O . 0% I I I O . 0% I I I O . 0% I I ( 0 . 0% J I ( 0. 0% J I I 25. 0% I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COMPLAINTS I 1 I O I O I O I O I O I I 1 

I ( 25.0%) I I 0.0%1 I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 25.0%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 3 I 4 I 3 I 3 I 3 I 3 I I 3 
I 1 75.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I I 1 75.0%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 4 I 4 I 3 I 3 I 3 I 3 I I 4 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I O I 1 I 1 I l I l I I 0 

I I I I I I I I 

0 
0 
rv 
rv 
lJ1 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CR132 
HEALTIIY CHILDREN 
12-71 MOS. 

TABLE 9 (cont.) 

CLINICAL Cot1PLAINTS 

VACCINE: HIB CONJUGATE I NUNBER OF VACCINEES I 1 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t-lffiER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
---------------------------------·--l----------l----------l----------l----------1----------I----------I----------IKKKKKKKIHHfl 

VACCINEES HITH COHPLAINTS I O I O I O I O I O I O I I O I 
I I o . 0% J I I o . 0% J I I o. 0% J I I o . 0% J I I o . 0% J I I o. 0% J I I o. 0% J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
VACCINEES HITH NO COMPLAINTS I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 

I 1100 .0% 1 I 1100 .0% 1 I 1100.0% 1 I 1100.0% 1 I 1100 .0% 1 I 1100.0% I I I 1100.0% I I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIS CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

VACCINE: HIS CONJUGATE 

MAX TEMPERATURE 
t DEG F, ORAll 

NORMAL 

< 99 

99 - 99.9 

100 - 100.9 

101 - 101.9 

TABLE 10 

HAXIl1Ut1 TEMPERATURES 

I NUMBER OF VACCINEES I 38 VACCINEESI - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I 
1----------------------------------------------------------------------------I Io I 1 I 2 I 3 I 4 I 5 I I 

tu1BER 
HITH 

MAX TEMP 
******-- **********'********** ********** ********** ********** ********** ********** 

4 5 I 6 5 6 5 4 
10.8%1 13. 9% I I 16. 2% I 14.3%1 17.6%1 14.3%1 10.5%) 

I 
24 18 26 21 21 24 16 

64.9%) 50.0%) 70.3% J 60.0% J 61.8% I 68.6%1 42.1%1 

7 10 5 9 6 4 12 
18 . 9% J 27.8%) 13.5%) 25. 7%1 17 .6% J 11.4%) 31.6%) 

1 3 0 0 1 1 4 
2. 7%1 8.3%1 0.0% I 0.0%1 2.9%1 2.9%1 10.5%1 

0 0 0 0 0 1 1 
0 . 0%1 0.0%) 0.0%1 0.0%1 0.0%) 2.9%1 2.6%) 

102 - 102.9 1 0 0 0 0 0 1 
t 2 . 7% I t O . 0% I I O . 0% I t O . 0% I I O . 0% I I O . 0% I I 2. 6% I 

-----------------------------------1----------I----------I----------I----------I----------I---------- ----------1----------
TEHPERATURE TAKEN I 37 I 36 I 37 I 35 I 34 I 35 I 38 

I I 97.4%) I I 94. 7%) I I 97.4%) I I 92.1%) I I 89.5%1 I I 92.1%) I 1100,0%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 1 I 2 I 1 I 3 I 4 I 3 I I O I 
I t 2 . 6%1 I 1 5.3%1 I 1 2.6%J It 7.9%1 I I 10.5%1 I I 7.9%1 I I I 0.0%1 I 

0 
0 
/\J 
:\) ...., 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

VACCINE : HIB CONJUGATE 

MAX TEMPERATURE 
I DEG F, ORAL) 

NORMAL 

< 99 

99 - 99.9 

100 - 100.9 

101 - 101. 9 

TABLE 10 (cont.) 

MAXIl'fJM TEMPERATURES 

I NUMBER OF VACCINEES I 37 VACCINEESI - INJECTION 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I 
l----------------------------------------------------------------------------1 Io I 1 I 2 I 3 I 4 Is I I 
********** ********** ********** ********** ********** ********** ********** 

5 5 6 6 5 5 
13.9%) 14.3% I 16. 7%) ( 16. 7%) 14 . 7%) 14. 7% I 

21 21 23 24 22 22 
58.3%) 60.0% I 63. 9% I ( 66. 7% I 64.7%) 64. 7%1 

7 6 4 5 7 6 
19.4%) 17.1%) 11.1%) 13.9%) 20.6%) 17.6%) 

3 1 1 0 0 1 
8.3%) 2.9%) 2.8%) 0.0%) 0.0%) 2. 9% I 

0 1 2 1 0 0 
0.0%) 2. 9% I 5.6%) 2.8%) 0.0%) 0.0%) 

tu18ER 
HITH 

HAX TEMP 
********** 

5 
13.9%) 

16 
44.4%) 

7 
19.4%) 

5 
13.9%) 

2 
5.6%) 

103 - 103. 9 0 1 0 0 0 0 1 
I O • 0% I I 2 • 9% I I O • 0% l I O • 0% I I O • 0% I I O • 0% I I I 2 • 8% I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------
TEMPERATURE TAKEN I 36 I 35 I 36 I 36 I 34 I 34 I I 36 

I 1 97.3%> I 1 94.6%1 I 1 97.3%1 I 1 97.3%1 I 1 91.9%1 I 1 91.9%1 I I 1 97.3%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------

TEMPERATURE NOT TAKEN I 1 I 2 I 1 I 1 I 3 I 3 I I l 
I I 2 • 7% I I I 5 • 4% I I I 2 • 7% I I I 2 • 7% I I I 8. 1% ) I I 8. 1% I I I I 2 • 7% ) 
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INVESTIGATOR 
STUDY 
VACCitlE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB COIUUGATE 
CP241 
HEALTHY CHILDREN 
12-71 MOS. 

VACCINE : HIB CONJUGATE 

MAX TEMPERATURE 
I DEG F, ORAL) 

TABLE 10 (cont.) 

MAXIMUM TEMPERATURES 

I NUMBER OF VACCINEES I 6 VACCINEESJ - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I 
1----------------------------------------------------------------------------I 
Io I 1 I 2 I 3 I 4 Is I I 

NUMBER 
HITH 

HAX TEMP 
*--**-****-*****************-* **-****- ********** ********** ********** *******-* -******** *--***** ********** 

NORMAL 1 1 1 1 1 1 1 
16. 7% J 16. 7% J 16. 7% J 16. 7%) 16. 7% J 16. 7%) 16. 7%) 

< 99 2 2 3 3 3 2 1 
33.3%) 33.3%) 50.0%) 50.0%) 50.0% J 33.3%) 16. 7%) 

99 - 99.9 1 3 2 2 1 2 1 
16. 7%) 50.0%) 33.3%) 33.3% I 16. 7% l 33.3%) 16 . 7% l 

100 - 100. 9 2 0 0 0 1 1 3 
I 33. 3% J I O. 0% I I O. 0%) I O. 0% I I 16. 7%) I 16. 7%) I 50. 0% l 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------
TEMPERATURE TAKEN I 6 I 6 I 6 I 6 I 6 I 6 I I 6 

I 1100. 0% l I 1100. 0% l I 1100. 0% l I 1100.0% l I 1100.0% l I 1100.0% l I I 1100.0% l 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I O I O I O I O I O I O I I O I 
I I 0.0%) I I 0.0%) I ( 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I I 0.0%) I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIS CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 10 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE: HIB CONJUGATE I t-lJl1BER OF VACCINEES I 16 VACCINEESJ - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
f DEG F, ORAL l I O I l I 2 I 3 I 4 I 5 I I MAX TEMP 

•----••-•-************•--1•*-******l****lHt**lHfllHf***lHt*lHff****lHf**** -•-•••-l**********l••----1__.__..__. 
NORMAL I 1 I 2 I 3 I 5 5 I 5 I I 1 

I 6.7%J I 13.3%1 I ZI.4%l I 33.3%1 35.7%1 I 35.7%1 I I 6.7%1 
I I I I I I I 

< 99 I 8 I 9 I 10 I 10 8 I 8 I I 7 
I 53.3%1 I 60.0%1 I 71.4%1 I 66.7%1 1 57.1%1 I 57.1%1 I I 46.7%1 
I I I I I I I 

99 - 99.9 I 6 I 4 I 1 I o 1 I 1 I I 7 
I I 40. 0% l I I 26. 7% l I l 7. 1% l I l o. 0% l l 7. 1% l I l 7. 1% l I I l 46. 7% l 

-----------------------------------1----------I----------I----------I---------- ----------1----------1----------1----------
TEMPERATURE TAKEN I 15 I 15 I 14 I 15 14 I 14 I I 15 

I I 93.8%) I l 93.8%) I I 87.5%) I I 93.8%) I 87.5%) I I 87.5%) I I ( 93.8%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I l I l I 2 I l I 2 I 2 I I l I 
I ( 6.3%1 I l 6.3%) I l 12.5%) I l 6.3%) I l 12.5%1 I l 12.5%) I I l 6.3%) I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

VACCINE: HIB CONJUGATE 

MAX TEMPERATURE 
IDEG F, ORAL) 

NORMAL 

< 99 

99 - 99.9 

100 - 100.9 

TABLE 10 (cont.) 

MAXIMUH TEMPERATURES 

I NUNBER OF VACCINEES I 14 VACCINEESI - INJECTION 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I 
1----------------------------------------------------------------------------I 
Io I l I 2 I 3 I 4 Is I I 

NUtt3ER 
NITH 

MAX TEMP 
*iHtili****- ********** -******** _*_*_* -*-***- ·---- -*---* ---*-1 1 2 2 2 2 1 

7.1%) 7.1%) 15.4%) 15.4%) 14.3%) 15.4% l 7.1%) 

9 7 10 11 11 10 4 
64.3%) 50.0% l 76. 9%) 84.6%) 78.6%) 76.9%) 28.6%) 

3 5 0 0 1 1 7 
21.4%) 35. 7%) 0.0%) 0.0%) 7.1%) 7. 7%) 50.0%) 

1 0 0 0 0 0 1 
7 .1%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 7.1%) 

103 - 103. 9 0 1 l O O O 1 
I O . 0% l I 7. li:: l I 7. 7% l I O. 0% l I O . 0% l I O • 0% l I 7. 1% l 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 14 I 14 I 13 I 13 I 14 I 13 I I 14 I 

I 1100. 0% l I 1100. 0% I I I 92. 9% I I I 92. 9i:: I I 1100. 0% I I I 92. 9% l I I 1100. 0%) I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I O I O I 1 I l I O I 1 I I O I 
I I 0.0%) I I 0.0%) I I 7.1%) I I 7.1%) I I 0.0% ) I I 7.1%) I I I 0.0%) I 

0 
0 
rv 

""' 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 10 (cont.) 

MAXIt11.J11 TEMPERATURES 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 5 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NJMBER 

MAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL ) f O f 1 I 2 I 3 f 4 I 5 I f HAX TEMP 

--******-**********-****--**'*!HHt**lHHHt'**-******'*-*****-'**********l*-*******l!Ht!HHtlHt***'*D*******'---**-, 
NORMAL I o I l I l I l I 1 I 1 I I o I 

I o. 0% l I 20. 0% I I 20. 0% I I 20 . 0% I I 20. 0% I I 20. 0% I I I o. 0% I I 
I I I I I I I I I 

< 99 I 4 I 3 I 4 I 4 I 4 I 4 I I 4 I 
I 80.0%1 I 60.0%1 I so.o%J I 80.0%1 I 80.0%1 I 80.0%> I I eo.o%J I 
I I I I I I I I I 

99 - 99. 9 I 1 I 1 I o I o I o I o I I 1 I 
I 1 20.0%> I 1 20.0%1 I 1 0.0%1 I 1 0.0%1 I 1 0.0%1 I 1 0.0%1 I I 1 20.0%1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 5 I 5 I 5 I 5 I 5 I 5 I I 5 I 

I 1100. 0% I I 1100 . 0% I I 1100.0% I I 1100.0% I I 1100.0% I I 1100.0% I I I 1100.0%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I O I O I O I O I O I O I I O I 
I I o.o%J I 1 0.0%1 I 1 0.0%1 I 1 0.0%1 I I o.o%l I c 0.0%1 I I c o.o%J I 

0 
0 
f'\J 
w 
f'\J 
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INVESTIGATOR 
STUDY 
VACCitlE 
LOT NUl1BER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 10 (cont.) 

MAXItf.11 TEMPERATURES 

VACCINE: HIB CONJUGATE I NUHBER OF VACCINEES I 6 VACCINEESJ - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NU-eER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL l I O I 1 I 2 I 3 I 4 I 5 I f HAX TEMP 

ltif-lOHHtlHHHHHf******-**tHHt**********'-**tHHtl*IHf*IHf*!HHtltHHt*****-,*-*-**IHf'******!HHt*f-•**tHHt'**********' ___ , 
< 99 I 3 I 3 I 4 I 3 I 3 I 3 I I 1 I 

I 50. 0% J I 50. 0% 1 I 66. 7% > I 50. 0% J I 50. 0% 1 I 50. 0% J I I 16. 7% J I 
I I I I I I I I I 

99 - 99. 9 I 3 I 3 I 2 I 3 I 3 I 3 I I 5 I 
I I 50. 0% I I I 50. 0% I I I 33. 3% I I I 50. 0% I I I 50. 0% I I ( 50. 0% I I I ( 83, 3%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 6 I 6 I 6 I 6 I 6 I 6 I I 6 I 

I 1100 .0% > I 1100 .0% > I 1100 .0% > I 1100 .0% 1 I noo .0% 1 I noo.0% > I I 1100.0% 1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I o I o I o I O I O I O I I O I 
I , o • 0% > I c o. 0% I I , o. 0% 1 I , o • 0% 1 I , o • 0% 1 I I o. 0% J I I , o. 0% 1 I 

0 
0 
N ,.,., ,.,., 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP749 
HEAL TIIY CHILDREN 
1-ll MOS. 

TABLE 10 (cont.) 

HAXIl1UH TEMPERATURES 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 5 VACCINEES) - INJECTION 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I MJHBER 

HAX TENPERAT\JRE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL ) I O I 1 I 2 I 3 I 4 I 5 I I MAX TEMP 

--*-*****-*********_*_*_ --**- -******- ********** **********'********** -******* -- ********** 
NORMAL 1 l 2 2 I 2 2 1 

20. 0%, 20. 0%, 40. 0%, 40. 0%, I 40. 0%, 40. 0%, 20. 0%, 
I 

< 99 2 2 2 2 I 2 2 1 
40.0%) 40.0%) 40.0%) 40.0%) I 40.0%) 40.0%) 20.0:0 

I 
99 - 99. 9 1 2 l 1 I l 1 2 

20. 0%, 40. 0% , 20. 0%, 20. 0%, I 1 20. 0%, 20. 0%, 40. 0%, 
I 

100 - 100. 9 1 0 0 0 I O O l 
I 20. 0%) 0. 0% ) I O. 0% ) I O. 0% ) I I O. 0%) I O. 0%) I 20. 0% ) 

-----------------------------------1---------- ---------- ----------l----------1----------1----------1----------I----------I 
TEMPERATURE TAKEN I 5 5 5 I 5 I 5 I 5 I I 5 I 

I 1100.0%, 1100.0%, 1100 . 0%, I 1100.0%) I 1100.0%, I 1100.0%, I I uoo.o%J I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I O I O I O I O I O I O I I O I 
I I o . o;o I I o. 0% l I I o • 0% l I I o • 0% l I I o. 0% l I I o. 0% l I I I o. o:o I 

• .. _. 

0 
0 
i\,I 
~ 
s:: 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 HOS-

TABLE 10 (cont.) 

MAXI~ TEMPERATURES 

VACCINE: HIB CONJUGATE I M.tlBER OF VACCINEES I 1 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu'BER 

MAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL) I O I 1 I Z I 3 I 4 I 5 I I HAX TEMP 

**-***iHHHHl!HHHE**********iHHliHHHHllE 1-**-1 ***lElE-11**** ,--*--I iHHOllEIIIIIIIIII I ******'ll**'ll f iHHHHH!**-,---,--, 

99 - 99.9 I o I o I o I o I o I 1 I I o I 
I 0.0%> I 0.0%> I 0.0%> I 0.0%> I 0.0%> I 1100.0%> I I 0.0%> I 
I I I I I I I I I 

101 - 101.9 I o I 1 I 1 I 1 I 1 I o I I o I 
I 0.0%> I 1100.0%> I 1100.0%> I 1100.0%> I 1100.0%> I 1 0.0%> I I 1 0.0%> I 
I I I I I I I I I 

103 - 103. 9 I 1 I o I o I o I o I o I I 1 I 
I 1100.0%> I 1 0.0%> I 1 0.0%> I 1 0.0%> I 1 0.0%> I 1 0.0%> I I 1100.0%> I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 1 I 1 I 1 I 1 I 1 I 1 I I l I 

I 1100.0% > I 1100.0% > I 1100.0% > I 1100.0% > I 1100.0% > I 1100.0%> I I 1100.0% > I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I O I O I O I O I O I O I I O I 
I I o . 0% > I I o. ox > I I o . 0% > I I o . ox > I < o. 0% > I I o. 0% > I I I o. 0% J I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 10 (cont.) 

MAXItfJtt TEMPERATURES 

VACCINE: HIB CONJUGATE I t-A.t1BER OF VACCINEES I 6 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I N.t!BER 

HAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL ) I O I 1 I 2 I 3 I 4 I S I I MAX TEMP 

--***lt·lHHt********-****---*--*'*-lHHHHtififl**-******' __ *_, ___ *lHHE'******lHHE*'**********'*lHHHHHHHttflNNNN*NNNififl 
< 99 I 3 I 4 I 4 I s I s I s I I 3 I 

I so. 0% > I 66. 7% > l 66. 7% > I 63. 3% > I 63. 3% > I 63. 3% > I I so. 0% J I 
I I I I I I I I I 

99 - 99.9 I 3 I 2 I 2 I 1 I 1 I 1 I I 3 I 
I I so. 0% J I I 33. 3% J I I 33. 3% > I I 16. 7% J I I 16. 7% J I I 16. 7% J I I I so. 0% J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 6 I 6 I 6 I 6 I 6 I 6 I I 6 I 

I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%> I 1100.0%> I I 1100.0:0 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I O I o I o I o I o I O I I O I 
I , o. ox J I , o . 0% > I I o. 0% > I I o . 0% > I I o. ox > I , o . 0% > I I I o. ox J I 
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INVESTIGATOR 
STUDY 
VACCitlE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 10 (cont.) 

MAXItfJH TEMPERATURES 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 4 VACCINEES) - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I Nl1BER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL ) I O I l I 2 I 3 I 4 I 5 I I HAX TEMP 

--***_* ___ ******-••-·•--1•-··•-1--••****'********••l-••-·••l••··-•-l•******IHHl'**********'*******lHHfl 
NORMAL I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 

I 25 • o;o I 25. 0% > I 25. 01. > I 25. 01. > I 25. 01. > I 25. 01. > I I 25. 01. > I 
I I I I I I I I I 

< 99 I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 
I 1 75.0l.> I 1 75.0%1 I 1 75.0%1 I 1 75.0l.l I 1 75.0l.> I 1 75.0l.> I I 1 75.0l.> I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 4 I 4 I 4 I 4 I 4 I 4 I I 4 I 

I 1100. 01. > I 1100. 01. l I 1100. 0% 1 I 1100. 01. > I 1100. 01. > I 1100. 01. > I I 1100. 01. > I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I O I o I O I O I O I O I I O I 
I I o.ol.> I 1 0.0%> I 1 0.0%> I c o.ol.> I c 0.0%> I c 0.0%> I I c 0.0%> I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HILFERT, CATHERINE 
000401 
HIS CONJUGATE 
CR132 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 10 (cont.) 

MAXIl1U1 TEMPERATURES 

VACCINE: HIS CONJUGATE I tfJMBER OF VACCINEES I 1 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu-EER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL ) I O I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

--***lHOHf***-****IHf-***--**'--**--'****IHf****'--******'*_*_*,-*****-,*---,*••·····••l••····•-1 
< 99 I 1 I 1 I 1 I 1 I o I o I I o I 

I 1100.0%> I 1100.0%> I 1100.0%> I 1100.0%> I 0.0%> I 0.0%> I I o.ox, I 
I I I I I I I I I 

99 - 99. 9 I o I o I o I o I 1 I 1 I I 1 I 
I I o. 0% > I I o. 0% > I I o. 0% > I I o. 0% 1 I 1100. 0% > I 1100. 0% > I I uoo. 0% > I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I l I l I l I 1 I l I l I I 1 I 

I 1100.0%> I 1100.0%> I 1100.0%> I 1100.0%> I 1100.0%> I uoo.o%J I I 1100.0%> I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I o I o I O I o I O I o I I o I 
I I o. 0% > I I o. 0% I I I o. 0% > I I o . 0% > I I o. 0% > I I o. 0% J I I I o. 0% J I 
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(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

60551/ 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex), 
Study #0004-03. 

To evaluate the safety and immW1ogenicity of 
Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex) in 
healthy infants and children 2 months to 5 years of 
age. 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex). 

mcg polysaccharide/ml Lot 1069/C-P241 -

Lot 1080/C-P749 -
mcg meningococcal protein/ml 

mcg polysaccharide/ml 

---mcg meningococcal protein/ml 

Diluent 
Aluminum h droxide diluent 
Lot _____ _ 

Kenneth Bromberg, M.D. 
Department of Pediatrics 
SUNY Downstate Medical Center 
450 Clarkson Ave. 
Brooklyn, New York 11203 

Stephen Ira Ajl, M.D. 
Department of Pediatrics 
SUNY Downstate Medical Center 
450 Clarkson Ave. 
Brooklyn, New York 11203 

Department of Pediatrics 
SUNY Downstate Medical Center 
450 Clarkson Ave. 
Brooklyn, New York 11203 
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DATE INITIATED: 

DATE COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

60551/ 

- 2 -

May 4, 1987 

In progress. 

Healthy infants and children 2 to 71 months of age 
are included in the study. 

Infants 2 to 11 months of age receive 2 injections of 
the vaccine given 2 months apart, while children 12 
months of age and older receive a single injection. 
lJa.ccine is ro~nnst--i t-u~ort in alu.T.int:rr. hydroxide and 
administered by intramuscular route. The dose for 
each injection is 15 mcg polysaccharide in the 
appropriate volume - 0.75 ml for Lot 1069/C-P241 and 
0.5 ml for Lot 1080/C-P749. 

Parents or guardians are required to record the 
vaccinee 's temperature and any systemic or injection 
site reactions for 5 days after each injection. 
Unexpected or serious reactions are to be reported 
immediately to the study physician. 

A blood sample is obtained immediately before each 
injection and one month after the last (or only) 
injection. Additional samples are obtained 7 to 10 
months after the last injection for infants 2 to 11 
months of age and at 15 to 18 months postvaccination 
for children 12 to 71 months of age. 

All serum samples are assayed by Merck Sharp & Dohme 
Research Laboratories for antibody to H, influenzae 
type b capsular polysaccharide by radioimmunoassay 
(RIA). Selected samples are also tested for serum 
bactericidal activity, quantitation of IgG1 and 
IgG2 subclass, and IgM and total IgG antibodies. 
Testing for opsonophagocytic activity was done at the 
University of Alabama. 

26AUG88 
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RESULTS: 

60551/ 

- 3 -

Demographic information and individual pre and 
postvaccination antibody data for each vaccinee 
enrolled in the study is reported in Tables 1 and 2. 

1. Nwnber Vaccinated: 

Injection NQ. 
Lot Age _l __l 

1069/C-P241 2-11 mo. 19 19 
12-71 mo. 13 

1080/C-P749 2-11 mo. 56 38 
12-71 mo. 17 

2. Sero logic Results 

Antibody responses (RIA) prior to and after 
vaccination are as follows: 

% With Anti-PRP GMT {m!;g AbLml l 
Age Time >0. 15 mcg Ab/ml > 1. 0 mcg Ab/ml All Vaccinees 

2-11 mo. Pre 38 ( 9/24) 0 ( 0/24) 0. 11 
2 mo. 100 (23/23) 83 ( 19/23) 3.07 
3 mo. 100 (18/18) 89 ( 16/18) 4. 72 

12-71 mo. Pre 56 5/9) 0 0/9) 0. 14 
1 mo. 100 9/9) 67 6/9) 3.56 

26AUG88 
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RESULTS: 
(CONT.) 

60551/ 

3. 

- 4 -

Antibody responses (by lot per age group) prior 
to vaccination through 10 months postvaccination 
are included in Tables 3 and 4. 

Clinical Results: 

The frequencies of selected injection site and 
systemic reactions during the 48 hours after 
vaccination are as follows: 

Type of Reaction 

Injection Site 
Erythema >1 inch 
Swelling >1 inch 
Pain/Soreness 

Systemic 
Irritability 
Sleepiness/ 
Lethargy/Fatigue 

% Vaccinees with Reactions 
2 - 11 12 - 71 

Months of Age Months of Age 
Injection 1 

2. 7 2/74) 
1.4 1/74) 
9.5 7/74) 

28.4 (21/74) 
41.9 (31/74) 

Injection 2 Injection 1 

1.8 ( 1/56) 
3.6 ( 2/56) 
12.5 ( 7/56) 

41. 1 (23/56) 
30.4 (17/56) 

3. 7 1/27) 
3. 7 1/27) 

14.8 4/27) 

25.9 
33 . 3 

7/27) 
9/27) 

Reaction frequencies and maximum temperatures 
recorded during the five days following each 
injection of vaccine are reported in Tables 5-7. 

No serious or alarming reactions attributable to 
the vaccine were reported. 

26AUG88 

002ll2 



(b) (6) (b) (6) (b) (6)

HFL-,Z3546090/07/12/88/PAGE 17 

It-NESTIGATOR 
STUDY 
VACCINE 
REGIMEN 1 

PATIENT CLASS: 

8Rotl3ERG, KEN4ETH 
000403 
HIB CONJUGATE 
2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 9H 0 
0 

63 
63 
93 

11 CAUC 8H 0 
56 

11 CAUC 9H 0 
133 

F BLAC 1111 0 
49 

H CAUC 7H 0 
83 

H CAUC 7H 0 
83 

H CAUC 5H 0 
0 

67 
67 

106 

F CAUC 2H 0 
0 

56 
56 

105 

2H 0 
44 

9H 0 
84 

2H 0 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
OZl INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

001 PREBLEED 

CP241 

CP241 

CP241 
CP241 

CP241 
CP2'tl 

CP241 
CP241 

CP241 
CP241 

CP241 
CP241 

CP241 

CP241 

CP241 

CP241 

CP241 
CP241 

CP24l 
CP241 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

< 125 

9182 

8419 

< 125 

8858 

4074 

< 125 

2269 

3479 

<· 125 

CODE/ SBA CODE/ OPSO 

0 
0 
N 
.c:: 
v,I 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN : 
PATIENT CLASS: 

BRONBERG, KEt.ta:TH 
000403 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

N OTHE 2H 0 
55 
55 
84 

F CAUC 2H 0 
64 

F BLAC 6N 0 
0 

57 
246 

F CAUC 8H 0 
70 

N OTHE 8H 0 
.0 

57 
57 
94 

N OTHE 7H 0 
0 

56 
56 
84 

N OTHE lOM 0 
63 

F OTHE 9N 0 
0 

56 
56 

100 

H CAUC 2M 0 
0 

70 

011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

011 INJ l 
021 INJ 2 

001 PREBLEED 
011 INJ l 
021 INJ 2 
071 BLEED l 

011 INJ l 
OZl INJ 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

011 INJ l 
021 INJ 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 

CP241 15 NCG 

CP24tl 15 NCG 

CP241 15 NCG 
CP241 15 NCG 

CP241 15 NCG 
CP24i 15 NCG 

CP241 15 NCG 
CP241 15 NCG 

CP241 15 NCG 

CP241 15 NCG 

CP241 15 NCG 

CP241 15 NCG 

CP241 15 MCG 
CPZ41 15 NCG 

CP241 15 NCG 

CP241 15 MCG 

CP241 15 NCG 

1726 

2174 

< 125 

6964 

< 125 

2050 

3347 

< 125 

5072 

6694 

< 125 

9010 

9751 

528 

1723 

CODE/ SBA CODE/ OPSO 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS1 

BRottiERG, KEtflETH 
000403 
HIB CONJUGATE 
2 INJ. TWO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H CAUC 211 70 0Zl INJ 2 CP241 15 HCG 
127 0Zl BLEED 2 5186 

H CAUC 5H 0 on INJ 1 CP749 15 HCG 
77 0Zl INJ 2 CP749 15 HCG 

H CAUC 6H 0 on INJ l CP749 15 HCG 
63 0Zl INJ 2 CP749 15 HCG 

H CAUC 6H 0 001 PREBLEED < 125 
0 on INJ l CP749 15 HCG 

69 on BLEED 1 1306 
69 021 INJ 2 CP749 15 HCG 

133 021 BLEED 2 5792 

H BLAC 8H 0 001 PREBLEED 261 
0 on INJ l CP749 15 HCG 

56 on BLEED 1 3386 
56 0Zl INJ 2 CP749 15 HCG 

ti CAUC 6H 0 001 PREBLEED < 125 
0 on INJ l CP749 15 HCG 

161 on BLEED 1 05/ 638 
161 0Zl INJ 2 CP749 15 HCG 
203 0Zl BLEED 2 05/ 631 

H CAUC 7H 0 001 PREBLEED < 125 
0 on INJ 1 CP749 15 HCG 

71 on BLEED 1 05/ 2202 
71 021 INJ 2 CP749 15 HCG 

n3 021 BLEED 2 05/ 2097 

ti BLAO 9H 0 001 PREBLEED < 125 
0 on INJ 1 CP749 15 HCG 

49 011 BLEED 1 6497 
49 021 INJ 2 CP749 15 HCG 
81 021 BLEED 2 100105 

H BLAO 7H 0 on INJ 1 CP749 15 HCG 
119 0Zl INJ 2 CP749 15 HCG 

CODE/ SBA 

< 2 

05/ < 2 

05/ < 2 

< 2 

< 2 

>= 32 

CODE/ OPSO 

8 

05/ 100 

05/ 99 

.::, 
0 
fV 
,&:, 
•J1 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 1 

sruDv 
BROMBERG, KENNETH 
000403, 

1 HIB CONJUGATE VACCINE 
REGIMEN 
PATIENT CLASS: 

2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

tt OTHE 811 0 011 INJ 1 CP749 15 HCG 
62 021 INJ 2 CP749 15 HCG 

F CAUC !itt 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 HCG 

59 011 BLEED 1 914 
59 021 INJ z CP749 15 HCG 

108 021 BLEED 2 862 

tt CAUC 1H 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 HCG 

51 021 BLEED 1 7069 
51 021 INJ i CP749 15 HCG 
84 021 BLEED 2 3,805 

tt OTHE 3tt 0 011 INJ 1 CP749 15 HCG 
93 021 INJ 2 CP749 15 HCG 

F CAUC 3H 0 011 INJ 1 CP749 15 HCG 
63 021 INJ 2 CP749 15 HCG 

F CAUC Ztt 0 001 PREBLEED 05/ 237 
0 011 INJ ·l CP749 15 HCG 

72 021 INJ 2 CP749 15 HCG 
114 021 BLEED 1 05/ 2545 

F CAUC 4H 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 HCG 

56 011 BLEED 1 14763 
56 021 INJ 2 CP749 15 HCG 
85 021 BLEED 2 26685 

tt CAUC 2H 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 HCG 

63 011 BLEED 1 2967 
63 021 INJ 2 CP749 15 HCG 

110 021 BLEED 2 1647 

F OTHE 811 0 001 PREBLEED ., 457 
0 011 INJ 1 CP749 15 HCG 

CODE/ SBA 

< 2 

>= 32 

>= 32 

< 2 

< 2 

< 2 

< 2 

CODE/ OPSO 

0 

90 

92 

14 

96 

92 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN : 
PATIENT CLASS: 

BROf-13ERG, KEt.tlETH 
000403 
HIB CONJUGATE 
2 INJ . THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F OTHE 

H BLAC 

F OTHE 

H CAUC 

F CAUC 

F CAUC 

H OTHE 

F CAUC 

8H 

2H 

4N 

7H 

511 

7H 

511 

4N 

511 

511 

63 
63 

105 

0 
0 

77 
126 

0 

0 
49 

0 
0 

54 
54 
98 

0 
0 

61 
61 
96 

0 
0 

49 
49 
90 

0 
55 

0 
79 

011 BLEED 1 3056 
021 INJ 2 CP749 15 HCG 
021 BLEED 2 12262 

001 PREBLEED < 125 
011 INJ 1 CP749 15 HCG 
021 INJ 2 CP749 15 HCG 
021 BLEED 1 05/ 35128 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 
021 INJ 2 CP749 15 HCG 

001 PREBLEED 305 
011 INJ 1 CP749 15 HCG 
011 BLEED 1 4011 
OZl INJ 2 CP749 15 HCG 
OZl BLEED 2 3545 

001 PREBLEED 173 
011 INJ 1 CP749 15 HCG 
011 BLEED 1 728 
OZl INJ z CP749 15 HCG 
021 BLEED 2 2029 

001 PREBLEED 268 
011 INJ 1 CP749 15 HCG 
011 BLEED l 3295 
021 INJ z CP749 15 HCG 
021 BLEED 2 13674 

011 INJ 1 CP749 15 HCG 
021 INJ z CP749 15 HCG 

011 INJ 1 CP749 15 HCG 
OZl INJ z CP749 15 HCG 

011 INJ l CP749 15 HCG 
OZl INJ 2 CP749 15 HCG 

CODE/ SBA CODE/ OPSO 

>= 32 

>= 32 

-::, 
·::> 
f\J 
l::: 

"" 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

BRoteERG, KE,..,...ETH 
000403 
HIB CONJUGATE 
Z INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 

f CAUC 

f BLAC 

F BLAC 

4N 

8H 

7H 

8H 

3M 

3H 

ZH 

lH 

6H 

ZH 

9H 

lOH 

0 

0 
0 

70 
lZl 
191 

0 
57 

0 

0 
56 

0 
0 

56 
56 

llZ 

0 
8Z 

0 
0 

63 
63 
98 

0 
86 

0 
56 

0 

0 

INJ 1 · cp749 

PREBLEED 
o:u INJ 1 CP749 
OZl INJ z CP749 
OZl BLEED 1 
071 BLEED Z 

1 CP749 
z CP749 

1 CP749 

1 CP749 
z CP749 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 
OZl INJ z CP749 
OZl BLEED Z 

1 CP749 
z CP749 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 
021 INJ z CP749 
OZl BLEED 2 

011 INJ 1 CP749 
021 INJ z CP749 

011 INJ 1 CP749 
OZl INJ z CP749 

011 INJ 1 CP749 

011 INJ 1 CP749 

15 MCG 

15 MCG 
15 MCG 

15 MCG 
15 MCG 

15 MCG 

15 MCG 
15 MCG 

15 MCG 

15 MCG 

15 MCG 
15 MCG 

15 MCG 

15 MCG 

15 MCG 
15 HCG 

15 MCG 
15 MCG 

15 MCG 

15 MCG 

< 125 

< 125 
1086 

426 

15811 

15697 

Z98 

787 

1855 

CODE/ SBA CODE/ OPSO 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 1 

PATIENT CLASS: 

BROl'l3ERG, KE!flETH 
000403 
HIB CONJUGATE 
2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H CAUC 

H CAUC 

F 

F 

" 

F 

" 
F 

F 

" 
F 

" 
F 

" 
" 
F 

CAUC 

CA 

1N 0 
0 

51 
51 

6H 0 

5H 0 
56 

2H 0 

4N 0 
0 

56 
56 
91 

ZH 0 
62 

3H 0 

3H 0 
58 

ZH 0 

4N 0 

3H 0 

3H 0 

ZH 0 

ZH 0 

3H 0 

2H 0 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 

1 

011 INJ 1 
021 INJ 2 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED Z 

011 INJ 1 
021 INJ 2 

011 INJ l 

011 INJ 1 
021 INJ z 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

CP749 

CP749 . 

CP749 

CP749 
CP749 

CP749 

CP749 

CP749 

CP749 
CP749 

CP749 

CP749 
. CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

15 HCG 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

< 125 

3769 

178 

286 

754 

CODE/ SBA CODE/ OPSO 

,::) 

0 
rv 
t:, 

-0 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
sruov 
VACCINE 
REGIMEN 1 

PATIENT CLASS: 

BROl-13ERG, KENNETH 
000403 
HIB CONJUGATE 
2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H BLAC 

H BLAC 

9H 0 

7tt 0 

011 INJ l CP749 

011 INJ l CP749 

15 ttCG 

15 ttCG 

CODE/ SBA CODE/ OPSO 

0 
0 
rv 
J1 
0 

• 



(b) (6) (b) (6) (b) (6)

HFLU/23546090/07/12/68/PAGE 14 

INVESTIGATOR 
STlJDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

BROMBERG, KEt,t-,ETH 
000403 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F CAUC 13H 0 
0 

43 

F BLAC 17" 0 
0 

35 

F CAUC 13H 0 
0 

42 

" OTHE 16H 0 
0 

59 

" CAUC lZH 0 
0 

42 

" CAUC 16" 0 
0 

55 

F BLAC 16t1 0 
0 

42 

" CAUC 18" 0 
0 

45 

23H 0 
0 

68 

19H 0 
0 

29 

15" 0 

TABLE 1 (cont. ) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

001 PREBLEED 177 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 11298 

001 PREBLEED 2.13 
011 INJ 1 CP24l 15 HCG 
011 BLEED 1 9861 

001 PREBLEED 432 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 670 

001 PREBLEED 1867 
011 INJ 1 CP241 15 HCG 
011 BLEED l 4820 

001 PREBLEED < 125 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 3039 

001 PREBLEED 763 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 11627 

001 PREBLEED 192 
011 INJ l CP24l 15 HCG 
011 BLEED 1 956 

001 PREBLEED < 125 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 23575 

001 PREBLEED 127 
011 INJ l CP749 15 HCG 
011 BLEED l 30901 

001 PREBLEED 332 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 ., 4469 

011 INJ l CP241 15 HCG 

CODE/ SBA 

< 5 

>= 80 

< 5 

5 

20 

80 

< 5 

20 

5 

80 

< 5 

20 

< 5 

80 

CODE/ OPSO 

0 
0 
rv 
1.11 ..... 



(b) (6) (b) (6) (b) (6)

HFLU/23546090/07/12/88/PAGE 15 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 1 

PATIENT CLASS: 

BROHBERG, KENNETH 
000403 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F CAUC 1911 0 

" CAUC 13" 0 

F HISP 17" 0 
0 

84 

F CAUC 13" 0 
239 

" OTHE lZH 0 

F BLAC 16H 0 
0 

54 

" CAUC 23H 0 

F CAUC 24H 0 
0 

56 

" BLAC 16H 0 
0 

44 

" HISP 16H 0 

" CAUC lZH 0 
0 

56 

F CAUC 13" 0 

F CAUC 14H 0 

F lZH 0 
0 

28 

TABLE 1 (cont. ) 

DEl10GRAPHICS / EVENTS LISTING 

DATE PHS EVENT 

1 

1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 
071 BLEED 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 IHJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

LOT 

CP241 

CP241 

CP749 

CP749 

CP241 

CP749 

CP749 . 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

DOSE 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

CODE/ RIA 

9389 

< 125 

21050 

137 

6952 

< 125 

4667 

162 

1670 

< 125 

856 , 

CODE/ SBA 

< 5 

>= 80 

< 5 

20 

< 5 

20 

< 5 

5 

CODE/ OPSO 

16 

100 

20 

100 

48 

96 

0 
0 
N 

"" N 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/07/1Z/88/PAGE 16 

INVESTIGATOR 1 

S1\JDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

BROMBERG, KEN-IETH 
000403 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F CAUC ZZH 0 

F BLAC 12ft 0 

" CAUC 1.5ft 0 
0 

19 

" BLAC 17H 0 

" BLAC 3Y 0 

DATE 

TABL:e; 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 

011 INJ l CP749 15 HCG 

011 INJ l CP749 15 HCG 

001 PREBLEED 307 
011 INJ l CP749 15 HCG 
011 BLEED l 13535 

011 INJ l CP749 15 HCG 

011 INJ l CP749 15 HCG 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/07/l2/88/PAGE 15 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

BRotl3ERG, KE,..-,ETH 
000403 
HIB CONJUGATE 
2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 2 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

F CAUC 9H 0 011 INJ l CP241 15 HCG 
63 021 INJ 2 CP241 15 HCG 

CAUC 8H 0 011 INJ l CP241 15 HCG 
56 021 INJ 2 CP241 15 HCG 

H CAUC 9H 0 011 INJ l CP241 15 HCG 
133 021 INJ 2 CP241 15 HCG 

F BLAC llH 0 011 INJ l CP241 15 HCG 
49 021 INJ 2 CP241 15 HCG 

H CAUC 7H 0 011 INJ l CP241 15 HCG 
83 021 INJ 2 CP241 15 HCG 

H CAUC 7H 0 011 INJ l CP241 15 HCG 
83 021 INJ 2 CP241 15 HCG 

H CAUC 5H 0 001 PREBLEED < 600 
0 011 INJ l CP241 15 HCG 

67 011 BLEED l 7446 
67 021 INJ 2 CP241 15 HCG 

106 021 BLEED 2 4408 

F CAUC 2H 0 001 PREBLEED < 600 
0 011 INJ l CP241 15 HCG 

56 011 BLEED l 5070 
56 021 INJ 2 CP241 15 HCG 

105 021 BLEED 2 4775 

H CAUC 2H 0 011 INJ 1 CP241 15 HCG 
44 021 INJ 2 CP241 15 HCG 

F OTHE 9H 0 011 INJ 1 CP241 15 HCG 
84 021 INJ 2 CP241 15 HCG 

H OTHE 2H 0 011 INJ 1 CP241 15 HCG 
55 021 INJ 2 CP241 15 HCG 

F CAUC 2H 0 011 INJ l CP241 15 HCG 

·o 
,:;> 
rv 
J1 
.c: 

• 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
ST\JDY 

BROf-13ERG, KENNETH 
000403 

: HIB CONJUGATE VACCINE 
REGIMEN 
PATIENT CLASS1 

2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

F CAUC ZN 64 2 CP241 15 HCG 

F BLAC 6N 0 011 INJ l CP241 15 MCG 
57 021 INJ 2 CP241 15 HCG 

F CAUC 811 0 011 INJ l CP241 15 MCG 
70 021 INJ 2 CP241 15 HCG 

" OTHE 811 0 011 INJ l CP241 15 HCG 
57 021 INJ 2 CP241 15 HCG 

" OTHE 7N 0 011 INJ l CP241 15 HCG 
56 021 INJ 2 CP241 15 HCG 

" OTHE lOH 0 011 INJ l CP241 15 HCG 
63 021 INJ 2 CP241 lS HCG 

F OTHE 9H 0 011 INJ 1 CP24l 15 HCG 
56 021 INJ z CP241 lS HCG 

H CAUC ZN 0 011 INJ l CP241 15 HCG 
70 021 INJ 2 CP241 15 HCG 

" 5H 0 011 INJ 1 CP749 15 HCG 
77 021 INJ 2 CP749 lS HCG 

H 6N 0 011 INJ l CP749 15 HCG 
63 021 INJ 2 CP749 15 HCG 

H 6N 0 011 INJ l CP749 15 HCG 
69 021 INJ 2 CP749 lS HCG 

H 811 0 011 INJ l CP749 15 HCG 
56 021 INJ z CP749 15 MCG 

H 6H 0 011 INJ 1 CP749 15 MCG 
161 021 INJ 2 CP749 lS HCG 

H 7ft 0 001 PREBLEED . ,< 600 < 250 < 100 < 100 
0 011 INJ l CP749 15 HCG 

::> 
::> 
/\J 
:Jl 
J1 

• 



(b) (6) (b) (6) (b) (6)

HFLu/Z3546090/07/12/86/PAGE 17 

TABLE 2 (cont.) 

DEl10GRAPHICS / EVENTS LISTING 

INVESTIGATOR 
STUDY 
VACCINE 
REGIHEN 1 
PATIENT CLASS: 

BR°"'3ERG, KENNETH 
000403 
HIB CONJUGATE 
Z INJ. TI«> HOS. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT 

7H 71 011 BLEED l 
71 OZl INJ z 

113 OZl BLEED z 

9N 0 001 PREBLEED 
0 011 INJ l 

49 011 BLEED l 
49 OZl INJ z 
81 OZl BLEED Z 

7H 0 011 INJ l 
119 OZl INJ z 

8H 0 011 INJ l 
6Z 021 INJ z 

5H 0 001 PREBLEED 
0 011 INJ l 

59 011 BLEED l 
59 OZl INJ z 

108 OZl BLEED Z 

1H 0 001 PREBLEED 
0 011 INJ l 

51 OZl BLEED l 
51 OZl INJ z 
84 OZl BLEED Z 

3H 0 011 INJ l 
93 OZl INJ z 

3H 0 011 INJ l 
63 OZl INJ z 

ZH 0 011 INJ l 
7Z OZl INJ z 

4H 0 001 PREBLEED 
0 011 INJ l 

56 011 BLEED 1 

LOT 

CP749 

CP749 

CP749 

CP749 
CP749 

CP749 
CP749 

CP749 

CP749 

CP749 

CP749 

CP749 
CP749 

CP749 
CP749 

CP749 
CP749 

CP749 

DOSE 

15 HCG 

15 HCG 

15 HCG 

15 MCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 
15 MCG 

15 HCG 
15 HCG 

15 tlCG 
15 tlCG 

15 HCG 

CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

05/ 

05/ 

ZZ33 

3119 

< 600 

43Z76 

95177 

< 600 

1617 

1Z26 

< 600 

5Z81 

69Z7 

< 600 

6988 

05/ 

05/ 

< Z50 

< Z50 

< Z50 

Z78 

486 

< zso 

< zso 

< zso 

< zso 

< Z50 

< zso 

< Z50 

267 

05/ 

05/ 

Z63 

159 

133 

367 

1653 

< 100 

Z60 

136 

< 100 

6395 

05/ 

05/ 

988 

554 

< 100 

9375 

41189 

< 100 

87Z 

Z37 

119 

459 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR BROMBERG, KE .... ETH 
STUDY 000403 
VACCINE I HIB CONJUGATE 
REGIMEN 1 2 INJ. THO HOS. APART 
PATIENT CLASS1 HEALTHY CHILDREN 

TABLE 2 (cont. ) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

F CAUC 

H CAUC 

F OTHE 

H BLAC 

F OTHE 

H CAUC 

F CAUC 

F CAUC 

H OTHE 

4N 

2H 

8H 

2H 

4N 

7H 

SH 

7H 

SH 

S6 
as 

0 
0 

63 
63 

110 

0 
0 

63 
63 

105 

0 
77 

0 

0 
49 

0 
0 

54 
54 
98 

0 
0 

61 
61 
96 

0 
0 

49 
49 
90 

021 INJ 2 CP749 
021 BLEED 2 

001 PREBLEED 
011 INJ l CP749 
011 BLEED l 
021 INJ 2 CP749 
021 BLEED 2 

001 PREBLEED 
011 INJ l CP749 
011 BLEED l 
021 INJ 2 CP749 
021 BLEED 2 

l CP749 
2 CP749 

l CP749 

l CP749 
2 CP749 

001 PREBLEED 
011 INJ l CP749 
011 BLEED l 
021 INJ 2 CP749 
021 BLEED 2 

001 PREBLEED 
011 INJ l CP749 
011 BLEED l 
021 INJ 2 CP749 
021 BLEED 2 

001 PREBLEED 
011 INJ l CP749 
011 BLEED l 
021 INJ 2 CP749 
021 BLEED 2 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

20206 

< 600 

693 

1780 

< 600 

5954 

24500 

< 600 

3060 

< 600 

761 

6539 

397 

< 250 

< 250 

< 250 

< 250 

418 

762 

< 250 

< 250 

< 250 

2038 

< 100 

< 100 

257 

163 

1165 

2522 

< 100 

534 

360 

< 100 

< 100 

331 

< 100 

359 

225 

969 

< 100 

103 

300 

< 100 

1496 

4601 

< 100 

484 

1423 

< 100 

141 

947 

< 100 

458 

6369 

-~ ::, 
rv 
•.n 
...... 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 1 
STUDY 
VACCINE 
REGIHEN 1 
PATIENT CLASS1 

BRot-eERG, KENNETH 
000403 
HIB CONJUGATE 
2 INJ. n«> HOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGN CODE/IGG TOTAL 

F CAUC 

N CAUC 

F CAUC 

F CAUC 

F CAUC 

F BLAC 

F BLAC 

F CAUC 

F CAUC 

F CAUC 

H CAUC 

F CAUC 

4H 

!iN 

SH 

4t1 

8H 

7H 

8H 

3H 

3H 

211 

1H 

6H 

0 
79 

0 
79 

0 

0 
0 

70 
121 

0 
57 

0 

0 
56 

0 
0 

56 
56 

0 
82 

0 
0 

63 
63 
98 

0 
86 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
021 INJ 2 
021 BLEED 1 

011 INJ 1 
021 INJ 2 

011 INJ 1 

011 INJ 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ 1 
021 INJ 2 

CP749 
CP749 

CP749 
CP749 

CP749 
CP749 

CP749 

CP749 
CP749 

CP749 
CP749 

CP749 

CP749 
CP749 

CP749 

CP749 

CP749 
CP749 

CP749 

CP749 

CP749 
CP749 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

< 600 

1297 

746 

2271 

< 100 

164 

< 100 

< 100 

< 100 

< 100 

3062 

131 

277 

830 

0 
0 
N 
J1 
-::0 

• 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
sruov 
VACCINE 
REGIHEN 
PATIENT CLASS: 

BROMBERG, KEt.tlETH 
000403 
HIB CONJUGATE 
Z INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

" CAUC 2H 0 l CP749 1S MCG 
56 2 CP749 1S MCG 

" BLAC 9H 0 l CP749 1S MCG 

" CAUC 0 011 INJ l CP749 1S MCG 

" CAUC lH 0 INJ l CP749 15 MCG 
51 INJ 2 CP749 15 HCG 

" CAUC 6H 0 011 INJ l CP749 1S HCG 

F CAUC SH 0 011 INJ l CP749 15 HCG 
S6 021 INJ 2 CP749 15 HCG 

F BLAC 2H 0 011 INJ 1 CP749 15 HCG 

" CAUC 4H 0 011 INJ l CP749 15 HCG 
S6 021 INJ 2 CP749 15 HCG 

F CAUC 2H 0 011 INJ l CP749 1S HCG 
62 021 INJ 2 CP749 15 HCG 

" 3H 0 011 INJ l CP749 15 HCG 

F 3H 0 011 INJ l CP749 15 HCG 
58 021 INJ z CP749 15 HCG 

F 2H 0 011 INJ l CP749 15 HCG 

" 4H 0 011 INJ l CP749 15 HCG 

F 3H 0 011 INJ l CP749 15 HCG 

" 3H 0 011 INJ l CP749 15 HCG 

F 2H 0 011 INJ l CP749 15 HCG 

" ZH 0 011 INJ l CP749 15 HCG 
' J ' 

" 3H 0 011 INJ l CP749 15 HCG 
0 
0 
rv 
\JI 
-.0 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/07/12/88/PAGE 21 

INVESTIGATOR BRoteERG, KENNETH 
STUDY I 000403 

HIB CONJu;ATE VACCINE 
REGIMEN 1 

PATIENT CLASS1 
2 IHJ. THO HOS. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY · 

F CAUC 

H BLAC 

H BLAC 

2N 0 

911 0 

7H 0 

DATE 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT 

011 INJ l CP749 

011 INJ l CP749 

011 INJ l CP749 

DOSE 

15 HCG 

15 HCG 

15 HCG 

CODE/ IGGl CODE/ IGG2 CODE/ IGGN CODE/IGG TOTAL 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 1 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

BRotf3ERG, KENNETH 
000403 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F CAUC 

F BLAC 

F CAUC 

H OTHE 

H CAUC 

13H 

16H 

12H 

16H 

16H 

18H 

23H 

19H 

15H 

19H 

13H 

.. 
0 

0 
0 

35 

0 
0 

42 

0 
0 

59 

0 
0 

42 

0 
0 

55 

0 
0 

42 

0 
0 

45 

0 
0 

68 

0 

0 

0 

0 

TABL~ 2 (cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 . CODE/ IGGH CODE/IGG TOTAL 

011 INJ 1 CP241 15 HCG 

001 PREBLEED < 600 < 100 < 100 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 17835 4804 4590 

001 PREBLEED < 600 129 < 100 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 10499 494 1698 

001 PREBLEED < 600 275 < 100 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 < 600 492 108 

001 PREBLEED < 600 < 100 < 100 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 3047 < 100 435 

001 PREBLEED < 600 317 < 100 
011 INJ l CP241 15 HCG 
011 BLEED 1 24027 2356 2756 

001 PREBLEED < 600 137 < 100 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 6361 1031 1047 

001 PREBLEED < 600 < 100 < 100 
011 INJ l CP241 15 HCG 
011 BLEED 1 14885 230 2127 

001 PREBLEED < 600 < 250 
011 INJ 1 CP749 15 HCG 
011 BLEED 1 6368 868 

011 INJ 1 CP241 15 HCG 

011 INJ 1 CP241 15 HCG 

011 INJ 1 CP241 15 HCG 

011 INJ 1 CP241 15 HCG 
0 
0 

"' a--· 



(b) (6) (b) (6) (b) (6)

H~LU/Z3546090/07/12/88/PAGE 13 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASSr 

BRott3ERG, KENNETH 
000403 
HIB CONJUGATE 
ONE INJECtION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F HISP 17" 0 
0 

M 

F CAUC 1311 0 

" OTHE 12H 0 

F BLAC 16H 0 
0 

54 

" CAUC 2311 0 

F CAUC 24H 0 
0 

56 

" BLAC 16H 0 
0 

44 

" 16H 0 

" 12H 0 
0 

56 

F 1311 0 

F 14H 0 

F 12H 0 
0 

28 

F 22" 0 

F 12H 0 

" 15M 0 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

011 INJ 1 CP749 

011 INJ 1 CP241 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

011 INJ 1 CP749 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

011 INJ 1 CP749 

001 PREBLEED 
011 INJ l CP749 
011 BLEED 1 

011 INJ 1 CP749 

011 INJ 1 CP749 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

011 INJ l CP749 

011 INJ 1 CP749 

011 INJ 1 CP749 

DOSE 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

< 600 

2696 

< 600 

12077 

< 600 

16585 

<600 

1820 

< 600 

3742 

< 250 

< 250 

< 250 

711 

< 250 

< 250 

< 250 

< 250 

114 

305 

< 100 

676 

250 

1415 

< 100 

< 100 

201 

482 

< 100 

Z65 

< 100 

334 

< 100 

2603 

< 100 

4609 

< 100 

431 

< 100 

430 

< 100 

568 



(b) (6) (b) (6) (b) (6)

HFLv/Z3546090/07/l2/88/PAGE 14 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 1 
PATIENT CLASS1 

BRoteERG, KENNETH 
000403 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H BLAC 

H BLAC 

17tt 0 

JY 0 

DATE 

TABLE 2 (cont. ) 

DEHOGRAPHICS / EVENTS LISTING 

PHS EVENT 

011 INJ 

011 INJ 

LOT 

l CP749 

l CP749 

DOSE 

15 HCG 

15 HCG 

CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 



HFLU/L -~6210/07/19/BB/5 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

BROMBERG, KENNETH 
000403 
HIB CONJUGATE 
RIA 
CP241 
15 MCG 
HEALTHY CHILDREN 

TABLE 3 
A N T I B O O Y R E S P O N S E S 

• 

~ WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML >1.0MCGAB/ML " >2 FOLD MEAN 
•••••••••• •••••••••••• • •••••••••••••• • •••••••••••••• • •••••••••••••• •••••• 

1- 6 MOS. PRE INJ 20 ( 1 / 5) 0 ( 0/ 5) 
MONTH 2 100 ( 4/ 4) 100 ( 4/ 4) 100 ( 4/ 4) 15 . 5 
MONTH 3 100 ( 3/ 3) 100 ( 3/ 3) 100 ( 3/ 3) 25 . 1 
MONTH 7-10 100 ( 1 / 1 ) 100 ( 1 / I ) 100 ( 1 / 1 ) 55 . 7 

7- I 1 MOS. PRE INJ 0 0/ 4) 0 0/ 4) 
MONTH 2 100 4/ 4) 100 4/ 4) 100 ( 4/ 4) 43 . 3 
MONTH 3 100 4/ 4) 100 4/ 4) 100 ( 4/ 4) 52.4 

12-71 MOS. PRE INJ 71 5/ 7) 0 0/ 7) 
MONTH 1 100 7/ 7) 71 5/ 7) 86 ( 6/ 7) 20.3 

FOOTNOTE(S) : 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 096 ( 5) 
2.7B1 ( 4) 
3. 135 ( 3) 
6.964 ( 1 ) 

0.062 4) 
5.416 4) 
6.549 4) 

0. 170 7) 
4. 195 7) 

IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HFLU, .,210/07/19/88/6 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

BROMBERG, KENNETH 
000403 
HJB CON,JUGATE 
RIA 
CP749 
15 MCG 
HEALTHY CHILDREN 

TABLE 4 
A N T I B O D V R E S P O N S E S 

• 

'II. WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML > 1 . 0 MCG AB/Ml ... >2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• •••••• 

1- 6 MOS. PRE JNJ 45 5/ 1 1 ) 0 0/ 1 1 ) 
MONTH 2 100 11 / 1 1 ) 73 B/ 1 1 ) 91 10/ 1 1 ) 15 . 1 
MONTH 3 100 8/ 8) 75 6/ B) 100 8/ 8) 17.6 

7- 11 MOS. PRE JNJ 75 3/ 4) 0 ( 0/ 4) 
MONTH 2 100 4/ 4) 75 ( 3/ 4) 100 4/ 4) 11. 7 
MONTH 3 100 3/ 3) 100 ( 3/ 3) 100 3/ 3) 63.2 

12-71 MOS. PRE JNJ 0 0/ 2) 0 0/ 2) 
MONTH 1 100 2/ 2) 50 1 / 2) 100 2/ 2) 16 . 0 

FOOTNOTE(S): 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 124 1 1 ) 
2.741 11) 
3 . 153 8) 

0. 190 4) 
2.645 4) 

13 . 555 3) 

0.063 2) 
1.999 2) 

JF A TITER IS REPORTED AS <.125, THEN .125 JS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 JS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

::::> 
0 
f\) 
-:,-, 
,.J1 .. 



h, ~u/CC546330/07/18/88/34 
TABLE 5 

C L I N I C A L C O H P L A 1 N T S B Y F R E Q U E N C y 

INVESTIGATOR 
STIJDY 
VACCINE 
LOT Nl.tl3ER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOK.IP 

VACCINE 

TOTAL VACCINEES 

BROt-eERG, KENNETH 
000403 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTICl-lS (INJECTION SITEJ 
ERYTHEHA, INJ. SITE l<=l IN.l 
SHELLING, IHJ. SITE l<=l IN.J 
INDURATION, INJECTION SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
TEETHING 
ANOREXIA 
ATOPIC DERMATITIS 
COUGH 
CRYING 
INSOttUA 
NASAL DISCHARGE 
PROLONGED CRYING, >l/2 HR 
RASH 
SKIN INFLAlflATION 
VOHITING 

HIB CONJUGATE 
INJECTION: l 

19 

4 21.l %J 
15 78.9 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 19 

CLINICAL COHP. VACCINEES 

7 
5 
4 
2 

14 
6 
5 
5 
l 
l 
l 
l 
l 
l 
l 
l 
l 
l 

36 . 8 
26.3 
21.l 
10 : s 

73.7 
31.6 
26.3 
26.3 
5.3 
5.3 
5.3 
5 . 3 
5.3 
5.3 
5.3 
5 . 3 
5 . 3 
5.3 

-



k . ..i/CC546330/07/18/68/38 
TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S 8 Y f R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT t-UeER 
POPULATIOO 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

BROHBERG, KENNETH 
I 000403 

HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO S 

VACCINEES HITH NO COMPLAINTS 1 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEHA, INJ. SITE (<=l IN.) 
SHELLING, INJ. SITE t<=l IN.) 
INDURATIOO, INJECTION SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
DIARRHEA 
TEETHING 
HARH TO TOUCH 
ANOREXIA 
CCH10N COLD 
EAR INFECTION, NOS 
VOHITING 

HIB CONJUGATE 
INJECTION: 2 

19 

5 26.3 %) 
14 73.7 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 19 

CLINICAL COHP . VACCINEES 

5 26.3 
3 15.8 
2 10.5 
1 5.3 

13 68.4 
10 52.6 
4 21.1 
2 10.5 
2 10.5 
2 10.5 
1 5.3 
1 5.3 
1 5.3 
1 5.3 

0 
0 
rv 
a,. 
...... -



HFLU/~~546330/07/18/88/35 
TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E ij U E N C y 

INVESTIGATOR 
STUDY 
VACCINE 

1 BRoteERG, KE~TH 
000403 

LOT Nl.Jl'eER 
POPULATION 
AGE RANGE 

HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 HOS. 

DAYS OF FOLLOKJP DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I INJECTION SITEJ 
PAIN/SORENESS, INJ. SITE 
ERYTHEHA, INJ. SITE (<=l IN.J 
ERYTHEHA, INJ. SITE (>l INCH) 
SHELLING, INJ. SITE l<=l IN.) 
SHELLING, INJ. SITE l>l INCH) 
HARKTH, INJECTION SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
TEETHING 
DIARRHEA 
PROLONGED CRYING, >l/2 HR 
HARM TO TOUCH 
NASAL DISCHARGE 
UPPER RESPIRATORY INFECTION, NOS 
VOHITING 
ANOREXIA 
APATHY 
CONJLN:TIVITIS 
COUGH 
EPISTAXIS 
NASAL CONGESTION 
OTITIS MEDIA 
PHARYNGITIS 
RASH 

HIB CONJUGATE 
INJECTION: l 

13 

l 7.7%) 
12 92.3 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 13 

CLINICAL COHP . VACCINEES 

4 30.8 
4 30.8 
1 7.7 
1 7.7 
1 7.7 
1 7.7 
1 7.7 

12 ,9~.3 
7 53.8 
s 38.5 
s 38.5 
4 30.8 
3 23.1 
3 23.1 
2 15.4 
2 15.4 
2 15.4 
1 7.7 
1 1.1 
1 7.7 
1 7.7 
1 1.1 
1 7.7 
1 7.7 
1 7.7 
1 7.7 

-



HrLU/CC546330/07/l8/88/36 
TABLE 5 (cont. ) 

C L I N I C A L C O H P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 

1 BROMBERG, KE~TH 
000403 

LOT t-1.tSER 
POPULATION 
AGE RANGE 

1 HIB CONJUGATE 
CP749 

DAYS OF FOLLCHJP 

VACCINE 

TOTAL VACCINEES 

HEALTHY CHILDREN 
1-11 MOS, 

DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH Cot1PLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS ( INJECTION SITE J 
ERYTHEHA, INJ. SITE l<=l IN.) 
SHELLING, INJ. SITE l<=l IN.) 
PAIN/SORENESS, INJ. SITE 
ERYTHEMA, INJ. SITE l>l INCH) 
INDURATION, INJECTION SITE 
SHELLING, INJ. SITE l>l INCH) 

SYSTEHIC REACTIONS 
FATIGUE 
IRRITABILITY 
HARH TO TOUCH 
TEETHING 
PROLONGED CRYING, >l/Z HR 
COHHON COLD 
DIARRHEA 
NASAL CONGESTION 
VOHITING 
ANOREXIA 
CRYING, EXCESSIVE 
FEVER 
RASH 
HHEEZING 

HIB CONJUGATE 
INJECTION: l 

56 

10 18.Z XJ 
45 81.8 XJ 

l 

NO. OF VACCINEES X BASED 
HITH ON 55 

CLINICAL COMP. VACCINEES 

26 
16 
11 

7 
3 
1 
1 

40 
27 
21 

9 
7 
6 
4 
2 
2 
2 
1 
1 
1 
1 
1 

47.3 
29.l 
20.0 
lZ.7 
5.5 
1.8 
1.8 

72.7 
49.1 
38.2 
16.4 
lZ.7 
10.9 
7.3 
3.6 
3.6 
3.6 
1.8 
1.8 
1.8 
1.8 
1.8 

• 



HFLu,~C546330/07/18/88/39 
TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C y 

INVESTIGATOR 
SllJDY 
VACCINE 
LOT t-UeER 
POPULATION 
AGE RANGE 
DAYS OF FOLLotfJP 

VACCINE 

TOTAL VACCINEES 

BROMBERG, KENNETH 
000403 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO S 

VACCINEES HITH NO COHPLAINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS I INJECTION SITE) 
ERYTHEHA, INJ . SITE l<=l IN.) 
SHELLING, INJ. SITE l<=l IN.) 
PAIN/SORENESS, INJ. SITE 
INDURATION, INJECTION SITE 
SHELLING, INJ. SITE l>l INCH) 
ERYTHEHA, INJ. SITE l>l INCH) 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARH TO TOUCH 
TEETHING 
VOHITING 
DIARRHEA 
PROLONGED CRYING, >l/2 HR 
ANOREXIA 
ATAXIA 
Cott10N COLD 
COUGH 
FEVER 
INSOtlUA 
NASAL CONGESTION 
NASAL DISCHARGE 
NAUSEA 
NERVOUSNESS 
SALIVATION INCREASE 
HHEEZING 

HlB CONJUGATE 
INJECTION: 2 

38 

8 21.6 %) 
29 78.4 %) 

1 

NO. OF VACCINEES % BASED 
HITH ON 37 

CLINICAL COMP. VACCINEES 

17 
10 
10 

7 
2 
2 
l 

24 
16 
14 

9 
8 
s 
2 
2 
1 
1 
1 
l 
1 
1 
1 
1 
1 
1 
1 
1 

45.9 
27.0 
27.0 
18.9 
5.4 
.5.4 
2.7 

:64.9 
43.2 
37.8 
24.3 
21.6 
13.S 
5.4 
5.4 
2.7 
2.7 
2.7 
2.7 
2.7 
2.7 
2.7 
2,7 
2.7 
2.7 
2.7 
2.7 

0 
0 
N · 
-..a 
0 .. 



H~~-,CC546330/07/18/88/37 
TAB~E 5 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
sruDY 
VACCINE 
LOT tu13ER 
POPULATION 
AGE RANGE 
DAYS Of FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

BROl-13ERG, KEtl'-4ETH 
000403 
HIB CONJUGATE 

I CP749 
HEALTHY CHILDREN 

1 lZ-71 HOS. 
DAYS OTO 5 

VACCINEES HITH NO Cot1PLAINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS C INJECTION SITE ) 
ERYTHEHA, INJ. SITE C<=l IN.) 
SHELLING, INJ. SITE C<=l IN.) 

SYSTEMIC REACTIONS 
FATIGUE 
COUGH 
IRRITABILITY 
COtHJN COLD 
TEETHING 
VOMITING 
DIARRHEA 
NASAL DISCHARGE 
SALIVATION INCREASE 
STRIDOR 
VIRUS INFECTION 
HARH TO TOUCH 
HHEEZING 

HIB CONJUGATE 
INJECTION: 1 

17 

4 Z8.6 ;o 
10 11.4 ;o 

3 

NO. OF VACCINEES % BASED 
HITH ON 14 

CLINICAL CONP. VACCINEES 

3 
z 
2 

10 
6 
3 
3 
2 
z 
2 
1 
1 
1 
1 
1 
1 
1 

21.4 
14.3 
14.3 

71.4 
42.9 
21.4 
21.4 
14.3 
14.3 
14.3 

7.1 
7.1 
7.1 
7.1 
7.1 
7.1 
7.1 

0 
0 
f\) 

...... 



HFLu,~~546030/07/12/68/PAGE 66 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tu13ER 
PATIENT CLASS: 
AGE RANGE 

BROttiERG, KEl'fiETH 
000403 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 tcS. 

TABLE 6 

CLINICAL COHPLAINTS 

-- -----------~-------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I tf.JomER OF VACCINEES I 19 VACCINEESI - INJECTION: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tlJMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
·································•·l••·······•l1HHHHHHHHI-Jfl••······••l••·······•l••····••JH1l••······••l••······••I••········ 
LOCAL REACTIONS I 3 I 7 I 5 I 4 I 3 I 2 I I 7 

I c 15.8%1 I c 36.8%1 I I 26.3%J I c 21.1%1 I I 15.8%1 I c 10.51.J I I 36.8%J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA, INJ. SITE I <=l IN. J I 2 I 5 I 2 I 1 I 1 I o I I 5 
I 10. 5% J I 26. 31. J I 10. 5% J I 5. 31. J I 5. 31. J I o. ox J I I 26. 3% 1 
I I I I I I I I 

INDURATION, INJECTION SITE I o I 1 I 1 I 1 I l I 1 I I 2 
I o. 0% I I 5. 3% J I 5. 31. I I 5. 3% I I 5. 3% J I 5. 31. J I I 10. 51. J 
I I I I I I I I 

SHELLit«a, INJ. SITE I <=l IN. J I Z I 4 I 3 I 3 I 2 I l I I 4 
I I 10 • .5%J I 1 21.V.J I 1 15.8%1 I 1 15.8%1 I 1 10.5%1 I I 5.3%J I I 21.1%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I 5 I 10 I 9 I 6 I 6 I 8 I I 14 

I 1 26. 31. J I 1 52. 6% J I 1 4 7. 41. J I c n. 61. J I 1 31. 6% J I 1 42 .11. J I I 73. 7% 1 

BODY AS A HHOLE/SITE LtlSPEC. 3 4 2 l l l 5 
15.8%) 21,1%) 10 • .5% J 5.3%) 5.3%) 5.3%) 26.3%) 

FATIGUE 3 4 z l l l 5 
15.8%) 21.1%) 10 • .5% J 5.3%) 5.3%) 5.3%) 26.3%) 

DIGESTIVE SYSTEH z 4 4 3 3 4 6 
10.5%) 21.1%) 21.1%) 15.8%) 15.8%) 21.1%) 31.6%) 

ANOREXIA l 0 0 0 0 0 1 
5.3%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 5.3%) 

TEETHIOO 2 3 3 3 3 4 5 
10.5%) 15.8%) 15.8%) 15.8%) 15.8%) Zl.1%1 26.31. J 

VOHITIOO 0 l l 0 0 0 l 
0.0%) 5.3%) 5.3%) 0.0%) 0.0%) 0.0%) 5.3%) 

t • '\ , -; I 

:::, 
0 
rv 

"" rv 

• 



HFLu,,5546030/07/lZ/88/PAGE 67 

INVESTIGATOR 
STUDY 
VACCINE 
LOT t-U-eER 
PATIENT CLASS: 
AGE RANGE 

BRoteERG, KENNETH 
000403 
HIB CONJUGATE 
CP24l 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

---- ---------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE 

CLINICAL COHPLAINTS 

-································· NERVOUS SYSTEN & PSYCHIATRIC 

CRYING 

I~Il 

IRRITABILITY 

PROLONGED CRYING, >l/Z HR 

RESPIRATORY SYSTEN 

COUGH 

NASAL DISCHARGE 

SKIN I SKIN APPENDAGE 

ATOPIC DERMATITIS 

RASH 

SKIN INFLAtl1ATION 

I NU1BER OF VACCINEES I 19 VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 

l----------------------------------------------------------------------------1 HITH 
I O I l I 2 I 3 I 4 I 5 I I COMPLAINTS 

·······- ········- •••••••••• .......... ·······- .......... .......... -----
2 3 4 2 2 2 7 

10.5%) 15.8%) 21.1%) 10.5%) 10.5%) 10.5%) 36.8%) 

l 0 0 0 0 0 l 
5.3%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 5.3%) 

l 0 0 0 0 0 l 
5.3%) 0.0%) I o.o:o I 0.0%) 0.0%) I 0.0%) 5.3%) 

l 2 4 2 2 z 6 
5.3%) 10.5%) 21.1%) 10.5%) 10.5%) 10.5%) 31.6%) 

0 l 0 0 0 0 l 
0.0%) 5.3%) 0.0%) I o. 0%) 0.0%) 0. 0%) 5.3%) 

0 l l l l l l 
0.0%) 5.3%) 5.3%) 5 . 3%) 5.3%) 5.3%) 5.3%) 

0 l l l l l l 
0.0%) 5.3%) 5.3%) 5.3%) 5.3%) 5.3%) 5.3%) 

0 0 0 0 l l l 
0.0%) 0.0%) 0.0%) 0.0%) 5.3%) 5.3%) 5.3%) 

0 l z l l l 3 
0.0%) 5.3%) 10.5%) 5.3%) 5.3%) 5.3%) 1s.a:o 

0 0 l l l l l 
0.0%) 0.0%) 5.3%) 5.3%) 5.3%) 5.3%) 5.3%) 

0 l 0 0 0 0 l 
0.0%) 5.3%) 0.0%) 0.0%) 0. 0% J 0.0%) I 5.3%) 

0 0 l 0 0 0 l 
o.o:o 0.0%) 5.3%) 0.0%) 0.0%) 0.0%) 5.3%) 

.=, 
0 
i\l 
...... 
v,I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tf.JteER 
PATIENT CLASS: 
AGE RANGE 

BROt2ERG, KE..,.ETH 
000403 
HIB CCRJUGATE 
CP241 
HEALTHY CHILDREN 
1-11 t«>S. 

TABLE 6 (cont. ) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I NU-13ER OF VACCINEES I 19 VACCINEESJ - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NI.JteER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------1----------l----------l----------l----------1----------1----------l••····••HI 

VACCINEES HITH COHPLAINTS I 7 I 12 I 12 I 8 I 8 I 10 I I 15 I 
I l 36.8%> I 1 63.2%> I l 63.2%> I l 42.1%> I l 42.1%> I I sz.6%> I I 78.91.J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
VACCINEES HITH NO COHPLAINTS I 12 I 7 I 7 I 11 I 11 I 9 I I 4 I 

I l 63.2%1 I c 36.8%1 I , 36.8%1 I , 57.91.J I , 57.9.iO I c 47.4%1 I I c 21.1%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 19 I 19 I 19 I 19 I 19 I 19 I I 19 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 

I ' I 
, ', 

0 
0 

"' ....... 
i:: 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-8ER 1 

PATIENT CLASS: 
AGE RANGE 

8Rot18ERG, KENNETH 
000403 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE I NRER OF VACCINEES I 19 VACCINEESJ - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I MJl'eER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I S I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••ol••••••••••l••••••••••l••••••••••l••••••••••l••••••••••I•••••••••• 
LOCAL REACTIONS I l I s I s I 2 I z I Z I I S 

I I S.6%J I I 26.3%'J I I 26.3%'J I I 10.s%J I I 10.s%J I I 10.5%J I I 26.3%'J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA,INJ.SITEl<=lIN.) I O I 3 I 2 I O I o I O I I 3 
I o.o%J I 1s.8%J I 1 10.S%J I o.o%J I o.o:o I o.o%J I I 1s.a%J 
I I I I I I I I 

INOURATION, INJECTION SITE I l I l I l I l I l I l I I l 
I 5.6%) I s.3%) I s.3%J I s.3%J I 5.3%) I s.3%J I I s.3%J 
I I I I I I I I 

SHELLING, INJ. SITE I <al IN.) I o I 2 I 2 I 1 I 1 I 1 I I 2 
I I o.O%J I I 10.S%J I I 10.S%J I I S.3%J I I 5.3%J I I 5.3%J I I 10.s%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 10 I 7 I 6 I 4 I 2 I 2 I I 13 

I I SS.6%J I I 36.8%) I I 31.6%J I I 21.1%'> I I 10.5%> I I 10.5%) I I 68.4%> 
----------------------------------- ----------------------------------------------------------------------------
BODY AS A HHOLE/SITE IMSPEC. 3 2 3 2 0 0 4 

16.7%) 10.5%) 15.8%) 10.5%) o.o;o O.OiD 21.1%) 

FATIGUE 3 2 3 2 0 0 4 
16. 7%) 10.5% J 15.8%) 10.5% J 0.0%) 0.0%) 21.1%) 

HARH TO TOUCH l l l l 0 0 2 
5.6%) 5.3%) 5.3%) 5.3%) ( 0.0%) 0.0%) 10.5%) 

DIGESTIVE SYSTEM 1 3 3 1 1 1 4 
5.6%) 15.8%) 15.8%) 5.3%) 5.3%) 5.3%) 21.1% J 

ANOREXIA 0 l l l 0 0 l 
0.0%) 5.3%) 5.3%) 5.3%) 0.0%) 0.0%) 5.3%) 

DIARRHEA 0 l 2 l l l 2 
0.0%) 5.3%) 10.5%) 5.3%) 5.3%) 5.3%) 10.5%) 

, _ ' 

. 

0 
::> 
l'\J 

"' \.J1 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-EER 
PATIENT CLASS: 
AGE RANGE 

BRoteERG, KEtflETH 
000403 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS • 
. · 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

--------------------------~-------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL COHPLAINTS 

,. 
I tu-EER OF VACCINEES ( 19 VACCINEES) - INJECTION; 2 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NJMBER 

1----------------------------------------------------------------------------I HITH I O I 1 I 2 I 3 I 4 I 5 I I COHPLAINTS 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

TEETHING 1 1 l O O O 2 
5.6%) 5.3%) ( 5.3%) o.ox) 0.0%) o.ox J 10.5% l 

VOHITING l 0 l l 0 0 0 
0.0%) 5.3%) ( 5.3%) 0.0%) 0.0%) 0.0%) I 5.3%) 

NERVOUS SYSTEH & PSYCHIATRIC 10 6 5 3 1 0 0 
33.3%) 26.3%) 15.8%) 5.3%) 0.0%) 0.0%) 52 . 6%) 

IRRITABILITY 10 6 5 3 1 -0 0 
33.3%) 26.3%) 15.8%) 5.3%) 0.0%) 0.0%) 52.6%) 

RESPIRATORY SYSTEH l l l l 1 l l 
5.6%) 5.3%) 5.3%) 5.3%) 5.3%) 5.3%) 5.3%) 

Cott10H COLD 1 1 l l 1 l l 
5.6%) 5.3%) 5.3%) 5.3%) 5.3%) 5.3%) 5.3%) 

0 l l 0 0 0 SPECIAL SENSES 1 
0.0%) 5.3%) 5.3%) 0.0%) 0.0%) 0.0%) 5.3%) 

EAR INFECTION, NOS O 1 1 0 0 0 1 
, 0.0%1 I , s.3%J , s.3%l , o.ox, , o.ox, I , 0.0%1 5.3%> 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 10 I 9 I 8 I 6 I 4 I 4 I I 14 

I ( 55.6%1 I I 47.4%1 I I 42.lXJ I I 31.6%1 I I 21,lXl I I 21.1%1 I I 73.7%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COl1PLAINTS I 8 I 10 I 11 I 13 I 15 I 15 I I 5 
I 1 44.4Xl I , s2.6%J I , 57.9%) I , 68.4%) I , 78.9%l I , 78.9Xl I I 26.3%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 18 I 19 I 19 I 19 I 19 I 19 I I 19 

I I I I I I I I 

I ' 

::, 
0 
N 
~ 
r,-



HFLU/Z3546030/07/1Z/88/PAGE 71 

INVESTIGATOR BRot-BERG, KE~TH 
STUDY 
VACCINE 

I 000403 

LOT t-U6ER 
PATIENT CLASS1 
AGE RANGE 

HIB C<l'UJGATE 
CPZ41 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

--------------------------~-~-----------------------------------------------------------------------------------------------VACCINE : HIB C<l'UJGATE I t-UeER OF VACCINEES I 19 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I ~ER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I S I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------t----------l----------l----------l••••••••••I 

YACCINEES HITH t«> DATA I 1 I O I O I O I O I O I I O I 
I I I I I I I I I 

I . I 

, 

0 
0 
N 
..... ..... 

• 
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INVESTIGATOR BRotEERG, KEtflETH 
STUDY 000403 
VACCINE HIB CONJUGATE 
LOT M.ttiER CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 12-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I tlfflER OF VACCINEES ( 13 VACCINEESI - INJECTION: 1 I 

1------------------------------------------------------------------ ---------1 
I DAYS POST VACCINATION I t«MBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I S I ICOHPLAINTS 

·································••l••······••l••······••l••······••ltHHHHHHHt-l••···••Mlfill••······••l••······••IEHHHHHHf-
LOCAL REACTIONS I 4 I 2 I l I 1 I 1 I 1 I I 4 

-----------------------------------
ERYTHEHA, INJ. SITE ( >l INCHI 

ERYTHEHA, INJ. SITE l<=l IN. J 

PAIN/SORENESS, INJ. SITE 

SHELLit-E, INJ. SITE ( >l INCHI 

SHELLit-E, INJ. SITE l<=l IN. J 

I ( 30. 87. I I ( lS. 4% I I I 7. 7% I I I 7. 7% I I I 7. 7% J I I 7. 7% I I I 30. 87. J 

---------- ---------- ----------
0 l 0 

0.0%1 7.7,0 0.0%1 

1 1 1 
7. 7%1 7. 7%) 7. 7%) 

4 2 1 
30 .87. J lS.4%1 7. 7%) 

1 1 1 
7. 7%) 7. 7%) 7. 7%) 

0 0 0 
0.0%1 0.0%) o.o:o 

---------- ----------0 0 
0.0%1 0.0%1 

0 0 
0.0%1 0 . 0%) 

l 0 
7. 7%1 0.0%) 

1 1 
I 7. 7%) 7.7%) 

0 0 
0.0%) 0.0%1 

----------
0 

0.0%1 

0 
0.0%) 

0 
0.0%1 

0 
0.0%1 

1 
7. 7%1 

----------
1 

7.7%1 

1 
7. 7%1 

4 
30.8%1 

1 
7.7%1 

1 
7.7%1 

HARNTH, INJECTION SITE O 1 0 0 0 0 1 
I I 0.0%) I I 7.7%1 I I 0.0%) I 0.0%1 11 0.0%1 I 0.0%1 7.7%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 8 I 7 I s I S I 7 I 7 I I 12 

I ( 61.S%1 I ( S3.87.I I ( 38.S%1 I I 38.S.%1 I ( S3.8%1 I ( S3.87.J I I 92.3%1 

-----------------------------------------------------------------------------------------------------------------
BODY AS A HHOLE/SITE t.tGPEC. 3 2 0 0 2 1 

23.1%) lS,4%1 0.0%) 0.0%1 15.4%) 7.7%) 

FATIGUE 3 2 0 0 2 1 
23.1%1 lS.4%1 0.0%) 0.0%) 15.4%) 7. 7%1 

HARN TO TOUCH 1 2 0 0 1 0 
7. 7%1 1S.4%J 0.0%) 0.0%1 7.7%1 0.0%) 

1 · , 1· 

s 
38.5%) 

5 
38. 5%1 

3 
23.1%1 

0 
0 
i\l ....., 
()) 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-EER 1 

PATIENT CLASS: 
AGE RANGE 

BROl'8ERG, KEN-4ETH 
000403 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
lZ-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

- --~--.--- ---------------------------------------------------------------------------------VACCINE : HIB CONJUGATE I tl.teER OF VACCINEES I 13 VACCINEESJ - INJECTION: l I 
1----------------------------------.-----------------------------------------I 
I DAYS POST VACCINATION I t«.11BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I 0 I l I Z I 3 I 4 I .5 I ICOHPLAINTS 
••••••••••••••••••••••••••••••••••• • ••••••••••••••••••• •••••••••• ------ .......... ·······- .................... 
DIGESTIVE SYSTEH 7 5 .5 4 4 5 4 

38 • .5'1.) 38 . .5'1.) 30.8'1. J 30.8'1.) 38 • .5'1. J 30.8'1.) 53.8'1.) 

ANOREXIA l 0 1 0 0 0 0 
0.0'1.) 7. 7'1.) 0.0'1.) 0.0'1.) 0.0'1.) 0.0'1.) 7.7'1.) 

DIARRHEA 4 0 0 1 1 4 1 
0.0'1.) 0.0'1. J 7. 7'1.) 7. 7%) 30.8'1.) 7. 7%) 30 . 8'1.) 

TEETHING .5 4 .5 4 4 3 4 
30.8'1.) 38 • .5'1.) 30.8'1.) 30.8'1.) 23.1%) 30.8'1.) 38 • .5'1. J 

VOHITING z 1 0 0 0 l 0 
7. 7'1.) 0.0'1.) 0.0%) 0.0'1.) 7. 7'1.) ( 0.0'1.) 1.5.4'1.) 

NERVOUS SYSTEH & PSYCHIATRIC 8 4 4 1 0 z z 
30,8'1.) 30.8'1.) 7. T/.J 0.0'1.) 1.5.4%) 1.5.'t'l.) 61 • .5'1.) 

APATHY l 0 1 0 0 0 0 
0.0%) 7, 7%) 0.0%) 0.0'1.) 0.0%) 0.0'1.) 7. 7'1.) 

IRRITABILITY 7 4 4 0 0 z z 
30.8'1.) 30.8'1.) 0.0'1.) 0.0%) 1.5.4%) 1.5.4'1.) .53. 8'1.) 

PROLONGED CRYING, >l/Z HR 3 z 0 1 0 0 0 
15.4%) 0.0%) 7. 7%) 0.0%) 0.0%) 0.0%) 23.1'1.) 

RESPIRATORY SYSTEM 4 1 1 0 1 l 3 
7.7%) 7. 7%) 0 . 0'1.) 7. 7%) 7. 7%) 23.1%) 30.8'1.) 

COUGH 1 0 0 0 1 1 1 
0 . 0'1.) 0.0%) ( 0.0'1.) 7. 7%) 7. 7%) 7.7%) 7. 71!) 

EPISTAXIS 1 0 1 0 0 0 0 
0.0%) 7. 7%) 0.0%) ( 0.0%) 0.0'1.) 0.0%) 7. 7'1.) 

, ... I : I· , .\ .; 

,', 
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INVESTIGATOR 
STIJDY 
VACCINE 
LOT N.JteER 1 
PATIENT CLASS: 
AGE RAM;E 

BRotBERG, KENNETH 
000403 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

- ------------~--------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE 

CLINICAL COHPLAINTS 

I N..teER OF VACCINEES l 13 VACCINEESI - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I N.JteER 

1----------------------------------------------------------------------------I HITH 
I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS ........................••....................................... -- ....................................... . 

NASAL CONGESTION 1 0 0 0 0 0 1 
7. 7% ) 0 • 0% I 0. 0% ) 0. 0% ) 0. 0% I 0. 0% ) 7. 7% ) 

NASAL DISCHARGE 2 0 0 0 1 1 2 
0.0%) 0.0%) 0.0%) 7. 7%) 7.7%) IS.ft%) 15.4%) 

PHARYNGITIS 1 0 0 0 0 0 1 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 7.7%) 7.7%) 

UPPER RESPIRATORY INFECTION, NOS 2 0 0 0 1 1 2 
0.0%) 0.0%) 0.0%) 7. 7%) 7. 7%) 15.4%) 15.4%) 

SKIN & SKIN APPENDAGE 1 0 0 0 0 1 0 
0.0%) 0.0%) 0.0%) 0.0%) 7.7%) 0,0%) 7.7%) 

RASH 1 0 0 0 0 1 0 
0.0%) 0.0%) 0.0%) 0.0%) 7.7%) o.o:o 7. 7%) 

SPECIAL SENSES 1 0 0 0 0 0 1 
0.0%) 0.0%) 0.0%) 0.0%) o.o:o 7. 7%) 7.7%) 

0 0 0 0 0 1 CONJUNCTIVITIS 1 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 7. 7%) 7. 7%) 

OTITIS HEDIA 0 0 0 0 0 1 1 
t o. 0% l t o . 0% l t o . o:o I t o . 0% 1 I t o . 0% > c 7. 7% l I 7. 7% > 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 8 I 7 I 5 I 5 I 7 I 7 I I 12 

I t 61.5%l I t 53.8%l I t 38.5%l I t 38.5%l I t 53.8%l I t 53.8%l I I 92.3%l 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH HO COHPLAINTS I 5 I 6 I 8 I 8 I 6 I 6 I I 1 

It 38.5%l It 46.2%l It 61.5%l It 61.5%1 It 46.2%l It 46.2:0 I I 1.1%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 13 I 13 I 13 I 13 I 13 I 13 I I 13 

I I I I I I I I 
' , .. ,, 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu't3ER 
PATIENT CLASS: 
AGE RANGE 

BRot-eERG, KEl\tfETH 
000403 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 
lZ-71 MOS. 

TABLE 6 (cont. ) 

CLINICAL COHPLAINTS 

---------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I tu't3ER OF VACCINEES ( 13 VACCINEES J - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu't3ER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I 0 I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l••••••••••I 

VACCINEES HITH NO DATA I o I O I O I O I o I O I I O I 
I I I I I I I I I 

::> 
::> 
fV 
CD 

. - ·-- · I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT ~ER 
PATIENT CLASS: 
AGE RAt«;E 

BRONBERG, KENNETH 
000403 
HIB COtUUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------- .-------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE I M.tmER OF VACCINEES ( 56 VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I M.tmER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 

--••••••••••••••••••••••••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1-•IHHfl••••••••••l••••••••••I•••••••••• 
LOCAL REACTIONS I 9 I 23 I 13 I 9 I 6 I 5 I I 26 

I I 16.4%) I I 41.8%) I I 23.6%) I I 16.4%) I I 10.9%) I I 9.1%) I I 47.3%) 
----------------------------------- ---------- ----------ERYTHEHA, INJ. SITE I >l INCH) 0 2 

0.0%) 3.6%) 

ERYTHEHA, INJ. SITE l<=l IN. J 5 15 
9.1%) 27.3%) 

INDURATION, INJECTION SITE 0 0 
0.0%) 0.0%) 

PAIN/SORENESS, INJ. SITE 4 4 
7.3%) 7.3%) 

SHELLING, INJ. SITE I >l INCH) 1 0 
1.8%) 0.0%) 

---------- ----------
1 0 

1.8%) 0.0%) 

7 4 
12. 7%) 7.3%) 

1 1 
1.8%) 1.8%) 

2 0 
3.6%) 0.0%) 

0 0 
0.0%) 0.0%) 

----------
1 

1.8%) 

1 
1.8%) 

l 
1.8%) 

0 
0.0%) 

0 
0.0%) 

----------
0 

0.0%) 

1 
1.8%) 

1 
1.8%) 

0 
0.0%) 

0 
0.0%) 

----------
3 

5.5%) 

16 
29.1%) 

1 
1.8%) 

7 
12. 7%) 

1 
1.8%) 

SHELLING, INJ. SITE (<=l IN. J 4 10 7 7 4 4 11 
I I 7.3%) I 18.2%) I 12.7%) I 12.7%) I 7.3%) I 7.3%) 20.0%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEtuC I 21 I 28 I 19 I 18 I 15 I 15 I I 40 I 1 38.2%1 I, 50.9%) I 1 34.5%) I 1 32.7%) I 1 27.3%) I, 27.3%1 I I 12.1%1 

---------------------------------------------------------------- .------------------------------------------------
BODY AS A HHOLE/SITE LMSPEC. 12 23 11 

21.8%) 41.8%) 20.0%) 

FATIGUE 11 19 10 
20.0%) 34.5%) 18.2%) 

FEVER 1 0 0 
1.8%) 0.0%) 0.0%) 

6 4 
10.9%) 7.3%) 

5 3 
9.1%) 5.5%) 

0 0 
0.0%) 0.0%) 

I ~, i;) . I 

4 
7.3%) 

3 
5.5%) 

0 
0.0%) 

30 
54.5%) 

27 
49.1%) 

1 
1.8%) 

... ---
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-eER 
PATIENT CLASS; 
AGE RANGE 

BROtEERG, KENNETH 
000403 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL CONPLAINTS 

----------.--------------------------------------------------------------------------------------------------VACCINE ; HIB C<J,U\JGATE I t-u1BER Of VACCINEES ( 56 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUt8ER 

1----------------------------------------------------------------------------I HITH 
I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 

.._ ........ H•H·H·H·H·H·4•*••'"'• .. ·H·H·H·Hl· .. ·--·•·•·• .. •'"'• .............. .._II 
CLINICAL COHPLAINTS 

11111111111111•1111 11111111111111111111 •111111111111111111 11111111111111111111 11111111111111111111 11111111111111111111 11111111111111111111 11111111•1111111111 
HARt1 TO TOUCH z 8 1 1 1 1 9 

3.6%) 14.5%) 1.8%) 1.8%) 1,8%) 1.8%) 16,4%) 

DIGESTIVE SYSTEH 6 5 6 5 5 5 11 
10.9%) 9.1%) 10.9%) 9.1%) 9.1%) ,.1:0 20.0%) 

ANOREXIA 1 1 0 0 0 0 1 
1.8%) 1,8%) 0.0%) 0.0%) 0.0%) 0.0%) 1.8%) 

DIARRHEA 1 0 1 0 0 1 2 
1.8%) 0.0%) 1.8%) 0.0%) 0.0%) 1.8%) 3.6%) 

TEETHING 4 3 5 5 5 4 7 
7.3%) 5.5%) 9.1%) ( 9.1%) 9.1%) 7.3%) 12, 7%) 

VOHITING 1 1 0 0 0 0 2 
1.8%) 1.8%) 0.0%) 0.0%) o.o:o 0.0%) 3.6%) 

NERVOUS SYSTEH & PSYCHIATRIC 9 11 8 8 4 4 Z3 
16.4%) Z0.0%) 14. 5%) 14.5%) 7. 3%) 7.3%) 41.8%) 

CRYING, EXCESSIVE 1 0 0 0 0 0 1 
1.8%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 1.8%) 

IRRITABILITY 7 10 8 8 4 4 21 
12.7%) 18.2%) 14.5%) 14.5%) 7.3%) 7.3%) 38. 2%) 

PROLONGED CRYING, >1/Z HR z 4 z 1 0 0 6 
3.6%) 7.3%) 3.6%) 1.8%) 0.0%) 0.0%) 10.9%) 

RESPIRATORY SYSTEM z 2 z 3 4 5 6 
3.6%) 3.6%) 3.6%) 5.5%) 7.3%) 9.1%) 10.9%) 

Cott10N COLD 1 1 1 2 3 2 4 
1.8%) 1.8%) 1.8%) 3.6%) 5.5%) 3.6%) 7.3%) 

I~., t J 

0 
-::, 
rv 
'.ll 
·~ 

··-- · 
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT t-1.ttiER 
PATIENT CLASS: 
AGE RANGE 

BRoteERG, KEN"ETH 
000403 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

--------------------------~--·----------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE 

CLINICAL COHPLAINTS 

I t-1.ttiER OF VACCINEES C 56 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUteER 
l----------------------------------------------------------------------------1 HITH I O I 1 I Z I 3 I 4 I 5 I I COHPLAINTS 

••••••••1HHHUH1••••••••••••••••••••• ---- •••••••••• •••••••••• •••••••••• •••••••••• •••••••••• •••••••••• •••••••••• 
NASAL CONGESTION 1 1 1 1 1 2 2 

HHEEZIHG 

SKIN I SKIN APPENDAGE 

l.8i0 1.8%) 1.8%) 1.8%) 1.8%) 3.6%) 3.6%) 

0 
O.OiO 

0 
0.0%) 

0 
0.0%) 

0 
o.o;o 

0 
O.OiO 

0 
0.0%) 

0 
0.0%) 

l 
1.8%) 

0 
0.0%) 

l 
1.8%) 

1 
1.8%) 

0 
0.0%) 

l 
1.8%) 

RASH 0 0 0 l l 0 l 
( 0.0%) ( 0.0%) ( 0.0%) ( 1.8%) ( 1.8%) ( 0.0%) 1.8%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 24 I 36 I 25 I 24 I 18 I 17 I I 45 

I ( 43.6%) I ( 65.5:0 I ( 45.5%) I I 43.6%) I I 32.7%) I I 30.9%) I I 81.8%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COHPLAINTS I 31 I 19 I 30 I 31 I 37 I 38 I I 10 
I , 56.4%> I 1 34.5%1 I , 54.5%1 I , 56.4%> I 1 67.3%> I , 69.1%> I I 18.2%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCIHEES REPORTING I 55 I 55 r 55 I 55 I 55 I 55 I I 55 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES "1TH NO DATA I 1 I l I 1 I 1 I l I 1 I I 1 

I I I I I I I I 

I · ' I · · ' 
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT tf..teER 
PATIENT CLASS: 
AGE RAt«;E 

BROt6ERG, KE~TH 
000403 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

------------------:--------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I Nlll1BER OF VACCINEES I 38 VACCINEES l - INJECTION: 2 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I HJ1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O . I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l-•--1••••••••••1••••••••••1••••••••••1••••••••••1•••••••••• 
LOCAL REACTIONS I B I 15 I 11 I 10 I 9 I 9 I I 17 

-----------------------------------
ERYTHEHA, INJ. SITE ( >l INCH) 

ERYTHEHA, INJ. SITE l<=l IN.) 

INDURATION, INJECTION SITE 

PAIN/SORENESS, INJ. SITE 

SHELLING, INJ. SITE I >l INCH) 

I 1 23 • .5%1 I l 40.5%1 I l 29.7%1 I l 21.0%1 I, 24.3%1 I, 24.3%1 I I, 45.9%1 
---------- ---------- ----------

0 1 0 
0.0%) 2. 7%) 0.0%) 

6 8 5 
17.6%) 21.6%) ( 13 . .5%) 

0 l 1 
0.0%) 2. 7%) 2. 7%) 

5 4 3 
( 14. 7%) ( 10.8%) ( 8.1%) 

1 2 2 
2.9%) 5.4%) 5.4%) 

---------- ----------
0 0 

0.0%) 0.0%) 

4 2 
10.8%) ( 5.4%) 

2 1 
( 5.4%) ( 2. 7%) 

l 1 
2. 7%) 2. 7%) 

l 1 
2. 7%) 2.7%) 

----------0 
0.0%) 

1 
2. 7%) 

1 
2. 7%) 

1 
2.7%) 

1 
2. Tl. J 

----------
1 

2. 7%) 

10 
27.0%) 

2 
5.4%) 

7 
18.9%) 

2 
I 5.4%) 

SHELLING, INJ. SITE l<=l IN.) 4 7 5 7 7 7 10 
1 11.s%J I 1 18.9%J I 1 13.SXJ 1 18.9%1 , 18.9%1 I , 18.9%> 1 21.0%J 

-----------------------------------1----------l----------l- ' --------I----------I----------I----------I----------I 
SYSTEMIC I 13 I 20 I 11 I 9 I 8 I 6 I I 24 

I , 38.2%> I , 54.1%> I , 29.7%) I 1 24.3%1 I , 21.6%1 I , 16.2%) I I 64.9%1 

-----------------------------------------------------------------------------------------------------------------I I I 
BODY AS A HHOLE/SITE 1.MPEC. 7 13 5 I 4 I 2 I 1 

20.6%) I 35.1%) 13.5%) I 10.8%) I 5.4%) I 2. 7%) 
I I I 

FATIGUE 6 10 3 I 3 I 2 I 0 
17.6%) 27.0%) 8.1%) I I 8.1%) I I 5.4%) I I 0.0%) 

I I I 
FEVER 0 0 0 I l I 0 I 0 

0.0%) 0.0%) 0.0%) 
I ' 

2.7%) I 0.0%) I I 0.0%) 

·1 ,, 

15 
40.5%) 

14 
I 37.8%) 

1 
2. 7%) 

0 
0 
!'V 
'.)) 

vi 
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INVESTIGATOR BRoteERG, KENNETH 
STIJDY 000403 
VACCINE I HIB CONJUGATE 
LOT M.fflER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 1-11 HOS. 

' 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------..-----4--------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE 

CLINICAL COHPLAINTS 
)()()(NNNNNNN)(NNNNNNNNNNNNNNNNNNNNNNNN 

HARN TO TOUCH 

DIGESTIVE SYSTEN 

ANORE><IA 

DIARRHEA 

NAUSEA 

SALIVATION INCREASE 

TEETHING 

YOHITING 

NERVOUS SYSTEN & PSYCHIATRIC 

ATAXIA 

INSOtflIA 

IRRITABILITY 

I Nl.tfiER OF VACCINEES C 38 VACCINEESI - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tf.JteER 
l----------------------------------------------------------------------------1 HITH 
I O I 1 I Z I 3 I 4 I 5 I I COMPLAINTS --- •••••••••• IOlllllNllllNNll NNllllllllNllNll !tiHHHHttHtJHt )()()()()(NI()()()( Nllllllll)()(NNN )()()()()()()()()()( 

3 4 3 3 1 1 9 
8.SXJ 10.SXJ C 8.VO 8.1%) 2. 7%) 2. 7%) 24.3%) 

3 10 8 7 7 5 11 
8 . 8%) 27.0%) Zl.6% J 18.9%) 18.9%) 13.SiO 29. 7%) 

0 1 0 0 0 0 1 
0.0%) 2 . 7%) 0. 0% I 0.0%) 0.0%) 0.0%) z. 7%) 

0 1 0 0 1 0 2 
0.0%) 2.7%) 0.0%) 0.0%) 2. 7%) 0.0%) 5.4%) 

0 1 1 0 0 0 1 
0.0%) 2.7%) 2.7%) 0.0%) 0.0%) 0.0%) 2. 7%) 

0 1 1 1 1 0 1 
0.0% J Z.7i!J 2.7%) 2.7)0 z. 7%) 0.0%) z. 7%1 

3 7 8 7 7 5 8 
8.8%) 18.9%) 21.6%) 18. 9% J 18.9%) 13 • .51.) 21.6%) 

0 3 2 0 1 0 5 
0.0%) 8.1%) 5.4%) 0.0% l 2. 7% l 0.0%) 13.5%) 

10 12 1 3 z z 18 
29.4% J 32.4%) z. 7% J 8.1%) 5.4%) 5.4% J 48.6%) 

0 1 0 0 0 0 1 
o.o:o z. 7%) 0.0%) 0.0%) 0.0%) 0.0%) z. 7%) 

0 1 0 0 0 0 1 
0.0%) z. 7%) 0.0%) 0.0%) 0.0%) 0.0%) 2 . 7%) 

10 11 1 3 1 1 16 
29.4%) 29. 7%) z. 7%) 8.1%) Z.7%1 z. 7%) 43.2%) 

· , i: •\L• •-,-., 
,; 

. 

0 
0 
N 
,:l) 

a-

--· 
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INVESTIGATOR BRoteERG, KEN4ETH 
STUDY 000403 
VACCINE HIB CONJUGATE 
LOT tf..tlBER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-- - --·. ---------------------------------------------------------------------------VACCINE: HIB CONJUGATE I tf..tlBER OF VACCINEES I 38 VACCINEES) - INJECTION: Z I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I l'&J'eER 
l----------------------------------------------------------------------------1 HITH 
I O I 1 I Z I 3 I 4 I 5 I ICDHPLAINTS 

*••lf,•1H•H•Hl•I-Jl•*•*••lfiNIHNHNHINI-JIN*N*NNIH•H•HINHIN;IIN*NNIH•IH•HNMIN~N*N*•NIHN-N NNNNNNN••· ·••••••••· NNNN•••••• •••••••••• •••••••••• ••·••••••• •••••••••• NNNNNNNll*it 

CLINICAL COHPLAINTS 

NERVOUSNESS 0 1 0 0 0 0 1 
o.o:o z. 7i0 o.o:o 0.0%) 0 . 0%) 0.0%) z. 7%) 

PROLONGED CRYING, >1/Z HR z 0 1 0 0 1 1 
0.0%) 2. 7%) 0.0%) 0.0%) Z.7%1 2. 7%) 5.4%) 

RESPIRATORY SYSTEH 4 0 2 3 1 2 1 
0.0%) 5.4%) 8.1%) 2. 7%) 5.4%) 2. 7%) 10.8%) 

Cotf10H COLD 1 0 0 0 1 0 0 
0.0%) 0.0%) 0.0%) 2. 7%) 0.0%) 0.0%) Z.7%1 

COUGH 1 0 1 1 1 1 1 
0.0%) z. 7%) 2.7i0 2. 7%) 2. 7%) 2.7%) 2. 7%) 

NASAL CONGESTION 1 0 0 1 0 0 0 
0.0%) 0.0%) 2. 7%) 0.0%) 0.0%) 0.0%) 2.7%) 

0 0 0 0 1 0 NASAL DISCHARGE 1 
0.0%) 0.0%) 0.0%) 0.0%) 2. 7%) 0.0%) 2.7%) 

HHEEZING O 1 1 0 0 0 l 
I O. 0% ) I Z. 7% ) ( Z . 7% ) ( 0. 0% J I O. 0% ) I O. 0% J Z. 7% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 14 I Z6 I 17 I 14 I 14 I lZ I I Z9 

I I 41.2%) I I 70.3%) I I 45.9%) I I 37.s:o I I 37.8%) I I 32.4%) I I 78.4%) 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO CONPLAINTS I 20 I 11 I 20 I 23 I 23 I ZS I I 8 
I I 58.8%) I ( 29.7%) I I 54.1%) I I 62.2%) I I 62.2%) I I 67.6%) I I 21.6%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 34 I 37 I 37 I 37 I 37 I 37 I I 37 

I I I I I I I I 

0 
0 
rv 
Cl) ...., 

--··--' 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tueER : 
PATIENT CLASS: 
AGE RANGE 

BRot8ERG, KEl'l'fETH 
000403 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

VACCINE : HIB CONJUGATE I tu'BER OF VACCINEES I 38 VACCINEES l - INJECTION: Z I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I MJHBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l•••••••••• I 

YACCINEES HITH NO DATA I 4 I 1 I 1 I 1 I 1 I 1 I I 1 I 
I I I I I I I I I 
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INVESTIGATOR 
STUOY 
VACCINE 
LOT NU'13ER 
PATIENT CLASS: 
AGE RANGE 

BROMBERG, KE!flETH 
000403 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I NU'l3ER OF VACCINEES I 17 VACCINEESI - INJECTION: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I MJMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICottPLAINTS 
········-···················••l••·····•-ltHHHHHHHHHtl••······••1----,---•-ltHHUHHftHHHtl••······••ltHHHUHHHfNN 
LOCAL REACTIONS I Z I 2 I 1 I l I 1 I 1 I I 3 

I 1 14.3XI I 1 14.3Xl I 1 7. lXl I 1 7. lXl I 1 7.lXl I 1 1.1x1 I I 21.4Xl 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA, INJ. SITE 1<=1 IN. I I 1 I 1 f o I o I o I o I I 2 
I 7. lX I I 7. lX l I o. OX l I O. OX I I o. 0% I I I o. OX I I I 14. 3% l 
I I I I I I I I 

SHELLING,INJ.SITEl<=lIN.I I 2 I l I l I 1 I 1 I l I I 2 
I I 14. 3X l I I 7, IX I I I 7. 1% I I I 7. 1% l I I 7 . 1% l I I 7. IX I I I 14, 3X l 

---------------------- -------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I 6 I 5 I 5 I 4 I 5 I 6 I I 10 

I l 42.9XI I 1 35.7XI I l 35.7%1 I 1 28.6%1 I 1 35.7%1 I 1 42.9%1 I I 71.4%1 
---------------------------------------------- -----------------------------------------------------------------
BODY AS A HHOLE/SITE UNSPEC, 2 4 2 0 0 l 6 

l4.3XI 28.6%) 14.3XI 0.0%) 0.0%) 7.lX) 42 . 9%) 

FATIGUE 2 4 2 0 0 l 6 
14.3%) 28.6i0 14.3%) 0.0%) 0.0%) 7,1%) 42,9%) 

VIRUS INFECTION 0 0 0 0 0 l 1 
O.OX) 0.0%) O.OX) 0 .ox l 0.0%1 7.lXI 7.lX ) 

HARH TO TOUCH 0 0 0 0 0 l l 
0.0%) 0.0%) o.ox, 0.0%) 0.0%) I 7.lX) 7.1%) 

DIGESTIVE SYSTEM 3 2 2 2 2 4 5 
21.4%) 14,3%1 14.3%) 14.3%) 14.3i0 28,6.1.) 35 . 7XI 

DIARRHEA 0 0 l l l l l 
0.0%) o.o:o 7.1%) 7.1%) 7.1%1 1 . 1:0 7.1%) 

SALIVATION INCREASE 0 0 0 0 0 1 l 
o.o:o O.Oll 0.0%) o.ox, O.OX) 7.liO 7.1%) 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu1BER 
PATIENT CLASS: 
AGE RANGE 

BROMBERG, KE~ETH 
000403 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I MJNBER OF VACCINEES ( 17 VACCINEESI - INJECTION: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NJMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
_._1Ht11NNNNNNNNNNNNN NNNNNNNNNNNNNN NNNNNNNNNN iHHHHHHt!HHf ----- NNNNNNNiHtN NiHtiHHHHHtN !HtiHtiHHtiHtN iHtiHtiHtNNNJI NNNNNNNNiHt 

TEETHING 2 2 l l l 1 l 
14.31.1 7.1%1 7.11.1 7.11.) 7. ll.) 7.11.) 14 . 3i0 

VOHITING 2 1 l l 0 0 1 
7.11.1 7. ll. I 7. ll.) 0. Ol. I 0.0%1 7. ll.) 14.3%1 

NERVOUS SYSTEM I PSYCHIATRIC 3 l l l 2 2 1 
7. ll. I 7.1%) 7.1%1 14. 31.) 14,3%1 7.11.) 21.4%1 

IRRITABILITY 3 1 1 l 2 2 1 
7. ll. J 7.11.J 7 . 1% J 14.3%) 14.31. J 7. ll. J 21.4%1 

RESPIRATORY SYSTEH 4 2 1 2 2 3 3 
14.31. l 7.1%) 14.31.) 14.3%) 21.4%) 21 . 41. J 28.6%1 

C0tt10N COLD 2 l 1 2 1 l 1 
7 .ll. I 7.11.1 14.31. J 7.1%) 7. ll. J 7.1%) 14.3%1 

1 0 1 1 2 2 COUGH 3 
7. ll. J O. Ol. l 7.11.J 7. ll. J ( 14.3%) 14.31.J C 21.4% I 

1 1 l l l 1 NASAL DISCHARGE l 
7. ll. J 7.11.J 7.11.) 7. ll. J 7. ll. J 7. ll. J 7.1%1 

0 0 0 0 0 1 STRIDOR l 
0. Ol. J 0. Ol.) O.Ol.) 0.0%) 0. Ol. J 7.11.) 7. ll.) 

HHEEZING O O O O O l l 
I I O. Ol. J C O • Ol. J I O. Ol. J I O. Ol. I I O. 0% J I I 7. liO 7 . 1% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COMPLAINTS I 6 I 6 I 5 I 4 I 5 I 6 I I 10 

I I 42 • 91. J I I 42 • 91. J I I 35. 7% J I I 28. 61. l I I 35. 71. J I I 42, 91. l I I 71. 4% J 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO COMPLAINTS I 8 I 8 I 9 I 10 I 9 I 8 I I 4 
I I 57.ll.J IC 57.ll.J I I 64.31.J I I 71,41.J I 64.31.J I I 57. ll.J I I 28.61.J 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tll-SER 
PATIENT CLASS: 
AGE RANGE 

BROl-tiERG, KENNETH 
000403 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

VACCINE : HIB CONJUGATE I tu-8ER OF VACCINEES I 17 VACCINEES I - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I MJMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l••••••••••I 
TOTAL VACCINEES REPORTitG I 14 I 14 I 14 I 14 I 14 I 14 I I 14 I 

I I I. I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I 3 I 3 I 3 I 3 I 3 I 3 I I 3 

I I I I I I I I 

.·-·. 

0 
0 
{'V 
-D 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

BROMBERG, KEtflETH 
000403 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 7 

MAXltfJH TEHPERATURES 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I tu1BER OF VACCINEES ( 19 VACCINEES l - INJECTION l I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I N.JtlBER 

MAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL l I O I l I 2 I 3 I 4 I 5 I I MAX TEMP 

··································•l••·····•-1--1-lHHl•--1----1lHHl•··•-•1-----1••······••l-lHHl••-•I 
< 99 I 15 I 13 I 17 I 11 I 18 I 18 I I 13 I 

I 88.2%) I 68.4%) I 94.4%) I 89.5%) I 94.7%) I 94.7%) I I 68.4%) I 
I I I I I I I I I 

99 - 99. 9 I 2 I 6 I 1 I 2 I o I 1 I I s I 
I 11.8%) I 31.6%l I 5.6%l I l0.5%l I o.o%J I 5.3%l I I 26.3%1 I 
I I I I I I I I I 

100 - 100. 9 I o I o I o I o I 1 I o I I 1 I 
I I o. 0% l I I o. 0% l I I o. 0% l I I o. 0% > I 1 5. 3% l I I o. 0% l I I c 5. 3% > I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 17 I 19 I 18 I 19 I 19 I 19 I I 19 I 

I 1 89.5%l I uoo.o%J I 1 94.7%) I uoo.o%J I uoo.o%J I uoo.o%J I I 1100.0%> I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 2 I O I 1 I O I O I O I I O I 
I 1 10 • 5% l I I o. 0% l I I 5. 3% l I I o. 0% l I c o. 0% l I c o. 0% l I I c o. 0% l I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tul3ER 
PATIENT CLASS: 
AGE RANGE 

BROHBERG, KE,.,.,ETH 
000403 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 7 (cont.) 

HAXItlli TEMPERATURES 

- ------------~-·--------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

HAX TEMPERATURE 
IDEG F, ORAU 

••••••••••••••••••••••••••••••••••• 
NORMAL 

< 99 

99 - 99.9 

100 - 100.9 

I M.11BER OF VACCINEES I 19 VACCINEES I - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I HJMBER 

l----------------------------------------------------------------------------1 HITH 
I o I 1 I 2 I 3 I 4 I 5 I I MAX TEMP ·······- .......... ··••101J(l(l(I( ······•-1---- -······· • ••••••••• ••••••• IHHf 

0 0 0 1 I l 1 0 
0.0%) 0.0%) 0.0%) 5.3%) I 5.6%) 5.3%) 0.0%) 

I 
10 13 15 16 15 16 11 

76.9%) 68.4%) 78. 9%) 84.2%) 83.3% I 84.2:0 57.9%) 

2 4 2 0 l l 5 
15.4%) 21.1%) 10.5%) 0. Ol. I 5.6%) 5.31.) 26.3%) 

1 2 0 1 0 0 1 
7. 7%) 10.5%) 0.0%) 5.3%) 0.0%) 0.0%) 5.3%) 

101 - 101. 9 0 0 1 0 0 l O 
O.Ol.l 0.0%1 5.3%1 I o.o:o 0.0%1 5.3%1 0.0%1 

I 
102 - 102. 9 0 0 l I O 1 0 1 

0.0%1 0.0%1 5.3%J I 0.0%1 5.6%1 0.0%1 5.3%1 
I 

103 - 103. 9 0 0 0 I 1 0 0 l 
I O • 0% I I I O. 0% I I O. 0% I I I 5. 3% I I O. 0% I I I O. 0% I I I 5. 3% I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 13 I 19 I 19 I 19 I 18 I 19 I I 19 I 

I 1 68.4%J I 1100.0%J I 1100.01.1 I 1100.0%1 11 94.7%1 I 1100.0%1 I I 1100.0%1 I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I 6 I o I O I o I l I O I I O I 
I I 31.6%1 I I 0.0%1 I I 0.01.1 I I 0.0%1 I I 5.3%1 I I 0.0%1 I I I 0.0%1 I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUNBER 
PATIENT CLASS: 
AGE RANGE 

BRot13ERG, KEt,f,IETH 
000403 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
lZ-71 HOS, 

VACCINE : HIB CONJUGATE 

HAX TEMPERATURE 
I DEG F, ORAL) 

NORMAL 

< 99 

99 - 99.9 

100 - 100.9 

101 - 101.9 

TABLE 7 (cont. ) 

HAXItf..tl TEMPERATURES 

I t,AJHBER OF VACCINEES I 13 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUHBER 

l----------------------------------------------------------------------------1 HITH I o I 1 I Z I 3 I 4 I 5 I I MAX TEMP 
--- lHtJHtlHtltlHHf ltltltlHtltlHtJHt ltJHHHHHtlHtlt ltlHHflHtJHtlHt IHHfltlHtlHtltlt ltlHtlHtlHtltlHt 11111111111111 ltlHt 

0 0 1 1 1 1 0 
0.0%) O.Ol.) 8.3%) 7. 7l.) 7. 7%) 7.7%) O.Ol.) 

8 10 10 10 8 9 7 
80.0%) 76.9%) 83.3%) 76.9%) I 61.5%) 69.2%) 53.8%) 

2 2 1 1 2 1 2 
20 . 0%) 15.4%) 8.3%) 7. 7%) 15.4%) 7.7%) 15.4%) 

0 1 0 0 1 0 1 
0.0%) 7. 7%) 0.0%) 0.0%) 7. 7%) 0.0%) 7. 7%) 

0 0 0 1 0 1 z 
0.0%) 0.0%) 0.0%) 7, 7%) 0.0%) 7. 7%) 15.4%) 

103 - 103. 9 0 0 0 0 1 1 1 
I O • 0% J I O. 0% ) I O. 0% ) I C O • o:o I 7. 7% ) I I 7. 7% ) I 7, 7% I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 10 I 13 I 12 I 13 I 13 I 13 I I 13 I 

I 1 76.9%> I 1100.0%1 I I 92.3%1 I llOQ.Ol.l I 1100.0%1 I 1100.0:0 I I 1100.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 3 I O I 1 I O I O I O I I O I 
I I 23. 1:0 I I o. 0% I I 7. 7% J I I o. 0% I I C o. 0% J I C o. 0% l I I I O. 0% I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NU-BER 
PATIENT CLASS: 
AGE RANGE 

BROMBERG, KEtflETH 
000403 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 7 (cont.) 

HAXIHl.tt TEHPERATIJRES 

-------------------------. --------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I tu1BER OF VACCINEES I 56 VACCINEES I - INJECTION 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I Nl.tBER 

MAX TEHPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL I I O I 1 I 2 I 3 I 4 I 5 I I MAX TEMP 

·················-·············· ······•·lfit ········••liHHHHHOHHHf •••••••••••••••••• lfit ········••I••········ ........ lfit NORMAL Z Z I Z Z Z Z I 2 
6.3% J 3. 7% J I 3.6% J 3.6% J 3 . a::o 4.0% I I 3.6.iO 

I I 
< 99 z9 47 I 51 51 46 47 I 44 

90.6%1 87.0%1 I 92.7%1 92.7%1 88.5%1 94.0%1 I ao.0%1 
I I 

99 - 99.9 1 5 I 2 1 4 1 I a 
I 3 • 1% J 9. 3% I I I 3 • 6i0 1. 8% I 7. 7% I 2. 0% I I 14. 5% I 

I I 
100 - 100. 9 o o I o l o o I l 

I 0.0%) I o.o;o I I 0.0%) I 1.8%) I 0.0%) I 0.0%) I I 1.8%) 
-----------------------------------1----------l----------l----------l----------l----------l------- ·--1----------I----------I 

TEHPERATURE TAKEN I 32 I 54 I 55 I 55 I 52 I 50 I I 55 I 
I I 57.1.iO I I 96.4%> I I 98.2.iO I I 98.2%J I I 92.9%J I I 89.3%J I I I 98.2%> I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERATURE NOT TAKEN I 24 I 2 I 1 I 1 I 4 I 6 I I 1 I 

I I 42,9%1 I I 3.6%1 I I l.8%J I I l.8%J I I 7.1%1 I I 10.7%) I I I 1.8%> I 

-

.:::, 
0 
rv 
IJ 
l11 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-BER 
PATIENT CLASS: 
AGE RANGE 

BROMBERG, KE~ETH 
000403 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 7 (cont.) 

. HAXIIU1 TEMPERATURES 

----------------------------------------------------------------------------------------------------------------------------
VACCINE: HIB CONJUGATE 

MAX TEMPERATURE 
I DEG F, ORALJ 

·················-················ NORMAL 

< 99 

99 - 99.9 

100 - 100.9 

I tu18ER OF VACCINEES I 38 VACCINEES) - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tf.118ER 
1----------------------------------------------------------------------------I HITH I o I 1 I 2 I 3 I 4 I s I I MAX TEMP 
•••••••••• •••••J1JIJ1•11 iHHHHHHHHHf iHHHHflllliHHf 

• •• )1 •• )1.IHf -- ···)I······ ---2 2 3 3 4 4 2 
7. 7%) 5.6%) 8.3%) 8,8i0 11.1:0 11.8%) 5.6%) 

22 29 31 29 29 28 25 
84.6%) 80.6%) 86.1%) 85.3% J 80.6%) 82.4%) 69.4%) 

2 5 0 1 2 1 7 
7. 7%) 13. 9%) 0.0%) 2. 9%) 5.6%) 2,9%1 19.4% I 

0 0 2 0 0 1 l 
0.0%) 0.0%) 5.6%) 0.0%) 0.0%) 2.9%) 2.8%1 

101 - 101. 9 0 0 0 1 1 0 1 
I c o. 0% 1 1 o. 0% l I o. 0% > 1 z. 9% > c 2 . 8% > 1 o. 0% 1 c 2 ~a% 1 

-----------------------------------1----------I---------- ----------l----------1----------1----------1----------I----------I 
TEMPERATURE TAKEN I 26 I 36 36 I 34 I 36 I 34 I I 36 I 

I c 68.4%> I 1 94.7%1 I I 94.7%l I c 89.5%1 I c 94.7%1 I I 89.5%1 I I I 94.7%> I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 12 I 2 I 2 I 4 I 2 I 4 I I 2 I 
I I 31.6%) I I 5.3%) I I 5.3%) I I 10.5%) I I 5.3%) I I 10.5%) I I I 5.3%) I 

0 
0 
rv 
D 
a-
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT tu1BER 
PATIENT CLASS: 
AGE RANGE 

BROt1BERG, KE~ETH 
000403 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
lZ-71 HOS. 

TABLE 7 (cont.) 

MAXI~ TEHPERAT\JRES 

VACCINE : HI8 CONJUGATE I tfJMBER OF VACCINEES I 17 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

HAX TEHPERAT\JRE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL ) I O I 1 I 2 I 3 I 4 I 5 I I MAX TEMP 

•••••••••••••••••••• • •••••••••••••••••••••••• IHHHHHtlHHHt •••••••••• IHHHHHtlHHHt -·- •••••••••••••••••••• , .......... 

< 99 8 13 14 13 13 13 I 10 
1100.0%> 76.5%> 87.5%> 81.3%> 86.7i':> 76 . 5%> I 58.s;o 

I 
99 - 99. 9 0 4 1 1 l l I 3 

0.0%) Z3.5%) 6.3%) 6.3%) 6.7%) 5.9%) I 17.6%) 
I 

100 - 100. 9 o o 1 1 1 1 I z 
0.0%> 0.0%> 6.3%> 6.3%> 6.7%1 5.9%> I 11.&%> 

I 
101 - 101. 9 o o o 1 o z I z 

I o.o:o I o.o:o I 0.0%) I 6.3%) I 0.0%) I 11.8%) I I 11.8%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERAT\JRE TAKEN I 8 I 17 I 16 I 16 I 15 I 17 I I 17 I 
I I 47.UO I 1100.0%> I I 94.1%> I I 94.1%> I I sa.z;o I 1100.0,0 I I 1100.0%> I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERAT\JRE NOT TAKEN I 9 I O I 1 I 1 I 2 I O I I O I 

I I 52 • 9% l I I O . 0% ) I I 5. 9% l I I 5. 9% I I I 11 . 8% l I I O. 0% l I I I O . 0% l I 
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(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

62701 

Haemophilus 
meningitidis 
Study 004-04 

b Conjugate Vaccine 
Outer Membrane Protein 

(Neisseria 
Complex), 

To evaluate the safety and immunogenicity of 
Haemophilus b conjugate vaccine (Neisseria 
meningitidis outer membrane protein complex) in 
healthy infants 2 months of age. 

Haemophilus 
meningitidis 
(PRP-OMPC) 

b Conjugate 
Outer Membrane 

Vaccine 
Protein 

mcg polysaccharide/ml 

(Neisseria 
Complex) 

Lot 1069/C-P241 -

Lot 1072/C-P298 -
mcg meningococcal protein/ml 
mcg polysaccharide/ml 
mcg meningococcal protein/ml 

diluent 

Joel I. Ward, M.D. 
Harbor-UCLA Medical Center 
Torrance, California 

Carol Berkowitz, M.D. 
Harbor-UCLA Medical Center 
Torrance, California 

Research and Education Institute 
Harbor-UCLA Medical Center 
Torrance, California 

Kaiser-Permanente Medical Center 
Panorama City, California 

29AUG88 



DATE STUDY 
INITIATED: 

DATE STUDY 
COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

62701 

- 2 -

September 14, 1987 

In progress. 

Healthy infants 2 months of age are included in the 
study. 

Infants receive two injections of PRP-OMPC vaccine 
given 2 months. Vaccine is reconstituted in aluminum 
hydroxide and administered by intramuscular route. 
The dose for each injection is 15 mcg of polysac
charide in the appropriate volume. Lot 1069/C-P241 
is reconstituted to contain 15 mcg polysaccharide in 
O. 75 ml, while 1080/C-P749 is reconstituted to 
contain 15 mcg polysaccharide in 0.5 ml/. 

The parent or guardian is required to record the 
vaccine recipient's temperature and any reactions at 
the injection site or systemic complaints for 5 days 
after each injection of vaccine. Unexpected or 
serious reactions are to be reported immediately to 
the study physician. Serious adverse experiences in 
the 14 days following each injection of vaccine are 
required to be reported by the investigator. 

A blood sample is obtained prior to each injection of 
vaccine and 1 and 7-10 months after the last 
injection of vaccine. All serum samples are assayed 
for antibody to the capsular polysaccharide of 
Haemophilus influenzae type b by radioimmunoassay. 
Selected samples may be tested for bactericidal and 
opsonophagocytic activity, immunoglobulin isotype and 
subclass IgG. Opsonophagocytic assays are performed 
at the University of Alabama. All other assays are 
performed at Merck Sharp & Dohme Research 
Laboratories. 

29AUG88 



(b) (6)
(b) (6)

RESULTS: 

62701 

- 3 -

Demographic information and individual pre and 
postimmunization antibody data for each vaccine 
recipient are presented in Table 1. 

1. Current status: 

Lot 

1069/C-P241 

1072/C-P298 

No. Vaccinated 
Injection 1 Injection 2 

44 

5 

32 

17 

Thirty-two infants received two injections of Lot 
1069/C-P241 and 5 children received two 
injections of Lot 1072/C-P298. Twelve infants 
(case nos. 

with Lot 1069 as 
injection 2. 

received mixed lots 
injection 1 and 1072 as 

2. Serologic results: 

Anti-PRP responses prior to each injection of 
vaccine and 1 month after the last injection of 
vaccine are as follows: 

% With Anti-PRP GMT (mcgLml) 
Time >0.15 mcgLml >1.0 mcgLml All Vaccinees 

Pre 
Post 
Post 

74 (28/38) 8 ( 3/38) 0. 25 
1 100 (35/35) 69 (24/35) 2.30 
2 100 (37/37) 89 (33/37) 5.38 

Antibody responses by lot are presented in 
Table 2-5. If vaccine recipients received mixed 
lots, responses after the second injection are 
excluded from summaries by lot. As most second 
injections were administered outside the 42-70 
acceptable day range, antibody responses are 
summarized two ways. In Tables 2-3, inf an ts are 
excluded if their second vaccination and/or serum 
samples fall outside the standard day range. In 
Tables 4-5 and in the above summary tables the 
day ranges are expanded to include the majority 
of children vaccinated. 

29AUG88 
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RESULTS: 
(CONT.) 

62701 

- 4 -

3. Clinical results: 

The incidence of selected injection site and 
systemic reactions occurring within 2 days after 
vaccination are as follows: 

% of Vaccines 
with ReactiQn 

Type of Reaction Injection 1 Injection 2 

Injection Site: 
Pain/Soreness 18 ( 9/49) 6 ( 3/49) 
Erythema >1 inch 0 ( 0/49) 2 ( 1/49) 
Swelling >1 inch 0 ( 0/49) 2 ( 1/49) 
Induration 0 ( 0/49) 2 ( 1/49) 

Systemic: 
Irritability 25 (12/49) 27 (13/49) 
Sleepiness/Lethargy/ 20 (10/49) 16 ( 8/49) 

Fatigue 

The frequencies of all clinical reactions and 
maximum temperatures occurring during the 5 days 
following each injection of vaccine by lot are 
presented in Tables 6-8 by lot. 

No serious or alarming reactions attributable to 
vaccine have been reported. 

29AUG88 

()03(lt 



(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINES: 

INVESTIGATOR: 

62831 

Haemophilus b Conjugate Vaccine 
meningitidis Outer Membrane Protein 
Study 004-04 Addendum 

(Neisseria 
Complex), 

To evaluate the safety and immunogenicity of 
Haemophilus b conjugate vaccine (Neisseria 
meningitidis outer membrane protein complex) 
administered in conjunction with other routine 
pediatric vaccines in children 15 to 18 months of age. 

1. Haemophilus 
meningitidis 
(PRP-OMPC) 

b Conjugate 
Outer Membrane 

Vaccine (Neisseria 
Protein Complex) 

Lot 1080/C-P749 - mcg polysaccharide/ml 
mcg meningococcal protein/ml 

Aluminum h droxide diluent 
Lot .._ _____ .... 

2. Measles, Mumps and Rubella Virus Vaccine 

MMR®II 
Merck Sharp & Dohme 
Lot 0331P 

3. Diptheria and Tetanus Toxoids and Pertussis 
Vaccine (DTP) 

TRI-IMMUNOL® 
Lederle Laboratories 
Lot 187-664 

4. Poliovirus Vaccine, Live Oral Trivalent (OPV) 

ORIMUNE® 
Lederle Laboratories 
Lot 0560B 

Joel I. Ward, M.D. 
Harbor-UCLA Medical Center 
Torrance, California 

29AUG88 



SUB-INVESTIGATOR: 

STUDY LOCATION: 

DATE STUDY 
INITIATED: 

DATE STUDY 
COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

62831 

- 2 -

Carol Berkowitz, M.D. 
Harbor-UCLA Medical Center 
Torrance, California 

Research and Education Institute 
Harbor-UCLA Medical Center 
Torrance, California 

Kaiser-Permanente Medical Center 
Panorama City, California 

August, 1988 

In progress. 

Healthy children 15 to 18 months of age are included 
in the study. 

Children are randomized to receive PRP-OMPC vaccine 
concurrently with MMR, DTP and OPV vaccines or alone 
at 15 or 18 months of age. Approximately 25 children 
are assigned to each regimen. 

Children receive a single 0.5 ml (15 mcg polysac
charide) injection of PRP-OMPC vaccine reconstituted 
in aluminum hydroxide and administered by intra
muscular route at 15 or 18 months of age. A single 
0.5 ml subcutaneous injection of MMR vaccine, a 
0. 5 ml intramuscular injection of DTP vaccine, and a 
0.5 ml oral dose of OPV vaccine (at separate sites) 
are given at the same time or 3 months earlier (at 15 
months of age) or 3 months later (at 18 months of 
age). 

The parent or guardian is required to record the 
vaccine recipient's temperature and any reactions at 
the injection site or systemic complaints for 5 days 
after each injection of vaccine. Unexpected or 
serious reactions are to be reported immediately to 
the study physician. Serious adverse experiences in 
the 14 days following each injection of vaccine are 
required to be reported by the investigator. 

29AUG88 
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STUDY PROCEDURE: 
(CONT.) 

RESULTS: 

62831 

- 3 -

A blood sample is obtained prior to and 1 month after 
each injection of vaccine. All serum samples are 
assayed for antibody to the capsular polysaccharide 
of Haemophilus influenzae type b by 
radioimmunoassay. Selected samples may be tested for 
bactericidal and opsonophagocytic activity, 
immunoglobulin isotype and subclass IgG. A subset of 
serum samples are assayed for measles and rubella 
virus antibody by hemagglutination inhibition assay, 
mumps virus antibody by ELISA, and antibody to 
diphtheria and tetanus toxoid, pertussis and polio 
virus. 

The study has been initiated. Results are not yet 
available. 

29AUG88 
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(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HARD, JOEL 
000404 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 1 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

M CAUC 2M -7 001 PREBLEED 136 
0 011 INJ l CP241 15 HCG 

77 011 BLEED l 05/ 797 
77 021 INJ 2 CP298 15 MCG 

140 021 BLEED 2 05/ 267 

H CAUC 2H D 001 PREBLEED 174 
0 011 INJ l CP241 15 HCG 

53 011 BLEED l 344 
53 021 INJ 2 CP298 15 MCG 

102 021 BLEED 2 377 

H HISP 211 0 001 PREBLEED 150 
0 011 INJ l CP241 15 MCG 

103 021 INJ 2 CP241 15 HCG 
152 021 BLEED l 05/ 23510 

H CAUC 2H 0 001 PREBLEED 241 
0 011 INJ 1 CP241 15 MCG 

47 011 BLEED 1 9930 
47 021 INJ 2 CP298 15 MCG 

101 021 BLEED 2 23931 

H HISP 2M 0 001 PREBLEED 157 
0 011 INJ 1 CP241 15 MCG 

56 011 BLEED l 831 
67 021 INJ 2 CP298 15 HCG 

126 021 BLEED 2 14408 

H HISP 2M 0 001 PREBLEED 204 
0 011 INJ l CP241 15 MCG 

73 011 BLEED l 05/ 1529 
73 021 INJ 2 CP298 15 MCG 

118 021 BLEED 2 05/ 1767 

F CAUC 211 0 001 PREBLEED 544 
0 011 INJ 1 CP241 15 MCG 

91 011 BLEED l 05/ 628 
91 021 INJ 2 CP298 15 MCG 

138 021 BLEED 2 05/ 7167 

CODE/ SBA CODE/ OPSO 

0 
0 
IA 
0 
iJ1 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

~IARD, JOEL 
000404 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F HISP lH -7 001 PREBLEED 281 
0 011 INJ 1 CP241 15 HCG 

97 011 BLEED 1 05/ 11867 
97 021 INJ 2 CP241 15 MCG 

147 021 BLEED 2 05/ 3928 

F HISP 2M 0 001 PREBLEED 143 
0 011 INJ 1 CP241 15 MCG 

59 011 BLEED 1 340 
59 021 INJ 2 CP298 15 MCG 

115 021 BLEED 2 2825 

F HISP 2H 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 HCG 

55 011 BLEED 1 457 
55 021 INJ 2 CP298 15 MCG 

102 021 BLEED 2 1019 

H CAUC 2H -7 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 MCG 

85 011 BLEED 1 05/ 1007 
85 021 INJ 2 CP241 15 MCG 

127 021 BLEED 2 05/ 4597 

F BLAC 2M 0 001 PREBLEED 268 
0 011 INJ 1 CP241 15 MCG 

65 011 BLEED 1 31398 
65 021 INJ 2 CP298 15 HCG 

112 021 BLEED 2 34585 

H CAUC 2M -2 001 PREBLEED 320 
0 011 INJ 1 CP241 15 HCG 

81 011 BLEED 1 05/ 722 
81 021 INJ 2 CP241 15 MCG 

124 021 BLEED 2 05/ 4109 

F CAUC 2H 0 001 PREBLEED 556 
0 011 INJ 1 CP241 15 MCG 

75 011 BLEED 1 05/ 3280 
75 021 INJ 2 CP241 15 MCG 

CODE/ SBA CODE/ OPSO 

0 
0 
\,;,I 

0 
0-
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HARD, JOEL 
000404 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 

F HISP 

F HISP 

H HISP 

H CAUC 

H HISP 

H BLAC 

H CAUC 

2M 126 

lH -8 
0 

90 
90 

132 

IM -8 
0 

79 
79 

121 

2H 0 
0 

57 
57 

108 

IM 0 
0 

77 
77 

127 

IM -9 
0 

75 
83 

126 

2M 0 
0 

lll 
Ill 
184 

2M 0 
0 

021 BLEED 2 

001 PREBLEED 
Oll INJ 1 
Oll BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
Oll INJ 1 
Oll BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
Oll INJ 1 
Oll BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
Oll INJ 1 
Oll BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
Oll INJ 1 
Oll BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
Oll INJ 1 
Oll BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
Oll INJ 1 

05/ 18255 

1070 
CP241 15 HCG 

05/ 857 
CP241 15 MCG 

05/ 7257 

622 
CP241 15 MCG 

05/ 2147 
CP241 15 MCG 

05/ ll864 

294 
CP241 15 HCG 

1670 
CP241 15 MCG 

30049 

128 
CP241 15 HCG 

05/ 4573 
CP298 15 MCG 

05/ 3231 

135 
CP241 15 MCG 

05/ 17923 
CP241 15 MCG 

05/ 14764 

256 
CP241 15 HCG 

05/ 6954 
CP241 15 HCG 

05/ 2841 

298 
CP241 15 MCG 

CODE/ SBA CODE/ OPSO 

0 
0 
~ 
.:> 
--.j 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HARD, JOEL 
000404 
HIB CONJUGATE 
2 INJ. nm MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

M CAUC 2H 70 l 829 
70 2 CP241 15 HCG 

121 2 1299 

F CAUC 2M 0 001 PREBLEED 382 
0 011 INJ 1 CP241 15 MCG 

70 011 BLEED 1 7604 
70 021 INJ 2 CP241 15 HCG 

121 021 BLEED 2 4721 

H BLAC 3M -1 001 PREBLEED 242 
0 011 INJ 1 CP241 15 HCG 

60 011 BLEED 1 514 
60 021 INJ 2 CP298 15 MCG 

116 021 BLEED 2 844 

F CAUC 2M 0 001 PREBLEED 348 
0 011 INJ 1 CP241 15 HCG 

82 011 BLEED 1 05/ 4662 
82 021 INJ 2 CP241 15 MCG 

125 021 BLEED 2 05/ 11154 

F HISP 2M 0 001 PREBLEEO 489 
0 011 INJ 1 CP241 15 MCG 

70 011 BLEED 1 431 
70 021 INJ 2 CP298 15 MCG 

113 021 BLEED 2 6206 

H OTHE 2H -8 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 HCG 

105 011 BLEED 1 05/ 2574 
105 021 INJ 2 CP241 15 MCG 
174 021 BLEED 2 05/ 4789 

F CAUC 2M -11 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 MCG 

72 011 BLEED 1 05/ 3287 
72 021 INJ 2 CP241 15 HCG 

114 021 BLEED 2 05/ 37988 

F HISP ZH 0 001 PREBLEED 3537 

CODE/ SBA CODE/ OPSO 

0 
0 
~ 
::> 
J:) 



(b) (6) (b) (6) (b) (6)

H~~-✓- 23546090/07/12/88/PAGE 29 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HARD, JOEL 
000404 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F HISP 2M 0 011 INJ 1 CP241 15 MCG 
59 011 BLEED 1 1987 
59 021 INJ 2 CP241 15 MCG 

101 021 BLEED 2 1589 

F HISP IM 0 001 PREBLEED 241 
0 011 INJ 1 CP241 15 MCG 

88 011 BLEED 1 05/ 1395 
88 021 INJ 2 CP241 15 MCG 

136 021 BLEED 2 05/ 2533 

M OTHE lH -10 001 PREBLEED 2600 
0 011 INJ 1 CP241 15 MCG 

98 011 BLEED 1 05/ 2838 
98 021 INJ 2 CP241 15 MCG 

133 021 BLEED 2 05/ 7361 

F HISP IM -9 001 PREBLEED 410 
0 011 INJ 1 CP241 15 MCG 

102 011 BLEED 1 05/ 8157 
102 021 INJ 2 CP241 15 MCG 
145 021 BLEED 2 05/ 41302 

F BLAC 2M 0 011 INJ 1 CP241 15 MCG 
76 011 BLEED l 05/ 5050 
76 021 INJ 2 CP241 15 MCG 

122 021 BLEED 2 05/ 13949 

M CAUC IM -14 001 PREBLEED 266 
0 011 INJ l CP241 15 MCG 

84 011 BLEED 1 05/ 585 
84 021 INJ 2 . CP241 15 MCG 

124 021 BLEED 2 05/ 1960 

M BLAC 2M -17 001 PREBLEED 143 
0 011 INJ 1 CP241 15 MCG 

87 011 BLEED 1 05/ 4567 
87 021 INJ 2 CP241 15 MCG 

121 021 BLEED 2 05/ 1746 

H HISP 2H -12 001 PREBLEED 1627 

CODE/ SBA CODE/ OPSO 

-:> 
:::> .,.. 
~ 
.() 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HARD, JOEL 
000404 
HIS CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H HISP 2H 0 011 INJ l CP241 15 MCG 
86 011 BLEED l 05/ 3627 
86 021 INJ 2 CP241 15 MCG 

136 021 BLEED 2 05/ 4265 

F OTHE 2M -7 001 PREBLEED 173 
0 011 INJ l CP241 15 MCG 

85 011 BLEED l 05/ 5275 
85 021 INJ 2 CP24l 15 MCG 

148 021 BLEED 2 05/ 3956 

F CAUC 2H 0 001 PREBLEED 151 
0 011 INJ l CP241 15 MCG 

120 011 BLEED l 05/ 3554 
120 021 INJ 2 CP241 15 HCG 
161 021 BLEED 2 05/ 9862 

F CAUC 2H -15 001 PREBLEED 225 
0 011 INJ l CP241 15 MCG 

72 011 BLEED l 05/ 1313 
72 021 INJ 2 CP241 15 MCG 

118 021 BLEED 2 05/ 1177 

H HISP 2M -14 001 PREBLEED 150 
0 011 INJ l CP241 15 MCG 

71 011 BLEED l 05/ 3319 
71 021 INJ 2 CP241 15 MCG 

120 021 BLEED 2 05/ 4172 

F OTHE 2H 0 011 INJ 1 CP241 15 MCG 
75 021 INJ 2 CP241 15 MCG 

121 021 BLEED l 05/ 1407 

M HISP 3M -25 001 PREBLEED < 125 
0 011 INJ l CP298 15 MCG 

58 011 BLEED l 4285 
58 021 INJ 2 CP298 15 MCG 
98 021 BLEED 2 8622 

H CAI.JC lH 0 001 PREBLEED 216 

CODE/ SBA CODE/ OPSO 

.,::) 

~ 
:,J"4 -•J 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HARD, JOEL 
000404 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

M CAUC lM 0 011 INJ 1 CP241 15 MCG 
81 011 BLEED 1 05/ 2355 
81 021 INJ 2 CP241 15 MCG 

M CAUC IM 0 001 PREBLEED 162 
0 011 INJ 1 CP241 15 MCG 

73 011 BLEED 1 05/ 1746 
73 021 INJ 2 CP241 15 HCG 

120 021 BLEED 2 05/ 1869 

F CAUC IM 0 001 PREBLEED 199 
0 011 INJ 1 CP241 15 MCG 

71 011 BLEED 1 05/ 2080 
71 021 INJ 2 CP241 15 MCG 

119 021 BLEED 2 05/ 732 

M HISP 2M 0 001 PREBLEED 245 
0 011 INJ 1 CP241 15 MCG 

68 011 BLEED 1 5304 
68 021 INJ 2 CP241 15 MCG 

118 021 BLEED 2 16686 

F CAUC 2M 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

86 011 BLEED 1 05/ 7989 
86 021 INJ 2 CP298 15 MCG 

115 021 BLEED 2 05/ 8232 

F BLAC 2M 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

85 011 BLEED 1 05/ 28188 
85 021 INJ 2 CP298 15 MCG 

126 021 BLEED 2 05/ 27130 

M CAUC 2M 0 001 PREBLEED 167 
0 011 INJ 1 CP298 15 MCG 

62 011 BLEED 1 2732 
62 021 INJ 2 CP298 15 MCG 

105 021 BLEED 2 10161 

M HISP 2M 0 001 PREBLEED 127 

CODE/ SBA CODE/ OPSO 

:::> 
·:::> ,.,., 

-



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 

HARD, JOEL 
000404 
HIB CONJ UGATE VACCINE 

REGIMEN 
PATIENT CLASS: 

2 INJ . TIIO MOS. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

1111 H HISP - 2H 0 
44 
44 
86 

DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA 

011 INJ l CP298 
011 BLEED l 
021 INJ 2 CP298 
021 BLEED 2 

15 HCG 

15 HCG 
8489 

7284 

CODE/ SBA CODE/ OPSO 

0 
0 
1.14 

rv 



' /. 

HFLU , 162 10 /07/ 19/88/ 7 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

WARD, JO EL 
000404 
HIB CONJUGATE 
RIA 
CP241 
15 MCG 
HEALTHY CHILDREN 

TABLE 2 
A N T I B O D Y R E S P O N S E S .. 

% WITH ANTI-PRP FOLD RISE 

'% >2 FOLD 
••••••••••••••• 

AGE 
•••••••••• 

1- 6 MOS . 

TIME 
(MONTHS) 

•••••••••••• 

PRE I NJ 
MONTH 2 
MONTH 3 

FOOTNOTE($) : 

>.15 MCG AB/ML 
••••••••••••••• 

100 
100 
100 

5/ 
5/ 
1 / 

5) 
5) 
1 ) 

>1.0 MCG AB/ML 
••••••••••••••• 

20 
80 

100 

1 / 
4/ 
1 / 

5) 
5) 
1 ) 

80 
0 

4/ 
0/ 

5) 
1 ) 

MEAN 
• ••••• 

5.2 
0.4 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

••••••••••••••••• 

0.493 
2.565 
1 .589 

5) 
5) 
1 ) 

IF A TITER IS REPORTED AS <. 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 
0 
\.N ,... 
v,t 
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HFLU/, ,6210/07/ 19/ 88/8 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

WARD, J OEL 
000404 
HIB CON JU GATE 
RIA 
CP298 
15 MCG 
HEALTHY CHILDREN 

TABLE 3 
A N T I B O D Y R E S P O N S E S 

• 

% WITH ANT 1-PRP FOLD RISE 

% >2 FOLD AGE 
•••••••••• 

1- 6 MOS. 

TIME 
(MONTHS) 

•••••••••••• 

PRE INJ 
MONTH 2 
MONTH 3 

FOOTNOTE ( S): 

>,15 MCG AB/ML 
••••••••••••••• 

33 
100 
100 

1 / 
3/ 
3/ 

3) 
3) 
3) 

>1.0 MCG AB/ML 
••••••••••••••• 

0 
100 
100 

0/ 
3/ 
3/ 

3) 
3) 
3) 

• •••••••••••••• 

100 
100 

3/ 
3/ 

3) 
3) 

MEAN 
• ••••• 

33.5 
62.2 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

• •••••••••••••••• 

o . 110 
4 . 632 
8,609 

3) 
3) 
3) 

IF A TIT ER IS REPORTED AS<. 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER . 

0 
0 
Vol -J::t 



1-tF LU IL _ _,46210/07 /25/88/ 1 

IN VESTI GATOR 
· , I UD Y 
· ,, CC !NE 

., ·, ' · ,l, y 
t , , 1 NUMBER 

I lJ PULA TION 

WARD, JOEL 
000404 
HIB CONJUGATE 
RIA 
CP241 
15 MCG 
HEALTHY CHILDREN 

TABLE 4 
A N T I B O D Y R E S P O N S E S 

EXPANDED DAY RANGES 

% WITH ANTI-PRP FOLD RISE 

% >2 FOLD 
••••••••••••••• 

AL. E 
: 1 ..... * ••••• 

1 - 6 MOS. 

TIME 
(MONTHS) 

•••••••••••• 

PRE INJ 
WEEKS 6-13 
WEEKS 14-23 

FOOTNOTE( S): 

>. 15 MCG AB/ML 
••••••••••••••• 

79 
100 
100 

27/ 34) 
31 / 31) 
2 1 / 21) 

>1 . 0 MCG AB/ML 
••••••••••••••• 

9 
65 
95 

3 / 34) 
20/ 31) 
20/ 21) 

81 
95 

25/ 31) 
20/ 21) 

MEAN 

• ••••• 

6 . 6 
18 . 7 

. 
GMT MCG AB/ML (N) 

ALL 
VACCINEES 

••••••••••••••••• 

0 .2 73 
1. 946 
6 . 419 

34) 
31) 
2 1) 

IF A TITER IS REPORTED AS < . 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 
0 
1.,,1 -t.11 



Ill LU/ Lbc,46210/07/25/66 /2 

I ll VES TIGATOR 
'. TlJ [lV 
·, ,, C: C I NE 
.. . :. AV 
1 , ,T NUMBER 
l •u:'> t 
hlPUL ATION 

WARD, JOEL 
000404 
HIB CON J UGATE 
RIA 
CP296 
15 MCG 
HEALTHY CHILDREN 

TABLE 5 
A N T I B O D Y R E S P O N S E S 

EXPANDED DAY RANGES 

% WITH ANTI-PRP FOLD RISE 

% >2 FOLD AG E 
I ♦ ♦ -f' * $ •••• 

I- 6 MOS. 

TIME 
(MONTHS) 

•••••••••••• 

PRE I NJ 
WEEKS 6-13 
WEEKS 14-23 

FOOTNOTE ( S) : 

>. 15 MCG AB/ML 
• •••••••••••••• 

25 
100 
100 

1 / 
4/ 
4/ 

4) 
4) 
4) 

> 1. 0 MCG AB/ML 
••••••••••••••• 

0 
100 
100 

oi 
4/ 
4/ 

4) 
4) 
4) 

• •••••••••••••• 

100 
100 

4/ 
4/ 

4) 
4) 

MEAN 
•••••• 

63.0 
84 . 0 

. 
GMT MCG AB/ML (N) 

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 095 
8 . 501 

11. 339 

4) 
4) 
4) 

IF A TITER IS REPORTED AS< . 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE , 
AND . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER . 



H~LU/CC54b330/07/18/88/40 
TABLE 6 

CLINICAL COMP LA I ·. TS BY FREQUENCY 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEMA, INJ. SITE ( <=l IN. I 
S~IELLING, INJ . SITE l <=l IN. I 
PAIN/SORENESS, INJ . SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARM TO TOUCH 
DIARRHEA 
PROLONGED CRYING, >l/2 HR 
VOMITING 
CONSTIPATION 
BODY ODOR 
CRYING, EXCESSIVE 
GASTROINTESTINAL PAIN 
NASAL CONGESTION 
NAUSEA 
HHEEZWG 

HIB CONJUGATE 
INJECTION: l 

44 

10 22. 7 % I 
34 77 . 3 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 44 

CLINICAL COMP. VACCINEES 

22 50.0 
12 27.3 
11 25.0 

9 20.5 

25 56.8 
12 27.3 
11 25.0 

8 18.2 
3 6.8 
3 6.8 
3 6.8 
2 4 . 5 
l 2.3 
l 2.3 
l 2.3 
1 2.3 
1 2.3 
1 2.3 



Hf~~/ CC546330/07/l8/88/42 
TABLE 6 (cont. ) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

UNESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
1-11 MOS . 

DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I INJECTION SITE) 
SHELLING, INJ. SITE l<=l IN.) 
ERYTHEMA, INJ, SITE 1<=1 IN . ) 
PAIN/SORENESS, INJ. SITE 
ERYTHEMA, INJ. SITE I >l INCH l 
SHELLING, INJ. SITE I >l INCH) 

SYSTEMIC REACTIONS 
HARM TO TOUCH 
FATIGUE 
IRRITABILITY 
PROLONGED CRYING, >1/Z HR 
TEETHING 
VOMITING 
RASH 
UPPER RESPIRATORY INFECTION, NOS 
CRYING, EXCESSIVE 
DIARRHEA 
NASAL DISCHARGE 
NAUSEA 
HHEEZING 

HIB CONJUGATE 
INJECTION: 2 

32 

6 18.8 %) 
26 81.3 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 32 

CLINICAL COMP. VACCINEES 

18 56.3 
11 34.4 
8 25.0 
3 9.4 
l 3.1 
l 3.1 

20 62 . 5 
9 28.1 
8 25.0 
8 25.0 
4 12.5 
4 12 .5 
4 12.5 
3 9 . 4 
3 9 . 4 
l 3.1 
l 3.1 
l 3.1 
l 3.1 
l 3.1 



Hf • . CC546330/07/ l8/88/41 
TABLE 6 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

ItNESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP2 98 
HEALTHY CHILDREN 
1-11 MOS . 

DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I INJECTION SITE) 

SYSTEMIC REACTIONS 
IRRITABILITY 
CRYING, EXCESSIVE 
NAUSEA 
OTITIS MEDIA 
VOMITING 

HIB CONJUGATE 
INJECTION: 1 

5 

2 40.0 % I 
3 60.0 % ) 
0 

NO. OF VACCINEES % BASED 
HITH ON 5 

CLINICAL COMP. VACCINEES 

0 

3 
2 
1 
1 
1 
1 

0 . 0 

60 . 0 
40.0 
20.0 
20.0 
20.0 
20.0 



Hf~_.CC546330/07/18/88/43 
TABLE 6 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP2'l8 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEMA, INJ. SITE l<=l IN.) 
SHELLING, INJ. SITE (<=l IN.) 
SHELLING, INJ. SITE (>l INCH) 
INDURATION, INJECTION SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
TEETHING 
HARM TO TOUCH 
CRYING, EXCESSIVE 
FATIGUE 
NASAL CONGESTION 
NAUSEA 
UPPER RESPIRATORY INFECTION, NOS 
VOMITING 

HIB CONJUGATE 
INJECTION: 2 

17 

3 17.6 %) 
14 82.4 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 17 

CLINICAL COMP. VACCINEES 

9 
7 
3 
2 
1 

8 
5 
2 
2 
l 
l 
1 
l 
l 
l 

52.9 
41.2 
17.6 
11.8 
5.9 

47.l 
29.4 

, 1,1.8 
11.8 
5.9 
5.9 
5.9 
5.9 
5.9 
5.9 



111 . . Z3546030/ 07/ 12/88/PAGE 240 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUl!OER 
PATIEtff CLASS: 
AGE RAtlGE 

~IARD, JOEL 
000404 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
1-11 MOS . 

TABLE 7 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE f NUMBER OF VACCINEES ( 44 VACCINEESJ - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION f NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l f 2 f 3 f 4 f 5 I !COMPLAINTS 
**********************-***********'**********'**********'**********'**********'********-1••-··•-•f**********'*-*****lHf 
LOCAL REACTIONS f 16 f 15 f 7 f 4 f 3 I 2 f f 22 

I 1 36.4%1 I 1 34.1%1 I 1 15.9%1 I c 9.1%1 I 1 6.8%1 I c 4.5%1 I I 50.0%J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------

ERYTHEMA, INJ. SITE (<=l IN.) I 6 I 8 I 4 f O f O I O f 12 
I 13. 6% J I 18. 2% 1 I 9 .1% > I o. 0% 1 I o. 0% > I I o. 0% > I 21. 3% > 
I I I I I I· I 

PAIN/SORENESS, INJ. SITE f 8 I 4 f O f O f O f O f 9 
I 18. 2% J I 9 • 1% 1 I o . 0% 1 I o . 0% > I o . 0% > I o. 0% 1 I 20. 5% > 
I I I I I I I 

SHELLING,INJ.SITEl<=lIN.) I 6 I 9 I 5 I 4 I 3 I 2 I 11 
I I 13.6%) I I 20.5%) I I 11 . 4%) I I 9.1%) I I 6.8%) I I 4.5%) I 25.0%) 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------
sYsTEMic I 18 I 16 I 10 I 9 I 3 I 1 I 25 

I c 40.9%1 I c 36.4%1 I c 22.1%1 I 1 20.5%1 I c 6.8%1 I c 2.3%1 I 56.8%J 

BODY AS A HHOLE/SITE UNSPEC. 10 8 4 6 l 0 15 
22. 7% I 18. 2% J 9.1% I 13.6% I 2.3%) 0.0%) 34.1%) 

FATIGUE 6 8 3 3 0 0 11 
13.6% J 18. 2%) 6.8%) 6.8%) 0.0%) 0.0%) 25.0%) 

HARM TO TOUCH 5 3 2 3 l 0 8 
11.4%) 6.8%) 4.5%) 6.8%) 2.3%) 0.0%) 18.2%) 

DIGESTIVE SYSTEM 5 4 2 2 l 0 8 
11.4%) 9.1% J 4 . 5%) 4.5%) 2.3% J 0.0%) 18.2%) 

CONSTIPATION l 0 l l 0 0 2 
2.3%) 0.0%) 2.3%) 2.3%) 0. 07. J 0.0%) 4.5%) 

DIARRHEA l 3 0 1 0 0 3 
2.3% I 6.8%) 0.0% I 2.3% I 0.0% J 0.0%) 6.8%) 

0 
0 
vi 
N .-
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HARD, JOEL -
000404 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 

I t-M-IBER OF VACCINEES I 44 VACCINEESJ - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I rfJMBER 
l----------------------------------------------------------------------------1 HITH 
I O I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 

********************lflf************* ********** ********** ********** ********** ********** ********** ********** ********** GASTROINTESTINAL PAIN 1 1 0 0 0 0 1 
2.3%) 2.3%) 0.0%) 0.0%) 0.0% J 0.0%) 2.3%) 

NAUSEA 1 0 0 0 0 0 1 
2.3%) 0.0% J 0.0%) 0.0%) 0.0%) 0.0%) 2.3%) 

VOMITING 2 0 1 0 1 0 3 
4.5%) 0.0%) 2.3%) 0.0%) 2.3%) 0.0%) 6.8%) 

NERVOUS SYSTEM & PSYCHIATRIC 8 5 6 4 1 1 13 
18.2%) 11.4%) 13.6%) 9.1%) 2 . 3%) 2.3%) 29.5%) 

CRYING, EXCESSIVE 1 0 0 0 0 0 1 
2.3%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 2.3%) 

IRRITABILITY 7 5 6 4 1 1 12 
15. 9%) 11.4% J 13.6% J 9.1%) 2.3%) 2.3%) 27.3%) 

PROLONGED CRYING, >l/2 HR 0 1 1 0 D 1 3 
0.0%) 2.3%) 2.3%) 0 . 0%) 0.0%) 2.3%) 6.8%) 

RESPIRATORY SYSTEM 0 2 1 0 0 0 2 
0 . 0%) 4.5%) 2.3%) 0.0%) 0.0%) 0.0%) 4.5%) 

NASAL CONGESTION 0 1 1 0 0 0 1 
0.0%) 2.3%) 2.3%) 0.0%) 0.0%) 0.0%) 2.3%) 

HHEEZING 0 1 0 0 0 0 1 
0.0%) 2.3%) 0.0%) 0.0%) 0.0%) 0 . 0%) 2.3%) 

SKIN & SKIN APPENDAGE 1 1 0 0 0 0 1 
2 . 3%) 2.3%) 0 . 0%) 0.0%) 0.0%) 0.0%) 2.3%) 

BODY ODOR 1 1 0 0 0 0 1 
2.3%) 2.3%) 0.0%) 0.0%) 0.0%) 0.0%) 2.3%) 

:, 
0 ,.,,.. 
N 
N 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

~IARD, JOEL 
00040<• 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES I 44 VACCINEESI - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUt1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l*.-******I 

VACCINEES HITH COMPLAINTS I 26 I 26 I 16 I 12 I 6 I 3 I I 34 I 
I I 59.1%) I I 59.1%) I I 36.4%) I I 27.3%) I I 13.6%) I I 6.8%) I I 77.3%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
VACCINEES HITH NO COMPLAINTS I 18 I 18 I 28 I 32 I 38 I 41 I f 10 f 

I I 40.9%) I I 40.9%) I I 63.6%) I I 72.7%) I I 86.4%) I I 93.2%) I I I 22.7%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 44 I 44 I 44 I 44 I 44 I 44 I I 44 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 

_ ... ---... 

0 
0 
Vol 
N 
V, 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP241 
HEALTIIY CHILDREN 
1-11 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIS CONJUGATE I ltJMBER OF VACCINEES I 32 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I t-aJMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I 0 I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
******************-*-****--*-'*iUf*******'***-***lHf'-****-**'*-***-*'**********'-**-'**-*-ltHHHt**--
LOCAL REACTIONS I 10 I 15 I 9 I 5 I 5 I 5 I I 18 

I 1 31.3%> I 1 46 . 9%J I 1 2a.1%1 I 1 15.6%J I 1 1s.6%> I 1 1s.6%J I I 56.3%J 

ERYTHEMA, INJ. SITE l>l INCH) 

ERYTHEMA, INJ. SITE l<=l IN.) 

PAIN/SORENESS, INJ. SITE 

SHELLING, nu. SITE l>l INCH) 

l 
3.1%) 

4 
12.5%) 

2 
6.3%) 

0 
0.0%) 

1 
3.1%) 

7 
21.9%) 

3 
9.4%) 

0 
0.0%) 

0 
0.0%) 

4 
12.5% l 

1 
3.1%) 

0 
0.0%) 

0 
0.0%) 

l 
3.1% J 

0 
0.0%) 

1 
3.1%) 

0 
0.0%) 

1 
3.1%) 

0 
0.0%) 

1 
3 . 1%) 

0 
0.0%) 

1 
3.1%) 

0 
0.0%) 

1 
3 . 1%) 

SHELLING, INJ. SITE I <=l IN. J 4 9 6 3 3 3 
I 12.5%1 I 28.1%J I I 18.8%) I 9.4%) I 9.4%) I 9.4%) 

----------------------------------- ----------1----------1----------1----------1----------1----------1----------
SYSTEMIC 19 I 12 I 9 I 9 I 4 I 4 I 

1 s9.4%> , , 31.s%1 1 , 2a.1%> , , 2a.1%i 1 , 12.s%i r, 12.s%i 1 

BODY AS A HHOLE/SITE UNSPEC. 9 6 5 3 1 1 
28.1% l 18.8%) 15.6%) 9.4%) 3 . 1%) 3.1%) 

FATIGUE 6 5 2 1 0 0 
18.8% J 15.6% J 6.3%) 3.1%) 0.0%) 0.0%) 

HARM TO TOUCH 4 4 3 3 1 1 
12.5% J 12.5%) 9.4%) 9.4%) 3.1%) 3.1%) 

DIGESTIVE SYSTEM 6 4 3 2 2 2 
18 . 8%) 12.5%) 9 . 4%) 6.3%) 6.3%) 6.3%) 

1 
3.1%) 

8 
25.0%) 

3 
9.4%) 

1 
3.1%) 

11 
34.4%) 

20 
62.5%) 

11 
34.4%) 

8 
25.0%) 

9 
28.1%) 

8 
25.0%) 

0 
0 
uf 
IV 
.i::i 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUl18ER 
PATIENT CLASS: 
AGE RANGE 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES I 32 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
*********************lHOHfJHHf*-* ********** ********** ********** ********** ********** **IHHf***** ********** ********** 

DIARRHEA O O O O 1 1 1 

NAUSEA 

TEETHING 

VOMITING 

NERVOUS SYSTEM & PSYCHIATRIC 

CRYING, EXCESSIVE 

IRRITABILITY 

PROLONGED CRYING, >l/2 HR 

RESPIRATORY SYSTEM 

NASAL DISCHARGE 

UPPER RESPIRATORY ItlFECTION, NOS 

HHEEZING 

0. 0% ) 0. 0% ) 0. 0% ) 0. 0% ) 3 .1%) 3. 1%) 3, 1%) 

1 
3.1% l 

3 
9.4%) 

3 
9.4%) 

8 
25.0%) 

l 
3.1%) 

6 
18.8%) 

3 
9.4%) 

4 
12.5%) 

1 
3.1%) 

2 
6.3%) 

l 
3.1%) 

0 
0.0%) 

3 
9.4%) 

2 
6.3%) 

4 
12.5%) 

0 
0.0%) 

4 
12.5%) 

0 
0.0%) 

2 
6.3%) 

0 
0.0%) 

2 
6.3%) 

0 
0.0%) 

0 
0.0%) 

2 
6.3%) 

1 
3.1%) 

2 
6.3%) 

0 
0.0%) 

2 
6.3%) 

0 
0.0%) 

2 
6.3%) 

0 
0.0%) 

2 
6.3%) 

0 
0.0%) 

0 
0.0%) 

I 
3.1%) 

1 
3.1% l 

2 
6.3%) 

0 
0.0%) 

I 
3.1%) 

1 
3.1%) 

2 
6.3%) 

0 
0.0%) 

2 
6.3%) 

0 
0.0%) 

0 
0.0%) 

I 
3.1% l 

0 
0 . 0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
3.1%) 

0 
0.0%) 

l 
3.1% l 

0 
0.0%) 

0 
0.0%) 

1 
3.1%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
3.1%) 

0 
0.0%) 

1 
3.1%) 

0 
o.o:o 

1 
3 . 1%) 

4 
12.5%) 

4 
12.5%) 

10 
31.3%) 

1 
3 . 1%) 

8 
25.0%) 

4 
12.5%) 

5 
15.6%) 

1 
3.1%) 

3 
9.4%) 

1 
3.1%) 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 32 VACCINEESJ - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
*********************************-I********** **********I********** **********'**********l**********I**-****_,_******** 
SKIN & SKIN APPENDAGE I 2 l I O O I O I O I I 3 

I 6 . 3% I 3 . 1% I I o . 0% I o . 0% I I o • 0% I I o . 0% I I I 9. 4% I 
I I I I I I 

RASH I 2 1 I o o I o I o I I 3 
I I 6 . 3% I I 3 . 1% I I I O . 0% I I O . 0% I I I O . 0% I I I O • 0% I f I 9. 4% ) 

-----------------------------------1---------- ----------1---------- ----------l----------1----------1----------1 
VACCINEES HITH COMPLAINTS I 23 20 I 14 10 . I 8 I 8 I I 26 

I 1 71.9%1 1 62.5%1 I 1 43.8%1 1 31.3%1 I 1 2s.0%1 I 1 2s.0%1 I I 81.3%1 
-----------------------------------1---------- ----------1---------- ----------1----------1----------1----------I 

VACCINEES HITH NO COMPLAINTS I 9 12 I 18 22 I 24 I 24 I I 6 
I 1 2s.1%1 1 37.5%1 I 1 56.3%1 1 68.8%1 I 1 1s.0%1 I 1 75.0%1 I I 1s.s%1 

-----------------------------------1----------I----------I---------- ----------1----------1----------1----------I 
TOTAL VACCINEES REPORTING I 32 I 32 I 32 32 I 32 I 32 I I 32 

I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 



HFL~.-5546030/07/12/88/PAGE 246 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 5 VACCINEESJ - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I Nllt1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l*IHHf******I 
SYSTEMIC I 2 I l I l I l I 1 I 2 I I 3 I 

I 1 40. 0% l I I 20. 0% l I 1 20. 0% l I I 20. 0% l I 1 20. 0% l I I 40. 0% l I I 60. 0% l I 

DIGESTIVE SYSTEM l l l l l l 1 
20.0% J 20.0%) 20 .0% J 20.0%) 20.0% J 20.0%) 20.0%) 

NAUSEA 0 l l l 0 0 1 
0.0%) 20.0% J 20.0%) 20.0%) 0.0%) 0.0%) 20.0%) 

VOMITING l 0 l l l 1 1 
20.0%) I 0.0%) I 20.0%) I 20.0%) I 20.0%) 20.0%) 20.0%) 

NERVOUS SYSTEM & PSYCHIATRIC 2 1 0 0 0 1 3 
40.0%) 20.0%) 0.0%) 0.0%) 0.0%) 20.0% I 60.0%) 

CRYING, EXCESSIVE 1 1 0 0 0 0 1 
20.0%) 20.0%) 0.0%) 0.0%) 0.0%) 0.0%) 20.0%) 

IRRITABILITY 1 0 0 0 0 1 2 
20.0% J 0.0%) I 0.0% I 0.0%) 0.0%) 20.0%) 40.0%) 

SPECIAL SENSES 0 0 0 0 0 1 1 
0.0%) I 0.0%) I 0.0%) I 0.0%) I 0.0%) 20.0%) 20,0% J 

OTITIS MEDIA O O O O O 1 1 
( 0.0%) I 0 . 0%1 ( 0.0%1 I 0.0%) I 0.0%1 ( 20.0%) 20.0%) 

-----------------------------------1---------- ----------1----------1---------- ----------1----------1----------1 
VACCINEES HITH COMPLAINTS I 2 1 I 1 I 1 1 I 2 I I 3 

I 1 40.0%1 1 20.0%1 I 1 20.0%1 I I zo.o%J 1 20.0%1 I 1 40.0%J I I 60.0%) 
-----------------------------------1---------- ----------1----------1---------- ----------1----------1----------1 

VACCINEES HITH NO COMPLAINTS I 3 4 I 4 I 4 4 I 3 I I 2 
I I 60 . 0% J ( 80 . 0% I I ( 80 . 0% l I ( 80 . 0% I I 80 • 0% ) I I 60 . 0% ) I I 40.0%) 

0 
0 
Joi 
i'J 
...... 
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INVESTIGATOR 
STUDY 
VACCUIE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
1-11 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES I S VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu-1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I S I ICOHPLAINTS 
-----------------------------------l----------l----------l----------l----------l----------l----------1----------l••···•·K-I 
TOTAL VACCINEES REPORTING I S I S I S I S I 5 -, S I I S I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES WITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 7 (cont. ) 

CLINICAL COMPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I NUl18ER OF VACCINEES I 17 VACCINEESJ - INJECTION: 2 I 

l-------------------------- --------------------------------------------------1 
I DAYS POST VACCINATION I MJMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
************************lHflHflHf***lHfllHflHf***-l****lHf****l**********l**lHf******l**********llHflHf****lHfl**-***-1*~-* 
LOCAL REACTIONS I 4 I 4 I 4 I 2 I 2 I 2 I I 9 

I I 23. 5% J I I 23. 5% J I I 23. 5% J I I 11. 8% J I I 11. 8% I I I 11. 8% J I I 52 . 9% I 
----------------------------------- ---------- ----------

ERYTHEMA, INJ. SITE l<=l IN.I 4 4 
23.5%) 23.5%) 

INDURATION, INJECTION SITE 0 0 
0.0%) 0.0%) 

SHELLING, INJ . SITE I >l INCH) 0 0 
0.0%) 0.0%) 

---------- ----------
3 0 

17 .6% J 0.0%) 

l 0 
5.9%) 0.0%) 

l 2 
5.9%) 11.8%) 

----------
0 

0 . 0%) 

0 
0.0%) 

2 
11.8%) 

----------
0 

0.0%) 

0 
0.0%) 

l 
5 . 9%) 

----------
7 

41.2:0 

l 
5.9%) 

2 
11.8%) 

SHELLING,INJ.SITE(<=lIN.J 2 l O O O l 3 
I 11.8%) ( 5.9%) I 0.0%1 ( 0.0%1 ( 0.0%) ( 5.9%) 17.6%) 

-----------------------------------1----------l----------1··---------I----------I----------I----------I----------I 
SYSTEMIC I 6 I 6 I 4 I 2 I 2 I 2 I I 8 

I t 35.3%1 I I 35.3%> I 1 23.5%1 I t 11.8%1 I t 11.8%1 I I 11.8%1 I I 47.1%1 

----------------------------------------------------------------------------------------------------------------
BODY AS A HHOLE/SITE UNSPEC. 2 0 l 

11.81/.) 0.01/.) 5.9%) 

FATIGUE 0 0 l 
0.0%) 0.0% I 5.9%) 

HARM TO TOUCH 2 0 0 
11.8%) 0.0%) 0.01/.) 

DIGESTIVE SYSTEM 2 3 3 
11 . 8%) 17.6%) 17.6%) 

NAUSEA 0 l l 
0.0%) 5.9%) 5.9%) 

l 0 
5.9%) 0.01/.) 

l 0 
5.9%) 0 . 0%) 

0 0 
0.01/. J 0.0%) 

2 2 
11.8%) 11.8%) 

l l 
5.91/.) 5.9%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

l 
5.9%) 

0 
0.0%) 

3 
17 .6% I 

l 
5.9%) 

2 
11.8%) 

3 
17.6%) 

l 
5.9%) 

.::, 
0 
I.N 
f\J 
.0 
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INVESTIGATOR 
STUDY 
VACCUlE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP296 
HEALTHY CHILDREN 

1-11 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES I 17 VACCINEESJ - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUHBER 
1----------------------------------------------------------------------------I HITH 
I o I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 

**********-******--**-*****-- lHHHt***-* ****--** **-****** --**** -******- -***** ·-·---
TEETHING 2 2 2 l l l 2 

VOMITING 

NERVOUS SYSTEM & PSYCHIATRIC 

CRYING, EXCESSIVE 

IRRITABILITY 

RESPIRATORY SYSTEM 
( 

NASAL CONGESTION 

11.6%) 11.6%) I 11.6%) 5.9%) 5.9%) 5.9%) 11.8%) 

0 1 l 
0.0%) 5.9%) 5.9%) 

3 3 2 
17 .6%) 17 .6%) 11.8%) 

0 l l 
0.0%) 5.9%) 5.9%) 

3 2 l 
17.6%) 11.8%) 5.9%) 

l 2 1 
5.9%) 11.8%) I 5.9%) 

0 l 0 
0.0%) 5.9%) 0.0%) ( 

l l 
5.9%) 5.9%) 

1 0 
5.9%) 0.0%) 

1 0 
5.9%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 
0.0%) 

l 
5.9%) 

0 
0.0%) 

l 
5.9%) 

0 
0.0%) 

0 
0.0%) 

l 
5.9%) 

6 
35.3%) 

1 
5.9%) 

5 
29.4%) 

2 
11.8%) 

1 
5.9%) 

UPPER RESPIRATORY INFECTION, NOS 1 1 l O O O 1 
5. 9% I I 5. 9% I I 5. 9% J C O . 0% I C O. 0% ) C O. 0% J 5. 9% ) 

----------------------------------- ---------- ----------1----------1---------- ----------1----------1----------1 
VACCINEES HITH COMPLAINTS 9 10 I 7 I 3 3 I 4 I I 14 

c 52.9%1 I 58.8%1 I I 41.2%1 I I 17.6%1 I 17.6%1 I I 23.5%1 I I 82.t+%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 8 I 7 I 10 I 14 I 14 I 13 I I 3 
I I 47.1%) I I 41.2%) I I 56.6%) I C 82.4%) I I 82.4%) I ( 76.5%) I f 17.6%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 17 I 17 I 17 I 17 I 17 I 17 I I 17 

I I I I I I I I 

0 
0 
v-1 
vi 
0 
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INVESTIGATOR 
sruoY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

~IARD, JOEL 
000404 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUHBER OF VACCINEES ( 17 VACCINEESJ - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NU1BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------l-*-*I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I O I 

I I I I I I I I I 
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ItNESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HARO, JOEL 
000404 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 

VACCINE: HIB CONJUGATE 

HAX TEMPERATURE 
I DEG F , ORAL> 

TABLE 8 
MAXIMUM TEMPERATURES 

I NUMBER OF VACCINEES ( 44 VACCINEESI - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUHBER 

1----------------------------------------------------------------------------I HITH I o I l I 2 I 3 I 4 I 5 I I HAX TEMP 
iHHHt-*-******-****~HHOHHHHt-* lHHHHt***- *-******* ********- *-******* ********- _._ ********** --•-

< 99 37 41 43 42 43 42 34 
86. 0% I 93. 2% I 97, 7% I 95, 5% I 97, 7% I 97. 7% I 77. 3% I 

99 - 99.9 5 3 1 1 0 l 8 
11.6%) 6.8%) 2.3%) 2.3%) 0.0%) 2.3%) 18.2%) 

100 - 100.9 0 0 0 l 0 0 l 
0.0%) 0.0%) ( 0.0%) 2.3%) 0.0%) 0.0%) 2.3%) 

103 - 103.9 0 0 0 0 1 0 0 
0.0%) 0.0%) 0.0%) 0.0%) 2.3%) o.o:o 0.0%) 

104 - 104. 9 l O O O O O l 
I 2 • 3% I I O • 0% I I O • 0% I I O. 0% I I I O. 0% I I O • 0% I I 2. 3% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 43 I 44 I 44 I 44 I 44 I 43 I I 44 I 

I 1 97. 7% > I 1100. 0% > I 1100. 0% > I 1100. 0% > I 1100. 0% > I 1 97. 7% > I I 1100. 0% > I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I 1 I o I o I o I o I 1 I I O I 
I I 2 • 3% > I I o . 0% > I I o . 0% J I I o . 0% > I I o . 0% > I I 2 • 3% > I I I o . 0% > I 

0 
0 
1.,,1 
1.,,1 
I\) 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HARO, JOEL 
000404 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 8 (cont.) 

MAXIMUH TEMPERATURES 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 32 VACCINEESI - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tf.JHBER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL I I O I 1 I 2 I 3 I 4 I 5 I I HAX TEHP 

*********lHHI*-***-***************'**-****** **********l**********l**********'**********l---•-1-----1---•--1 
< 99 I 26 26 I zs I 28 I 21 I 29 I I 19 I 

I 81.3%1 81.3%1 I 78.1%1 I 90.3%1 I 84.4%1 I 93.5%1 I I 59.4%1 I 
I I I I I I I I 

99 - 99. 9 I s 6 I 6 I 3 I 4 I 2 I I 10 I 
I 15.6%1 1 18.8%1 I 18.8%1 I 9.7%1 I 12.s%1 I 6.5%1 I I 31.3%1 I 
I I I I I I I I 

101 - 101. 9 I 1 o I 1 I o I 1 I o I I 3 I 
I I 3 • 1% I I O. 0% ) I I 3 • 1% ) I I O • 0% l I I 3 • 1% I I I O. 0% l I I I 9. 4% ) I 

-----------------------------------1---------- ----------l----------l----------l----------l----------1----------1----------1 
TEMPERATURE TAKEN I 32 32 I 32 I 31 I 32 I 31 I I 32 I 

I 1100. 0% l 1100. 0% l I 1100. 0% I I t 96. 9% 1 I 1100. 0% 1 I t 96. 9% I I I 1100. 0% I I 
-----------------------------------1---------- ----------l----------l----------1----------1----------1----------I----------I 

TEMPERATURE NOT TAKEN I O O I O I 1 I O I 1 I I O I 
I t o • 0% I o. 0% I I t o • 0% J I t 3. 1% I I I o • 0% I I I 3. 1% I I I I o. D% J I 
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INVESTIGATOR 
STUDY 
VACCUIE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP298 
HEAL THY CHILDREN 

1-11 HOS. 

VACCINE : HIB CONJUGATE 

MAX TEMPERATURE 
IDEG F, ORAU 

TABLE 8 (cont.) 

MAXItfJM TEMPERATURES 

I NUMBER OF VACCINEES I S VACCINEES) - INJECTION l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH I o I l I 2 I 3 I 4 I s I I HAX TEMP 

--·-·•--************-*****-* --··-- ********** *****-*** ---**** ********** *******-* ----- ---·-
< 99 4 2 S 5 5 4 2 

99 - 99.9 

100 - 100.9 

80 .0%) 40.0%) 1100.0%) 1100.0%) 1100 .0%) 80.0%) 40.0%) 

0 
0.0%) 

l 
I 20,0%) 

3 
60.0%) 

D 
0.0%) 

0 
0.0%) 

D 
0 . 0%) 

0 
0.0%) 

D 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

l 
20.0%) 

l 
20.0%) 

101 - 101. 9 0 0 0 0 0 l 1 
I O. 0% I I O. 0%) I O. 0%) I O. 0%) I O. 0%) I 20. 0%) I 20. 0%) 

-----------------------------------1----------I---------- ----------l----------l----------l----------1----------1----------1 
TEMPERATURE TAKEN I s I S s I 5 I 5 I S I I S I 

I 1100. 0% J I 1100 .0%, 1100 .0% I I 1100.0% J I 1100 .0% I I 1100.0%, I I 1100.0% J I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I O I O I O I O I O I O I I O I 
I c 0.0%) I t o.0%) I I 0.0%) I c 0.0%> I I 0.0%) I I 0.0%) I I I 0.0%) I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

HARD, JOEL 
000404 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
1-11 MOS. 

TABLE 8 (cont.) 

HAXIMUt TEMPERATURES 

VACCINE: HIB CONJUGATE I HJHBER OF VACCINEES I 17 VACCINEESI - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I ta.ltl3ER 

MAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
IDEG F, ORAL> I O I 1 I 2 I 3 I 4 I 5 I I MAX TEMP 

---***--****-******'IHHHHHHHl-iHf*'*IHHt***--'******-**'**********''IHHHHf*-**'*******-*ltHHHHHl-*tHHt'*******lHHt'tHHHf*IHEJHHfl 
< 99 I 13 I 15 I 17 I 16 I 16 I 16 I I 13 I 

I 81.3%) I aa.2%1 I 1100.0%1 I 94.1%1 I 94.1%1 I 94.1%> I I 76.5%> I 
I I I I I I I I I 

99 - 99. 9 I 3 I 2 I o I 1 I 1 I 1 I I 4 I 
I I 18 . 8% ) I I 11 . 8% I I I O . 0% I I I 5. 9% I I I 5 . 9% I I I 5. 9;,: I I I I 23. 5;,: I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 16 I 17 I 17 I 17 I 17 I 17 I I 17 I 

I 1 94.1%1 I 1100.0;,:1 I 1100.0%1 I 1100.0%1 I 1100.0;0 I 1100.0%1 I I 1100.o;r., I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 1 I O I o I o I o I o I I O I 
I I s. 9;,: > I I o. 0% I I I o . 0% l I I o. 0% l I I o • 0% I I I o. 0% I I I I o. 0% l I 
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0.al4,m.at.1.V9 DllaJnOglllnicity at 
H, infiueoae type b {Hll)) 0:l'rja;ata 
\1acc:ines (PRP-D/PRP-(MP) in Infants < 6 

!l:mt2:a ot liga. JI MAR>, C BmRRl.'l2•, K KJRDRl', G 
BRJ!Jla!MM, J Pi!SCEI·n, M iwa. ~ Med1caJ 
Oant:ae, TUu.au.:e, CA: Arctic~ tab, ax:, 
Anc:hm:lw;Ja. AK: Yai.aat, Pala:w City, CA • 

• O'l'l'tlx::ted ") artmi.a ot tba iJaaun0ganicity an:l 
aafaty ot two H1b a:njugata vacc:ims in 2 pq::ul.aticns ~ 
intanta. '1bf"ee dcaaa at PRP-D (0:lnnlm#lt) were given at 
2, 4 and 6 mxthi ot aga and blonde ~ cbtained at 2, 
4, 6 and 7-9 mcnt:hs. 'lW:> dcaea ~ FRP-O!P (Merdc) wre 
given at 2 and 4 n::ntbs and aera cbtained at 2, 4, arr:l 6 
md.liii • . . All am:a ware amym aimltma:lUBl.y by FU\ 
st:amard RIA. CJf levals (\J:J/lll) wm:e: 

lm ,.,,,,, 
~(CA) 

CN-27) 
PRP-D(CA) 
m-20) 

PRP-O(AK) 

..w:m 
2 mcntba (pea) 0.1 0.04 0.2 
4 md.liii (post-1) 1. 77 o.04 o.os 
6 ILid.liii ·(post-2) J.9 0.1 0.08 
7 m:.tJt:ha (post-3) NA 0.3 .NA 
9 JiUd.liii (pcst-3) NA NA 0.3 

BVal art.er l doae given at 2 1Lt1tba, mP-<MP was 
clearly 1IDt'8 imauncgenic than PRP-D after 3 dcees given 
at 2, 4 and 6 mcnt:hs. 
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(b) (4)

(b) (4)
(b) (4)

(b) (4)
(b) (4)

(b) (4)
(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

STUDY LOCATION: 

DATE INITIATED: 

DATE COMPLETED: 

62591/ 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex), 
Study #0004-05. 

To evaluate the safety and immunogenicity of 
Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex) in 
healthy infants and children 2 months to 5 years of 
age. 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex). 

mcg polysaccharide/ml Lot 1020/C-N084 -

Lot 1069/C-P241 -

Lot 1072/C-P298 -

Lot 1080/C-P749 -

Lot 1085/C-Rl32 -

mcg meningococcal protein/ml 
polysaccharide/ml 

mcg meningococcal protein/ml 
mcg polysaccaride/ml 

rncg rneningococcal protein/ml 
mcg polysaccharide/ml 

mcg meningococcal protein/ml 
m ~ polysaccharide/ml 

___ rncg meningococcal protein/ml 

Diluent 
Aluminum h droxide diluent 
Lot 

Eugene Shapiro, M. D. 
Yale University School of Medicine 
Dept. of Pediatrics 
333 Cedar Street 
P.O. Box 3333 
New Haven, Connecticut 06510-8064 

Primary Care Center 
Yale-New Haven Hospital 
20 York Street 
New Haven, Connecticut 06510-8064 

May 20, 1986 

In progress. 

26AUG88 



STUDY POPULATION : 

STUDY PROCEDURE : 

6259!/ 

- 2 -

Healthy infants and children 2 to 71 months of age 
are included in the study . A subset of infants and 
children were 
clinical lots 
1085/C-R132). 

randomized to receive the three 
of vaccine (1072/C-P298, 1080/C-P749, 

Infants 2 to 6 months of age received a single 0.75 
ml (15 mcg polysaccharide) intramuscular injection, 
while children 12 to 17 months of age received a 
single 1 . 0 ml (20 mcg polysaccharide) intramuscular 
injection of Lot 1020/C-N084 reconstituted in 
aluminum hydroxide. 

Infants 2 to 11 months of age receive 2 injections of 
the vaccine given 2 months apart, while children 12 
months of age and older receive a single injection. 
Vaccine is reconstituted in aluminum hydroxide and 
administered by intramuscular route. The dose for 
each injection is 15 mcg polysaccharide in the 
appropriate volume - 0.75 ml for Lot 1069/C-P241 and 
0.5 ml for Lots 1072/C-P298, 1080/C-P749, and 
1085/C-R132 . 

Parents or guardians are required to record the 
vaccinee 's temperature and any systemic or injection 
site reactions for 5 days after each injection. 
Unexpected or serious reactions are to be reported 
innnediately to the study physician . 

A blood sample is obtained innnediately before each 
injection and one month after the last (or only) 
injection. Additional samples are obtained 7 to 10 
months after the last injection for infants 2 to 11 
months of age and at 15 to 18 months postvaccination 
for children 12 to 71 months of age. 

All serum samples are assayed by Merck Sharp & Dohme 
Research Laboratories for antibody to fl. influenzae 
type b capsular polysaccharide by radioimmunoassay 
(RIA). Selected samples are also tested for serum 
bactericidal activity, quantitation of IgG1 and 
IgG2 subclass, and IgM and total IgG antibodies. 
Testing for opsonophagocytic activity was done at the 
University of Alabama. 

26AUG88 



(b) (6)
(b) (6)

RESULTS: 

Dose 

15 mcg 

15 mcg 

20 mcg 

62591/ 

- 3 -

Demographic information and individual pre and 
postvaccination antibody data for each vaccinee 
enrolled in the study is reported in Tables 1 and 2. 

1. Nwnber Vaccinated: 

InjectiQn NQ. 
Lot Age _l _L 

1020/C-N084 (15 mcg) 2-11 mo . 10 5* 
1020/C-N084 (20 mcg) 12-71 mo. 3 
1069/C-P241 2-11 mo. 15 15 

12-71 mo. 24 
1072/C-P298 2-11 mo . 41 32 

12-71 mo . 48 
1080/C-P749 2-11 mo. 22 13 

12-71 mo. 26 
1085/C-Rl32 2-11 mo. 20 16 

12-71 mo. 28 

* PRP (Three of these infants later received Lot 
1069/C-P241 and will be excluded from this 
summary.) 

Children randomized to receive the clinical lots 
were assigned case numbers -~--- One child 
(case no. --~ received mixed lots Lot 
1072/C-P298 as injection 1 and Lot 1085/C-Rl32 as 
injection 2. 

2. Serologic Results 

Antibody responses (RIA) prior to and after 
vaccination are as follows: 

% With Anti-PRP GMT (mcg Ab/ml) 
Age Time >0. 15 mcg Ab/ml >l.0 mcg Ab/ml All Vaccinees 

2-11 mo. Pre 30 (17/57) 0 ( 0/57} o. 10 
2 mo. 96 (55/57} 68 (39/57) 2.01 
3 mo . 100 (41/41) 88 (36/41) 5.07 

12-71 mo . Pre 40 (35/87) 11 ( 10/87) 0. 15 
l mo . 99 (84/85) 86 (73/85) 7. 31 

12-71 mo . Pre 100 3/3) 0 (0/3) 0.24 
l mo. 100 3/3) 100 ( 3/3) 12 .82 

26AUG88 
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RESULTS: 
(CONT.) 

62591/ 

3. 

D2se 

15 mcg 

20 mcg 

- 4 -

Antibody responses (by lot per age group) prior 
to vaccination through 13 months postvaccination 
are included in Tables 3-7. Responses for 
children randomized to receive the clinical lots 
are shown in Tables 8-10. If vaccine recipients 
received mixed lots, they were excluded from 
summaries by lot. 

Clinical Results: 

The frequencies of selected injection site and 
systemic reactions during the 48 hours after 
vaccination are as follows: 

% Vi:!J;ci nee:i with Reactions 
2 - 11 12 - 71 

M2nths Qf Age Months Qf Age 
Type of Reacti2n IniectiQn l Injecti2n 2 Injection l 

Injection Site 
Erythema > l inch 0.0 0/105) l.4 1/70) 0.8 1/27) 
Swelling > l inch o.o 0/105) l.4 1/70) 0.8 1/27) 
Pain/Soreness 0.0 0/105) l.4 1/70) 6.3 8/27) 

Systemic 
Irritability 15.2 { 16/105) 10.0 7/70) 7.9 {10/127) 
Sleepiness/ 3.8 { 4/105) 4.3 3/70) 0 .8 { 1/127) 
Lethargy/Fatigue 

Injection Site 
Erythema > 1 inch NA NA 0.0 0/3) 
Swelling >l inch NA NA 0.0 0/3) 
Pain/Soreness NA NA 66.7 2/3) 

Systemic 
Irritability NA NA o.o 0/3) 
Sleepiness/ NA NA 0.0 0/3) 
Lethargy/Fatigue 

NA = Not Applicable 

Reaction frequencies and maximum temperatures 
recorded during the five days following each 
injection of vaccine are reported in Tables 11-13. 

No serious or alarming reactions attributable to 
the vaccine were reported. 

26AUG88 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. TWO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

M BLAC 6M 0 001 PREBLEED 132 
0 011 INJ 1 CN084 15 MCG 

58 011 BLEED 1 9409 

M CAUC 3M 0 001 PREBLEED 367 
0 011 INJ 1 CN084 15 MCG 

48 011 BLEED 1 792 
98 081 INJ 2 POLYS 25 MCG 

141 081 BLEED 2 35223 
441 081 BLEED 3 7770 

M CAUC 5M 0 001 PREBLEED < 125 
0 011 INJ 1 CN084 15 MCG 

46 011 BLEED 1 346 
99 081 INJ 2 POLYS 25 MCG 

137 081 BLEED 2 1840 
416 081 BLEED 3 < 125 
416 091 INJ 3 CP241 15 MCG 
459 091 BLEED 4 5506 

6M 0 001 PREBLEED < 125 
0 011 INJ 1 CN084 15 MCG 

44 011 BLEED 1 651 
95 081 INJ 2 POLYS 25 MCG 

140 081 BLEED 2 5313 
380 081 BLEED 3 439 
380 091 INJ 3 CP241 15 MCG 
420 091 BLEED 4 7525 

4M 0 001 PREBLEED 148 
0 011 INJ 1 CN084 15 MCG 

44 011 BLEED l 358 
104 081 INJ 2 POLYS 25 MCG 
139 081 BLEED 2 631 

3M 0 001 PREBLEED 151 
0 011 INJ 1 CN084 15 MCG 

33 011 BLEED 1 15954 

3M 0 001 PREBLEED < 125 

CODE/ SBA CODE/ OPSO 

0 
0 
v,A 
~ -
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE 0. 
000405 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F BLAC 

M CAUC 

F CAUC 

M CAUC 

F CAUC 

F CAUC 

M CAUC 

3M 

4M 

4M 

4M 

4H 

2H 

7H 

0 
33 

0 
0 

447 
447 
469 

0 

0 
0 

30 
30 
58 

301 
301 
370 

0 
0 

60 
60 
90 

277 

0 
0 

66 
66 

101 
300 

0 
0 

77 
77 

107 
330 

011 INJ l CN084 15 11CG 
011 BLEED l 3337 

001 PREBLEED < 125 
011 INJ l CN084 15 MCG 
071 BLEED l 1179 
091 INJ 2 CP298 15 11CG 
091 BLEED 2 180567 

011 INJ l CN08~ 15 MCG 

001 PREBLEED 231 
011 INJ l CN084 15 MCG 
011 BLEED l 1018 
081 INJ 2 POLYS · 25 MCG 
081 BLEED 2 1122 
081 BLEED 3 3145 
091 INJ 3 CP241 15 MCG 
091 BLEED 4 2332 

001 PREBLEED < 125 
011 INJ l CP241 15 11CG 
011 BLEED 1 4637 
021 INJ 2 CP24l 15 11CG 
021 BLEED 2 4350 
071 BLEED 3 1686 

001 PREBLEED < 125 
011 INJ 1 CP241 15 MCG 
011 BLEED 1 1862 
021 INJ 2 CP241 15 MCG 
021 BLEED 2 4879 
071 BLEED 3 1242 

001 PREBLEED < 125 
011 INJ 1 CP241 15 MCG 
011 BLEED l 05/ 7602 
021 INJ 2 CP241 15 MCG 
021 BLEED 2 05/ 13718 
071 BLEED 3 05/ 596 

CODE/ SBA CODE/ OPSO 

< 5 

5 

5 

< 5 

20 

20 

0 
0 
vi 
.t:: 
N 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. HIO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 611 0 001 PREBLEED 159 
0 011 INJ 1 CP241 15 MCG 

72 011 BLEED l 05/ 1162 
72 021 INJ 2 CP241 15 MCG 
98 021 BLEED 2 05/ 12318 

300 071 BLEED 3 05/ 984 

M CAUC 611 0 001 PllEBLEED 145 
0 011 INJ l CP241 15 MCG 

63 011 BLEED l 262 
63 021 INJ 2 CP24.l 15 MCG 
98 021 BLEED 2 1468 

301 071 BLEED 3 626 

F CAUC 4M 0 001 PREBLEED 225 
0 011 INJ l CP241 15 MCG 

57 011 BLEED l 819 
57 021 INJ 2 CP241 15 MCG 
97 021 BLEED 2 1027 

273 071 BLEED 3 190 

M OTHE 411 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 MCG 

61 011 BLEED l 4034 
61 021 INJ 2 CP241 15 MCG 
89 021 BLEED 2 10800 

266 071 BLEED 3 1439 

211 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 MCG 

62 011 BLEED 1 8164 
62 021 INJ 2 CP241 15 MCG 
97 021 BLEED 2 9658 

255 071 BLEED 3 2576 

lOM 0 001 PREBLEED < 125 
0 011 INJ l CP241 15 MCG 

62 011 BLEED l 4169 
62 021 INJ 2 CP24l 15 MCG 
93 021 BLEED 2 7823 

CODE/ SBA CODE/ OPSO 

< 5 

05/ 40 

05/ 160 

< 2 

< 2 

< 2 

< 2 

< 2 

< 2 

'::> 
:::, 
·_,M 

.I:: 
\.N 



(b) (6) (b) (6) (b) (6)

Hf~ _. Z3546090/07/12/88/PAGE 48 

INVESTIGATOR 
sruoY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 ItlJ. Tl'IO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H CAUC 

F CAUC 

H HISP 

H CAUC 

F CAUC 

H HISP 

H CAUC 

lOH 307 

5H 0 
0 

69 
69 
97 

302 

6H 0 
0 

62 
62 

105 

9H 0 
0 

63 
63 

104 
288 

6H 0 
0 

63 
63 
94 

811 0 
0 

62 
62 
84 

224 

5H 0 
0 

70 
70 

105 

071 BLEED 3 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 
071 BLEED 3 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 
071 BLEED 3 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 
071 BLEED 3 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

CP241 

CP241 

CP241 

CP241 

CP241 

CP241 

CP241 

CP241 

CP241 

CP241 

CP241 

CP241 

15 MCG 

15 MCG 

15 MCG 

15 HCG 

15 MCG 

15 HCG 

15 MCG 

15 HCG 

15 MCG 

15 HCG 

15 MCG 

15 MCG 

899 

< 125 

15235 

16862 
15621 

190 

4864 

5318 

245 

16662 

15687 
5962 

< 125 

1878 

4898 

< 125 

4534 

35486 
6781 

< 125 

22270 

35692 

CODE/ SBA CODE/ OPSO 

0 

92 

92 

34 

98 

97 

23 

92 

98 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

M CAUO 9M 0 001 PREBLEED 248 
0 011 INJ l CP298 15 MCG 

57 011 BLEED l 3389 
57 021 INJ 2 CP2'18 15 MCG 
96 021 BLEED 2 8897 

F CAUC SM 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

62 011 BLEED 1 2069 
62 021 INJ 2 CP298 15 MCG 
98 021 BLEED 2 1980 

M CAUC 9M 0 001 PREBLEED 363 
0 011 INJ 1 CP298 15 MCG 

63 011 BLEED 1 665 
63 021 INJ 2 CP298 15 MCG 
97 021 BLEED 2 4568 

F BLAC 9M 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

65 011 BLEED 1 433 
65 021 INJ 2 CP298 15 MCG 

105 021 BLEED 2 478 
231 071 BLEED 3 371 

F BLAC 6M 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

62 011 BLEED 1 1862 
62 021 INJ 2 CP298 15 MCG 

113 021 BLEED 2 3178 

F CAUC 2M 0 001 PREBLEED 296 
0 011 INJ 1 CP298 15 MCG 

61 011 BLEED 1 5942 
61 021 INJ 2 CP298 15 MCG 

126 021 BLEED 2 10690 

F CAUC 7M 0 001 PREBLEED < 125 L.---- 0 011 INJ 1 CP298 15 MCG 
68 011 BLEED 1 887 

CODE/ SBA 

< 5 

< 5 

5 

< 5 

20 

20 

< 5 

< 5 

CODE/ OPSO 

4 

98 

99 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIS CONJUGATE 
2 INJ. TWO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CALIO 711 68 021 INJ 2 CP298 15 11CG 
120 021 BLEED 2 05/ 6418 

F CA 511 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 11CG 

80 011 BLEED l 05/ 7167 
80 021 INJ 2 CP29,8 15 11CG 

108 021 BLEED 2 05/ 8881 

F BLAC 8M 0 001 PREBLEED 149 
0 011 INJ l CP298 15 MCG 

56 011 BLEED l 954 
56 021 INJ 2 CP298 15 11CG 

146 021 BLEED 2 3190 

F CAUC 3M 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 MCG 

71 011 BLEED l 05/ 9351 
71 021 INJ 2 CP298 15 11CG 

111 021 BLEED 2 05/ 12955 

H CAUC 811 0 001 PREBLEED 700 
0 011 INJ l CP298 15 MCG 

67 011 BLEED l 1112 
67 021 INJ 2 CP298 15 11CG 

109 021 BLEED 2 4509 

H CAUC 4H 0 001 PREBLEED 254 
0 011 INJ l CP298 15 11CG 

70 011 BLEED 1 2401 
70 021 INJ 2 CP298 15 11CG 
99 021 BLEED 2 3828 

H CAUC 4H 0 001 PREBLEED 292 
0 Oll INJ l CP298 15 HCG 

67 011 BLEED l 4403 
67 021 INJ 2 CP298 15 MCG 

101 021 BLEED 2 6123 

F CAUC '--~-- 8M 0 001 PREBLEED < 125 

CODE/ SBA 

05/ 5 

< 2 

a 

< 2 

< 5 

CODE/ OPSO 

7 

24 

54 

45 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. rno MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 8M 0 INJ 1 CP298 15 MCG 
64 BLEED 1 9717 
64 021 INJ 2 CP298 15 MCG 
97 021 BLEED 2 10506 

M CAUC 4M 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 t1CG 

74 011 BLEED 1 05/ 3375 
74 021 INJ 2 CP298 15 MCG 

105 021 BLEED 2 05/ 7951 

F CAUC 7M 0 PREBLEED < 125 
0 INJ 1 CP298 15 MCG 

59 011 BLEED 1 8590 
59 021 INJ 2 CP298 15 MCG 
91 021 BLEED 2 18625 

M HISP 0 001 PREBLEED 386 
0 011 INJ 1 CP298 15 MCG 

63 011 BLEED 1 5103 
63 021 INJ 2 CP298 15 MCG 
91 021 BLEED 2 8474 

F BLAC 8M 0 001 PREBLEED 229 
0 011 INJ 1 CP298 15 MCG 

68 011 BLEED 1 < 125 
68 021 INJ 2 CP298 15 MCG 

108 021 BLEED 2 2189 

H CAUC 7H 0 001 PREBLEED 235 
0 011 INJ 1 CP298 15 MCG 

56 011 BLEED 1 749 
56 021 INJ 2 CP298 15 MCG 
91 021 BLEED 2 887 

F BLAC 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

91 011 BLEED 1 12261 

F BLAC SH 0 011 INJ 1 CP749 15 MCG 

CODE/ SBA 

05/ 

05/ 

5 

20 

< 5 

20 

20 

< 5 

< 5 

5 

< s 

zo 

>= 80 

< z 

< z 

8 

< z 

< z 

CODE/ OPSO 

05/ 

100 

14 

100 

47 

85 

100 



(b) (6) (b) (6) (b) (6)

H, , Z3546090/07/12/88/PAGE 52 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HI8 CONJUGATE 
2 INJ. HIO MOS. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE 

M CAUC 6M 0 

M 2M 0 

M 4M 0 

F 6M 0 

M 5M 0 

M 3M 0 

M 2M 0 

M 5M 0 

M CAUC 2M 0 

M CAUC 5M 0 

M CAUC 5M 0 

M 4M 0 

F 9M 0 

F 9M 0 

F 6M 0 

F SM 0 

M 2M 0 

M 6M 0 

F 8M 0 
63 

lOM 0 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA 

Oll INJ l CP298 15 MCG 

Oll INJ l CP298 15 MCG 

Oll INJ l CP298 15 MCG 

Oll INJ l CP749 15 MCG 

Oll INJ l CP29&. 15 MCG 

Oll INJ l CP749 15 MCG 

Oll INJ l CR132 15 MCG 

Oll INJ l CR132 15 MCG 

Oll INJ l CP298 15 MCG 

Oll INJ l CP298 15 MCG 

011 INJ l CR132 15 MCG 

Oll INJ l CP749 15 MCG 

Oll INJ l CP749 15 MCG 

Dll INJ l CR132 15 MCG 

Oll INJ l CR132 15 MCG 

Oll INJ l CP298 15 MCG 

011 INJ l CP749 15 MCG 

Oll INJ 1 CP749 15 MCG 

Oll INJ l CP298 15 MCG 
021 INJ 2 CP298 15 MCG 

011 INJ l CR132 15 MCG 

CODE/ SBA CODE/ OPSO 

0 
0 

"' ~ 
a, 
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INVESTIGATOR 
STIJDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIS CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F BLAC 

F CAUC 

F CAUC 

F CAUC 

M CAUC 

H CAUC 

F CAUC 

F CAUC 

H CAUC 

F CAUC 

H CAUC 

lOM 

6M 

6M 

4M 

4H 

2M 

6M 

8M 

3M 

9M 

lOH 

62 

0 
63 

0 

0 
0 

64 
64 

0 
67 

0 
0 

63 
63 

0 
0 

58 
58 

0 
0 

63 
63 

0 
0 

63 
63 

0 
0 

70 
70 

0 

021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

001 PREBLEED 

CR132 15 HCG 

CP298 15 HCG 
CP298 15 HCG 

CP749 15 HCG 

CP298 15 MCG 

CP298 15 MCG 

CR132 15 MCG 
CR132 15 MCG 

CP749 15 MCG 

CP749 15 HCG 

CR132 15 HCG 

CR132 15 MCG 

CRB·z 15 MCG 

CR132 15 MCG 

CP298 15 MCG 

CP298 15 MCG 

CR132 15 HCG 

CR132 15 MCG 

151 

1038 

< 125 

7058 

< 125 

412 

< 125 

29354 

< 125 

569 

< 125 

690 

< 125 

CODE/ SBA CODE/ OPSO 

0 
0 
\"'1 
.e: 
~ 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

M CAUC 0 011 INJ 1 CP749 15 MCG 
62 011 BLEED 1 356 
62 021 INJ 2 CP749 15 MCG 

7H 0 001 PREBLEED 422 
0 011 INJ 1 CP298 15 MCG 

63 011 BLEED 1 463 
63 021 INJ 2 CP298 15 MCG 

4H 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

58 011 BLEED 1 774 
58 021 INJ 2 CP749 15 HCG 

2H 0 001 PREBLEED < 125 
0 011 INJ 1 CR132 15 MCG 

61 011 BLEED 1 1160 
61 021 INJ 2 CR132 15 MCG 
89 021 BLEED 2 8558 

6H 0 001 PREBLEED < 125 
0 011 INJ l CR132 15 MCG 

56 011 BLEED l 2063 
56 021 INJ 2 CR132 15 MCG 
84 021 BLEED 2 14435 

9H 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

56 011 BLEED 1 8153 
56 021 INJ 2 CP298 15 MCG 

2M 0 001 PREBLEED < 125 
0 011 INJ l CP749 15 MCG 

88 011 BLEED l 05/ 3,94 
88 021 INJ 2 CP749 15 HCG 

5H 0 001 PREBLEED < 125 
0 011 INJ l CP749 15 HCG 

63 011 BLEED 1 7252 
63 021 INJ 2 CP749 15 HCG 

CODE/ SBA CODE/ OPSO 

< 5 

20 

>= 80 

< 5 

< 5 

< 5 

0 
0 
~ 
1.11 ' 
0 
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INVESTIGATOR 
STUDY 
VACCltlE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

f CAUC 

f CAUC 

f BLAC 

M CAUC 

f CAUC 

f CAUC 

H CAUC 

5M 

5M 

9M 

5M 

9M 

SM 

5H 

2M 

98 

0 
0 

68 
68 
95 

0 
0 

87 
87 

0 
0 

67 
67 

102 

0 
0 

59 
59 
91 

0 
0 

68 
68 
98 

0 
0 

69 
69 

104 

0 
0 

64 

D21 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

17992 

< 125 
CP298 15 MCG 

6698 
CP298 15 MCG 

7686 

< 125 
CP749 15 HCG 

05/ 4467 
CP749 15 MCG 

< 125 
CP298 15 MCG 

2890 
CP298 15 HCG 

5094 

< 125 
CR132 15 HCG 

4981 
CRHZ 15 HCG 

7685 

125 
CR132 15 MCG 

479 
CR132 15 MCG 

2938 

< 125 
CP749 15 MCG 

< 125 
CP749 15 MCG 

300 

< 125 
CP298 15 HCG 

1724 

CODE/ SBA CODE/ OPSO 

< 5 

5 

5 

0 
0 
l>i 
1./1 ..... 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. mo tlOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 2H 64 021 INJ 2 CR132 15 tlCG 
97 021 BLEED 2 4081 

F CAUC 6H 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

79 011 BLEED l 05/ 320 
79 021 INJ 2 CP749 15 HCG 

126 021 BLEED 2 05/ 710 

H HISP 7H 0 001 PREBLEED < 125 
0 011 INJ l CR132 15 MCG 

56 011 BLEED 1 3106 
56 021 INJ 2 CR132 15 HCG 
84 021 BLEED 2 12915 

H BLAC 9H 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

72 011 BLEED l 05/ 3949 
72 021 INJ 2 CP749 15 HCG 

110 021 BLEED 2 05/ 9606 

F CAUC 3M 0 001 PREBLEED < 125 
0 011 INJ 1 CR132 15 HCG 

78 011 BLEED l 05/ 683 
78 021 INJ 2 CR132 15 MCG 

104 021 BLEED 2 05/ 732 

F CAUC 4H 0 001 PREBLEED 270 
0 011 INJ l CP298 15 HCG 

75 011 BLEED l 05/ 188 
75 021 INJ 2 CP298 15 HCG 

108 021 BLEED 2 05/ 536 

F CAUC 6H 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 MCG 

(,1 011 BLEED l 1221 
(,1 021 INJ 2 cp295 · 15 HCG 
92 021 BLEED 2 864 

H CAUC 5H 0 001 PREBLEED < 125 

CODE/ SBA 

05/ 

05/ 

05/ 

05/ 

< 2 

8 

>= 32 

< 5 

< 5 

< 5 

< 2 

< 2 

< 2 

CODE/ OPSO 

05/ 

05/ 

43 

95 

100 

17 

41 

40 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. Tl'IO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

tt CAUC 

M BLAC 

F CAUC 

tt HISP 

tt HISP 

tt CAUC 

tt CAUC 

F BLAC 

tt CAUC 

5tt 

lOM 

5M 

7H 

lOM 

lOH 

6M 

8f1 

5tt 

0 
83 
83 

0 
0 

64 
64 
93 

0 
0 

69 
69 

106 

0 
0 

70 
70 

0 
0 

77 
77 

ll2 

0 
60 

0 
0 

65 
65 
98 

0 

0 
0 

Oll INJ 1 CR132 15 MCG 
Oll BLEED 1 05/ 1259 
021 INJ 2 CR132 15 ttCG 

001 PREBLEED 127 
Oll INJ 1 CP749 15 ttCG 
Oll BLEED 1 3988 
021 INJ 2 CP749 15 MCG 
021 BLEED 2 ll419 

001 PREBLEED 139 
Oll INJ 1 CP298 15 ttCG 
Oll BLEED 1 184 
021 INJ 2 CP298 15 MCG 
021 BLEED 2 2716 

001 PREBLEED 222 
Oll INJ 1 CR132 15 ttCG 
Oll BLEED 1 10753 
021 INJ 2 CR132 15 ttCG 

001 PREBLEED 281 
Oll INJ 1 CP749 15 MCG 
Oll BLEED 1 05/ 1094 
021 INJ 2 CP749 15 ttCG 
021 BLEED 2 05/ 7050 

Oll INJ 1 CP298 15 MCG 
021 INJ 2 CP298 15 MCG 

001 PREBLEED 284 
Oll INJ 1 CR132 15 ttCG 
Oll BLEED 1 600 
021 INJ 2 CR132 15 HCG 
021 BLEED 2 899 

Oll INJ 1 CP298 15 ttCG 

001 PREBLEED 254 
Oll INJ l CP298 15 ttCG 

CODE/ SBA CODE/ OPSO 

< 2 

< 2 

8 

< 2 

05/ < 2 

05/ 8 

< 2 

< 2 

< 2 

0 
::, 
v-1 
•Jl 
v-1 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 nu . THO MOS. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE 

M CAUC 

F CAUC 

M CAUC 

5H 

9H 

2H 

5M 

63 

0 
0 

141 
141 

0 
0 

58 
58 
98 

0 
0 

62 
62 
96 

TABLE 1 (cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSc CODE/ RIA 

011 BLEED 1 992 

001 PREBLEED < 125 
011 INJ 1 CP749 15 MCG 
011 BLEED 1 05/ 4314 
021 INJ 2 CP749 15 MCG 

001 PREBLEED 205 
011 INJ 1 CRB2 15 HCG 
011 BLEED 1 1059 
021 INJ 2 CRB2 15 HCG 
021 BLEED 2 1352 

001 PREBLEED < 125 
011 HIJ 1 CP749 15 MCG 
011 BLEED 1 7899 
021 INJ 2 CP749 15 HCG 
021 BLEED 2 27303 

CODE/ SBA CODE/ OPSO 

< 2 0 

< 2 100 

< 2 0 

>= 32 100 

>= 32 98 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

M CAUC 0 
0 

28 
371 

F CAUC 0 
0 

35 
377 

F CAUC 0 
0 

33 
370 

M HISP 2Y 0 
0 

36 

M BLAC 0 
0 

48 

0 
0 

28 

2Y 0 
0 

28 
258 

2Y 0 
0 

28 
217 

14H 0 
0 

32 

DATE 

TABLE 1 (cont. , 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA 

PREBLEED 165 
INJ 1 CN084 20 MCG 

011 BLEED 1 13189 
071 BLEED 2 2463 

PREBLEED 549 
INJ l CN084 20 MCG 

011 BLEED l 17102 
071 BLEED 2 3351 

001 PREBLEED 160 
011 INJ 1 CN084 20 MCG 
011 BLEED 1 9334 
071 BLEED 2 1246 

001 PREBLEED < 125 
011 INJ 1 CP241 15 MCG 
011 BLEED 1 29106 

001 PREBLEED < 125 
011 INJ 1 CP241 15 MCG 
011 BLEED l 21197 

001 PREBLEED 235 
011 INJ 1 CP241 15 MCG 
011 BLEED 1 276759 

001 PREBLEED 168 
011 INJ 1 CP241 15 MCG 
011 BLEED 1 31604 
071 BLEED 2 5768 

001 PREBLEED 1542 
011 INJ 1 CP241 15 MCG 
011 BLEED 1 25180 
071 BLEED 2 3599 

001 PREBLEED < 125 
011 INJ 1 CP241 15 MCG 
011 BLEED 1 4812 

CODE/ SBA CODE/ OPSO 

< 5 

80 

< 5 

160 

< 5 

320 

< 5 

160 

80 

>= 320 

< 5 

20 

:=> 
-::, 
vl 
.11 
J1 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

M BLAC 

F BLAC 

F BLAC 

M BLAC 

M CAUC 

M BLAC 

M BLAC 

M CAUC 

M CAUC 

F CAUC 

M CAUC 

22M 

2Y 

13M 

12M 

23M 

2Y 

3Y 

2Y 

l6M 

il.2M 

3M 

0 
0 

53 
236 

0 
0 

26 

0 
0 

44 

0 
0 

26 

0 
0 

26 

0 
0 

26 
260 

0 

0 
0 

33 

0 
0 

33 

0 
0 

34 

0 

DATE 

TABLE 1 (cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
071 BLEED 2 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

PREBLEED 
INJ 1 
BLEED 1 

001 PREBLEED 
11 INJ 1 

011 BLEED 1 

001 PREBLEED 

LOT DOSE 

CP241 15 MCG 

CP241 15 MCG 

CP241 15 MCG 

CP241 15 MCG 

CP241 15 MCG 

CP241 15 MCG 

CP241 15 MCG 

CP241 15 MCG 

CP241 15 MCG 

CP241 15 MCG 

CODE/ RIA 

845 

14473 
3316 

< 125 

189390 

< 125 

680 

< 125 

10366 

< 125 

7125 

< 125 

5363 
1667 

1034 

67071 

< 125 

65764 

< 125 

2412 

< 125 

CODE/ SBA 

< 5 

>= 60 

< 5 

640 

< 5 

20 

< 5 

60 

< 5 

80 

< 5 

80 

5 

320 

< 5 

20 

< 5 

20 

< 5 

CODE/ OPSO 

::> 
~ ..,.. 
J1 
r::I' 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

0 
41 

245 

2Y 0 
0 

30 

1211 0 
0 

26 

F 2411 0 
0 

28 

2011 0 
0 

36 
210 

1211 0 
0 

41 

17H 0 
0 

33 

1611 0 
0 

34 

17H 0 
0 

39 

1611 0 
0 

30 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT 

011 INJ 1 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLE ED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

LOT DOSE 

CP241 15 MCG 

CP241 15 11CG 

CP241 15 t1CG 

CP241 15 11CG 

CP241 15 MCG 

CP241 15 t1CG 

CP241 15 MCG 

CP241 15 MCG 

CP298 15 MCG 

CP298 15 11CG 

CODE/ RIA 

693 
2785 

559 

15580 

< 125 

3478 

168 

68489 

< 125 

2701 
467 

565 

49650 

< 125 

45805 

< 125 

37796 

< 125 

37700 

< 125 

771 

CODE/ SBA 

5 

< 5 

20 

< 5 

>= 80 

5 

80 

< 5 

>= 80 

< 5 

20 

CODE/ OPSO 

0 
0 
v,I 
\JI __, 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJ UGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

M CAUC 

M CAUC 

M HISP 

F CAUC 

F CAUC 

M CAUC 

F BLAC 

F BLAC 

M BLAC 

2Y 

3Y 

3Y 

2Y 

16t1 

188 

0 
0 

31 

0 
0 

30 
190 

0 
0 

29 

0 
0 

29 

0 
0 

22 
186 

0 
0 

28 

0 

0 
0 

66 
156 

0 
0 

58 

0 

DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT 

BLEED 2 

001 PREBLEED 
011 INJ l 

BLEED l 

PREBLEED 
INJ l 

011 BLEED l 
071 BLEED 2 

PREBLEED 
011 INJ l 
0ll BLEED l 

001 PREBLEED 
011 INJ l 

BLEED l 

PREBLEED 
011 INJ 1 
011 BLEED l 
071 BLEED 2 

PREBLEED 
011 INJ l 
011 BLEED l 

INJ 1 

PREBLEED 
INJ 1 

011 BLEED l 
071 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 

LOT DOSE 

CP298 15 HCG 

CP298 15 MCG 

CP298 15 HCG 

CP298 15 MCG 

CP298 15 HCG 

CP298 15 MCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CODE/ RIA 

561 

< 125 

3334 

< 125 

2659 
877 

< 125 

29307 

< 125 

27823 

< 125 

2800 
805 

511 

14115 

189 

9926 
2044 

< 125 

15640 

< 125 

CODE/ SBA 

< 5 

20 

< 5 

>= 80 

< 5 

>= 80 

< 5 

80 

CODE/ OPSO 

23 

99 

36 

98 

31 

0 
0 
vf 
l.n . 
()) 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO , EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

11 CAUC 1611 0 
38 

214 

11 BLAC 3Y 0 
0 

28 
154 

F CAUC 15H 0 
0 

29 

F BLAC 12H D 
0 

26 

H BLAC 12H D 
0 

47 

H HISP 1211 0 
0 

34 

H BLAC 2411 0 
0 

24 
210 

F BLAC 1211 0 
0 

30 
196 

11 BLAC 2Y 0 
0 

75 

11 CAUC 1211 0 

DATE 

TABLE 1 (cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT 

Oll INJ 1 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
Oll INJ l 
011 BLEED l 
071 BLEED 2 

001 PREBLEED 
011 INJ l 
Oll BLEED 1 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED l 
071 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 

LOT DOSE 

CP298 15 MCG 

CP298 15 11CG 

CP298 15 MCG 

CP296 15 HCG 

CP296 15 HCG 

CP298 15 HCG 

CP298 15 MCG 

CP296 15 MCG 

CP298 15 MCG 

CODE/ RIA 

1931 
583 

131 

< 125 
359 

< 125 

7743 

127 

9612 

290 

4820 

1812 

9791 

1021 

30316 
3866 

210 

1361 
2357 

559 

25786 

< 125 

CODE/ SBA 

5 

5 

20 

320 

5 

20 

CODE/ OPSO 

93 

46 

48 

25 

97 

20 

99 

43 

95 

53 

96 

88 

99 

36 

54 

28 

0 
0 
v,f 

1./1 

"' 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H CAUC 

H CAUC 

H BLAC 

H CAUC 

H CAUC 

H HISP 

M CAUC 

F CAUC 

M BLAC 

H BLAC 

H HISP 

F CAUC 

12M 

14H 

22H 

12M 

15M 

20H 

2Y 

2Y 

22H 

2Y 

23H 

12H 

0 
35 

0 
0 

36 
155 

0 

0 
0 

202 

0 
0 

32 

0 
0 

34 

0 

0 
0 

141 

0 
0 

35 

0 
0 

49 

0 

0 
0 

DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA 

INJ l CP298 15 HCG 
BLEED l 1886 

PREBLEED 231 
INJ l CP298 15 MCG 

011 BLEED l 550 
071 BLEED 2 2092 

011 INJ l CR132 15 MCG 

PREBLEED < 125 
INJ l CP298 15 HCG 
BLEED l 5112 

001 PREBLEED < 125 
011 INJ 1 CR132 15 HCG 
011 BLEED 1 8082 

001 PREBLEED 1700 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 15746 

011 INJ 1 CP749 15 MCG 

001 PREBLEED < 125 
011 INJ 1 CP749 15 MCG 
071 BLEED 1 1879 

001 PREBLEEO < 125 
011 INJ l CR132 15 HCG 
011 BLEED 1 3735 

001 PREBLEED 4424 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 14762 

011 INJ 1 CP298 15 HCG 

001 PREBLEED 305 
011 INJ 1 CP749 15 HCG 

CODE/ SBA 

< 5 

20 

< 5 

>= 80 

20 

80 

< 5 

CODE/ OPSO 

90 

15 

61 

43 

65 

20 

0 , 
O 
W · 
a- . 
O • 



(b) (6) (b) (6) (b) (6)

H~. l3546090/07/l2/88/PAGE 39 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F CAUC 

M BLAC 

M CAUC 

M CAUC 

F CAUC 

M BLAC 

M BLAC 

F HISP 

M CAUC 

M CAUC 

M BLAC 

2Y 

3Y 

2Y 

2Y 

16M 

2Y 

29 

0 

0 
0 

37 

0 
0 

37 

0 
0 

28 

0 
0 

35 
168 

0 
0 

133 

0 

0 
0 

29 

0 
0 

83 

0 
0 

31 

0 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

Oll BLEED l 507 

Oll INJ l CR132 15 MCG 

001 PREBLEED < 125 
Oll INJ 1 CP749 15 MCG 
Oll BLEED 1 1649 

001 PREBLEED 8089 
Oll INJ 1 CP749 15 MCG 
Oll BLEED 1 50099 

001 PREBLEED 651 
Oll INJ l CR132 15 MCG 
Oll BLEED 1 36625 

001 PREBLEED 7774 
Oll INJ l CP298 15 MCG 
Oll BLEED 1 64815 
071 BLEED 2 9588 

001 PREBLEED < 125 
Oll INJ 1 CP298 15 MCG 
Oll BLEED 1 14464 

Oll INJ 1 CR132 15 MCG 

001 PREBLEED 233 
Oll INJ 1 CR132 15 MCG 
0ll BLEED l 2548 

001 PREBLEED < 125 
Oll INJ l CP298 15 MCG 
Oll BLEED l 05/ 2247 

001 PREBLEED 278 
Oll INJ 1 CP298 15 MCG 
Oll BLEED 1 5128 

001 PREBLEED 231 

CODE/ SBA 

5 

< 5 

20 

20 

20 

< 5 

>= 80 

< 5 

20 

< 5 

20 

< 2 

05/ < 2 

< 5 

20 

< 5 

CODE/ OPSO 

05/ 

98 

37 

100 

100 

100 

22 

100 

36 

100 

40 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F BLAC 2Y 0 
28 

F CAUC 0 
0 

50 

M CAUC , 0 
0 

147 

F CAUC 0 
0 

47 

H BLAC ZY 0 
0 

43 

F BLAC 0 
0 

49 

F CAUC 20M 0 
0 

34 

M BLAC 2v 0 
0 

28 

F CAUC 15M 0 
0 

35 

M CAUC 24M 0 
0 

39 

F CAUC 2Y 0 

DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA 

INJ l CP749 15 MCG 
BLEED l 769 

PREBLEED 228 
Oll INJ l CR132 15 MCG 
Oll BLEED l 7924 

PREBLEED < 125 
Oll INJ l CP749 15 MCG 
071 BLEED l 827 

001 PREBLEED 381 
Oll INJ l CP298 15 MCG 
Oll BLEED l 6ll46 

001 PREBLEED 166 
Oll INJ l CR132 15 MCG 
Oll BLEED l 3805 

001 PREBLEED 415 
Oll INJ l CP298 15 MCG 
Oll BLEED l 4ll9 

001 PREBLEED < 125 
Oll INJ l CR132 15 MCG 
Oll BLEED l 9232 

001 PREBLEED < 125 
Oll INJ l CP749 15 MCG 
Oll BLEED l 44430 

001 PREBLEED 152 
Oll INJ 1 CP749 15 MCG 
Oll BLEED 1 2385 

001 PREBLEED < 125 
Oll INJ 1 CP749 15 MCG 
Oll BLEED 1 1888 

001 PREBLEED < 125 

CODE/ SBA 

20 

< 5 

20 

< 5 

>= 80 

< 5 

20 

< 5 

20 

< 5 

20 

< 5 

>= 80 

< 5 

20 

< 5 

20 

< 5 

CODE/ OPSO 

74 

43 

98 

4 

95 

22 

100 

44 

99 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS : 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F CAUC 2Y 0 
38 

M CAUC 17M 0 
0 

33 

M CAUC 19M 0 
0 

35 

M CAUC 16M 0 
0 

39 

F BLAC 2Y 0 
0 

43 

M HISP 12M 0 
0 

28 

F BLAC 2311 0 
0 

28 

F BLAC 2311 0 
0 

28 

F CAUC 1311 0 

M BLAC 1311 0 
0 

32 

F BLAC 1211 0 
0 

33 

TABLE 1 (cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

l CP749 15 MCG 
l 5019 

001 PREBLEED < 125 
011 INJ l CP298 15 MCG 
011 BLEED l 16931 

001 PREBLEED < 125 
011 INJ l CR132 15 MCG 
011 BLEED l 3638 

001 PREBLEED 301 
011 INJ l CR132 15 MCG 
011 BLEED l 2106 

001 PREBLEED < 125 
011 INJ l CP298 15 11CG 
011 BLEED l 47282 

001 PREBLEED < 125 
011 INJ l CR132 15 MCG 
011 BLEED l 4396 

001 PREBLEED 154 
011 INJ l CP749 15 MCG 
011 BLEED l 74680 

001 PREBLEED 179 
011 INJ l CR132 15 11CG 
011 BLEED l 791 

011 INJ l CP298 15 MCG 

001 PREBLEED < 125 
011 INJ l CP298 15 MCG 
011 BLEED l 1422 

001 PREBLEED < 125 
011 INJ l CP749 15 11CG 
011 BLEED l 926 

CODE/ SBA 

5 

< 5 

20 

< 5 

>= 80 

< 5 

5 

< 5 

20 

< 5 

5 

< 5 

>= 80 

< 5 

20 

< 5 

20 

< 2 

< 2 

CODE/ OPSO 

20 

95 

29 

100 

36 

98 

26 

34 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV 

H BLAC 20H 0 
0 

42 

F BLAC 2V 0 
0 

29 

H BLAC 24H 0 
0 

69 

F BLAC 4V 0 
0 

24 

H BLAC 20H 0 
0 

63 

H BLAC 2V 0 

F BLAC 21H 0 
0 

56 

F BLAC 21H 0 
0 

28 

H CAUC 1511 0 
0 

42 

F BLAC 16H 0 

H BLAC 14H 0 
0 

35 

H BLAC 14H 0 

TABLE l (cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

001 PREBLEED < 125 
Oll INJ 1 CP298 15 HCG 
Oll BLEED 1 46290 

001 PREBLEED 523 
011 INJ 1 CP749 15 HCG 
011 BLEED 1 80280 

001 PREBLEED < 125 
Oll INJ 1 CR132 15 HCG 
011 BLEED 1 3048 

001 PREBLEED 4873 
011 INJ 1 CP298 15 HCG 
Oll BLEED 1 105068 

001 PREBLEED 3096 
Oll INJ l CR132 15 HCG 
011 BLEED l 2224 

011 INJ l CP749 15 HCG 

001 PREBLEED < 125 
011 INJ 1 CP749 15 HCG 
011 BLEED 1 70465 

001 PREBLEED < 125 
011 INJ 1 CP298 15 MCG 
011 BLEED 1 7628 

001 PREBLEED < 125 
011 INJ l CR132 15 HCG 
Oll BLEED l 1505 

011 INJ 1 CR132 15 HCG 

001 PREBLEED < 125 
011 INJ l CP749 15 HCG 
011 BLEED l 275 

001 PREBLEED < 125 

CODE/ SBA 

< 5 

20 

< 5 

>= 80 

< 5 

20 

20 

320 

< 5 

< 5 

< 5 

20 

< 5 

5 

CODE/ OPSO 

33 

100 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H BLAC 0 
35 

H BLAC 0 
0 

28 

M CAUC 23H 0 
0 

28 

F BLAC 21H 0 
0 

72 

F CAUC 24H 0 

H BLAC 22H 0 
0 

28 

H CAUC 12H 0 
0 

28 

F CAUC 16H 0 
0 

33 

F CAUC 12H 0 
0 

41 

H CAUC 23H 0 
0 

31 

12H 0 
0 

46 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

l CP298 15 MCG 
l 190 

2749 
CR132 15 MCG 

7463 

PREBLEED < 125 
INJ l CR132 15 MCG 
BLEED l 7892 

001 PREBLEED < 125 
011 INJ l CP298 15 MCG 
011 BLEED l 1605 

l CP749 15 MCG 

001 PREBLEED 960 
011 INJ l CP298 15 MCG 
011 BLEED l 47339 

001 PREBLEED < 125 
011 INJ l CP749 15 MCG 
011 BLEED l 9178 

001 PREBLEED < 125 
011 INJ l CP298 15 MCG 
011 BLEED l 532 

001 PREBLEED < 125 
011 INJ l CP298 15 MCG 
011 BLEED l 1200 

001 PREBLEED 194 
011 INJ l CR132 15 MCG 
011 BLEED l 31003 

001 PREBLEED < 125 
011 INJ l CR132 15 MCG 
011 BLEED l 1662 

, ., 

CODE/ SBA CODE/ OPSO 

20 
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

UNESTIGATOR SHAPIRO, EUGENE D. 
STUDY 000405 
VACCINE HIB CONJUGATE 
REGIMEN ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
**olf-!Ht*IH!********************JHt*lHHHt*IHHOl-**-*********JHt*****JHt*******lHHHtJHtlHOl-*JHtJHt*********-*IHHHHHHHHl-iHHl**tHHHHHtlHHHHHHHHt**JHt 

H BLAC 12H 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 HCG 

35 011 BLEED 1 32065 

F BLAC 2Y 0 011 INJ 1 CP749 15 HCG 

H BLAC 2Y 0 011 INJ 1 CP749 15 HCG 

H HISP 2Y 0 011 INJ 1 CR132 15 MCG 

F BLAC 23H 0 011 INJ l CP298 15 MCG 

F BLAC 12H 0 011 INJ 1 CR132 15 MCG 

H BLAC 14H 0 011 INJ 1 CP749 15 MCG 

H CAUC 12H 0 011 INJ l CP298 15 MCG 

F CAUC 12H 0 011 INJ 1 CR132 15 MCG 

F HISP 22H 0 011 INJ 1 CR132 15 HCG 

H HISP 12H 0 011 INJ 1 CP749 15 HCG 

H CAUC 19H 0 011 INJ l CP298 15 MCG 

H HISP 12H 0 011 INJ 1 CP298 15 HCG 

F BLAC 12H 0 011 INJ 1 CP749 15 HCG 

H CAUC 12H 0 011 INJ l CP749 15 MCG 

F CAUC 17H 0 011 INJ 1 CR132 15 HCG 

F BLAC 15M 0 011 INJ l CR132 15 HCG 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE 

M BLAC 6M 0 

M CAUC 3M 0 
98 

M CAUC 5M 0 
99 

416 

f CAUC 6M 0 
95 

380 

f HISP 4M 0 
104 

M BLAC 3M 0 

F BLAC 3M 0 

M CAUC 4M 0 
447 

f CAUC 4M 0 

M CAUC 4M 0 
30 

301 

F CAUC 4M 0 
0 

60 
60 
90 

f CAUC 2H 0 
0 

66 
66 

101 

TABLE 2 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGM CODE/IGG TOTAL 

011 INJ 1 CN084 15 MCG 

011 INJ 1 CN084 15 MCG 
081 INJ 2 POLYS 25 MCG 

011 INJ 1 Ctl084 15 MCG 
081 INJ 2 POLYS 25 MCG 
091 INJ 3 CP241 15 MCG 

011 INJ 1 CN084 15 MCG 
081 INJ 2 POLYS 25 HCG 
091 INJ 3 CP241 15 HCG 

011 INJ 1 CN084 15 HCG 
081 INJ 2 POLYS 25 MCG 

011 INJ 1 CN064 15 HCG 

011 INJ 1 CN064 15 MCG 

011 INJ 1 CN064 15 HCG 
091 INJ 2 CP298 15 HCG 

011 INJ 1 CN084 15 HCG 

011 INJ 1 CN084 15 MCG 
081 INJ 2 POLYS 25 MCG 
091 INJ 3 CP241 15 MCG 

001 PREBLEED < 600 < 100 < 100 
011 INJ 1 CP241 15 MCG 
011 BLEED l 6450 < 100 854 
021 INJ 2 CP241 15 HCG 
021 BLEED 2 6262 < 100 1196 

001 PREBLEED < 600 < 250 < 100 < 100 
011 INJ l CP241 15 HCG 
011 BLEED 1 2313 < 250 < 100 720 
021 INJ ,2 CP241 15 HCG 
021 BLEED 2 6477 < 250 < 100 1902 

;::, 
0 
vi 
O" ,..., 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

H CAUO 7H 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ 1 CP241 15 MCG 

77 011 BLEED 1 05/ 7612 05/ < 250 05/ < 100 05/ 3598 
77 021 INJ 2 CP241 15 MCG 

107 021 BLEED 2 05/ 12l'H 05/ 258 05/ < 100 05/ 7212 

F CAUQ 6H 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ 1 CP241 15 MCG 

72 011 BLEED 1 05/ 3653 05/ < 250 05/ 110 05/ 417 
72 021 INJ 2 CP241 15 MCG 
98 021 BLEED 2 05/ 5964 05/ < 250 05/ 643 05/ 1339 

H CAUC 6H 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ 1 CP241 15 HCG 

63 011 BLEED 1 670 < 250 < 100 210 
63 021 INJ 2 CP241 15 MCG 
98 021 BLEED 2 2266 < 250 < 100 488 

F CAUC 4H 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ 1 CP241 15 HCG 

57 011 BLEED 1 3033 145 348 
57 021 INJ 2 CP241 15 HCG 
97 021 BLEED 2 3213 147 543 

H OTHE 4H 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ 1 CP241 15 MCG 

61 011 BLEED 1 4163 279 364 
61 021 INJ 2 CP241 15 MCG 
89 021 BLEED 2 11914 144 690 

F CAUC 2H 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ 1 CP241 15 HCG 

62 011 BLEED 1 6830 < 100 893 
62 021 INJ 2 CP241 15 MCG 
97 021 BLEED 2 10697 < 100 1610 

H CAUC lOH 0 011 INJ 1 CP241 15 MCG 
62 021 INJ 2 CP241 . 15 MCG 

F CAUC 511 0 011 INJ 1 CP241 15 MCG 
0 
0 
v,I 

"' 0:, 
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TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT 

F CAUC 

M HISP 

H CAUC 

F CAUC 

H HISP 

H CAUC 

H CAUC 

F CAUC 

SH 

6H 

9H 

6H 

8H 

511 

9H 

SH 

9H 

9H 

69 

0 
62 

0 
63 

0 
63 

0 
62 

0 
70 

0 
0 

57 
57 
96 

0 
0 

62 
62 
98 

0 
0 

63 
63 
97 

0 
0 

65 
65 

105 

INJ 2 

INJ l 
INJ 2 

011 INJ l 
021 INJ 2 

INJ l 
INJ 2 

011 INJ l 
021 INJ 2 

011 INJ l 
021 INJ 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

CP24l 15 HCG 

CP241 15 HCG 
CP241 15 MCG 

CP241 15 HCG 
CP241 15 HCG 

CP241 15 HCG 
CP241 15 HCG 

CP241 15 HCG 
CP241 15 HCG 

CP241 15 HCG 
CP241 15 HCG 

< 600 < 250 < 100 < 100 
CP298 15 HCG 

10663 < 250 < 100 2024 
CP298 15 HCG 

22885 < 250 136 5100 

< 600 < 250 < 100 < 100 
CP298 15 HCG 

4356 1144 < 100 1511 
CP298 15 HCG 

2529 845 < 100 757 

< 600 < 250 < 100 < 100 
CP298 15 MCG 

2402 < 250 < 100 284 
CP298 15 HCG 

9787 < 250 < 100 862 

< 250 < 100 < 100 
CP298 15 HCG 

< 250 194 258 
CP298 15 HCG 

< 250 179 360 0 
0 
1.,-1 
a,. 
.0 
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TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR SHAPIRO, EUGENE D. 
STUDY 000405 
VACCINE HIB CONJUGATE 
REGIMEN 2 INJ. rno MOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGl1 CODE/IGG TOTAL 
**---*************-*********-***-**--*--******-*--*-******--****-********-****--*-****-*****-***IHHHHt*IHHttttHHHt* 

f BLAO 611 0 PREBLEED < 600 < 250 < 100 < 100 
0 INJ 1 CP298 15 MCG 

62 011 BLEED 1 1641 < 250 < 100 333 
62 021 INJ 2 CP298 15 MCG 

lB 021 BLEED 2 880 < 250 < 100 < 100 

f CAUC 211 0 PREBLEED < 600 
0 INJ 1 CP298 15 MCG 

61 011 BLEED 1 27062 
61 021 INJ 2 CP298 15 MCG 

126 021 BLEED 2 7834 

f CAUC 7H 0 PREBLEED < 600 < 250 
0 INJ 1 CP298 15 MCG 

68 BLEED 1 1812 < 250 
68 INJ 2 CP298 15 MCG 

120 BLEED 2 05/ 15137 < 250 

f CAUC 5H 0 PREBLEED < 600 < 100 < 100 
0 INJ 1 CP298 15 MCG 

80 l 05/ 7506 166 05/ 1142 
80 2 CP298 15 MCG 

108 2 05/ 8742 05/ < 100 05/ 1462 

f BLAC 8H 0 001 PREBLEED < 600 
0 011 INJ l CP298 15 MCG 

56 011 BLEED l 714 
56 021 INJ 2 CP298 15 MCG 

146 021 BLEED 2 970 

f CAUC 311 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ l CP298 15 MCG 

71 011 BLEED l 05/ 11910 466 05/ 1122 
71 021 INJ 2 CP298 15 MCG 

111 021 BLEED 2 05/ 17511 05/ < 100 05/ 1050 

11 CAUC 8H 0 INJ l CP298 15 MCG 
67 INJ 2 CP298 15 MCG 

11 CAUC 411 0 INJ 1 CP298 15 MCG 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ . mo MOS . APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE 

M CAUC 

M CAUC 

F CAUC 

M CAUC 

F CAUC 

H HISP 

F BLAC 

H CAUC 

F BLAC 

F BLAC 

H CAUC 

H CAUC 

M CAUC 

F HISP 

H CAUC 

4M 70 

4M 0 
67 

8M 0 
64 

4M 0 
74 

7H 0 
59 

0 
63 

811 0 
0 

68 
68 

108 

7H 0 
56 

0 
0 

91 

5H 0 

6M 0 

2M 0 

4M 0 

6H 0 

5H 0 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

INJ 
INJ 

INJ 
INJ 

INJ 
INJ 

OU INJ 
021 INJ 

2 

1 
2 

1 
2 

1 
2 

1 
2 

1 
2 

001 PREBLEED 
OU INJ 1 
OU BLEED 1 
021 INJ 2 
021 BLEED 2 

OU INJ 1 
021 INJ 2 

001 PREBLEED 
OU INJ 1 
OU BLEED 1 

OU INJ 1 

OU INJ l 

OU INJ l 

OU INJ 1 

OU INJ l 

OU INJ l 

CP298 

CP298 
CP298 

CP298 
CP298 

CP298 
CP298 

CP298 
CP298 

CP298 
CP298 

CP298 

CP298 

CP298 
CP298 

CP749 

CP749 

CP298 

CP298 

CP298 

CP749 

CP298 

15 MCG 

15 MCG 
15 MCG 

15 MCG 
15 NCG 

15 MCG 
15 MCG 

15 NCG 
15 MCG 

15 MCG 
15 MCG 

15 MCG 

15 MCG 

15 MCG 
15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

< 600 

< 600 

1862 

< 600 

21365 

< 100 

< 100 

< 100 

2342 
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TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR SHAPIRO, EUGENE D. 
STUDY 000405 
VACCINE HIB CONJUGATE 
REGIMEN 2 INJ. TrlO MOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 
•1HHHHHt***--****lHt--*****************Jf-!Hf****lHt**lHtlHOHHHtlHt*lHt***lHC*****WWWlHtlHt*lHt****lHt**lHOHHHfJf-!HflHHHOHHHHfiflHtJHHfJHHtiHfJHHf!HHHHHfJHHf 

H 3M 0 Oll INJ 1 CP749 15 HCG 

H 2H 0 Oll INJ 1 CR132 15 HCG 

H 5H 0 Oll INJ 1 CR132 15 HCG 

H 2H 0 Oll INJ 1 CP298 15 HCG 

H CAUC 5H 0 011 INJ 1 CP298 15 HCG 

M CAUC 5H 0 011 INJ 1 CR132 15 MCG 

M CAUC 4M 0 011 INJ 1 CP749 15 HCG 

F CAUC 9H 0 011 INJ 1 CP749 15 HCG 

F CAUC 9H 0 011 INJ 1 CR132 15 HCG 

F CAUC 6M 0 011 INJ 1 CR132 15 MCG 

F BLAC 5H 0 011 INJ 1 CP298 15 MCG 

M CAUC 2M 0 011 INJ 1 CP749 15 MCG 

M CAUC 6M 0 011 INJ 1 CP749 15 HCG 

F BLAC 8M 0 011 INJ l CP298 15 MCG 
63 021 INJ 2 CP298 15 MCG 

F BLAC lOH 0 011 INJ 1 CRl32 15 MCG 
62 021 INJ 2 CR132 15 MCG 

F CAUC 6M 0 011 INJ 1 CP298 15 MCG 
63 021 INJ 2 CP298 15 MCG 

F CAUC 6M 0 011 INJ 1 CP749 15 MCG 

F CAUC 4M 0 011 INJ 1 CP298 15 MCG 
64 021 INJ 2 CP298 15 HCG 

M CAUC 4H 0 011 INJ 1 CR132 15 HCG .::> 
0 
l,N 
--.,f 

1\1 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. Tl'IO HOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

H CAUC 

M CAUC 

F CAUC 

F CAUC 

M CAUC 

F CAUC 

M CAUC 

H BLAC 

H CAUC 

M CAUC 

H CAUC 

4H 

2H 

6H 

8H 

3M 

9H 

lOH 

7H 

4H 

2H 

6H 

9H 

67 

0 
63 

0 
58 

0 
63 

0 
63 

0 
70 

0 
62 

0 
63 

0 
58 

0 
0 

61 
61 
89 

0 
0 

56 
56 
84 

0 
56 

021 INJ 2 CR132 15 MCG 

011 INJ l CP749 15 MCG 
021 INJ 2 CP749 15 HCG 

011 INJ 1 CR132 15 MCG 
021 INJ 2 CR132 15 HCG 

Oll INJ l CR132 15 HCG 
021 INJ 2 CR132 15 HCG 

Oll INJ l CP298 15 MCG 
021 INJ 2 CP298 15 MCG 

011 INJ l CR132 15 MCG 
021 INJ 2 CR132 15 HCG 

Oll INJ 1 CP749 15 HCG 
021 INJ 2 CP749 15 HCG 

Oll INJ l CP298 15 MCG 
021 INJ 2 CP298 15 HCG 

011 INJ l CP749 15 HCG 
021 INJ 2 CP749 15 HCG 

001 PREBLEED < 100 < 100 
011 INJ l CR132 15 HCG 
Oll BLEED 1 < 100 365 
021 INJ 2 CR132 15 MCG 
021 BLEED 2 568 2629 

001 PREBLEED < 100 < 100 
Oll INJ 1 CR132 15 HCG 
Oll BLEED 1 < 100 305 
021 INJ 2 CR132 15 HCG 
021 BLEED 2 < 100 783 

011 INJ 1 CP298 15 MCG 
021 INJ 2 CP298 15 MCG 

0 
':) 

_,J 

"" •.M 



(b) (6) (b) (6) (b) (6)

H~~v/Z354&090/07/12/88/PAGE 43 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. TWO MOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVEITTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

2H 0 
88 

5H 0 
63 

5H 0 
68 

F BLAO 9H 0 
87 

H CAUC 5H 0 
67 

F CAUC 9H 0 
0 

59 
59 
91 

F CAUC 8H 0 
0 

68 
68 
98 

H CAUC 5H 0 
69 

F CAUC ZH 0 
64 

F CAUC 6t1 0 
79 

H HISP 7M 0 
0 

56 
56 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

CP749 15 HCG 
CP749 15 HCG 

CP749 15 MCG 
CP749 15 HCG 

CP298 15 MCG 
CP298 15 MCG 

CP749 15 MCG 
CP749 15 MCG 

CP298 15 HCG 
CP298 15 HCG 

CR132 15 MCG 

CR132 15 MCG 

CR132 15 MCG 

CR132 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CP298 15 MCG 
CR132 15 MCG 

CP749 15 MCG 
CP749 15 MCG 

CR132 15 HCG 

CR132 15 HCG 

< 600 < 250 

2460 < 250 

< 100 

435 

445 

< 100 

< 100 

178 

< 100 

600 

< 100 

1024 

413 

< 100 

< 100 

124 

< 100 

404 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGM CODE/IGG TOTAL 

M HISP 

M BLAC 

F CAUC 

F CAUC 

F CAUC 

M CAUC 

M 

M 

M 

7M 

9H 

3M 

4H 

6M 

SM 

5M 

7M 

lOM 

84 

0 
72 

D 
0 

78 
78 

104 

0 
75 

0 
0 

61 
61 
92 

0 
83 

0 
0 

64 
64 
93 

0 
0 

69 
69 

106 

0 
70 

0 
0 

021 BLEED 2 

011 INJ l 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

011 INJ 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ 1 
021 INJ 2 

001 PREBLEEO 
011 INJ 1 

CP749 15 MCG 
CP749 15 MCG 

CR132 15 MCG 

CR132 15 MCG 

CP298 15 MCG 
CP298 15 MCG 

CP298 15 MCG 

CP298 15 MCG 

CR132 15 MCG 
CR132 15 MCG 

CP749 15 t1CG 

CP749 15 MCG 

CP298 15 MCG 

CP298 15 MCG 

CR132 15 MCG 
CR132 15 MCG 

CP749 15 MCG 

15528 

< 600 

1585 

742 

< 600 

5840 

15398 

< 600 

< 600 

2781 

< 600 

< 250 1966 

< 100 

< 100 

< 100 

< 100 

181 

904 

< 100 

1457 

237 

238 

306 

< 100 

2097 

5271 

< 100 

0 
0 ·~ ..., 
IJ1 
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TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR SHAPIRO, EUGENE D. 
STUDY 000405 
VACCINE HIB CONJUGATE 
REGIMEN 2 INJ. THO MOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 
IHHf*'IHHf***-********-***-**iHOHt_*_*IHHf***-**-**--*-*IHHf***--*-***IHHf********lHOE·**IHHf**-JfiHf*JfiHf*-JfiHfJfiHf*JfiHf***iHHHHl 

t1 HISP 77 l 05/ < 600 05/ < 100 05/ 283 
77 2 CP749 15 MCG 

112 2 05/ 7839 05/ 373 05/ 523 

t1 CAUC 0 INJ l CP298 15 MCG 
80 INJ 2 CP298 15 MCG 

t1 CAUC 6M 0 001 PREBLEEO < 600 < 250 < 100 < 100 
0 011 INJ l CR132 15 MCG 

65 011 BLEED l < 600 < 250 < 100 < 100 
65 021 INJ 2 CR132 15 MCG 
98 021 BLEED 2 651 < 250 < 100 141 

F BLAC 8H 0 011 INJ 1 CP298 15 MCG 

t1 CAUC SM 0 001 PREBLEED < 600 
0 011 INJ l CP298 15 MCG 

63 011 BLEED 1 1143 

F CAUC 9M 0 011 INJ 1 CP749 15 MCG 
141 021 INJ 2 CP749 15 MCG 

t1 CAUC 2M 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ l CR132 15 MCG 

58 011 BLEED l 01/ QNS 01/ QNS < 100 01/ QNS 
58 021 INJ 2 CR132 15 MCG 
98 021 BLEED 2 2501 < 250 < 100 541 

M CAUC 511 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ 1 CP749 15 MCG 

62 011 BLEED l 23185 < 250 388 4202 
62 021 INJ 2 CP749 15 MCG 
96 021 BLEED 2 73842 < 250 285 11349 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H CAUC 13M 0 

f CAUC 17M 0 

f CAUC 16H 0 

M HISP 2Y 0 
0 

36 

M BLAC 23H 0 
0 

48 

f BLAC 2411 0 
0 

28 

H BLAC 2Y D 

f HISP 2Y 0 
0 

28 

f HISP 14H 0 

M BLAC 22M 0 

f BLAC 2Y 0 
0 

28 

f BLAC 13H 0 
0 

44 

H BLAC 12H 0 
0 

28 

H CAUC 23M 0 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

Oll INJ l CN084 20 MCG 

011 INJ l CN084 20 HCG 

Oll INJ l CN084 20 MCG 

001 PREBLEED < 250 
011 INJ l CP241 15 MCG 
Oll BLEED l 707 

001 PREBLEED < 250 
Oll INJ l CP24l 15 MCG 
Oll BLEED l 1010 

001 PREBLEED < 600 < 250 464 < 100 
011 INJ l CP241 15 MCG 
Oll BLEED l 491977 705 1883 78540 

Oll INJ l CP241 15 MCG 

001 PREBLEED < 600 < 250 2900 < 100 
Oll INJ l CP241 15 MCG 
Oll BLEED l 1244 293 9255 666 

Oll INJ l CP241 15 MCG 

Oll INJ l CP241 15 MCG 

001 PREBLEED < 600 < 250 13Z < 100 
011 INJ 1 CP241 15 MCG 
011 BLEED l 514219 882 1928 27150 

001 PREBLEED < 600 < 100 < 100 
Oll INJ l CP241 15 MCG 
Oll BLEED 1 < 600 < 100 < 100 

001 PREBLEED < 600 < 100 < 100 
Oll INJ 1 CP241 15 MCG 
011 BLEED 1 14250 457 7333 

001 PREBLEED < 600 < 250 
0 
0 
\,-1 

""" """ 
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TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR SHAPIRO, EUGENE D. 
STUDY 000405 
VACCINE HIB CONJUGATE 
REGIMEN ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH COOE/IGG TOTAL 
************-*****!HHf-JHOHf****_*_IHHHHt*********-*-******-*****-lHHHfJOHf*****************lHHOHHIXKKKKKKKKKKKKKKKKKKKKKKX!HHfK-K 

H CAUC 0 011 INJ l CP241 15 MCG 
28 011 BLEED 1 3085 < 250 

H BLAC 2Y 0 001 PREBLEED < 600 < 250 
0 011 INJ 1 CP241 15 MCG 

28 011 BLEED 1 1656 < 250 

H BLAC 3Y 0 011 INJ 1 CP241 15 MCG 

H CAUC 2Y 0 011 INJ l CP241 15 MCG 

M CAUC 0 011 INJ l CP241 15 MCG 

F CAUC 0 011 INJ l CP241 15 MCG 

H CAUC 0 011 INJ 1 CP241 15 MCG 

H BLAC 2Y 0 001 PREBLEED < 600 < 250 
0 011 INJ l CP241 15 MCG 

30 011 BLEED l 5959 963 

M CAUC 0 011 INJ 1 CP241 15 MCG 

F HISP 24M 0 011 INJ 1 CP241 15 MCG 

H CAUC 20M 0 011 INJ 1 CP241 15 MCG 

F CAUC 12H 0 OU INJ 1 CP241 15 MCG 

H BLAC 17H 0 011 INJ 1 CP241 15 HCG 

F CAUC 16M 0 OU INJ l CP241 15 MCG 

F CAUC 17M 0 011 INJ l CP298 15 HCG 

H CAUC 16M 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ l CP298 15 MCG 

30 OU BLEED 1 < 600 < 250 203 176 

M CAUC 12M 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 
0 
1.,,1 ..., 
::0 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

M CAUC 0 
31 

M HISP 0 
0 

30 

F CAUC 0 
0 

29 

F CAUC 0 
0 

29 

M CAUC 13H 0 
0 

22 

F BLAC 2Y 0 
0 

28 

F BLAC 3Y 0 

H BLAC 3Y 0 
0 

66 

M BLAC 2Y 0 
0 

58 

M CAUC 16H 0 
0 

38 

3Y 0 
0 

28 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGN CODE/IGG TOTAL 

1 CP298 15 MCG 
1 6751 < 250 423 562 

001 PREBLEED < 600 < 250 < 100 < 100 
011 INJ 1 CP298 15 MCG 
011 BLEED 1 < 600 < 250 894 1316 

PREBLEED < 600 < 250 < 100 < 100 
011 INJ 1 CP298 15 MCG 
011 BLEED 1 52730 379 2011 11062 

001 PREBLEED < 600 < 250 155 < 100 
011 INJ 1 CP298 15 MCG 
011 BLEED 1 30990 396 1038 10954 

001 PREBLEED < 600 < 250 < 100 < 100 
011 INJ 1 CP298 15 MCG 
011 BLEED 1 1118 < 250 412 375 

001 PREBLEED < 600 < 250 < 100 < 100 
011 INJ 1 CP298 15 MCG 
011 BLEED 1 2750 < 250 1146 560 

011 INJ 1 CP298 15 HCG 

001 PREBLEED < 600 < 250 < 100 < 100 
011 INJ 1 CP298 15 MCG 
011 BLEED 1 1986 1470 548 1341 

001 PREBLEED < 600 < 250 
011 INJ 1 CP298 15 MCG 
011 BLEED 1 12538 514 

001 PREBLEED < 600 < 250 < 100 < 100 
011 INJ 1 CP298 15 MCG 
011 BLEED 1 1827 < 250 441 373 

001 PREBLEED < 600 < 250 203 < 100 
011 INJ 1 CP298 15 MCG 
011 BLEED 1 < 600 < 250 283 · < 100 

~ 
.::, 

"' ..., 
Q 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F CAUC lSM 0 
0 

29 

F BLAC 12M 0 
0 

28 

H BLAC 12H 0 
0 

47 

M HISP 12H 0 
0 

34 

M BLAC 24H 0 
0 

24 

F BLAC 12H 0 
0 

30 

M BLAC 2Y 0 
0 

75 

M CAUC 12H 0 
0 

35 

M CAUC 14H 0 
0 

36 

M BLAC 22H 0 

M CAUC 12H 0 

M CAUC lSM 0 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

PREBLEED < 600 < 250 < 100 < 100 
011 INJ l CP298 15 HCG 
011 BLEED l 17972 910 371 1812 

< 600 < 250 202 < 100 
CP298 15 HCG 

1723 354 1647 394 

< 600 < 250 < 100 < 100 
CP298 15 HCG 

4488 < 250 1199 605 

001 PREBLEED < 600 < 250 937 < 100 
011 INJ l CP298 15 HCG 
011 BLEED l 6815 < 250 1795 837 

001 PREBLEED < 600 < 250 < 100 < 100 
011 INJ l CP298 15 HCG 
011 BLEED l 24019 381 2539 9524 

001 PREBLEED < 250 
011 INJ l CP298 15 HCG 
011 BLEED l < 250 

001 PREBLEED < 600 
011 INJ l CP298 15 HCG 
011 BLEED l 34192 

001 PREBLEED < 250 
011 INJ l CP298 15 HCG 
011 BLEED l < 250 

001 PREBLEED < 250 
011 INJ l CP298 15 MCG 
011 BLEED l < 250 

011 INJ l CR132 15 HCG 

011 INJ l CP298 15 HCG 

001 PREBLEED 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H CAUC 1511 0 
32 

H HISP 20H 0 
0 

34 

M CAUC 2v 0 

F CAUC 2Y 0 

H BLAC 2211 0 
0 

35 

H BLAC 2Y 0 
0 

49 

H HISP 23H 0 

F CAUC 12H 0 
0 

29 

H BLAC 2Y 0 

H CAUC 17H 0 
0 

37 

H CAUC 3Y 0 
0 

37 

F CAUC 2v 0 
0 

28 

H BLAC 2Y 0 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

011 INJ l CR132 15 HCG 
011 BLEED 1 

001 PREBLEED 
011 INJ l CP298 15 HCG 
011 BLEED 1 

011 INJ l CP749 15 HCG 

011 INJ l CP749 15 HCG 

001 PREBLEED 
011 INJ 1 CR132 15 HCG 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 

011 INJ 1 CP298 15 MCG 

001 PREBLEED 
011 INJ l CP749 15 HCG 
011 BLEED 1 

011 INJ 1 CR132 15 HCG 

001 PREBLEED 
011 INJ 1 CP749 15 MCG 
011 BLEED 1 

001 PREBLEED 
011 INJ l CP749 15 HCG 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CR132 15 HCG 
011 BLEED 1 

001 PREBLEED 

9060 

< 600 

9434 

< 600 

3958 

< 600 

4859 

< 600 

2070 

< 600 

4159 

1379 

14923 

< 600 

18943 

3336 

< 250 

< 250 

< 250 

< 250 

< 250 

< 250 

385 

1562 

< 250 

< 250 

1573 

6284 

116 

193 

< 100 

703 

399 

618 

784 

1620 

462 

983 

< 100 

165 

2423 

156 

1007 

< 100 

505 

< 100 

667 

559 

10671 

< 100 

6473 

669 
:::, 
:::, 
'Joi 
·::O -
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

M BLAC zv 0 
35 

H BLAC 12H 0 

F HISP 12M 0 

H CAUC 0 
0 

Z9 

M CAUC 12H 0 
0 

83 

H BLAC 16H 0 
0 

31 

F BLAC ZY 0 
0 

28 

F CAUC 24H 0 
0 

50 

H 14H 0 

F 17t1 0 
0 

47 

ZY 0 
0 

43 

22t1 0 
0 

49 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

011 INJ 1 CP298 15 tlCG 
011 BLEED 1 

011 INJ 1 CP298 15 MCG 

011 INJ l CR132 15 MCG 

001 PREBLEED 
011 INJ 1 CR132 15 tlCG 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP298 15 tlCG 
011 BLEED l 

001 PREBLEED 
011 INJ l CP298 15 tlCG 
011 BLEED l 

001 PREBLEED 
011 INJ l CP749 15 tlCG 
011 BLEED l 

001 PREBLEED 
011 INJ 1 CR13Z 15 tlCG 
011 BLEED l 

011 INJ l CP749 15 tlCG 

001 PREBLEED 
011 INJ l CP298 15 tlCG 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CR132 15 tlCG 
011 BLEED l 

001 PREBLEED 
011 INJ 1 CP298 15 HCG 
011 BLEED l 

05/ 

48289 

233 

2548 

< 600 

1107 

< 600 

< 600 

< 600 

< 600 

< 600 

4563 

< 600 

138032 

< 600 

7586 

< 600 

4652 

< 250 

< 250 

< 250 

< Z50 

< Z50 

61Z 

< 250 

< 250 

05/ 

< 100 16Z37 

105 < 100 

Z035 231 

< 100 < 100 

< 100 05/ 156 

< 100 < 100 

632 524 

< 100 < 100 

< 100 < 100 

378 134 

548 1909 

< 100 < 100 

1053 825 

< 100 < 100 

268 8Z6 

::, 
::, ,.,., 
:0 
;\) 
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TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR SHAPIRO, EUGENE D. 
STUDY 000405 
VACCINE HIB CONJUGATE 
REGIMEN ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 
-*!HHHE********--*--***_*_JHHfJHHf*--**-***1Ht-**-!HHHE*KKKKKKKKKKIHHt1Ht**1HHt****1HtlHHHfKKKKKKKKNKKKNKKKNNKKNNNNNNKKNNNKNKNN 

F CAUC 0 001 PREBLEED < 600 < 250 304 < 100 
0 011 INJ l CR132 15 MCG 

34 011 BLEED l 31865 580 1550 1778 

H BLAC 2Y 0 001 PREBLEED < 600 < 250 483 < 100 
0 011 INJ l CP749 15 MCG 

28 011 BLEED l 7783 < 250 2288 6033 

F CAUC 0 001 PREBLEED < 600 < 250 146 < 100 
0 011 INJ l CP749 15 MCG 

35 011 BLEED l 13488 < 250 1182 5988 

H CAUC 0 001 PREBLEED < 600 < 250 258 < 100 
0 011 INJ l CP749 15 MCG 

39 011 BLEED l 2180 < 250 641 438 

F CAUC 2Y 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ l CP749 15 HCG 

38 011 BLEED 1 6443 299 < 100 1884 

H CAUC 17H 0 001 PREBLEED 689 < 100 
0 011 INJ 1 CP298 15 MCG 

33 011 BLEED 1 828 6722 

H CAUC 19H 0 001 PREBLEED < 600 < 250 109 < 100 
0 011 INJ 1 CR13Z 15 HCG 

35 011 BLEED 1 < 600 < 250 1434 < 100 

16H 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ 1 CR132 15 HCG 

39 011 BLEED l < 600 < 250 < 100 615 

F 2Y 0 011 INJ l CP298 15 HCG 

H 12H 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ l CR132 15 HCG 

28 011 BLEED 1 4826 < 250 219 < 100 

23H 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ 1 CP749 15 HCG 

::> 
.:> 
l,N 

.:0 
'-"' 
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INVESTIGATOR 
sruDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F BLAC 28 

F BLAC 0 
0 

28 

F CAUC 0 

11 BLAC 0 
0 

32 

F BLAC 0 
0 

33 

11 BLAC 0 

F BLAC 2Y 0 
0 

29 

11 BLAC 0 
0 

69 

F BLAC 4Y 0 

11 BLAC 0 
0 

63 

11 BLAC 2Y 0 

F BLAC 2111 0 

F BLAC 2111 0 

11 CAUC 1511 0 
0 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

l CR132 15 11CG 
l 

l CP298 15 11CG 

CP298 15 11CG 

001 PREBLEED 
011 INJ 1 CP749 15 11CG 
011 BLEED l 

l CP298 15 11CG 

001 PREBLEED 
011 INJ 1 CP749 15 11CG 
011 BLEED 1 

001 PREBLEED 
011 INJ l CR132 15 11CG 
011 BLEED 1 

011 INJ l CP298 15 11CG 

001 PREBLEED 
011 INJ 1 CR132 15 11CG 
011 BLEED l 

011 INJ 1 CP749 15· 11CG 

011 INJ l CP749 15 11CG 

011 INJ l CP298 15 11CG 

001 PREBLEED 
011 INJ l CR132 15 11CG 

296476 

< 600 

1523 

< 600 

4535 

< 600 

< 600 

< 600 

261141 

838 

< 250 

< 250 

< 250 

671 

485 

< 100 

286 

< 100 

621 

< 100 

271 

< 100 

1129 

261 

1264 

425 

1270 

< 100 

11845 

< 100 

139 

< 100 

839 

< 100 

< 100 

< 100 

109935 

< 100 

4239 

1859 

1358 

< 100 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H CAUC 42 

F BLAC 0 

H BLAC 0 

H BLAC 0 

H BLAC 0 
0 

28 

H CAUC 0 
0 

28 

F BLAC 21H 0 

F CAUC 24'1 0 

H BLAC 22H 0 

H CAUC 12H 0 

F CAUC 16H 0 

F CAUC 12H 0 

H CAUC 23H 0 
0 

31 

H CAUC: lZH 0 
0 

46 

H BLAC lZH 0 

F BLAC 2v 0 

H BLAC 2Y 0 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

011 BLEED 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

CR132 15 HCG 

CP749 15 HCG 

CP298 15 HCG 

CR132 15 HCG 

CR132 15 HCG 

CPZ98 15 HCG 

CP749 15 MCG 

CPZ98 15 HCG 

CP749 15 HCG 

CP298 15 MCG 

CP298 15 HCG 

CR132 15 MCG 

CR132 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

< 125 

7892 

416 

176 

1345 

6296 

4670 

< 100 

3551 

< 100 

2528 

132 

206 

1260 

< 100 

7063 

< 100 

56980 

< 100 

4556 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SHAPIRO , EUGENE D. 
000405 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H HISP 2Y 0 

F BLAC 23H 0 

F BLAC 12H 0 

H BLAC 14H 0 

H CAUC 12H 0 

F CAUC 12H 0 

F HISP 22H 0 

H HISP 12H 0 

H CAUC 19H 0 

H HISP 12H 0 

F BLAC 12H 0 

H CAUC 12H 0 

F CAUC 17H 0 

F BLAC 1511 0 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/I GG TOTAL 

011 INJ 1 CR132 15 MCG 

011 INJ 1 CP298 15 HCG 

011 INJ 1 CR132 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP298 15 HCG 

011 INJ 1 CR132 15 HCG 

011 INJ 1 CR132 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP298 15 HCG 

011 INJ 1 CP298 15 HCG 

011 INJ l CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CR132 15 HCG 

011 INJ 1 CR132 15 HCG 

I 

1• ·1 

0 
0 
v4 
:.0 
0--
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INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
RIA 
CNOB4 
15 MCG 
HEALTHY CHILDREN 

TABLE 3 
A N T I B O O Y R E S P O N S E S 

"' WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) > . 15 MCG AB/ML > 1. 0 MCG AB/ML "' >2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• ••••••••••••••• ••••••••••••••• • ••••• 

I - 6 MOS. PRE JNJ 0 ( 0/ 1 ) 0 ( 0/ 1 ) 

12-71 MOS . PRE INJ 100 3/ 3) 0 0/ 3) 
MONTH 1 100 3/ 3) 100 3/ 3) 100 3/ 3) 52.6 
MONTH 12-13 100 3/ 3) 100 3/ 3) 100 3/ 3) 8.9 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCJNEES 

••••••••••••••••• 

0.063 ( 1 ) 

0.244 3) 
12.817 3) 
2.175 3) 

FOOTNOTE ( S) : 
JF A TITER IS REPORTED AS <.125, THEN .125 JS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 
0 
Vil 
CD 

""" 
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TABLE 4 
A N T I B O D Y R E S P O N S E S 

INVESTIGATOR 
STUOY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

,- 6 MOS. 

7-11 MOS. 

12-71 MOS. 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
RIA 
CP241 
15 MCG 
HEALTHY CHILDREN 

~ WITH ANTI-PRP 
TIME ----------------------------------

(MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML 
•••••••••••• ••••••••••••••• ••••••••••••••• 

PRE INJ 20 ( 2/ 10) 0 0/ 10) 
MONTH 2 100 ( 10/ 10) 80 8/ 10) 
MONTH 3 100 ( 10/ 10) 100 10/ 10) 
MONTH 7-10 100 ( 7/ 7) 71 5/ 7) 

PRE INJ 33 1/ 3) 0 ( 0/ 3) 
MONTH 2 100 3/ 3) 100 ( 3/ 3) 
MONTH 3 100 3/ 3) 100 ( 3/ 3) 
MONTH 7-10 100 3/ 3) 67 ( 2/ 3) 

PRE INJ 35 8/ 23) 9 2/ 23) 
MONTH 1 100 22/ 22) 91 20/ 22) 
MONTH 6-9 100 6/ 6) 83 5/ 6) 

FOOTNOTE(S): 

FOLD RISE 
------------------------

~ >2 FOLD MEAN 
••••••••••••••• •••••• 

90 9/ 10) 24.0 
100 10/ 10) 42.2 
86 6/ 7) 10.5 

100 ( 3/ 3) 43.5 
100 ( 3/ 3) 104.4 
100 ( 3/ 3) 21. 2 

100 22/ 22) 84. 1 
100 6/ 6) 8.4 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0.086 10) 
3.370 10) 
5.914 10) 
1.464 7) 

0.099 ( 3) 
6.804 ( 3) 

16.330 ( 3) 
3.312 ( 3) 

0 . 127 ( 23) 
15.727 ( 22) 
2.303 ( 6) 

IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 
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TABLE 5 
A N T I B O D Y R E S P O N S E S 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

7- 11 MOS. 

12-71 MOS. 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
RIA 
CP298 
15 MCG 
HEALTHY CHILDREN 

" WITH ANTI-PRP 
TIME ----------------------------------

(MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML 
•••••••••••• ••••••••••••••• ••••••••••••••• 

PRE INJ 36 4/ 1 1 ) 0 0/ 1 1 ) 
MONTH 2 100 12/ 12) 83 10/ 12) 
MONTH 3 100 1/ 7) 86 6/ 7) 

PRE INJ 54 7/ 13) 0 01 13) 
MONTH 2 92 12/ 13) 46 6/ 13) 
MONTH 3 100 9/ 9) 78 1/ 9) 
MONTH 7-10 100 1/ 1 ) 0 0/ 1 ) 

PRE )NJ 40 ( 14/ 35) 17 6/ 35) 
MONTH 1 97 ( 33/ 34) 85 29/ 34) 
MONTH 6-9 100 ( 8/ 8) 50 4/ 8) 

FOOTNOTE(S) : 

FOLD RISE 
------------------------

" > 2 FOLD MEAN 
••••••••••••••• •••••• 

92 11 / 12) 11. 1 
100 11 7) 20.8 

69 ( 9/ 13) 6.7 
100 ( 9/ 9) 16 . 9 
100 ( 1/ 1 ) 3.0 

94 32/ 34) 22.5 
88 1/ 8) 6. 1 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0. 110 1 I ) 
1. 733 12) 
3.300 7) 

0 . 167 13) 
1. 385 13) 
4.033 9) 
0 . 371 1) 

0 . 187 35) 
6 .163 34) 
1. 785 8) 

IF A TITER IS REPORTED AS <.125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

/ 
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INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

SHAPIRO, EUGENE 0. 
000405 
HIB CONJUGATE 
RIA 
CP749 
15 MCG 
HEALTHY CHILDREN 

TABLE 6 
A N T I 8 0 D Y R E S P p N S E S 

~ WITH ANT I -PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML ~ >2 FOLD MEAN 
•••••••••• • ••••••••••• ••••••••••••••• ••••••••••••••• ••••••••••••••• • ••••• 

,- 6 MOS. PRE INJ 0 0/ 5) 0 0/ 5) 
MONTH 2 BO 4/ 5) 60 3/ 5) 80 4/ 5) 16.7 
MONTH 3 100 3/ 3) 67 2/ 3) 100 3/ 3) 42.3 

7- 11 MOS. PRE INJ 0 0/ 2) 0 0/ 2) 
MONTH 2 100 2/ 2) 50 1 / 2) 100 2/ 2) 9.5 
MONTH 3 100 1 / 1) 100 1 / 1 ) 100 1 / 1 ) 89.9 

12-71 MOS. PRE INJ 43 6/ 14) 7 1 / 14) 
MONTH 1 100 14/ 14) 71 10/ 14) 93 13/ 14) 24 . 9 

FOOTNOTE(S): 

GMT MCG AB/Ml (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0.062 5) 
1 .812 5) 
5.282 3) 

0 . 089 ( 2) 
1. 192 ( 2) 

11.419 ( 1) 

0 . 144 14) 
5.320 14) 

IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 
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INVESTIGATOR 
STUOY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
RIA 
CR132 
15 MCG 
HEALTHY CHILDREN 

TABLE 7 
A N T I B O O Y R E S P p N S E S 

" WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML ">2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• ••••••••••••••• ••••••••••••••• •••••• 

1- 6 MOS. PRE INJ 40 2/ 5) 0 ( 0/ 5) 
MONTH 2 100 5/ 5) 60 ( 3/ 5) 100 5/ 5) 5.9 
MONTH 3 100 4/ 4) 75 ( 3/ 4) 100 4/ 4) 20.2 

7-11 MOS. PRE INJ 17 1 / 6) 0 01 6) 
MONTH 2 100 6/ 6) 67 4/ 6) 100 6/ 6) 24.9 
MONTH 3 100 3/ 3) 100 3/ 3) 100 3/ 3) 53. 1 

12-71 MOS . PRE INJ 47 1/ 15) 7 I/ 15) 
MONTH I 100 15/ 15) 93 14/ 15) 100 15/ 15) 23. I 

FOOTNOTE(S): 

GMT MCG AB/ML (N) 
-----------------

All 
VACCINEES 

• •••••••••••••••• 

o . 107 5) 
0.965 5) 
3.501 4) 

0.087 6) 
3.425 6) 
6.631 3) 

0. 141 15) 
4.699 15) 

' IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 JS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



' I L)/~-• .021Q/Q7/22/88/4 

INVESTIGATOR 
~TUOY 
VACCINE 
ASSAY 
LDT NUMBER 
DOSE 
POPULATION 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
RIA 
CP298 
15 MCG 
HEALTHY CHILDREN 

% WITH 

TABLE 8 
A N T I B O O Y R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTENCY LOTS - ALL 

ANTI -PRP FOLD RISE 
TIME ---------------------------------- ------------------------

At.E (MONTHS) >. 15 MCG AB/ML > 1. 0 MCG AB/ML % >2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• • •••••••••••••• • •••••••••••••• •••••• 

I - 6 MOS. PRE INJ 17 1/ 6) 0 0/ 6) 
MONTH 2 100 6/ 6) 67 4/ 6) 83 5/ 6) 8 . 9 
MONTH 3 100 4/ 4) 75 3/ 4) 100 4/ 4) 24. 1 

7- 1 I MOS. PRE INJ 50 1 / 2) 0 0/ 2) 
MONTH 2 100 2/ 2) 50 I I 2) 50 1 / 2) 8.5 

12- II MOS. PRE INJ 50 8/ 16) 25 4/ 16) 
MONTH I 100 16/ 16) 88 14/ 16) 94 ( 15/ 16) 23. 1 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 083 6) 
1.170 6) 
3 . 096 4) 

0. 162 2) 
1 .943 2) 

0.292 16) 
9.541 16) 

FOOTNOTE(S): 
IF A TITER IS REPORTED AS<. 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



(_\ 

'., LU/ L .0210/07/22/88/5 

INVESTIGATOR 
~T UDV 
VACCINE 
A~SAV 
LOT NUMBER 
DOSE 
POPULATION 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
RIA 
CP749 
15 MCG 
HEALTHY CHILDREN 

% WITH 

TABLE 9 
A N T I B O D Y R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTENCY LOTS - ALL 

ANTI-PRP FOLD RISE 
TIME ------ ---------------------------- ------------------------

AGE (MONTHS) > . 15 MCG AB/ML > 1. 0 MCG AB/ML % >2 FOLD MEAN 

·•!······· •••••••••••• ••••••••••••••• • •••••••••••••• ••••••••••••••• •••••• 

I - 6 MOS. PRE lNJ 0 0/ 5) 0 0/ 5) 
MONTH 2 80 4/ 5) 60 3/ 5) 80 ( 4/ 5) 16.7 
MONTH 3 100 3/ 3) 67 2/ 3) 100 ( 3/ 3) 42.3 

7 - 1 1 MOS . PRE INJ 0 0/ 2) 0 0/ 2) 
MONTH 2 100 2/ 2) 50 1/ 2) 100 2/ 2) 9.5 
MONTH 3 100 1 / 1 ) 100 1/ 1 ) 100 1 / 1 ) 89.9 

I 2.- 7 I MOS. PRE INJ 43 6/ 14) 7 1 / 14) 
MONTH 1 100 14/ 14) 71 10/ 14) 93 ( 13/ 14) 24.9 

GMT MCG AB/ML (NJ 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0.062 5) 
1 . 812 5) 
5. 282 3) 

0 . 089 2) 
1. 192 2) 

11.419 1 ) 

0. 144 14) 
5.320 14) 

FOOTNOTE ( S): 
IF A TITER JS REPORTED AS <. 125, THEN . 125 15 USED TO CALCULATE THE MEAN FOLD RISE, 
ANO . 063 JS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

I' , 



.02 I0/07 /22/88/6 

INVESTIGATOR 
•;TuDv 
VACCINE 
A-:-.SAV 
Llll NUMBER 
l>OSE 
POPULATION 

AGE 
' ......... 

,- 6 MOS. 

1-1 I MOS. 

12· 71 MOS. 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGAT.E 
RIA 
CRl32 
15 MCG 
HEALTHY CHILDREN 

TABLE 10 
A N T I B O D Y R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTENCY LOTS - ALL 

" WITH ANTI-PRP FOLD RISE 
TIME ------------------------- --- ------ ------------------------

(MONTHS) >. 15 MCG AB/ML > 1. 0 MCG AB/ML " >2 FOLD MEAN 
•••••••••••• ••••••••••••••• • •••••••••••••• • •••••••••••••• • ••••• 

PRE INJ 40 2/ 5) 0 0/ 5) 
MONTH 2 100 5/ 5) 60 3/ 5) 100 5/ 5) 5 . 9 
MONTH 3 100 4/ 4) 75 3/ 4) 100 4/ 4) 20.2 

PRE INJ 17 1 / 6) 0 0/ 6) 
MONTH 2 100 6/ 6) 67 4/ 6) 100 6/ 6) 24.9 
MONTH 3 100 3/ 3) 100 3/ 3) 100 3/ 3) 53. 1 

PRE INJ 47 7/ 15) 7 1 / 15) 
MONTH I 100 15/ 15) 93 14/ 15) 100 ( 15/ 15) 23 . I 

GMT MCG AB/Ml (N) 
-----------------

ALL 
VACCINEES 

• •••• •••••••••••• 

0 . 107 5) 
0 . 965 5) 
3.501 4) 

0 . 087 6) 
3.425 6) 
6.631 3) 

0. 141 15) 
4.699 15) 

FOOTNOTE($): . 
IF A TITER IS REPORTED AS < . 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



TABLE 11 
C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CN084 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
NASAL DISCHARGE 
HARM TO TOUCH 

HIB CONJUGATE 
INJECTION: l 

10 

7 70.0 %) 
3 30.0 iO 
0 

NO. OF VACCINEES % BASED 
HITH ON 10 

CLINICAL COMP. VACCINEES 

0 o.o 

3 30.0 
3 30.0 
z zo.o 
l 10.0 
l 10.0 



Ht-~/CC546330/07/18/88/45 TABLE 11 (cont.) 
C L I N I C A L C O H P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CN084 
HEALTHY CHILDREN 
12-71 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I ltlJECTION SITE l 
PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
VOMITING 

HIB CONJUGATE 
INJECTION: l 

3 

l 33. 3 l. l 
Z 66. 7 l. l 
0 

NO. OF VACCINEES l. BASED 
HITH ON 3 

CLINICAL COMP. VACCINE ES 

2 
2 

l 
l 

66.7 
66.7 

33.3 
33.3 

0 
0 
1.14 
-0 
0-



HF. ~C546330/07/18/88/46 
TABLE 11 (cont.) 

C L I N I C A L C O M P L A ! . T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
OOO<t05 
HIB CONJUGATE 
CP2<tl 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I INJECTION SITE> 
ERYTHEMA, INJ. SITE l<=l IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 

HIB CONJUGATE 
INJECTION: 1 

15 

13 I 86.7 %) 
2 I 13.3 %) 
0 

NO. OF VACCINEES % BASED 
HITH ON 15 

CLINICAL COMP. VACCINEES 

1 
1 

1 
1 

6.7 
6.7 

6.7 
6.7 



HFLu/CC546330/07/18/88/54 
TABLE 11 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
000405 
HIB COIUUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO C011PLAHITS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITEJ 
ERYTHEMA, INJ. SITE l<=l IN. J 
SHELLING, INJ. SITE l<=l IN. J 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
PROLONGED CRYING, 
HARM TO TOUCH 

>l/2 HR 

HIB CONJUGATE 
INJECTION: 2 

15 

11 73.3 %) 
4 26. 7 % J 
0 

NO. OF VACCINEES % BASED 
HITH ON 15 

CLINICAL COMP. VACCINEES 
*lHt*lHttHUt********O**lHt*MlHHIM 

2 
l 
l 

4 
4 
l 
l 
l 

13.3 
6.7 
6.7 

26.7 
26.7 
6.7 
6.7 
6.7 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 



Hf~-✓CC546330/07/18/88/47 

TABLE 11 (cont.) 
C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHAPI RO, EUGENE D. 
000405 
HIS CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
SHELLING, INJ. SITE (<=l IN.) 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 

HIS CONJUGATE 
INJECTION : 1 

24 

22 91.7 %) 
2 8 . 3 %) 
0 

NO. OF VACCINEES % BASED 
HITH ON 24 

CLINICAL COMP. VACCINEES 

1 
l 

l 
l 
l 

4.2 
4.2 

4,2 
4 . 2 
4.2 

11 

0 
0 
J'I 
-0 
.0 



HfL-/CC546330/07/18/88/48 
TABLE 11 (cont.) 

C L I N I C A L C O M P L A I H T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
000405 
HIS CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I INJECTION SITE) 
ERYTHEMA, INJ. SITE l<=l IN. l 
S~IELLING, INJ. SITE (<=l IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 
INSOMNIA 
CRYING 
FATIGUE 

HIB CONJUGATE 
INJECTION: 1 

41 

27 67.5 %) 
13 32.5 %) 

1 

NO. OF VACCINEES % BASED 
HITH ON 40 

CLINICAL COMP. VACCINEES 

9 22.5 
7 17.5 
5 12.5 

6 15.0 
5 12.5 
2 5.0 
l 2.5 
1 2.5 



HFLv, ~C546330/07/l8/88/55 
TABLE 11 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS . 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 2 

32 

25 86.2 %1 
4 13.8 %) 
3 

NO. OF VACCINEES % BASED 
HITH ON 29 

CLINICAL COMP. VACCINEES 
*--***--***-**lHHOH!*--**************X*UlHHHt**--**UIHHf***-

LOCAL REACTIONS IINJECTION SITE) 
SHELLING, INJ. SITE l>l INCH) 
ERYTHEMA, INJ. SITE l>l INCHI 

SYSTEMIC REACTIONS 
IRRITABILITY 

1 I 
I z 6.9 I 
I 2 6.9 I 
I l 3.4 I 
I I 
I 3 10.3 I 
I 3 10.3 I 



HFLv/CC546330/07/18/88/49 
TABLE 11 (cont.) 

C L I N I C A L C O M P L A I N T S 8 Y F R E Q U E N C Y 

HNESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
000405 
HIS CONJUGATE 
CP298 
HEALTHY CHILDREN 
12-71 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I INJECTION SITE) 
SHELLING, INJ . SITE 1<=1 IN.} 
ERVTHEMA, INJ. SITE l<=l IN.} 
ERYTHEMA, INJ . SITE l>l INCH) 
SHELLING, INJ. SITE I >l INCH I 

SYSTEMIC REACTIONS 
IRRITABILITY 
CRYING 
HYPERKINESIA 
VOMITING 

HIB CONJUGATE 
INJECTION: 1 

48 

36 76 . 6 %) 
11 23.4 %) 

1 

NO. OF VACCINEES % BASED 
HITH ON 47 

CLINICAL COMP. VACCINEES 

7 14.9 
5 10.6 
4 8.5 
1 2.1 
l 2.1 

7 14.9 
6 12.8 
1 2.1 
1 2 . 1 
1 2.1 



H~ - ~C546330/07/18/88/50 
TABLE 11 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 1 

22 

14 70.0 %) 
6 30.0 % ) 
2 

NO. OF VACCINEES % BASED 
HITH ON 20 

CLINICAL COMP. VACCINEES 
·----**JHHf*iHf*JfJHHfJHHfiHfJfiHfiHfilif***_* __ -***_* ______ ******* 
LOCAL REACTIONS (INJECTION SITE) 

ERYTHEMA, INJ. SITE l<=l IN.) 
SHELLING, INJ. SITE l<=l IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 
CRYING 
FATIGUE 

I I 
I 4 20.0 I 
I 2 10.0 I 
I 2 10.0 I 
I I 
I 3 15.o I 
I 2 10.0 I 
I 1 5.0 I 
I 1 s.o I 



Hf~_,CC546330/07/l8/ 88/56 
TABLE 11 (cont.) 

C L I N I C A L C O M P L J ~ N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 

HIB CONJUGATE 
INJECTION: 2 

13 

12 1100.0 %) 
0 I 0.0 %) 
1 

NO. OF VACCINEES % BASED 
HITH ON 12 

CLINICAL COMP. VACCINEES 

0 0.0 

0 
0 
.c, 
0 
J::: 



HfL_,CC546330/07/18/88/51 
TABLE 11 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 MOS . 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: l 

26 

20 76.9 %) 
6 23.1 %) 
0 

NO. OF VACCINEES % BASED 
HITH ON 26 

CLINICAL COMP. VACCINEES 
-1Ht**-****1Ht*lHHt**1Ht**1HtNNNNNNNNNIHHI *1Ht-***1Ht*-**1Ht*******lHHt1Ht 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE (<:1 IN.> 
ERYTHEMA, INJ. SITE (<:1 IN.) 

SYSTEMIC REACTIONS 
CRYING 
IRRITABILITY 
NERVOUSNESS 

I I 
I 5 19.Z I 
I 4 15.4 I 
I z 7. 7 I 
I 1 3.8 I 
I I 
I z 1.1 I 
I 1 3.8 I 
I 1 3.8 I 
I 1 3.8 I 

0 
0 
.r::: 
0 
IJ'I 



HFLu/CC546330/07/l8/88/52 
TABLE 11 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: l 

20 

14 70.0 %) 
6 30.0 % I 
0 

NO. OF VACCINEES % BASED 
HITH ON 20 

CLINICAL COMP. VACCINEES 
tHHHt*******tHHHt*iHt*-JtJl** ____ ***-***--*****-*--****---

LOCAL REACTIONS (INJECTION SITEI 
ERYTHEMA, INJ. SITE l<=l IN. I 
SHELLING, INJ. SITE (<=l IN.I 

SYSTEMIC REACTIONS 
IRRITABILITY 
HARM TO TOUCH 
DIARRHEA 
INSOtflIA 
RASH 

1 I 
I 3 15.o I 
I 2 10.0 I 
I 1 5.o I 
I I 
I 6 30.0 I 
I 5 25.o I 
I 3 15 . o I 
I 1 5.o I 
I 1 5.o I 
I 1 5.o I 



TABLE 11 (cont.) 
C L I N I C A L C O H P L A I N T S B Y f R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOKJP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 2 

16 

10 71.4 %) 
4 28.6 %) 
2 

NO. OF VACCINEES % BASED 
HITH ON 14 

CLINICAL COMP. VACCINEES 

-•--****IHHf****-****•--··--·········•-*-*-*-••·· 
LOCAL REACTIONS I INJECTION SITE) 

ERYTHEMA, INJ. SITE l<=l IN.) 
SHELLING, INJ. SITE l<=l IN.) 
PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
FATIGUE 

I I 
I 3 21.4 I 
I 3 21.4 I 
I 3 21.4 I 
I l 7.1 I 
I I 
I 2 14.3 I 
I 2 14.3 I 

' ,., 



HFL- . ~C546330/07/18/88/53 
TABLE 11 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 
12-71 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 1 

28 

23 85 . 2 %) 
4 14.8 %) 
1 

NO. OF VACCINEES % BASED 
HITH ON 27 

CLINICAL COMP. VACCINEES 
-*tHftHfiHBHOHttHf*tHf***IHHfKKKMMMMKtHfJHHfK-KIHHfiUl·tttHfKIHHfK*KKKtHfK--tHftHfK* 

LOCAL REACTIONS !INJECTION SITE) 
ERYTHEMA, INJ. SITE l<=l IN. l 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE (<=l IN . ) 

SYSTEMIC REACTIONS 
IRRITABILITY 

I I 
I 3 11.1 I 
I 2 7.4 I 
I 2 7.4 I 
I 1 3. 1 I 
I I 
I 2 7.4 I 
I 2 7.4 I 



HF~ _. L3546030/07/12/88/PAGE 184 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CotlJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 12 
CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 15 VACCINEESI - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I M.t1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
******************-*-••-*-•-1**-******'**********'**********'**-*****'**********'*-lHHHtlHt*'***lHHHHHt•l••-****-I 
LOCAL REACTIONS I l I l I O I O I O I O I I l I 

I 1 6.7%1 I 1 6.7%1 I 1 0.0%1 I 1 0.0%1 I 1 0.0%1 I 1 0.0%1 I I 6.7%> I 
-----------------------------------1----------I----------I----------I----------I---------. 1----------1----------1 I 

ERYTHEMA,INJ.SITEl<=lIN.J I 1 I l I o I o I o I o I I l I 
I 1 6.7%1 I 1 6.7%1 I 1 0.0%> I 1 0.0%1 I 1 0.0%1 I I 0.0%1 I I 6.7%> I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SYSTEMIC I l I l I o I o I o I O I I l I 

I 1 6.7%> I 1 6.7%1 I 1 0.0%> I 1 0.0%1 I 1 0.0%1 I 1 0.0%> I I 6.7%> I 

I 
NERVOUS SYSTEM & PSYCHIATRIC I l 

I 6. 1%1 
I 

IRRITABILITY I l 
I 1 6. 7%> 

-----------------------------------1----------
VACCINEES HITH COMPLAINTS I 2 

I 1 13.3%> 
-----------------------------------1----------

VACCINEES HITH NO COMPLAINTS I 13 
I 1 86. 7% > 

-----------------------------------1----------
TOTAL VACCINEES REPORTING I 15 

I 

I 
l O O O O I 

6 • 7% I 0 • 0% l 0 • 0% ) 0 . 0% I O. 0% l I 
I 

l O O O O I 
6 • 7% > 1 o . 0% > I I o . 0% 1 1 o . 0% > I I o . 0% > I 

---------- ----------1---------- ----------1----------1----------
2 o I o o Io I 

I 13.3%) I 0.0%) I I 0.0%) I 0.0%) I I 0.0%) I 
---------- ----------1---------- ----------1----------1----------

13 15 I 15 15 I 15 I 
1 86. 7% 1 1100. 0% 1 I 1100. 0% 1 1100. 0% > I 1100. 0% 1 I 

---------- ----------1---------- ----------1----------1----------1 
15 15 I 15 15 I 1s I I 

I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

1 
6.7%) 

1 
6. 7%) 

2 
13.3%) 

13 
86. 7%) 

15 

VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 
I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCHIE 
LOT NUNBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUt18ER OF VACCINEES I 15 VACCINEESI - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu18ER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
********************-********---'********-'**********'*-**-*-1****-****'**--*****IJHHEJHHl**-l****lHt*lHHEl*-***lHt 
LOCAL REACTIONS I Z I l I O I O I O I O I I Z 

I I 13.3%) I I 6.7%1 I I 0 . 0%) I I 0.0%1 I I o.o%J I I 0.0%1 I I 13.3%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEMA,INJ.SITEl<=lIN . J I l I l I o I O I O I O I I l 
I 6 . 7% 1 I 1 6 . 7% 1 I o • 0% 1 I o . 0% 1 I o . 0% 1 I o . 0% I I I 6 . 7% 1 
I I I I I I I I 

SHELLING,INJ.SITE(<=llN.) I l I O I O I O I O I O I I l 
I I 6.7%J It o.o%J I I o . o%J I I o.O%J It 0 . 0%1 I I o.o%J I I 6.7%J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I 3 I Z I l I l I o ~ o I I 4 

I I zo.o%J I 1 13.3%1 I 1 6.7%1 I 1 6.7%1 I 1 0.0%1 I l 0.0%1 I I 26.7%1 

BODY AS A HHOLE/SITE UNSPEC. l z l l 0 o · 2 
6. 7%) 13.3% I 6. 7% I 6. 7%) 0.0%) 0.0%) 13 . 3%) 

FATIGUE 0 l l l 0 0 l 
0.0%) 6. 7%) 6. 7%1 6. 7%) 0.0%1 0 . 0%1 6. 7%1 

HARM TO TOUCH l l 0 0 0 0 1 
6. 7%) 6. 7%) ( 0.0%) 0.0%) 0.0%) 0.0%) 6. 7%) 

NERVOUS SYSTEM & PSYCHIATRIC 3 2 1 1 0 0 4 
( 20.0%) ( 13.3%) ( 6. 7%) 6. 7%) 0.0%) 0.0%) ( 26 . 7%) 

IRRITABILITY 3 2 l 1 0 0 4 
20.0%) I 13.3% I I 6.7%) ( 6. 7%) 0.0%) 0.0%) 26. 7%1 

PROLONGED CRYING, >1/2 HR 0 1 1 1 0 0 1 
I 0.0%) I 6. 7%) I 6.7%) ( 6. 7%) I 0.0%) ( 0.0%) 6. 7%) 

-----------------------------------1----------I----------I---------- ---------- ----------1----------1----------1 
VACCINEES HITH COMPLAINTS I 3 I 2 I l l 0 I 0 I I 4 

I I Z0.0% J I ( 13.3%) I I 6.7%) ( 6. 7%) 0.0%) I l 0 . 0%) I I 26.7%) 
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INVESTIGATOR 
STUDY 
VACCWE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES I 15 VACCINEESI - INJECTION: Z I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
l--------------------------------------------------------------- -------------1 HITH 

CLINICAL COMPLAINTS I O I l I Z I 3 I 4 I 5 I ICONPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l--*****I 

VACCINEES HITH NO COl1PLAINTS I 12 I 13 I 14 I 14 I 15 I 15 I I 11 I 
I I 80. 0% I I 1 86. 7% 1 I I 93 .-3% I I 1 93. 3% J I 1100. 0% J I 1100. 0% J I I 73. 3% J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 15 I 15 I 15 I 15 I 15 I 15 I I 15 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DAT~ I O I O I O I O I O I O I I 0 

I I I I I I I I 

-
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB COtlJUGATE 
CP241 
HEALTUY CHILDREN 
12-71 MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES I 24 VACCINEESJ - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t-UteER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICot1PLAINTS 
*-**************-********iHHHflHt**l********-1****-****l**-******l**-******l**********l*iHHfit***-l***KKKKKKKIIHHHHEititJfiHfl 
LOCAL REACTIONS I O I O I 1 I 1 I 1 I 1 I I 1 I 

I I o. 0% l I I o. 0% l I I 4. 2% l I I 4. 2% l I 1 4. 2% l I c 4. 2% l I I 4. 2% l I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 

SHELLING,INJ.SITEC<=lIN.) I O I O I 1 I 1 I 1 I 1 I I 1 I 
I c 0 . 0%1 I c 0 . 0%1 I c 4.2%1 I 1 4.2%1 I 1 4.2%1 I 1 4.2%1 I I 4.2%1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SYSTEMIC I 1 I o I o I o I o I o I I 1 I 

BODY AS A HHOLE/SITE UNSPEC. 

FATIGUE 

NERVOUS SYSTEM & PSYCHIATRIC 

I c 4 . 2% l I c o • 0% l I c o . 0% l I c o . 0% l I I o . 0% 1 I c o • 0% 1 I I 4. 2% > I 

1 0 0 
4.2%) I 0.0%) 0.0%) 

1 0 0 
4 . 2%) I 0.0%) 0.0%) 

1 0 0 
4.2%) 0.0%) I 0.0%) 

0 0 
0.0%) 0.0%1 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
4.2%) 

1 
4.2%) 

1 
4.2%) 

IRRITABILITY 1 0 0 0 0 0 1 
C 4 . 2% l C O . 0% l I O . 0% l I O . 0% l I O . 0% l I O . o;o 4. 2% l 

----------------------------------- ----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH Cot1PLAINTS 1 I O I 1 I 1 I 1 I 1 I I 2 

C 4. 2% l I I O . 0% l I I 4 . 2% l I C 4 . 2% l I I 4 . 2% l I I 4. 2% ) I I 8. 3% ) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 23 I 24 I 23 I 23 I 23 I 23 I I 22 
I c 95.8%1 I 1100.0%1 I c 95.8%1 I c 95.8%1 I c 95.8%1 I c 95.8%1 I I 91.7%1 

-----------------------------------l"°'~-------l----------l----------l----------1----------1----------1----------I 
TOTAL VACCINEES REPORTING I 24 I 24 I 24 I 24 I 24 I 24 I I 24 

I I I I I I I I 

0 
0 
~ -rv 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES I 24 VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l••••••••••I 

VACCINEES HITH NO DATA . I D I O I O I O I O I O I I O I 
I I I I I I I I I 

0 
0 
~ .-
1.,,1 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NU11IlER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I tfJNBER OF VACCINEES I 41 VACCINEESI - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
*-*******************lHOl***-*****'**-****-'**********'**********'****-****'**********'-*-*****'*******-* **-****** 
LOCAL REACTIONS I 6 I 4 I 3 I 3 I 3 I 3 I 9 

I I 15.0%) I I 10.0%) I I 7.5%) I I 7.5%) I I 7.5%) I I 7.5%) I 22.5%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------

ERYTHEMA, INJ. sITE l<=l IN. I I 4 I 3 I 2 I 2 I 2 I 2 I 7 
I 10.0%) I I 7.51/.) I 5.01/.) I 5.0%) I I 5.0%) I 5.0%) I 17.5%) 
I I I I I I I 

SHELLING,INJ.SITEl<=lIN.) I 3 I 3 I 2 I 2 I 2 I 2 I 5 
I I 7. 5% J I I 7. 5% I I I 5. 0% I I I 5. 0% I I I 5. 0% l I I 5. 0% I I 12. 5% I 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------
svsTEMIC I 6 I 1 I O I O I O I O I 6 

I I 15.0%) I I 2.5%) I I 0 . 0%) I I 0.0%) I I 0.0%) I I 0.0%) I 15.0%) 

BODY AS A HHOLE/SITE UNSPEC. 1 0 
2.5% J 0.0%) 

FATIGUE 1 0 
2.5%) 0.0%) 

NERVOUS SYSTEM & PSYCHIATRIC 5 1 
12.5%) 2.5%) 

CRYING 1 0 
2 • 5% I I O • 0% I 

INSOMNIA 2 1 
5 • 0% I I 2 • 5% I 

IRRITABILITY 5 1 
I 12.5%1 2.5%1 

-----------------------------------1---------- ----------
VACCINEES HITH COMPLAINTS I 11 5 

I I 27.5%) I 12.5%) 

0 0 0 0 
0.0%) 0.0%) 0.0%) 0.0%) 

0 0 0 0 
0.0% I 0.0%) 0.0%) 0.0%) 

0 0 0 0 
0.0%) 0.0%) 0.0%) 0.0%) 

0 0 0 0 
I 0.0%) I 0 . 0% I 0.01/.) 0.0%) 

0 0 0 0 
I 0.0%) 0.0%) 0.0%) I 0.0%) 

0 0 0 0 
I 0.0%1 I 0.0%1 I 0.0%1 I 0.0%1 

----------1---------- ----------1---------- ----------
3 I 3 3 I 3 

7. 5% l I I 7. 5% I 7 • 5% I I I 7. 5% I 

1 
2.5%) 

1 
2.5%) 

5 
12.5%) 

1 
2.5%) 

2 
5.0%) 

5 
12.5%) 

13 
32.5%) 

0 
0 
.Ct .... : 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMOER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CotUUGATE 
CP298 
HEALTHY CHILDREN 

1-11 tlOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 41 VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 - I !COMPLAINTS 
-----------------------------------1----------I----------I----------I----------I----------I------- : -1----------1--••••--I 

VACCINEES HITH NO COMPLAINTS I 29 I 35 I 37 I 37 I 37 I 37 I I 27 I 
I t 72.5%) I t 87.5%) I t 92.5%) I t 92.5%1 I t 92.5%1 I t 92.5%1 I I t 67.5%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 40 I 40 I 40 I 40 I 40 I 40 I I 40 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I l I l I l I l I l I l I I l 

I I I I I I I I 

•.Jl 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 12 (cont.) 

CLINICAL COt1PLAINTS . 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 31 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I Nll1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
*lHf*************lHflHHHHHf**---,--1••--*-,-·-*-l*lHHHf**-1*-•-l**********l••······••llHHHHHHHHHf 
LOCAL REACTIONS I l I l I l I 2 I 2 I 2 I I 2 

I c 3.6%1 I c 3.6%1 I c 3.6%1 I c 7.1%1 I 1 1.1%1 I c 1.1%1 I I 1.1%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEMA,INJ.SITEC>llNCHJ I l I l I l I l I O I O I I l 
I c 3.6%1 I c 3 . 6%1 I c 3.6%1 I c 3.6%1 I c 0.0%) I c 0.0%1 I I c 3.6%) 
I I I I I I I I 

SHELLING, INJ. SITE l>l INCH) I l I l I l I 2 I 2 I 2 I I 2 
I ( 3.6%) I I 3.6%) I I 3.6%) I ( 7.1%) I I 7.1%) I I 7.1%) I I I 7.1%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I 3 I o I o I o I O I o I I 3 

I ( 10. 7% I I C O. 0% I I I O. 0% I I ( 0. 0% I I C O. 0% I I C O. 0%) I I 10. 7%) 
-----------------------------------------------------------------------------------------------------------------1 I I I I I I 
NERVOUS SYSTEM & PSYCHIATRIC I 3 I O I O I O I O I O I 3 

I 1 10. 7% J I I o. 0% > I c o. 0% 1 I c o. 0% J I c o. 0% J I c o. 0% l I 10. 7% l 
I I I I I I I 

IRRITABILITY I 3 I O I O I O I O I O I 3 
I c 10.7%> I 1 0.0%1 I 1 0.0%> I c 0.0%1 I c - 0.0%1 I I 0.0%> I I 10.7%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COMPLAINTS I 4 I 1 I 1 I 2 I 2 I 2 I I 4 

I c 14.3%1 I 1 3.6%1 I c 3.6%> I 1 1.1%1 I 1 7.1%1 I c 7.1%> I I 14.3%> 
-----------------------------------1----------l----·-----I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 24 I 27 I 27 I 26 I 26 I 26 I I 24 
I c 85. 7% J I 1 96. 4% l I 1 96. 4% l I c 92. 9% l I c 92. 9% l I c 92 . 9% l I I c 85 . 7;0 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 28 I 28 I 28 I 28 I 28 I 28 I I 28 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I 3 I 3 I 3 I 3 I 3 I 3 I I 3 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CotlJUGATE 
CP298 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUNBER OF VACCINEES ( 48 VACCINEESJ - INJECTION: 1 I 
1--------------------------. -------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
**-****-**************-••---••l**********l***lHHt****l*.-******l**********l**********I******.-*'**_* __ * *--**.-
LOCAL REACTIONS I 7 I 5 I 5 I 3 I 3 I 3 I 7 

I I 14 . 9%1 I I 10.6%1 I I 10 . 6%> I 1 6.4%1 I 1 6.4%1 I I 6.4%> I 14.9%> 

ERYTHEMA, INJ. SITE l>l INCH) 

ERYTHEHA, INJ. SITE l<=l IN.) 

SHELLING, INJ. SITE l>l INCH) 

1 
2.1%) 

4 
8.5%) 

1 
2.1%) 

l 
2.1%) 

3 
6.4%) 

l 
2.1%) 

1 
2 . 1% l 

3 
6.4%) 

l 
2.1%) 

0 
0.0%) 

2 
4.3%) 

0 
0.0%) 

0 
0.0%) 

2 
4.3%) 

0 
0.0%) 

0 
0.0%) 

2 
4.3%) 

0 
0.0%) 

SHELLING, INJ. SITE l<=l IN.) 5 4 4 3 3 3 
( 10.6%) I 8.5%) ( 8.5%) I 6.4%) I 6.4%) ( 6.4%) 

----------------------------------- ----------l----------l----------1----------1----------1----------l----------
sysTEMIC 7 I 1 I 1 I o I o I o I 

I 14. 9% l I 1 2. 1% > I I z. 1% l I I o. 0% l I I o. 0% l . I I o. 0l. l I 
----------------------------------- ------------------------------------------- --------------------- ----------
DIGESTIVE SYSTEM 0 1 1 0 0 0 

0.0%) 2.1%) 2.1%) 0.0%) 0.0%) 0. 0l. J 

VOMITING 0 1 1 0 0 0 
0.0%1 2.1%) 2.1%1 0.0%) 0.0%) 0. 0l.) 

NERVOUS SYSTEM & PSYCHIATRIC 7 0 l 0 0 0 
14. 9% l 0. 0l. J 2. ll. J 0. 0l. J 0.0%) 0.0%) 

CRYING 1 0 0 0 0 0 
2.1% l 0.0%) 0.0%) 0.0%) 0.0%1 0.0%) 

HYPERKINESIA 1 0 0 0 0 0 
2.1%) 0.0%1 0.0%) 0.0%) 0. 0l. J 0.0%) 

1 
2.1%) 

4 
8.5%) 

l 
2.1%) 

5 
10.6%) 

7 
14. 9%) 

1 
2.1% J 

1 
2.1%) 

7 
14.9%) 

1 
Z.1%> 

1 
2.1%) 

:::> 
°:) 

.i:::: ... 

..._, 
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INVESTIGATOR 
STUDY 
VACCltlE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES I 48 VACCINEESI - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOMPLAINTS 
-*************-*-***************l-********l**********l-********l-********l***-*****l-••-*-*l--•--1-**-* 

IRRITABILITY I 6 I O I 1 I O I O I O I I 6 
I I 12.8%1 I I 0.0%1 I I 2.1%1 I I 0.0%1 I c 0.0%1 I I 0.0%1 I I 12.8%1 

---------------------- -------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COMPLAINTS I 11 I 6 I 6 I . 3 I 3 I 3 I I 11 

I c 23.4%1 I I 12.s%1 I c 12.s%1 I c 6.4%1 I 1 6.4%1 I c 6.4%1 I I 23.4%1 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO COMPLAINTS I 36 I 41 I 41 I 44 I 44 I 44 I I 36 
I I 76.6%) I I 87.2%) I I 87.2%) I I 93.6%) I I 93.6%) I C 93.6%) I I 76.6%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 47 I 47 I 47 I 47 I 47 I 47 I I 47 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I 1 I 1 I 1 I 1 I 1 I 1 I I 1 

I I I I I I I I 
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INVESTIGATOR 
STIJDY 
VACCUIE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-ll MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES I 22 VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu'BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
**********-******-**--***_, __ ***-*'****-****'-******_,_**-****'********-,--*--***'** __ * __ -***-
LOCAL REACTIONS I 4 I 4 f 2 I 2 I 2 f 2 I 4 

I t 20.0%1 I 1 20.0%1 I 1 10.0%1 I 1 10.0%1 I 1 10.0%1 I t 10.0%1 I 20.0%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------

ERYTHEMA, INJ. SITE l<=l IN.I I 2 I 2 I O I O I O I O I 2 
I 10.0%1 I 1 10 . 0%1 I 0.0%1 I 1 0.0%1 I 1 0 . 0%1 I 1 0.0%1 I 10 . 0%1 
I I I I I I I 

SHELLING,INJ.SITEl<=lIN. ) I 2 I 2 I 2 I 2 I 2 I 2 I 2 
I t 10 . 0%1 I t 10.0;,:, I t 10.0%1 I 1 10.0%> I 1 10.0%1 I 1 10.0%1 I 1 10 . 0%1 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------
svsTEMIC I 3 I l I O I O I O I O I 3 

I 1 15. 0% 1 I I s . 0% 1 I t o . 0% 1 I I o . 0% 1 I I o . 0% I I I o. 0% I I 15. 0% I 

BODY AS A HHOLE/SITE UNSPEC. l l 0 0 0 0 
5.0%) 5.0%) 0 . 0%) 0.0%) 0 . 0%) 0.0%) 

FATIGUE l l 0 0 0 0 
5.0%) 5.0%) 0.0%) 0.0%) 0.0%) 0 . 0%) 

NERVOUS SYSTEM & PSYCHIATRIC 3 0 0 0 0 0 
15.0%) 0.0%) 0.0%) 0.0%) ( 0.0%) 0.0%) 

CRYING l 0 0 0 0 0 
5.0%) 0.0%) 0 . 0%) 0.0%) 0.0%) 0.0%) 

IRRITABILITY 2 0 0 0 0 0 
t 10.0%1 1 0.0%1 1 0 . 0%1 t 0.0%1 t 0.0%1 1 0.0%1 I 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------
vAccINEES HITH COMPLAINTS I 6 I 4 I 2 I 2 . I 2 I 2 I 

I 1 30 . 0% 1 I 1 20. 0% 1 I 1 10. 0% J I c 10. 0% > I c 10. 0% 1 I c 10. 0% 1 I 
-----------------------------------1 ----------l----------l----------l----------l----------l----------l----------

vAccINEES HITH No COMPLAINTS I 14 I 16 I 10 I 18 I 10 I 18 I 
I t 10.0%1 I 1 00.0%1 I c 90.0%1 I t 90.0%1 I c 90.0%1 I t 90.0%1 I 

l 
5.0%) 

l 
5.0%) 

3 
15.0%) 

l 
5.0% ) 

2 
10.0%) 

6 
30.0%) 

14 
70.0% ) 
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INVESTIGATOR 
STUDY 
VACCUIE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-11 MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I Nllt1BER OF VACCINEES I 22 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUtt3ER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------I----------I----------I----------I' ---------l----------l----------1**1HHt**lOOfl 
TOTAL VACCINEES REPORTING I 20 I 20 I 20 I 20 I 20 I 20 I I 20 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I 2 I 2 I 2 I 2 I 2 I 2 I I 2 

I I I I I I I I 

0 
0 
J:: 
rv 
0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tMIBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB COIIJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 12 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 13 VACCINEESI - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I ICONPLAINTS 
-----------------------------------1----------I----------I----------I--------- . 1----------1----------1----------l*IHHt***-*I 

VACCitlEES HITH COMPLAINTS I O I O I O I O I O I O I I O I 
I I 0.0%1 I I 0.0%1 I I 0.0%1 I I 0.0%1 I I 0.0%1 I I 0.0%1 I I 0.0%1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
VACCINEES HITH NO COMPLAINTS I 12 I 12 I 12 I 12 I 12 I 12 I I 12 I 

I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I I 1100.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 12 I 12 I 12 I 12 I 12 I 12 I I 12 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I l I l I l I l I l I 1 I I 1 

I I I I I I I I 
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INVESTIGATOR SHAPIRO, EUGENE D. 
STUDY 000405 
VACCINE HIB CONJUGATE 
LOT NUMBER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 12-71 MOS . 

TABLE 12 (cont.) 

CLINICAL COMPLAitHS 

VACCINE: HIB CONJUGATE I NUt-eER OF VACCINEES I 26 VACCINEESJ - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
**--**********---**-**1HtiHHHHtltHHOHf**--l**********'**-******'*1HHtiHl****'**-****1HEl*--*--*'tHHHHHftHHHtltHHHftUHHf!HE 
LOCAL REACTIONS I 5 I 3 I 1 I 1 I 1 I 1 I I 5 

I c 19. 2% I I 1 11 . 5% I I I 3 . 8% J I I 3 • 8% J I I 3 . 8% J I c 3 . 8% J I I 19. 2% I 
-----------------------------------1---------- ----------1----------1----------1----------I----------I----------I 

ERYTHEMA, INJ. SITE l<=l IN.l I 1 1 I 1 I O I o I O I I 1 
I 3 . 8% I 3 . 8% J I 3. 8% J I o . 0% I I o . 0% I I o . 0% J I I 3 . 8% J 
I I I I I I I 

PAIN/SORENESS, INJ. SITE I 4 2 I O I O I O I O I I 4 
I 15. 4% J 7. 7% J I o . 0% J I o. 0% I I o . 0% I I o. 0% J I I 15. 4% J 
I I I I I I I 

SHELLING, INJ. SITE (<=l IN.) I 2 2 I 1 I 1 I 1 I 1 f I 2 
I I 7. 7% I I 7. 7% J I I 3 . 8% I I I 3 . s:o I I 3 . 8% I I I 3 . 8i0 I f 7. 7% l 

-----------------------------------1---------- ----------1----------1----------1----------1----------1----------1 
SYSTEMIC I 1 1 I o I o I o I o I I 2 

I c 3.8%> 3.8%1 I 1 0.0%1 I 1 0.0%1 I c 0.0%1 I c 0.0%1 I I 7.7%> 

I I 
NERVOUS SYSTEM & PSYCHIATRIC 1 1 I O O O O I 2 

3 . 8% l 3 • 8% l I o . 0% J o . 0% J o . 0% l o • 0% I I 7. 7% l 
I I 

CRYING 1 0 I O O O O I 1 
3 . 8% J I O . 0% I I I O . 0% l I O . 0% J O . 0% J O. 0% ) I 3 . 8% J 

I I 
IRRITABILITY 1 0 I O O O O I 1 

3 . 8% J O . 0% I I O . 0% J O . 0% J O . 0% J O . 0% I I 3 . 8% ) 
I I 

NERVOUSNESS O 1 I O O o O I 1 
c o • 0% 1 c 3. 8% 1 I c o. 0% 1 o. 0% 1 1 o . 0% J c o. 0% J I 3 . 8% J 

-----------------------------------1----------I----------I---------- ---------- ----------1----------1----------
VACCitlEES HITH COMPLAINTS I 6 I 3 I 1 1 1 I 1 I 6 

I c 23 • 1% J I I 11 . 5% J I c 3 . 8% J I 3 . 8% J I 3 . 8% J I I 3 . 8% J I 23 • liO 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 20 I 23 I 25 I 25 I 25 I 25 I I 20 
I 1 76. 9% J I 1 88. 5% J I 1 96. 2% J I 1 96. 2% J I 1 96. 2% J I c 96. 2% J I I 76. 9% J 

I. 
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INVESTIGATOR 
STUDY 
VACCitlE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71110S. 

TABLE 12 (cont.) 

CLINICAL Cot1PLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 26 VACCINEESJ - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NU1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l--•----I 
TOTAL VACCINEES REPORTING I 26 I 26 I 26 I 26 I 26 I 26 I I 26 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I Nllt1BER OF VACCINEES I 20 VACCINEESJ - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tfJMBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

*-***************IHHf*IHHf-********'-**1Ht*'****IHHf*lHfl1Ht*lHHHf*-l-**IHHfl***-*****IJHHHHHHHf-1-••******'* __ *_ 
LOCAL REACTIONS I 2 I 2 I 2 I O I O I O I I 3 

I I 10.0%> I I 10.0lJ I I 10.0%) I I o.o%J It o.o%J I I 0.0%) I I 15.0ll 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEMA,INJ.SITEl<=lIN.) I 2 I 2 I 1 I O I O I O I I 2 
I 10 . 0%1 I 1 10.0%> I 5 . 0%J I 0.0%1 I o.o%J I 0.0%1 I I 10.0%J 
I I I I I I I I 

SHELLING,INJ.SITEl<=lIN.) I O I O I l I O I O I O I I 1 
It 0.0%1 I 1 0.0%1 I 1 5.0%J I I 0 . 0%1 I I 0 . 0%1 It 0.0%1 I I s.o%J 

--- -------------------------------- 1----------I----------I----------I----------I----------I----------I---------- I 
SYSTEMIC I 6 I 4 I 2 I l I O I O I I 6 

It 3o.o%J I, 20 . 0%1 I 1 10.0%1 It 5.0%J I I o.o%J I c o.o%J I I 30.0%J 

BODY AS A HHOLE/SITE UNSPEC. 3 1 0 0 0 0 3 
15.0%) 5.0%) 0.0%) 0.0%) 0.0%) 0.0%) 15.0%) 

HARM TO TOUCH 3 1 0 0 0 0 3 
15.0%) 5.0%) 0.0%) 0.0%) 0 . 0%) 0.0%) 15.0%) 

DIGESTIVE SYSTEM l 1 1 1 0 0 1 
5.0%) 5.0%) 5.0%) 5.0%) 0.0%) 0.0%) 5.0%) 

DIARRHEA 1 l l l 0 0 1 
5.0%) 5.0%) ' 5 . 0%) ' 5.0%) 0.0%) 0.0%) 5.0%) 

NERVOUS SYSTEM & PSYCHIATRIC 3 3 1 0 0 0 5 
( 15 . 0%) ' 15.0%) ( 5.0%) ( 0.0%) ( 0 . 0%) 0.0%) ( 25.0%) 

INSOMNIA 0 1 0 0 0 0 1 
( 0.0%) 5.0%) 0.0%) ( 0.0%) ' 0.0%) ( 0.0%) 5.0%) 

IRRITABILITY 3 3 1 0 0 0 5 
15.0%) 15.0%) 5.0%) ( 0.0%) 0.0%) 0 . 0%) 25.0%) 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 12 (cont.) 

CLINICAL CONPLAINTS 

VACCINE: HIB CONJUGATE I NU1BER OF VACCINEES I 20 VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t-U1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I S I ICONPLAINTS 
**-*******-**-*****~Ht·IOf*********l*-*-*lHHtl****-**-l-***--*1-~HOf****'*****-***l***lHHt*-•l**********I ___ * 
SKIN & SKIN APPENDAGE I l I l I l f O I O I O I I l 

I 5 . 0% > I 5 . 0% 1 I 5 . 0% J I o . 0% > I o . 0% > I o . 0% J I I s. 0% 1 
I I I I I I I I 

RASH I l I 1 I 1 I o I o I o I I l 
I I 5. 0% J I I 5. 0% ) I I 5 . 0% ) I I O . 0% ) I I O . 0% J I I 0 . 0% ) I I 5. 0% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH CONPLAINTS I 6 I 4 I 3 I l I O I O I I 6 

I I 30. 0% J f I 20 . 0% J I I 15. 0% J f I 5. 0% I I I O. 0%) I I O. 0%) I I 30. 0%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 14 I 16 I 17 I 19 I 20 I 20 I I 14 
I I 70. 0% J f I 80. 0% J I I 85. 0% J f I 95. 0%) I 1100. 0% J I 1100. 0% J f f 70. o:o 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 20 I 20 I 20 I 20 I 20 I 20 I f 20 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUN8ER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NU1BER OF VACCINEES I 16 VACCINEESJ - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I S I ICOHPLAINTS 
***************JHHHHf**lHHHf*-*--**'_* __ ,***-*****'*-****--1*--**-**'******fHHHtlJHHHHHHHtJHtjtHHHHHHHHf*ltHHHHHHHHHf 
LOCAL REACTIONS I 3 I 3 I 2 I 2 I 2 I Z I I 3 

I 1 21.4%) I 1 21.4%1 I 1 14.3%J I 1 14.3%J I 1 14.3%) I 1 14.3%J I I 1 21.4iD 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEMA,INJ.SITE(<=lIN.) I 3 I 3 I 2 I 2 I 2 I 2 I I 3 
I t 21.4%J I I 21.4%1 I I 14.3%J I 1 14.3%J I 1 14.3%1 I t 14.3%1 I I 21.4%1 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 1 I 1 I O I O I O I O I I 1 
I t 7. 1% J I 7. 1% J I o • 0% J I I o. 0% J I o • 0% J I o . 0% J I I 7 .1% J 
I I I I I I I I 

SHELLING,INJ.SITEl<=llN.J I 3 I 3 I 2 I 2 I 2 I 2 I I 3 
I t 21.4%1 I c 21.4%J I c 14.3%> I 1 14.3%J I 1 14.3%J I c 14.3%1 I I 21.4%J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I 1 I 2 I 1 I 1 I o I O I I 2 

I c 1.1%1 It 14.3%1 I 1 1.1%1 I c 1.1%1 It 0.0%1 I I o.o%J I I 14.3%J 

I I I 
BODY AS A HHOLE/SITE UNSPEC. 1 2 1 I 1 I O O I 2 

1.1%1 14.3%1 1 1.1%1 I 1 1.1%1 I 1 0.0%1 0.0%> I 14.3%) 
I I I 

FATIGUE I 1 2 l I 1 I O O I 2 
I I 7.1%) I I 14.3%) t 7.1%) I I 7.1%) I I 0.0%) It 0.0%) I It 14.3%) 

-----------------------------------1----------I---------- ----------l----------1----------1----------1----------I 
VACCINEES HITH COMPLAINTS I 3 I 4 3 I 3 I 2 I 2 I I 4 

I I 21.4%) I t 28.6%) I 21.4%) I I 21.4%) I I 14 . 3%) I t 14.3%) I I t 28.6%) 
-----------------------------------1----------I---------- ----------1----------1----------1----------I----------I 

VACCINEES HITH NO COMPLAINTS I 11 I 10 11 I 11 I 12 I 12 I I 10 
It 78.6%1 I 1 71.4%1 1 78.6%1 I 1 78.6%1 I I as.7%J I 1 85.7%> I It 71.4%> 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 14 I 14 I 14 I 14 I 14 I 14 I I 14 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCitlE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIS CONJUGATE 
CR132 
HEALTHY CHILDREN 
1-11 MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIS CONJUGATE I NJMBER OF VACCINEES I 16 VACCINEESI - INJECTION: Z I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tueER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l••••••••-I 

VACCINEES HITH NO DATA I 2 I 2 I Z I Z I 2 I Z I I Z I 
I I I I I I I I I 

I ' 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NU1BER OF VACCINEES I 28 VACCINEESI - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I S I !COMPLAINTS 

--····-••***lHf*-*lHHHHl**lHHHHHtliHHHt****lHfl••--·•-1-••····••l•lHftHHOfit**llfif*lHHflHHf*l*tHHUHHHHHtl-••······ •••••••••• 
LOCAL REACTIONS I 3 I l I l I l I l I l I 3 

I 1 11.1%1 I 1 3.7%1 I 1 3.8%1 I 1 3.8%1 I 1 3.8%1 I 1 3.8%1 I 11.1%J 
----------------------------------- ----------1----------1----------1---------- ----------1----------1----------

ERYTHEMA, INJ. SITE l<=l IN. I 2 I l I l I l l I l I 2 
1. 4% 1 I 1 3 • 7% J I 3. 8% 1 I 1 3 • 8% 1 1 3 • 8% 1 I 3 • 8% 1 I 7. 4% J 

I I I I I 
PAIN/SORENESS, INJ. SITE 2 I O I O I O O I O I 2 

1 1. 4% 1 I I o . 0% 1 I I o . 0% 1 I I o . 0% 1 1 o . ox I I o . ox J I c 7. 4% J 
I I I I I 

SHELLING, INJ. SITE l<=l IN. J l I l I l I l l I l I 1 
c 3. 7% 1 I 1 3 • 7% 1 I 1 3 • 8% 1 I 1 3 • 8% 1 1 3 • 8% 1 I 1 3 • 8% 1 I c 3. 7% 1 

----------------------------------- ----------1----------1----------1---------- ----------1----------1----------1 
SYSTEMIC 2 I O I O I O O I O I I 2 

1 7. 4% 1 I I o . 0% 1 I I o . 0% 1 I I o . 0% 1 1 o . 0% 1 I I o. ox J I I 1 7. 4% J 

I 
NERVOUS SYSTEM & PSYCHIATRIC 2 0 0 I O O O 2 

1. 4% 1 o . 0% J o . 0% 1 I o . 0% 1 o . ox J o. 0% J 7. 4% 1 
I 

IRRITABILITY I 2 0 0 I O O O 2 
I c 7. 4% J I I o. 0% 1 I I o. o:o I I o. 0% 1 I c o. 0% 1 I I o. 0% J I I 7. 4% J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COMPLAINTS I 4 I l I 1 I l I 1 I 1 I I 4 

I 1 14.8%1 I 1 3.7%1 I 1 3.8%1 I 1 3.8%1 I 1 3.8%1 I 1 3.8%1 I I 14.8%J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 23 I 26 I 25 I 25 I 25 I 25 I I 23 
I 1 85. 2% 1 I 1 96 • 3% 1 I 1 96 • 2% l I 1 96 • 2% l I 1 96 • 2% l I 1 96. 2% l I I ss. 2% 1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 27 I 27 I 26 I 26 I 26 I 26 I I 27 

I I I I I I I I 



HFL~.L3546030/07/12/88/PAGE 204 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 28 VACCINEESJ - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJMBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 

-----------------------------------l----------1----------1----------1----------l----------1----------1----------INNNNNNNNNNI 
VACCINEES HITH NO DATA I 1 I 1 I 2 I 2 I 2 I 2 I I l I 

I I I I I I I I I 

,:;;) 

0 
~ 
rv 
-0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUllBER 
PATIElff CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 13 
MAXItfJM TEMPERATURES 

VACCINE: HIB CONJUGATE I t-M1BER OF VACCINEES I 15 VACCINEESI - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I ~ER 

MAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL I I O I l I Z I 3 I 4 I 5 I I HAX TEMP 

-·-···-········••**********lHHl-tHtl*-****-l**********'**-****-1*--*****'**********'-********l•--·-••l••-··•-•I 
NORMAL I 15 I 14 I 15 I 15 I 15 I 15 I I 14 I 

I noo. 0% I I 93. 3% I I noo. 0% J I noo. 0% I I noo. 0% J I noo. 0% J I I 93. 3% J I 
I I I I I I I I I 

99 - 99. 9 I o I l I o I o I o I o I I l I 
I I 0.0%) I I 6.7%) I I 0.0%1 I I 0.0%) I I 0.0%) I I 0.0%) I I I 6.7%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 15 I 15 I 15 I 15 I 15 I 15 I I 15 I 

I noo.0%1 I 1100.0%1 I noo.0%1 I noo.0%1 I noo . 0%1 I noo.0%1 I I noo.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I O I O I O I O I O I O I . I O I 
I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I ( 0.0%) I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIS CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 13 (cont.) 

MAXIMU1 TEMPERATURES 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 15 VACCINEES) - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJMBER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL ) I O I l I 2 I 3 I 4 I 5 I I MAX TEMP 

-**1Ht****-************1Ht*1Ht!HHt***l!HHt1Ht***1Htl**********'*-****1Ht*'**********'*******-*'*-*****1HtltHUt*!HHt1HHtl*1Ht1Ht*****' 
NORMAL I 15 I 15 I 15 I 15 I 15 I 15 I I 15 I 

I 1100.0%) I 1100.0%) I 1100.0%1 I 1100.0%) I 1100.0%1 I 1100.0%) I I 1100.0%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE TAKEN I 15 I 15 I 15 I 15 I 15 I 15 I I 15 I 
I 1100.0%> I 1100.0%> I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%> I I 1100.0%> I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE NOT TAKEN I O I O I O I O I O I O I I O I 

I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I ( 0.0%) I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 13 (cont.) 

. MAXItt.JH TEMPERATURES 

VACCINE: HIB CONJUGATE I NUHBER OF VACCINEES I 24 VACCINEESJ - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL l I O I 1 I 2 I 3 I 4 I 5 I I HAX TEHP 

--***-lHHHt*********lHHt*lHHt**'*-*****_, __ **-**l********-llHHt*******' **********llHHtlHHHtlHHtl*lHHHHHt-*l*lffHflHHt***' 
NORMAL I 24 I 23 I 24 I 24 I 24 I 24 I I 23 I 

I 1100.0%1 I 95.8%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%J I I 95.8%1 I 
I I I I I I I I I 

100 - 100. 9 I o I 1 I o I o I o I o I I 1 I 
I I 0.0%) I I 4.2%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I I 4.2%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 24 I 24 I 24 I 24 I 24 I 24 I I 24 I 

I 1100 . 0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I I 1100.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I O I O I O I O I O I O I I O I 
I I O • 0% I I I O • 0% ) I I O • 0% ) I I O • 0% l I I O . 0% ) I I O. 0% l I I I O. 0% ) I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
IIIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 13 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 41 VACCINEESJ - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I ~ER 

MAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL I I O I l I 2 I 3 I 4 I 5 I I MAX TEMP 

*-******--**********************l**-****-l-********l**********l**********l**********l**********l*iHOt***lHHfl*-lHOHt*-1 
NORMAL I 40 I 40 I 40 I 40 I 40 I 40 I I 40 I 

I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I I 1100.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE TAKEN I 40 I 40 I 40 I 40 I 40 I 40 I I 40 I 
I I 97.6%1 I I 97.6%1 I I 97.6%1 I I 97.6%1 I I 97.6%1 I I 97.6%1 I I I 97.6%1 I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE NOT TAKEN I 1 I 1 I 1 I l I l I 1 I I 1 I 

I I 2 . 4% I I I 2 • 4% l I I 2 . 4% l I I 2 . 4% l I I 2 . 4% l I I Z • 4% l I I C Z • 4% I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 13 (cont.) 

MAXIHU1 TEMPERATURES 

VACCINE: HIB CONJUGATE I t-lJMBER OF VACCINEES C 31 VACCINEES) - INJECTION 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t«JteER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL) I O I l I 2 I 3 I 4 I S I I HAX TEMP 

fHHHf*****-**************•-•--•1-•-•••-I-••-**** --••••-I•*-****** ********-l*-*******l-•••-1•-•-•-1 
NORMAL I 27 I 27 27 I 27 27 I 27 i I 27 I 

I 96 • 4% l I 96 • 4% l 96 • 4% , I 96 • 4% , 96 • 4% 1 I 96. 4% 1 I I 96 • 4% , I 
I I I I I I I 

99 - 99. 9 I l I o l I l l I 1 I I o I 
I 3 • 6% , I o . 0% 1 3 • 6% , I 3. 6% , 3 • 6% l I 3 • 6% , I I o • 0% , I 
I I I I I I I 

100 - 100. 9 I o I 1 o I o o I o I I 1 I 
I ( 0. o:o I ( 3. 6%) ( 0. 0%) I ( 0. 0% I ( 0. Oil.) I I O. 0%) I I I 3. 6%) I 

-----------------------------------1----------I---------- ----------1---------- ----------l----------1----------1----------1 
TEMPERATURE TAKEN I 28 I 28 28 I 28 28 I 28 I I 28 I 

I c 90 • 3% l I c 90 • 3% l c 90 • 3% l I c 90 • 3% l c 90 • 3% l I c 90. 3% l I I c 90. 3% l I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 
I I 9. 7% l I I 9. 7% I I I 9. 7% I I I 9. 7% l I I 9. 7% I I I 9. 7% I I I I 9. 7% ) I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CotlJUGATE 
CP298 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 13 (cont.) 

HAXItU1 TEMPERATURES 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES C 48 VACCINEESI - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I MM3ER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL I I O I l I 2 I 3 I 4 I 5 I I MAX TEMP 

--*-*****--****tHt*tHttHttHHHl-*1-***tHtltHt**-**-ltHt****IHHl-*'*-*-****'*******lHt*l-*tHHtlKNNKKK****l••tHHHHHHHtl 
NORMAL I 47 I 48 I 48 I 48 I 48 I 48 I I 47 I 

I 97. 9% I I 1100. 0% I I 1100. 0% I I 1100. 0% I I 1100. 0% I I 1100 . 0% I I I 97. 9% I I 
I I I I I I I I I 

100 - 100. 9 I l I o I o I o I o I o I I 1 I 
I c 2.1%1 I c 0.0%1 I c 0.0%1 I c 0.0%1 I c o . o%J I c o.o%J I I c z.1%J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 48 I 48 I 48 I 48 I 48 I 48 I I 48 I 

I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I I 1100.0%1 I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I o I O I O I O I o I O I I O I 
I c o . 0% J I c o . 0% l I c o . 0% J I c o • 0% 1 I c o . 0% J I c o • 0% J I I c o. 0% J I 



HFL~,23546070/07/12/88/PAGE 79 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB COtlJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 13 (cont.) 

HAXIMUi TEMPERATURES 

VACCINE: HIB CONJUGATE I t«JHBER OF VACCINEES I 22 VACCINEES) - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t-U-8ER 

MAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL) I O I l I 2 I 3 I 4 I 5 I I MAX TEHP 

*Jt-lt****-*****************Jt-lt****-l**iHHt***-1********** -********'****-****l**********l--**-**l--*-1*_*_* 
NORMAL I 19 I 20 20 I 21 I 21 I 21 I I 19 

I 90.SiO I 95.2%> 95.2%J I noo.o%J 11100.0%J I noo.o%J I I 90.5%J 
I I I I I I I 

< 99 I 1 I 1 o I o I o I o I I o 
I 4 . 8% J I 4 . a% 1 o . 0% > I o . 0% 1 I c o . 0% l I o . 0% l I I o . 0% l 
I I I I I I I 

99 - 99. 9 I 1 I o 1 I o I o I o I I 2 
I 1 4.8%> I c 0.0%> 1 4.8%) I c 0.0%> I c 0.0%> I c 0.0%1 I I 1 9.5%> 

-----------------------------------1----------I---------- ------ .---l----------1----------1----------1----------I----------
TEMPERATURE TAKEN I 21 I 21 21 I 21 I 21 I 21 I I 21 

I 1 95.5%> I 1 95.5%> 1 95.5%> I 1 95.5%J I 1 95.5%> I 1 95.5%J I I 1 95.5%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I l I l I l I l I l I l I I l I 
I 1 4.5%J I 1 4.5%> I 1 4.5%J I 1 4.5%> I 1 4.5%J I 1 4.5%> I I I 4.5%J I 

I ' 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 13 (cont.) 

MAXI~ TEMPERATURES 

VACCINE: HIB CONJUGATE I NU18ER OF VACCINEES I 13 VACCINEESJ - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I ~ER 

MAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F • ORAL J I O I l I 2 I 3 I 4 I 5 I I MAX TEMP 

-······••XlHHf******-••······••1-**H*'*******lHHfllHHf*** __ ,*_*lHHf'********-IJHOHHHUf-*'*JHHHHOHHf*'*******•-t 
NORHAL I 12 I 12 I 12 I 12 I 12 I 12 I I 12 I 

I 1100.0%) I 1100.0%J I 1100.0%J I noo.o%J I noo.o%J I 1100.0%) I I 1100.0%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE TAKEN I 12 I 12 I 12 I 12 I 12 I 12 I I 12 I 
I I 92. 3% J I I 92. 3% I I I 92. 3% I I I 92. 3% I I I 92. 3% I I I 92. 3%) I I I 92. 3% I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE NOT TAKEN I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 

I I 7. 7% I I I 7 • 7% J I I 7 . 7% I I I 7. 7% J I I 7. 7% I I I 7. 7% J I I I 7. 7% I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 13 (cont.) 

t1AXI111.11 TEMPERATURES 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 26 VACCINEESl - INJECTION 1 I 
1----------------------------------------· -----------------------------------1 
I DAYS POST VACCINATION I NU1BER 

MAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL l I o I 1 I 2 I 3 I 4 I 5 I I HA>< TEHP 

-··----********•-•---1-•*•-l••-··•-1--••-••l•---••l-••·•-•l-•*******llHHHHHHHttHtl*******IHHfl 
NORMAL I 26 I 26 I 26 I 26 I 26 I 26 I I 26 I 

I 1100.0% l I 1100.0% l I 1100.0% l I 1100.0% l I 1100.0% l I 1100.0%> I I 1100.0% l I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE TAKEN 1 26 1 26 r 26 1 26 1 26 1 26 1 1 26 1 
I 1100.0% l I (100.0%) I (100.0% l I 1100.0% l I 1100.0% l I 1100.0% J I I (100.0%) I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE NOT TAKEN I O I o I o I O I o I O I I O I 

I I 0.0%1 I c 0 . 0%1 I c 0.0%1 I c 0 .0% 1 I c 0.0%1 I c 0.0%1 I I c 0.0%1 I 

0 
0 
.c:: 
v' 
c.O 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 13 (cont.) 

HAXltl.JM TEMPERATURES 

VACCINE: HIB CONJUGATE I tfJNBER OF VACCINEES ( 20 VACCINEES) - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t«.1'13ER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL) I O I 1 I 2 I 3 I 4 I 5 I I MAX TEMP 

---*----*-************---•l--***lHHt'**-****-,-•**--•l-•**-•-l•**-**lHHtl-*!HHt*ltHHHHHHHHt*l--••--1 
NORMAL I 18 I 17 I 19 I 19 I 20 I 20 I I 17 I 

I l 94.7%1 I l 85.0%) I 1 95.0%) I l 95.0%) I 1100.0%) I 1100.0%) I I l ss.o%J I 
I I I I I I I I I 

100 - 100. 9 I 1 I 2 I o I o I o I D I I 1 I 
I l s.3%1 I l 10.0%1 I I 0.0%1 I l 0.0%1 I l 0.0%1 I I 0.0%1 I It s.0%1 I 
I I I I I I I I I 

103 - 103. 9 I o I l I 1 I l I o I o I I z I 
I I o. 0%) I l 5. 0%) I I 5. 0%) I I .5. 0% J I l o. 0% J I I o. ox) I I I 10. 0% J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 19 I 20 I 20 I 20 I 20 I 20 I I 20 I 

I 1 95.0%) I 1100.0%1 I 1100.0%> I 1100.0%1 I 1100.0%) I 1100.0%> I I 1100.0%> I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 1 I O I O I O I O I O I I O I 
I l s. 0% J I l o • ox , I I o. ox J I l o . 0% J I l o • 0% J I l o • ox J I I I o. ox > I 

I ,,, 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 13 (cont.) 

MAXI~ TEMPERATURES 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES I 16 VACCINEES) - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu-eER 

MAX TEMPERATURE l---------------------------------------------------------------------------- 1 HITH 
I DEG F, ORAL ) I O I l I 2 I 3 I 4 I 5 I I HAX TEMP 

--••*-••--*******lHHHHOHOE-**lHHtl--*--'****-****'--****-l••·---,*******•-1-•-*lil-tHHHHHHHHtllffHHf***lHt*f 
NORMAL I 13 I 13 I 14 I 14 I 14 I 14 I I 12 I 

I 92.9%> I 92.9%1 I 1100.0%> I 1100.0%1 I 1100.0%> I 1100.0;0 I I es.7%> I 
I I I I I I I I I 

99 - 99. 9 I 1 I 1 I o I o I o I o I I z I 
I 1 7.1%> I 1 1.1%, I 1 0.0%) I c o.o%i I c 0.0%) I c 0.0%> I I c 14.3%> I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 14 I 14 I 14 I 14 I 14 I 14 I I 14 I 

I 1 87.5%) I 1 87.5%1 I 1 87 . 5%1 I c 87.5%1 I c 87.5%> I 1 87.5%> I I c 87.5%> I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I Z I 2 I 2 I Z I 2 I 2 I I 2 I 
I 1 12.sx, I c 12.5%) I I 12.s%J I 1 12.sx, I 1 12.s%J I 1 12.S%J I I I 12.s;o I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

SHAPIRO, EUGENE D. 
000405 
HIB COtUUGATE 
CR132 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 13 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE: HIB CONJUGATE I ~ER OF VACCINEES ( 28 VACCINEESI - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL I I 0 I l I 2 I 3 I 4 I 5 I I MAX TEMP 

iHHHHHf**--**-**-*******lHHHOHHfllfiHHf****_, __ ***ltit-ltlltit-lt*****-,*--*lHOf*'*-*-**_, ___ *_*'**********'**********' 
NORMAL I 27 I 27 I 27 I 27 I 27 I 27 I I 27 I 

I noo. 0% 1 I noo. 0% 1 I noo.0% 1 I noo.0% 1 I noo.0% 1 I noo.0% J I I noo.0% J I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE TAKEN I 27 I 27 I 27 I 27 I 27 I 27 I I 27 I 
I 1 96 • 4% J I 1 96 • 4% 1 I 1 96 • 4% 1 I I 96 • 4% I I 1 96 • 4% 1 I I 96 • 4% I I I 1 96. 4% I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE NOT TAKEN I 1 I l I l I l I l I 1 I I 1 I 

I 1 3 • 6% 1 I 1 3 • 6% 1 I , 3 . 6% 1 I 1 3. 6% 1 I 1 3 • 6% 1 I 1 3 • 6% 1 I I 1 3 • 6% 1 I 

,, , 
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Infectious Diseases 
Page 334A Abstract 963 

IMMUNOLOGIC PRIMING OF INl'AHTS WITH A SINGLE DOSE OF 
H. INFLUENUE TYPE B (Hib) POLYSACOlAJlIDE-N. HENINCI-

t 963 TIDIS OUTD MDIIUHE PROTEI!f (PS-OHP) CON.J~TE VAC
CINE. Eu1en• ~ Shapiro, d.!!!! .£:.. PrUlberg, Robut ~ 
.R!l:!!,, Yal■ and Tlll&n• U. School• of Hedic:ina, Depu. 
of Pediatric:■, Nav Kav■n and Nev Od■an■• 

In a trial of it■ iaa&nogenic:ity, 13 children froa 2-6 month• 
of age received a single do•• of PS-OHP conjugate vac:c:ina. Titer■ 
of antibody against Hib capalllar PS(PJtP) one month after imam.iza
tiO!I were deter1ained at H■ rc:k uboratoriea by radioi-.inou■ay 
with the u•• of - 125I extrin■ ic: labelled antigen. All lJ children 
had <0.4ug of antibody/al. bafore receiving PS-OHP vaccine aid 6/13 
(46%) had ~l.Ou1/1L1. a£ter a single doH (geo-tr1c aan: 5 .2ug/al.). 

Recauae additional PS-OHP vaccine vu not availibl• and previ
ous vorlt augsHted thAt th• conjugate vacc:ine aay pruu infant• to 
rupond to plain PJtP we adailuatered PIP vacc:ine to all 7 children 
with <O.lug of antibody/al. aftar PS-0HP vacc:in• and to 4 children 
111th >l.Oug of antibody/al. after PS-OHP vaccine. Of the 7 child
ren with <l.Oug of antibody/al. (g■o-tric: -■an: 0.4ug/lll.), 4 (57%) 
developed ?l.Oug of antibody/Ill. (geoa■tric mean: S.2ug/lll.) on• 
1110nth after "boosting" with PJtP vaccine. Of the four children 
with >l.Oug of antibody/ml after PS-OHP vaccine, the titers of an
tibody one month after "booacing" with PR.P vaccine in.creued 1n 
one child (fro■ 19.6 to 3l.2ug/■l), changed little 1n on• child 
(from 1.0 to l.lug/111.) and d■crea■ed 1n two children (fro■ l.J to 
0.4ug/aLl. and fro■ 1.5 to 0.4ug/lll., reapactively). We conclude 
that the antibody reapon••• of young infants to a single dose of 
PS-OHP conjugate vacc:in■ vary: titan of antibody l l. Oug/■l de
velop 1n ■o- infant■, other■ are priMd to achieve ~l.Oug/aLl. af
ter subsequent "boo■ cing" with PJtP vaccine, while ochers fail to 
have a aubatanti.a.l reapon■a. 



Twertty-eighth Interscience Conference 

Antimicrobial Agents and Chemotherapy 

ZJ-26 October 1988 Los Angeles, CA 

Abstracts of the 1988 ICAAC 

Page 293 No. 1031 

Immnogenicity of B. Influenzae Type b (Rib) 
Polyaaccbaride-!:_ Meningitidia Outer Membrane 
Protein (PS-OHP) Conjugate Vaccine in Infante 

i .nd Yllu\'lg Children. E.D. SHAPIBO*, L.A. CAPOBIANCO, M.Q. 
i ITT. tale School of Medicine, Nev Haven, CT. 

Iu an on-going study Hib PS-OHP conjugate vaccine 
(Merck, Sh&rp 6, Dohme) wae adminiatered in l doae to child
ren ~ ). 2 mos. of age and in 2 doaea (separated by 2 moa.) 
to chHiren 2-ll moa. of age. Concentration■ of antibody 
a.gainut Hib capsular PS (PR.P) in serum before each dose of 
the vi,..c ,:ine and at follow-up l month after immunization 
were cl.e:ermined at Merck Laborator-1.ea by radioimmunouaay 
with 12.51 extrinaic labelled antigen. The results, expreaa
ed aa t~e geometric mean (GM) concentration of anti-PRP 
antibod'.f/ml. and the proportion of subjects with concentra
tions ~L.O ug/ml, for Groups I (age• 2-ll mos;median-6 111011; 

N-43), II (ages 12-23 moa;median•l4 1110a;N•52), and III 
(ages ~:?4 mos;median•26 mos;N•3l) are shown below: 

I 
n 

HI 

Be:fore 
- ·G,:i 

o:T1 
0. 19 
0.32 

Anti-PRP Antibodv (ug/ml) 
1st Dose Before 2nd Dose 
~l.O GM ~l.0 GM 
0/43( 0%) 2:-3°4 32/43(74%) 5:-3°0 
J/52( 6%) 5.89 
6/31(19%) 16.07 

?l.0 
38/43(80%) 
46/52(89%) 
28/31(90%) 

TI1ere Yere no substantial differences in the responses by 
race or to different lots of the vaccine and no serious and 
f11w mi:11Jr adverae reactions occurred. Thia Hib PS-OHP vac
c:lne fa highly immunogenic in infants and young children. 
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(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

Haemophil us 
meningitidis 
Study 004-06 

b Conjugate 
Outer Membrane 

Vaccine 
Protein 

(Neisseria 
Complex), 

To evaluate the safety and immunogenicity of 
Haemophilus b conjugate vaccine (Neisseria 
meningitidis outer membrane protein complex) in 
healthy infants 2 months of age. 

Haemophil us 
meningitidis 
(PRP-OMPC) 

b Conjugate Vaccine 
Outer Membrane Protein 

Lot 1018/C-M679 - mcg polysaccharide/ml 

(Neisseria 
Complex) 

mcg meningococcal protein/ml 
Lot 1069/C-P241 - mcg 

mcg 
Lot 1080/C-P749 - mcg 

mcg 

Aluminum hydroxide diluent 
Lot ~-----

Robert S. Daum, M.D. 
Department of Pediatrics 

polysaccharide/ml 
meningococcal protein/ml 
polysaccharide/ml 
meningococcal protein/ml 

Tulane University Medical Center 
1430 Tulane Avenue 
New Orleans, Louisiana 

SUB-INVESTIGATORS: Charles A. Welborn, M.D. 
James C. Pramberg, M.D. 
Gerard A. Ballance, M.D. 

STUDY LOCATION: Tulane University Medical Center 
New Orleans, Louisiana 

DATE STUDY 
INITIATED: 

62681 

Lallie Kemp Charity Hospital 
Independence, Louisiana 

Rothchild Pediatric Group 
Metairie, Louisiana 

June 11, 1986 

29AUG88 

0 0 LI l! l J 
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DATE STUDY 
COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

6268I 

- 2 -

In progress. 

Healthy infants 2 months of age are included in the 
study. 

Infants receive two injections of PRP-OMPC vaccine 2 
months apart. Vaccine is reconsituted in aluminum 
hydroxide and administered by intramuscular route. 
The dose for each injection is 15 mcg of 
polysaccharide in the appropriate volume. Lots 
1018/C-M679 and 1069/C- P241 are reconstituted to 
contain 15 mcg of polysaccharide in O. 75 ml, while 
1080/C-P749 is reconstituted to contain 15 mcg 
polysaccharide in 0.5 ml. 

The parent or guardian is required to record the 
vaccine recipient's temperature and any reactions at 
the injection site or systemic complaints for 5 days 
after each injection of vaccine. Unexpected or 
serious reactions are to be reported immediately to 
the study physician. Serious adverse experiences in 
the 14 days following each injection of vaccine are 
required to be reported by the investigator. 

A blood sample is obtained from all vaccinees 
immediately prior to each injection of vaccine and 1 
and 8-14 months after the last injection. Urine 
samples are also obtained from all study participants 
prior to each injection of vaccine. In addition, 
blood and urine samples are obtained 2-3 and 7 days 
after the first injection of vaccine from one-half of 
vaccinees and 2-3 and 7 days after the second 
injection from the other half of vaccinees. 

All serum samples are assayed for antibody to the 
capsular polysaccharide of Haemophilus influenzae 
type b by radioimmunoassay at Merck Shar & Dahme 
Research Laboratories or by 
Serum obtained at 2-3 and 7 ·,;,-,,-a~y~s__,,,p~o~s~ v~a~c- c~1-n- a--.,.~10- n--a-n~ 
urine samples are assayed for Haemophilus influenzae 
ty e b anti en by latex particle agglutination by 

Selected samples may also be 
tested for 6actericidal and opsonophagocytic 
activity, immunoglobulin isotype and subclass IgG. 
Opsonophagocytic assays are performed at the 
University of Alabama. All other assays are 
performed at Merck Sharp & Dahme Research 
Laboratories. 

29AUG88 
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RESULTS: 

6268! 

- 3 -

Demographic information and individual pre and 
postimmwiization antibody data for each vaccine 
recipient are presented in Table 1. 

1. Current status: 

No. ~acdnated 
Lot Inj. 1 Inj. 2 

1018/C-M679 7 6* 
1069/C-P241 32 14 
1080/C-P749 0 17** 

* Licensed polysaccharide vaccine (25 mcg PRP) 
was administered to these 6 infants rather 
than PRP-OMPC vaccine. 

** All 17 infants received Lot 1069/C-P241 as 
injection 1 and Lot 1080/C-P749 as injection 
2 (Lot 1080 was reconstituted im ro erly for 
11 infants case nos. 

who received a 12 
mcg dose. 

2. Serologic results: 

Anti-PRP responses prior to and 1 month after 
vaccination among infants receiving one injection 
of PRP-OMPC vaccine (Lot 1018/C-P749) and a 
second injection of PRP vaccine are as follows: 

% With Anti-PRP 
Tim!,1 >!:). 15 mi;gl'.ml >l.!:! mi;gl'.ml GMT {mcgl'.mll 

All Vai;i;i ne!.1S 
Pre 33 (2/6) 0 (0/6) 0. 12 
Post PRP-OMPC 100 (6/6) 50 (3/6) l. 10 
Post PRP 100 (6/6) 33 (2/6) 0.97 

Antibody response summary statistics for infants 
receiving Lot 1018/C-M679 are presented in 
Table 2. Serologic results are not yet available 
for infants receiving Lots 1069/C-P241 and/or 
1080/C-P749 and from whom serum samples were 
collected at 2-3 and 7 days postvaccination. 
Testing for antigenemia and antigenuria is in 
progress. 

29AUG88 
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RESULTS 
(CONT . ) 

3. Clinical results: 

Type of Reaction 

Injection Site: 
Pain/Soreness 
Erythema >1 inch 
Swelling >l inch 
Induration 

Sntemic: 
Irritability 

The incidence of selected injection site and 
systemic reactions occurring within 2 days after 
vaccination are as follows : 

% of Vaccinees with Reaction 
Lot 1018 Lot 1069/1080 

Inj. 1 Inj . 2 (PRP) Inj. 1 Inj. 2 

29 (2/7) NA 0 (0/32) 3 (1/31) 
0 (0/7) NA 0 (0/32) 0 (0/31) 
0 (0/7) NA 0 (0/32) 0 (0/31) 
0 (0/7) NA 0 (0/32) 0 (0/31) 

29 (2/7) NA 19 (6/32) 16 (5/31) 
Sleepiness/Lethargy/ 57 (4/7) NA 28 (9/32) 19 (6/31) 

Fatigue 

62681 

The frequency of all clinical reactions and 
maximum temperatures occurring during the 5 days 
following each injection of vaccine are presented 
in Tables 3-5 by lot. 

No serious or alarming reactions attributable to 
vaccine have been reported. 

29AUG88 
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HFL0/Z3546090/07/12/88/PAGE 59 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

DA~, ROBERTS. 
000406 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 
DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 2H 0 011 INJ 1 CP241 15 HCG 
75 021 INJ z CP241 15 HCG 

H CAUC lH 0 011 INJ 1 CP241 15 HCG 
70 021 INJ z CP241 15 HCG 

F CAUC 2H 0 011 INJ 1 CP241 15 HCG 
61 021 INJ z CPZ41 15 HCG 

F CAUC lH 0 011 INJ 1 CP241 15 HCG 
87 021 INJ z CPZ41 15 HCG 

H CAUC lH 0 011 INJ 1 CPZ41 15 HCG 
73 021 INJ z CP241 15 HCG 

H CAUC 2H 0 011 INJ 1 CPZ41 15 HCG 
53 021 INJ 2 CP241 15 HCG 

F CAUC lH 0 011 INJ 1 CPZ41 15 HCG 
75 021 INJ 2 CP241 15 HCG 

F CAUC 2H 0 011 INJ 1 CP241 15 HCG 
72 021 INJ 2 CP241 15 HCG 

F CAUC 2H 0 011 INJ 1 CP241 15 HCG 
62 021 INJ 2 CP241 15 MCG 

M CAUC 2H 0 011 INJ 1 CP241 15 HCG 
58 021 INJ 2 CP241 15 HCG 

H CAUC 2H 0 011 INJ 1 CP241 15 HCG 
140 021 INJ 2 CP749 15 HCG 

M CAUC 2H 0 011 INJ 1 CP241 15 MCG 
76 021 INJ 2 CP241 15 HCG 

H CAUC 1H 0 011 INJ 1 CP241 15 MCG 
66 021 INJ z CPZ41 15 HCG 

H CAUC 2H 0 011 INJ 1 CP241 15 HCG 

CODE/ SBA CODE/ OPSO 

0 
0 
~ 
J::: 
~ 
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HFLU/Z3546090/07/1Z/88/PAGE 60 

INVESTIGATOR 
STUDY 

DAUH, ROBERTS. 
000406 

1 HIB CONJUGATE VACCINE 
REGIHEN 
PATIENT CLASS: 

Z INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H CAUC ZH 78 OZl INJ z CP749 lZ HCG 

F CAUC ZH 0 011 INJ l CPZ41 15 HCG 
61 OZl INJ z CP241 15 HCG 

" CAUC 1H 0 011 INJ l CPZ41 15 HCG 
78 OZl INJ z CP749 lZ HCG 

F CAUC ZH 0 011 INJ l CPZ41 15 HCG 

" CAUC ZH 0 011 INJ l CPZ41 15 HCG 
59 OZl INJ z CPZ41 15 HCG 

H CAUC ZH 0 011 INJ l CPZ41 15 HCG 
56 OZl INJ z CP749 lZ HCG 

H CAUC ZH 0 011 INJ l CPZ41 15 HCG 
83 OZl INJ z CP749 lZ HCG 

F CAUC ZH 0 011 INJ l CPZ41 15 HCG 
63 OZl INJ z CP749 lZ HCG 

F CAUC lH 0 011 INJ l CPZ41 15 HCG 
78 OZl INJ z CP749 lZ HCG 

F CAUC ZH 0 011 INJ l CPZ41 15 HCG 
57 OZl INJ z CP749 lZ HCG 

F CAUC lH 0 011 INJ l CPZ41 15 HCG 
85 OZl INJ z CP749 15 HCG 

F CAUC ZH 0 011 INJ l CPZ41 15 HCG 
60 OZl INJ z CP749 lZ HCG 

F CAUC ZH 0 011 INJ l CPZ41 15 HCG 
57 OZl INJ z CP749 lZ HCG 

F CAUC ZH 0 011 INJ l CPZ41 15 HCG 
56 OZl INJ z CP749 lZ HCG 

H CAUC ZH 0 011 INJ l CPZ41 15 HCG 

CODE/ SBA CODE/ OPSO 

0 
.::::, 
C 
.::: 
-0 
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HFLU/Z3546090/07/12/88/PAGE 61 

INVESTIGATOR 
STIJDY 
VACCINE 
REGIMEN 1 
PATIENT CLASS: 

DAU1, ROBERTS. 
000406 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

ZH 54 021 INJ 2 CP749 lZ HCG 

ZH 0 011 INJ 1 CP241 15 HCG 
62 021 INJ 2 CP749 15 HCG 

2H 0 011 INJ 1 CP241 15 HCG 
71 021 INJ 2 CP749 15 HCG 

lH 0 011 INJ 1 CP241 15 HCG 
60 021 INJ 2 CP749 15 HCG 

2H 0 011 INJ 1 CP241 15 HCG 
59 021 INJ 2 CP749 15 HCG 

lH 0 001 PREBLEED < 125 
0 011 INJ 1 CH679 13 HCG 

63 011 BLEED 1 1307 
63 081 INJ 2 POLYS 25 HCG 

112 081 BLEED 2 395 

1H 0 001 PREBLEED 271 
0 011 INJ 1 CH679 13 HCG 

56 011 BLEED 1 19606 
56 081 INJ 2 POLYS 25 HCG 

105 081 BLEED 2 31231 

2H 0 001 PREBLEED < 125 
0 011 INJ 1 CH679 13 HCG 

63 011 BLEED 1 1547 
63 081 INJ 2 POI.VS 25 HCG 

105 081 BLEED 2 409 

lH 0 001 PREBLEED < 125 
0 011 INJ 1 CH679 13 HCG 

63 011 BLEED 1 189 
63 081 INJ 2 POLYS 25 HCG 

105 081 BLEED 2 2205 

2H 0 011 INJ 1 CH679 13 HCG 

lH 0 DOl PREBLEED 254 

CODE/ SBA CODE/ OPSO 

0 
0 
~ 
I.II 
0 
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HFLU/Z3546090/07/12/88/PAGE 62 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

DAlJ1, ROBERTS. 
000406 
HIB CONJUGATE 
2 INJ, THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC lH 0 011 INJ 1 CH679 13 HCG 
63 011 BLEED 1 518 
63 081 INJ 2 POLYS 25 HCG 

105 081 BLEED 2 302 

H CAUC 111 0 001 PREBLEED 135 
0 011 INJ 1 CH679 13 HCG 

63 011 BLEED 1 452 
63 081 INJ 2 POLYS 25 HCG 

105 081 BLEED 2 253 

CODE/ SBA CODE/ OPSO 

. .Jl 



HFLU/LB. ~210/08/25/88/1 
TABLE 2 

A N T I B O D Y R E S P O N S E S 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
POPULATION 

AGE 
•••••••••• 

1- 2 MOS. 

DAUM, ROBERTS . 
000406 
HIB CONJUGATE - LOT 1O18/C-M679 
RIA 
HEALTHY CHILDREN 

% WITH ANTI -PRP 
TIME 

(MONTHS) 
•••••••••••• 

>.15 MCG AB/ML 
••••••••••••••• 

>1.0 MCG AB/ML 
• •••••••••••••• 

PRE INJ 
MONTH 2 
MONTH 3 * 

33 
100 
100 

2/ 
6/ 
6/ 

6) 
6) 
6) 

0 
50 
33 

0/ 
3/ 
2/ 

6) 
6) 
6) 

FOOTNOTE(S): 

FOLD RISE 

% >2 FOLD 
••••••••••••••• 

83 
67 

5/ 
4/ 

6) 
6) 

MEAN 
• ••••• 

6 . 8 
6 . 0 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

••••••••••••••••• 

0 . 115 
1 . 098 
0 . 973 

6) 
6) 
6) 

IF A TITER IS REPORTED AS < . 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

* POST PRP 



HFLU/CC546330/07/18/88/60 
TABLE 3 

C L I N I C A L C O H P L A ~ N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT Nll1BER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

DAU'!, ROBERTS, 
000406 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I INJECTION SITE ) 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
DIARRHEA 
UPPER RESPIRATORY INFECTION, NOS 
HARH TO TOUCH 
PROLONGED CRYING, >1/Z HR 
VOHITING 
HHEEZING 

HIB CONJUGATE 
INJECTION: 1 

32 

16 50.0 %) 
16 so.o XJ 

0 

NO. OF VACCINEES X BASED 
HITH ON 32 

CLINICAL COHP. VACCINEES 

0 o.o 

16 50.0 
9 28.l 
6 18.8 
2 6.3 
z 6.3 
2 6.3 
1 3.1 
1 3.1 
1 3.1 



HFLU/CC546330/07/18/88/6Z 
TABLE 3 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tu1BER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHJP 

VACCINE 

TOTAL VACCINEES 

I DAUH, ROBERTS, 
000406 
HIB CONJUGATE 

I CPZ41 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

HIB CONJUGATE 
INJECTION: Z 

14 

11 78.6 %) 
3 21.4 %) 
0 

NO. OF VACCINEES % BASED 
HITH ON 14 

CLINICAL COHP. VACCINEES 
__._ltiHHUHUHUtitltitltltttiHUHUHtltffltffttttllllllllllllltllll*lliHHHHUtllllttttltfflliHHHHHHttt__._ 

LOCAL REACTIONS I INJECTION SITE ) 

SYSTEHIC REACTIONS 
DIARRHEA 
FATIGUE 
IRRITABILITY 
NERVOUSNESS 
UPPER RESPIRATORY INFECTION, NOS 

I I 
I o o.o I 
I I 
I 3 21,4 I 
I 1 1.1 I 
I 1 1.1 I 
I 1 1.1 I 
I 1 1.1 I 
I l 7.1 I 



HFLU/CC546330/07/18/88/59 
TABLE 3 {cont.) 

C L I N I C A L C O H P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NU-IBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

DAUH, ROBERTS. 
000406 
HIB CONJUGATE 
Ct1679 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 1 

7 

0 I 0.0 %) 
7 1100.0 ,o 
0 

NO. OF VACCINEES % BASED 
HITH ON 7 

CLINICAL COMP. VACCINEES 
---•••--•••-iHHtitll*******ll*JllHHHtiHHtit-*iHHtif*iHHtit*-*itiHtjHt-*-* 
LOCAL REACTIONS IINJECTION SITE) 

ERYTHEHA, INJ. SITE l<=l IN.) 
PAIN/SORENESS, INJ, SITE 
REACTION, LOCAL 

SVSTEHIC REACTIONS 
FATIGUE 
IRRITABILITY 
HARH TO TOUCH 

I I 
I s 71.4 I 
I 3 42.9 I 
I 2 28.6 I 
I 2 28.6 I 
I I 
I s 71.4 I 
I 4 57.l I 
I 2 28.6 I 
I l , 1,.3 I 



HFLU/CC546330/07/18/88/61 
TABLE 3 (cont.) 

C L I N I C A L C O H P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NlH~ER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

DALtl, ROBERTS. 
I 000406 

HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS . 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 2 

17 

11 64. 1 ,o 
6 35 . 3 %) 
0 

NO. OF VACCINEES % BASED 
HITH ON 17 

CLINICAL COHP. VACCINEES 
tHHHHHUtitlHtlHtiHHHflHHHtiHf-lHHHHttfiHfitNNNNNNN•••••••••••-•••••••X-•IHHHHt 

LOCAL REACTIONS I INJECTION SITE ) 
PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
DIARRHEA 
UPPER RESPIRATORY INFECTION, 
HARM TO TOUCH 

NOS 

I I 
I 1 5 . 9 I 
I 1 5.9 I 
I I 
I 6 35.3 I 
I 5 29.4 I 
I 4 23.5 I 
I 1 5.9 I 
I 1 5.9 I 
I 1 ~.9 I 



HFLU/Z3546030/07/lZ/88/PAGE lOZ 

INVESTIGATOR 
ST\JDY 
VACCINE 
LOT NUHBER 
PATIENT CLASS: 
AGE RANGE 

DAUi, ROBERTS. 
000406 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 4 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I taHER OF VACCINEES C 3Z VACCINEESJ - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I taHER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I Z I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------ltHHHE**IHHt*I 
SYSTEMIC I 10 I lZ I 5 I 4 I Z I l I I 16 I 

I c 31.3%> I c 37.5%1 I c 15.6%} I c IZ.5%1 I I 6.3%1 I I 3.1%> I I so.0%> I 

BODY AS A HHOLE/SITE lJ,ISPEC. 6 7 4 3 0 0 11 
( 18.8%} ( Zl.9%} lZ.5%} 9.4%} 0. 0%} 0.0%} 34.4%} 

FATIGUE 4 6 3 z 0 0 9 
lZ.5%} ( 18.8%} 9.4%} 6 . 3%) 0.0%} 0. 0%) ZB.1%} 

HARH TO TOUCH z l l l 0 0 z 
6.3%} 3.1%} 3.1%} 3.1%) 0.0%) 0.0%} 6. 3%} 

DIGESTIVE SYSTEH 3 l 0 0 0 0 3 
9.4%} 3.1%} 0.0%} 0.0%} 0.0%} 0.0%} 9.4%} 

DIARRHEA z l 0 0 0 0 z 
6.3%} 3.1%} 0.0%) 0.0%} 0.0%) 0.0%) 6.3%) 

VOMITING l 0 0 0 0 0 l 
3 .1% J ( 0.0%} ( o . 0%} ( 0.0%} 0.0%} ( 0 . 0%} ( 3.1%} 

NERVOUS SYSTEH & PSYCHIATRIC 4 3 z l l 0 6 
I lZ.5%} 9.4%} 6.3%) 3.1%} 3.1%} 0.0%) 18.8%} 

IRRITABILITY 4 3 z l l D 6 
lZ.5%} 9.4%} 6. 3%} ( 3.1%) 3.liO 0.0%} 18.8% J 

PROLONGED CRYING, >l/Z HR 0 0 l 0 0 0 l 
0.0%) 0.0%} 3.1%} 0. 0%} 0.0%} 0.0%} 3.1%} 

RESPIRATORY SYSTEH l 3 z z l l 3 
3.1%} 9.4%) I 6.3%) I 6. 3%) ( 3.1%) I 3.1%) I 9.4%) 

0 
0 
~ 

1.11 
~ 



HFLU/Z3546030/07/1Z/88/PAGE 103 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

DAU1, ROBERTS. 
000406 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 
1-11 MOS. 

TABLE 4 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I NU18ER OF VACCINEES C 3Z VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NU18ER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 
tHHHtlUtlHt*iHtlHt**iHUttHttHtltltiliOHHUHHOHtlt 1--1-•--• 1-----1••----1-•-·•-1--•·-I 1t1tlllllllllllll(1t liHHtiHHtlttHt* 

UPPER RESPIRATORY INFECTION, NOS I 1 I Z I Z I Z I 1 I 1 I I Z 
I 3.1%> I c 6.3%> I 6.3%> I c 6. 3%> I 3.1%> I 3.1%1 I I 6.3%> 
I I I I I I I I 

HHEEZING I o I 1 I o I o I o I o I I 1 
I c o. 0% > I l 3. 1% 1 I l o. 0% 1 I l o. 0% > I l o . 0% l I l o. 0% > I I l 3 . 1% , 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 10 I lZ I 5 I 4 I Z I 1 I I 16 

I C 31.3%) I C 37.5%) I C 15.6%) I I lZ.5%) I I 6.3%) I I 3.1%) I I 50.0%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COHPLAINTS I ZZ I 20 I Z7 I Z8 I 30 I 31 I I 16 
I l 68.8%1 I l 6Z.5%l I l 84.4%> I 1 87.5%) I I 93.8%> I 1 96.9%1 I I 50.0%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 3Z I 3Z I 3Z I 3Z I 3Z I 32 I I 32 

I I I I I I I I 

-----------------------------------1--- ·------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I O I O I O I o I O I I 0 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu1BER 
PATIENT CLASS: 
AGE RANGE 

DAUH, ROBERTS, 
000406 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 4 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I Ml'IBER OF VACCINEES l 14 VACCINEESJ - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I N.11BER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------l••••••••••I 
SYSTEMIC I 2 I 2 I 1 I l I o I l I I 3 I 

I 1 14.3%> I 1 14.3%> I 1 7.1%> I 1 7,1%> I , 0.0%> I 1 7.7%> I I 21.4%> I 

BODY AS A HHOLE/SITE lMSPEC. 0 l 0 0 0 0 1 
O.OiO 7.1%) 0.0%) 0.0%) 0.0%) O.D%) 7.1%) 

FATIGUE 0 l 0 0 0 0 l 
0.0%) l 7.1%) 0.0%) 0.0%) 0.0%) 0.0%) 7.1%) 

DIGESTIVE SYSTEH l l 0 0 0 0 l 

' 7.1%) ' 7,1%) ' 0.0%) ' o.o;o ' 0.0%) ' 0.0%) 7.1%) 

DIARRHEA l l 0 0 0 0 l 
7.1%) 7.1%) 0.0%) 0.0%) 0.0%) 0.0%) 7.1%) 

NERVOUS SYSTEM & PSYCHIATRIC 2 2 1 l 0 0 2 
14.3%) 14.3%) 7.1%) 7.1%) 0.0%) 0.0%) 14.3%) 

IRRITABILITY 1 1 0 0 0 0 1 
7.1%) ' 7.1%) 0.0%) l 0.0%) 0.0%) 0.0%) 7.1%) 

NERVOUSNESS 1 1 1 1 0 0 1 
7.1%) 7. 1%' l 7. 1%' J 7. 1%') 0.0%) 0.0%) 7. 1%' l 

RESPIRATORY SYSTEH 0 0 0 0 0 1 l 
0.0%) 0.0%) 0.0%) 0.0%) o.o:o 7. 7%) 7.1%) 

UPPER RESPIRATORY INFECTION, NOS 0 0 0 0 0 l l 

' 0.0%) l 0.0%) ' 0.0%) ' 0.0%) ' 0.0%) ' 7. 7%) 7.1%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH COHPLAINTS I 2 I 2 I 1 I 1 I 0 I l I I 3 
I l 14.3%) I l 14.3%) I l 7.1%) I I 7.UO I ' o.o:o I I 7. 7%) I I I 21.4%) 

,::, 
0 
.s;: 
IJ1 
-0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

DAUH, ROBERTS. 
000406 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 4 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I Nlt18ER Of VACCINEES I 14 VACCINEESJ - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tak1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I S I !COMPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l•---•I 

VACCINEES HITH NO COMPLAINTS I 12 I 12 I 13 I 13 I 13 I 12 I I 11 I 
I I 85. nn I I 85. 7;0 I I 92. 9% J I I 92. 9% J I 1100. 0% J I I 92. 3% J I I 78. 6% J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 14 I 14 I 14 I 14 I 13 I 13 I I 14 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1------ ·---1 
VACCINEES HITH NO DATA I O I O I O I O I 1 I 1 I I 0 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUteER 
PATIENT CLASS: 
AGE RANGE 

DAut, ROBERTS. 
000406 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 4 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NutBER OF VACCINEES ( 6 VACCINEESl - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tak!BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l•-•••--I 
SYSTEMIC I 2 I o I o I o I o I o I I 2 I 

BODY AS A HHOLE/SITE U-.SPEC. 

FATIGUE 

HARM TO TOUCH 

DIGESTIVE SYSTEtt 

DIARRHEA 

NERVOUS SYSTEM & PSYCHIATRIC 

I , 33. 3%, I , o. 0% l I l o. 0% l I , o. 0% l I t o. 0% l I , o. 0%, I I 33. 3% l I 

2 0 0 
33.3% l 0.0%) ' 0.0%) 

l 0 0 
16. 7%) ' 0.0%) ' 0.0%) 

l 0 0 

' 16. 7%) ' 0.0%) 0.0%) 

l 0 0 
16.7%) 0.0%) 0.0%) 

l 0 0 
16. 7%) 0.0%) 0.0%) 

2 0 0 
33.3%) ' 0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0 . 0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 
0.0%) 

0 
0 . 0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

2 
33.3%) 

l 
16. 7%) 

l 
16. 7%) 

l 
16. 7%) 

l 
16. 7% l 

2 
33.3%) 

IRRITABILITY 2 0 0 0 0 0 I 2 
( 33 . 3% l I I O. 0% l l O • 0% l I l O . 0% l I I O . 0% I l O . 0% l I 33 • 3% ) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 2 I O I O I O I O I O I I 2 

I l 33 • 3% l I I o. 0% , I , o. 0% , I , o . 0% l I , o . 0% l I I o . 0% , I I 33 . 3% 1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COHPLAINTS I 4 I 6 I 6 I 6 I 6 I 6 I I 4 
I , 66. 7% 1 I uoo. 0% l I uoo. 0% l I uoo. 0% l I uoo. 0% 1 I uoo. 0% 1 I I 66. 7% 1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 6 I 6 I 6 I 6 I 6 I 6 I I 6 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NlJ1BER 
PATIENT CLASS: 
AGE RANGE 

DAUM, ROBERTS. 
000406 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-11 MOS. 

TABLE 4 (cont.) 

CLINICAL COHPLAINTS 

VACCINE : HIB CONJUGATE I N..t'BER OF VACCINEES l 6 VACCINEES) - INJECTION: Z I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I N..t'BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COMPLAINTS I O I l I Z I 3 I 4 I S I !COMPLAINTS 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------l-tHHHHt•-I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I O I 

I I I I I I I I I 
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INVESTIGATOR 
STIJDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

DALtt, ROBERTS. 
000406 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 

1-11 HOS. 

VACCINE : HIB CONJUGATE 

HAX TEMPERATIJRE 
( DEG F, ORALJ 

TABLE 5 

HAXItt.11 TEMPERATURES 

I Nl.t1BER OF VACCINEES ( 32 VACCINEESJ - INJECTION 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I Nll1BER 

1----------------------------------------------------------------------------I HITH I o I 1 I Z I 3 I 4 I 5 I I HAX TEMP tHHHtlOl••••••••-•-••••-•••••••11 lllflflf•-- •1tlllflfl(lflflllf lflf**lllflflflflf llltlfJtltlfJtlflflf lflflllllllflfltlfJI lllfl(lflflflfJ(lflf lflflflflflfJ(lflflf lflflflfltlfJtltlfJI 

NORMAL 0 0 1 z z z 0 
o.o:o o.o:o 3. li! J 6. 3;,: J 6. 3;,: J 6. 3;,: J o.o;,: > 

< 99 ZS 27 30 30 29 27 Zl 
87.Si!J 84.4%) 93 .a;,:> 93.Si! J 90.6%) 84.4%) 65.6%) 

99 - 99.9 l 4 1 0 1 3 8 
3.1%) 1Z.5i!) 3.1%) o.o;,: > 3. li! J 9.4%) ZS. Oi! J 

100 - 100. 9 3 1 0 0 0 0 3 
( 9. 4% J ( 3. 1% J ( 0. 0%) ( 0. o:o ( 0. 0%) ( 0. o:o ( 9. 4%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 32 I 3Z I 32 I 32 I 32 I 32 I I 32 I 

I uoo.oY.> I uoo.oY.> I uoo.oY.> I uoo.oY.> I uoo.oi!> I uoo.oY.J I I uoo.oY.J I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I O I O I O I O I O I O I I O I 
I , o • ox > I I o. ox > I l o • oY. J I , o. ox J I , o • oY. > I , o. ox > I I l o • oY. > I 
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INVESTIGATOR 
sruoY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

DAl.tl, ROBERTS. 
000406 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 5 (cont.) 

HAXIKJ'I TEHPERAT\JRES 

VACCINE : HIB CONJUGATE I tanER OF VACCINEES l 14 VACCINEES) - INJECTION 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tanER 

HAX TEHPERAT\JRE 1----------------------------------------------------------------------------I HITH 
I DEG F • ORAL I I o I 1 I 2 I 3 I 4 I 5 I I HAX TEHP 

····································--·-········•-l••·······•l••·····-·•iUHUHHHtlHll••·················••1--• 
NORMAL I o I o • 1 I 1 I 1 • 1 I I o I 

I o • ox , I o. ox , I 7. 17. , I 1 7. 17. , I 7. 17. , I 7. 17. l I I l o • ox , I 
I I I I I I I I I 

< 99 I 13 I 14 I 13 I 13 I 13 I 13 I I 13 I 
I l 92. 97. , I 1100. ox I I l 92. 97. , I l 92. 97. , I l 92. 97. 1 I l 92. 9% , I I 92. 97. 1 I 
I I I I I I I I I 

99 - 99.9 I 1 I o I o I o I o I o I I 1 I 
I l 7 .1% I I I o. 0% 1 I l o • ox I I l o • 0% 1 I l o. ox I I l o • 0% 1 I I l 7. 17. 1 I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 14 I 14 I 14 I 14 I 14 I 14 I I 14 I 

I 1100.ox, I 1100.0%1 I 1100.ox, I 1100.0%1 I 1100.0%1 I 1100.0%> I I 1100.0%> I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERAT\JRE NOT TAKEN I o I o I O I O I O I O I I O I 
I I 0.0iO I I o.oiO I ( 0.0%) I I o.oin I I o.ox, I I 0.0%) I I I 0.0%) I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

DAU1, ROBERr S. 
000406 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 5 (cont.) 

HAXIl'IM TEHPERATURES 

VACCINE : HIB CONJUGATE I t-lJollER OF VACCINEES ( 6 VACCINEES) - INJECTION 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t-lJollER 

t1AX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F , ORAL J I O I l I 2 I 3 I 4 I 5 I I t1AX TEMP 

-·····························••l••······••l1H1••····••1-•-ltHHHHHHHHHtltHttHHHtNJHHtl••····••1H1l••······••l---•-1 
< 99 I s I 4 I 6 I s I 6 I 6 I I 3 I 

I 83.3i0 I 66.7%) I noo.ox, I 83.3%) I noo.ox, I noo.ox, I I so.ox, I 
I I I I I I I I I 

99 - 99. 9 I 1 I 2 I o I 1 I o I o I I 3 I 
I l 16. 7% J I c 33. 3%' J I , o. 0%' J I c 16. 7% 1 I c o. 0% J I c o. 0% J I I c 50. 0%, I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 6 I 6 I 6 I 6 I 6 I 6 I I 6 I 

I noo.0%'1 I noo.0%1 I noo.o%J I noo.o;o I 1100.0%1 I 1100.0%> I I uoo.0%'> I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I o I o I o I O I O I O I I O I 
I , o.ox, I , 0.0%1 I , 0.0%) I , 0.0%1 I , o.ox, I , 0.0%, I I c 0.0%) I 
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DIIUNOt0CtC PllIKIHG or I!IFAKTS lltTB A SIHCLE DOSE OF 
H. IHn.UEHZAE TYPE B (Rib) POLYSACClillDE-N. HEMINCI-

t 963 TIDIS OUTD. KEMUANE PttOTEIH (PS-OHP) CONJiEATE VM:.
CIHL £u1en• ~ Shapiro, ~ ~ PrDDeq, Robert: ,!:. 
Oaua, Yale and T11lue U. School.a of HecUcine, 0.pcs. 
~ediacr1cs, Nev Kava Ulci Nev Orluna. 

IA a trial of ics 1-&aosatcicy, 13 children froa 2-6 mnch• 
of a1• receivecl a aingl• do■• of Ps--OMP conju1ac• vaccine. T1t•r• 
of aac1body aga1nst Kib ca1t9ular PS(PIP) one mncn after 1-m1s
t1011 v•r• decemineci at Herek Laboracor1aa by radiot-,nousay 
W1.th the UH of Ult ~r1m1c bbellad anc11an. All 13 children 
had <0,4ug of antibody/al before raceivtn1 Ps-ota' vaccine 1114 6/13 
(46%) had !l.Ou1/al after a aingle do■• <,eo .. crtc -■n: 5 .2ug/al.). 

aecau■• additional PS-OHP vaccine vu nae avaLl&bl• and prev1-
oua vorit au11••ted chac the coajupce vaccine uy pruia 1Dfanca co 
ru,ond co pl&ia PtlP ve ada11liaured PIP vacc1na co all 7 dlildren 
vtcb <O,lu1 of antibody/al after Ps-GIP vaccine aDli co 4 children 
W1.cb > 1. Oug of ancibody /al af car PS-OMP vacciDa. Of the 7 child
ren vith <l,Oug of aacibody/al (1a1-tr1c mean: 0.4u1/al), 4 (57%) 
devalol)ed ?l.Ou1 of antibody/al (1eoaatric •an: 5.2ug/al) one 
math afcer ''booac1ng" vith PIP vaccine. Of the four children 
W1.th >l,Oug of antibody/al afcer PS-OMP vaccine, the t1cara of a~ 
t1body one II01lCh afcer "booacing" vich PIP vaccine 1.ncraued in 
one child (froa 19.6 co 31.2u1/al), changed liccle in on• child 
(froa 1.0 co l.lu1/al) and decreaaed 1n tvo children (froa 1.3 to 
0.4ug/al and fr011 1.5 to 0.4ug/al, raapact1valy). We conclude 
that the aacibody re■l)Oft••• of young iafanca co a single doae of 
PS-OMP conju1ace vaccine vary: ticera of aac1body ll.Oug/al de
velop 1D aoaa infaat■• ochers are priaed ta achina ?.1.0ug/al af
cer suoa-.uanc ''booating" with PtlP vaccine, while ochers fa1l to 
have a auoacucul reapoua. 
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(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

DATE INITIATED: 

DATE COMPLETED: 

62601/ 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex), 
Study /10004-07. 

To evaluate the safety and irnmunogenicity of 
Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex) in 
healthy infants and children 2 months to 5 years of 
age. 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex). 

polysaccharide/ml Lot 1069/C-P241 -

Lot 1072/C-P298 -

Lot 1080/C-P749 -

mcg meningococcal protein/ml 
polysaccaride/ml 

mcg meningococcal protein/ml 
polysaccharide/ml 

Lot 1085/C-Rl32 -
mcg meningococcal protein/ml 

mcg polysaccharide/ml 

---mcg meningococcal protein/ml 

ILilient 
Aluminum h droxide ~iluent 
Lot 

Parvin Azimi, M.D. 
Children's Hospital Medical Center 
51st & Grove Street 
Oakland, California 94609 

Ann Margaret Petru, M.D. 
Children's Hospital Medical Center 
51st & Grove Street 
Oakland, California 94609 

Children's Hospital Medical Center 
747 Fifty-Second Street 
Oakland, California 94609 

May 26, 1987 

In progress. 

26AUG88 
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STUDY POPULATION: 

STUDY PROCEDURE: 

6260I/ 

- 2 -

Heal thy infants and children 2 to 71 months of age 
are included in the study. A subset of infants and 
children were randomized to receive the three 
clinical lots of vaccine (1072/C-P298, 1080/C-P749, 
1085/C-R132). 

Infants 2 to 11 months of age receive 2 injections of 
the vaccine given 2 months apart, while children 12 
months of age and older receive a single injection. 
Vaccine is reconstituted in aluminum hydroxide and 
administered by intramuscular route. The dose for 
each injection is 15 mcg polysaccharide in the 
appropriate volume - 0.75 ml for Lot 1069/C-P241 and 
0.5 ml for Lots 1072/C-P298, 1080/C-P749, and 
1085/C-R132. 

Parents or guardians are required to record the 
vaccinee 's temperature and any systemic or injection 
site reactions for 5 days after each injection. 
Unexpected or serious reactions are to be reported 
immediately to the study physician. 

A blood sample is obtained immediately before each 
injection and one month after the last (or only) 
injection . Additional samples are obtained 7 to 10 
months after the last injection for infants 2 to 11 
months of age and at 15 to 18 months postvaccination 
for children 12 to 71 months of age. 

All serum samples are assayed by Merck Sharp & Dohme 
Research Laboratories for antibody to .H. influenzae 
type b capsular polysaccharide by radioimmunoassay 
(RIA). Selected samples are also tested for serum 
bactericidal activity, quantitation of IgG1 and 
IgG2 subclass, and IgM and total IgG antibodies. 
Testing for opsonophagocytic activity was done at the 
University of Alabama. 

26AUG88 

00lt68 



(b) (6)

RESULTS: 

62601/ 

- 3 -

Demographic information and individual pre and 
postvaccination antibody data for each vaccinee 
enrolled in the study is reported in Tables 1 and 2. 

1. Number Vaccinated: 

InjectiQn NQ. 
LQt Age _1 _L 

1069/C-P241 2-11 mo. 15 14 
12-71 mo. 29 

1072/C-P298 2-11 mo . 30 21 
12-71 mo. 29 

1080/C-P749 2-11 mo. 9 3 
12-71 mo. 14 

1085/C-R132 2-11 mo. 10 5 
12-71 mo. 13 

Children randomized to receive the clinical lots 
were assigned case numbers 

2. SerQlQgic Results 

Antibody responses (RIA) prior to and after 
vaccination are as follows: 

r. w;th Ant;~PRP GMT {mcg Ab/ml) 
Age r;me >0. 15 mcg Ab/ml >1 .o mcg Ab/ml All Vacc;nees 

2-11 mo . Pre 
2 mo. 
3 mo. 

12-71 mo. Pre 
1 mo. 

32 ( 6/19) 
100 (14/14) 
100 (12/12) 

36 (13/36) 
100 (36/36) 

0 ( 0/19) o. 10 
79 ( 11 /14) 2.79 
92 ( 11/12) 6.38 

0 ( 0/36) 0. 11 
92 (33/36) 5.01 

Antibody responses (by lot per age group) prior 
to vaccination through 10 months postvaccination 
are included in Tables 3-6 . Responses for 
children randomized to receive the clinical lots 
are shown in Tables 7-9. 

26AUG88 
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RESULTS: 
(CONT.) 

62601/ 

- 4 -

3. Clinical Results: 

The frequencies of selected injection site and 
systemic reactions during the 48 hours after 
vaccination are as follows: 

% Vaccinees with Reactions 
2 - 11 12 - 71 

Months of Age 
Type of Reaction Injection l Injection 2 

Injection Site 
Erythema >l inch 3.9 2/51) 
Swelling >l inch 2.0 1/51) 
Pain/Soreness 11.8 6/51) 

Systemic 
Irritability 
Sleepiness/ 

Lethargy/Fatigue 

27 . 5 ( 14/51) 
11.8 ( 6/51) 

0.0 ( 0/31) 
o.o ( 0/31) 

19.4 ( 6/31) 

35. 5 ( 11 /31) 
22.6 ( 7/31) 

Months of Age 
Inject i on l 

0 . 0 ( 0/61) 
1.6 ( 1/61) 
18 . 0 ( 11/61) 

24 . 6 (15/61) 
18.0 ( 11/61) 

Reaction frequencies and maximum temperatures 
recorded during the five days following each 
injection of vaccine are reported in Tables 10-12. 

No serious or alarming reactions attributable to 
the vaccine were reported. 

26AUG88 

n () 1~ 7 n 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 1 
DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H HISP 7H 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 HCG 

63 021 INJ 2 CP241 15 MCG 
321 071 BLEED 1 1932 

F BLAC 9H 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 MCG 

61 011 BLEED 1 12832 
61 021 INJ 2 CP241 15 HCG 

306 071 BLEED 2 2549 

H BLAC 9H -15 001 PREBLEED < 125 
0 011 INJ l CP241 15 HCG 

122 D11 BLEED 1 05/ 1493 
122 021 INJ 2 CP241 15 HCG 

H OTHE 3H 0 001 PREBLEED 140 
0 011 INJ 1 CP241 15 HCG 

119 011 BLEED l 05/ 1451 
119 021 INJ 2 CP241 15 HCG 

F BLAC 2H 0 001 PREBLEED < 125 
0 011 INJ l CP241 15 HCG 

100 011 BLEED l 05/ 7966 
100 021 INJ 2 CP241 15 HCG 

H BLAC 2H 0 001 PREBLEED < 125 
0 011 INJ l CP24l 15 HCG 

100 011 BLEED l 05/ 3171 
100 021 INJ 2 CP241 15 HCG 

F BLAC 4H 0 001 PREBLEED < 125 
0 011 INJ l CP241 15 HCG 

78 011 BLEED l 05/ 12803 
78 021 INJ 2 CP241 15 HCG 

F CAUC lH 0 001 PREBLEED 662 
0 011 INJ l CP241 15 HCG 

63 011 BLEED l 3016 
63 021 INJ 2 CP241 15 HCG 

CODE/ SSA CODE/ OPSO 

0 
-:::> 
l::: 
-...I 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE l (cont.) 

DEtlOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 

H BLAC 

F OTHE 

F OTHE 

F BLAC 

F OTHE 

lH 

8H 

6H 

6H 

7H 

6H 

8H 

4H 

9H 

3M 

98 

0 
0 

83 
83 

0 
0 

71 
71 

105 

0 
0 

71 
71 

105 

0 

0 
0 

105 
105 

0 
0 

41 
41 
83 

0 
0 

63 
63 

106 

0 

0 

021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 

001 PREBLEEO 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

INJ l 

001 PREBLEED 

7465 

1514 
CP241 15 HCG 

05/ 4510 
CP2'tl 15 HCG 

158 
CP241 15 HCG 

05/ 9085 
CP2'tl 15 HCG 

05/ 12537 

185 
CP241 15 HCG 

05/ 23696 
CP241 15 HCG 

05/ 11501 

CP241 15 HCG 

< 125 
CP241 15 HCG 

05/ 3524 
CP241 15 HCG 

< 125 
CP241 15 HCG 

05/ 507 
CP241 15 HCG 

05/ 6277 

< 125 
CP241 15 HCG 

672 
CP241 15 HCG 

1298 

CP298 15 HCG 

< 125 

CODE/ SBA CODE/ OPSO 

< 5 

:::, 
'::) 

·--.j 

C\J 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

t1 OTHE 3M 0 011 INJ 1 CP298 15 HCG 
56 011 BLEED 1 631 
56 021 INJ 2 CP298 15 HCG 

111 021 BLEED 2 1289 

H CAUC lOH 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 HCG 

57 011 BLEED l 158 
57 021 INJ 2 CP298 15 HCG 
92 021 BLEED 2 709 

F CAUC lOH 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 HCG 

56 011 BLEED l 4819 
56 021 INJ 2 CP298 15 HCG 
91 021 BLEED 2 9596 

F OTHE 9H 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 HCG 

63 011 BLEED 1 1323 
63 021 INJ 2 CP298 15 HCG 
91 021 BLEED 2 9343 

H CAUC 8H 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 HCG 

96 011 BLEED 1 05/ 1130 
96 021 INJ 2 CP298 15 HCG 

125 021 BLEED 2 05/ 25996 

H OTHE 6H 0 001 PREBLEED 207 
0 011 INJ l CP298 15 HCG 

68 011 BLEED l 4718 
68 021 INJ 2 CP298 15 HCG 

119 021 BLEED 2 14117 

H CAUC 2H 0 001 PREBLEED 319 
0 011 INJ l CP298 15 HCG 

64 011 BLEED l 2149 
64 D21 INJ 2 CP298 15 HCG 

H CAUC 3H 0 01 PREBLEED < 125 

CODE/ SBA CODE/ OPSO 

< 5 

5 

< 5 

< 5 

5 

< 5 

5 

5 

':> 
0 
~ 

---.I 
~ 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
2 I NJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE l (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

3M 0 011 INJ l CP298 15 HCG 
79 011 BLEED l 05/ 1129 
79 021 INJ 2 CP298 15 HCG 

107 021 BLEED 2 05/ 854 

6M 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 HCG 

64 011 BLEED l 4621 
84 021 INJ 2 CP298 15 HCG 

115 021 BLEED 2 05/ 4586 

F CAUC 5H 0 001 PREBLEED 183 
0 011 INJ l CP298 15 HCG 

63 021 INJ 2 CP298 15 HCG 
99 021 BLEED l 25193 

F CAUC 6M 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 HCG 

69 011 BLEED l 3499 
69 021 INJ 2 CP298 15 HCG 

104 021 BLEED 2 7051 

M CAUC 6H 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 HCG 

62 021 INJ 2 CPZ98 15 HCG 
98 021 BLEED l 43048 

F CAUC SH 0 001 PREBLEED 125 
0 011 INJ l CP298 15 HCG 

58 021 INJ 2 CP298 15 HCG 
92 021 BLEED 1 15032 

F CAUC 3H 0 1 CPZ98 15 HCG 
77 2 CP2~8 15 HCG 

F CAUC 3H 0 INJ 1 CP298 15 MCG 
77 INJ 2 CP298 15 HCG 

M CAUC 8H 0 INJ 1 CR13Z 15 HCG 
63 INJ 2 CR132 15 HCG 

CODE/ SBA CODE/ OPSO 

0 
0 
.I:: ..., 
.e: 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
2 INJ . THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

f CAUC 3M 0 
61 

f CAUC 5H 0 
63 

f CAUC 6H 0 
0 

77 
77 

104 

H CAUC 4H 0 
0 

90 
90 

125 

H OTHE 6H 0 
0 

63 
63 
97 

H CAUC lOH 0 
80 

F CAUC 9H 0 
0 

57 
85 

F BLAC 9H 0 
0 

57 
57 

8M D 
0 

63 

INJ l 
INJ 2 

INJ l 
INJ 2 

PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
021 INJ 2 
021 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

CP298 
CP298 

CP298 
CP298 

CP749 

CP749 

CR132 

CR13Z 

CP298 

CP298 

CP298 
CP298 

CP749 
CP749 

CR132 

CR132 

CP298 

15 MCG 
15 MCG 

15 MCG 
15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 
15 MCG 

15 MCG 
15 MCG 

15 MCG 

15 MCG 

15 MCG 

05/ 

05/ 

05/ 

05/ 

< 125 

645 

1922 

< 125 

4997 

4878 

161 

1963 

2040 

< 125 

3200 

< 125 

13240 

< 125 

9663 

CODE/ SBA CODE/ OPSO 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H HISP 

F OTHE 

H BLAC 

F CAUC 

F CAUC 

H BLAC 

F BLAC 

H CAUC 

F CAUC 

H CAUC 

F BLAC 

F OTHE 

F BLAC 

8H 

7H 

7H 

2H 

2H 

6H 

6H 

5H 

9H 

8H 

9H 

UH 

4H 

63 
93 

0 
56 

D 
70 

D 
0 

64 
64 

0 
63 

0 
0 

69 

0 
0 

69 

0 
0 

62 

0 
0 

66 

0 

0 

0 

0 

021 INJ 2 
021 BLEED 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

011 INJ 1 

011 INJ 1 

011 INJ l 

011 INJ l 

CP298 

CP749 
CP749 

CR132 
CR132 

CR132 

CR132 

CP298 
CP298 

CP298 

CR13Z 

CP298 

CP749 

CR132 

CP749 

CP298, 

CP298 

15 HCG 

15 MCG 
15 MCG 

15 HCG 
15 MCG 

15 MCG 

15 MCG 

15 MCG 
15 MCG 

15 MCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

9921 

181 

11886 

< 125 

4035 

< 125 

707 

367 

8510 

2,91 

3573 

CODE/ SBA CODE/ OPSO 

0 
0 
.c, 
..... 
0-
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
Z INJ. TtlO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC ZH 0 011 INJ l CPZ98. 15 HCG 

H CAUC 3H 0 011 INJ l CP749. 15 HCG 

F CAUC 9H 0 011 INJ l CR13Z, 15 HCG 

F BLAC 9H 0 011 INJ l CP749. 15 HCG 

F CAUC lH 0 011 INJ l CP749 15 HCG 

F CAUC 4H 0 011 INJ l CPZ98, 15 HCG 

F BLAC lOH 0 011 INJ 1 CP749 15 HCG 

F CAUC UH 0 011 INJ 1 CR13Z 15 HCG 

H CAUC 6H 0 011 INJ 1 CPZ98. 15 HCG 

F CAUC 4H 0 011 INJ 1 CR13Z. 15 HCG 

H BLAC 5H 0 011 INJ l CPZ98 15 HCG 

CODE/ SBA CODE/ OPSO 

0 
0 
.t:> ..., ..., 
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INVESTIGATOR 
sruDv 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV 

M CAUC 13M 0 
D 

33 

H BLAC 19H 0 
0 

44 

F OTHE 1.511 0 
0 

41 

H BLAC 17H 0 

H BLAC 2V 0 

H BLAC 2V 0 
0 

31 

F OTHE 12H 0 
0 

31 

H CAUC 13H 0 
0 

29 

H HISP 24H 0 
0 

29 

H HISP 1.511 0 

H HISP 1.511 0 

H BLAC 20H 0 
0 

32 

F BLAC 1.511 0 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ l 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 

LOT DOSE 

CP241 15 HCG 

CP241 JS HCG 

CP241 15 HCG 

CP241 15 HCG 

CP241 15 HCG 

CP241 15 HCG 

CP241 15 HCG 

CP241 15 HCG 

CP241 15 HCG 

CP241 15 HCG 

CP241 15 HCG 

CP241 15 HCG 

CODE/ RIA 

< 125 

295 

< 125 

3912 

< 125 

3321 

< 125 

1895 

< 125 

14617 

243 

1953 

< 125 

3300 

< 125 

1746 

< 125 

CODE/ SBA 

< 2 

< 2 

< 5 

20 

< 5 

20 

< 5 

80 

< 5 

20 

5 

80 

< 2 

2 

< 5 

20 

< 5 

CODE/ OPSO 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•--•••-••••-•••••••••••·••·••-----•,IHHHUHf••••••*IHHHHHfllHl-•••••••••·•••••·•-•-lHHHHHflHHHt•-•••••··••·•••••••••••••••••• 

F BLAC 15H 0 011 INJ 1 CP241 15 HCG 
30 011 BLEED 1 844 20 

F HISP 4H 0 011 INJ 1 CP241 15 HCG 

H BLAC 0 011 INJ 1 CP241 15 HCG 

H CAUC Z4H 0 001 PREBLEED < 125 < 5 
0 011 INJ 1 CP241 15 HCG 

33 011 BLEED 1 3287 20 

H BLAC ZOH 0 001 PREBLEED < 125 < 5 
0 011 INJ 1 CP241 15 HCG 

31 011 BLEED 1 13608 20 

F BLAC 2Y 0 011 INJ 1 CP241 15 HCG 

F CAUC 2Y -7 001 PREBLEED 159 < 5 
0 011 INJ 1 CP241 15 HCG 

29 011 BLEED 1 7525 >= 80 

F BLAC L2H 0 011 INJ 1 CP241 15 HCG 

H BLAC 2H 0 011 INJ 1 CP241 15 HCG 

F OTHE 3M 0 011 INJ 1 CP241 15 HCG 

F OTHE 3Y 0 001 PREBLEED 04/ 668 04/ 5 
0 011 INJ 1 CP241 15 HCG 

27 011 BLEED 1 04/ 10350 04/ 80 

F CAUC 4H 0 011 INJ 1 CP241 15 HCG 

H BLAC 8H 0 011 INJ 1 CP241 15 HCG 

F CAUC 2H 0 001 PREBLEED 153 < 5 
0 011 INJ 1 CP241 15 HCG 

63 011 BLEED 1 11740 20 

H CAUC 2H 0 001 PREBLEED 143 < 5 

::> 
Q 
~ 
~ 

0 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H CAUC 22H 0 
63 

F CAUC 18H 0 
0 

35 

H BLAC 15H 0 
0 

35 

F BLAC 2Y 0 
0 

28 

F CAUC 24H 0 
0 

28 

H OTHE 12H 0 
0 

2B 

F OTHE 15H 0 
0 

94 

F OTHE 18H 0 
0 

42 

H OTHE 17H 0 
0 

22 

F CAUC 20M 0 

H CAUC 23H 0 
0 

38 

TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 

011 INJ l CP241 15 HCG 
011 BLEED 1 6748 

001 PREBLEED 127 
011 INJ l CP241 15 HCG 
D11 BLEED l 18785 

001 PREBLEED 238 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 6415 

001 PREBLEED 175 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 36019 

001 PREBLEED 173 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 67376 

001 PREBLEED < 125 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 1602 

001 PREBLEED 293 < 5 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 5218 20 

001 PREBLEED < 125 < 5 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 28503 20 

001 PREBLEED < 125 < 5 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 338 5 

011 INJ 1 CP298 15 HCG 

001 PREBLEED < 125 < 5 
011 INJ l CP298 15 HCG 
011 BLEED 1 2323 >= 80 

·:::> 
"=> --~ 
::> 



(b) (6) (b) (6) (b) (6)

HFLu/Z3546090/07/12/88/PAGE 66 

ItNESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H BLAC 23H 0 
0 

35 

H CAUC 13H 0 
0 

35 

F BLAC 13H 0 
0 

34 

F BLAC 24" 0 

F HISP 12H 0 
0 

24 

F BLAC 13H 0 

H BLAC 20H 0 
0 

49 

F CAUC 16H 0 
0 

56 

H OTHE 1811 -7 
0 

28 

H CAUC 2Y 0 
0 

43 

F HISP 23H 0 
0 

43 

H CAUC ZY 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

001 PREBLEED 283 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 1373 

001 PREBLEED 241 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 9485 

001 PREBLEED 223 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 2076 

011 INJ 1 CPZ98 15 HCG 

001 PREBLEED < 125 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 1501 

011 INJ 1 CPZ98 15 HCG 

001 PREBLEED 182 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 3111 

001 PREBLEED Z2Z 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 27028 

001 PREBLEED 699 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 16748 

001 PREBLEED 131 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 19106 

001 PREBLEED < 125 
011 INJ 1 CP749 15 HCG 
Dll BLEED 1 2641 

011 INJ 1 CR13Z 15 HCG 

CODE/ SBA 

< 5 

5 

< 5 

>= 80 

< 5 

20 

< 5 

20 

< 5 

80 

< 5 

>= 80 

< 5 

20 

CODE/ OPSO 

42 

97 

:)) 
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TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR AZIMI, PARVIN H. 
STIJDY 000407 
VACCINE HIB CONJUGATE 
REGIMEN ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 

--····---··········-···········---··---··---·-··········---·--··--·················-----········ 
F BLAC ZY 0 l CP749 15 MCG 

F CAUC 2Y 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 HCG 

35 011 BLEED l 10491 

H BLAC 21H 0 001 PREBLEED 314 < 5 43 
0 011 INJ l CR13Z 15 HCG 

29 011 BLEED l 31363 >= 80 100 

F BLAC 23H 0 011 INJ l CP298 15 HCG 

H CAUC 24H 0 011 INJ l CP298 15 HCG 

F BLAC 18H 0 011 INJ l CR132 15 HCG 

F BLAC 21H 0 011 INJ l CP749 15 HCG 

H BLAC 2Y 0 011 INJ l CP749 15 HCG 

H BLAC 2Y 0 011 INJ l CP749 15 HCG 

H CAUC 20H 0 011 INJ l CR132 15 HCG 

F BLAC 2Y 0 011 INJ l CP298 15 MCG 

H BLAC 12H 0 011 INJ l CR132 15 HCG 

F BLAC 12H 0 011 INJ l CP298 15 HCG 

F CAUC 19H 0 001 PREBLEED 270 < 5 
0 011 INJ l CP749 15 HCG 

29 011 BLEED l 7022 >= 80 

F OTHE 12H 0 011 INJ l CP749 15 HCG 

H CAUC 14H 0 011 INJ l CP749 15 HCG 

H CAUC 2Y 0 001 PREBLEED < 125 < 5 
0 011 INJ l CP749 15 HCG 
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INVESTIGATOR 
STIJDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H CAUC ZY 36 

H BLAC ZY 0 

F BLAC 16H 0 
0 

35 

F CAUC 13H 0 
0 

Z8 

H CAUC ZY 0 

F BLAC 2311 0 
0 

36 

H BLAC 2ZH 0 

F HISP ZlH 0 

F BLAC 2411 0 

H CAUC ZY 0 

F BLAC ZY 0 

H HISP lZH 0 

H OTHE 14H 0 

H BLAC 17H 0 

H CAUC SH 0 
0 

41 

H BLAC 0 

H BLAC 0 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT 

011 BLEED l 

011 INJ l 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ l 

011 INJ l 

011 INJ l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

011 INJ l 

LOT 

CR13Z 

CR132 

CPZ98 

CPZ98 

CPZ98 

CP749 

CP749 

CPZ98 

CR13Z 

CR13Z 

CPZ98 

CR132 

CR13Z 

CP749 

CP749 

CP749 

DOSE 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

CODE/ RIA 

32948 

< 125 

13215 

444 

1863 

< 125 

4845 

< 1Z5 

4543 

CODE/ SBA 

zo 

< 5 

>= 80 

l 
: 1 

CODE/ OPSO 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

M CAUC 

f OTHE 

F OTHE 

23M 0 

24H 0 

4Y 0 

DATE 

TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

PHS EVENT LOT 

011 INJ 1 CP298 

011 INJ 1 CR132 

011 INJ 1 CR132 

DOSE 

15 HCG 

15 HCG 

15 tlCG 

CODE/ RIA 

\ .. 
'1 

CODE/ SBA CODE/ OPSO 



(b) (6) (b) (6) (b) (6)
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TABLE 2 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR AZIHI, PARVIN H. 
STUDY 000407 
VACCINE HIB CONJUGATE 
REGIMEN 2 INJ. THO MOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 
**-****ltit*lttHl****1Ht*-*******1HtiHHUHf*iHHHHHE*1Ht****iUHOt-•1HttliHHt*tliHHt*-1Ht**lttHl**********lttHl*1HHE**tiHElHHUHHHHUHHE******lttHl****BiHt 

H HI SP 7H 0 011 INJ 1 CP241 15 HCG 
63 021 INJ 2 CP241 15 HCG 

F Bl.AC 9H 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ 1 CP241 15 HCG 

61 011 BLEED 1 7830 177 1427 
61 021 INJ 2 CP241 15 HCG 

H BLAC 9H -15 001 PREBLEED < 600 < 100 < 100 
0 011 INJ 1 CP241 15 HCG 

122 011 BLEED l 05/ 2599 05/ < 100 05/ 461 
122 021 INJ 2 CP241 15 HCG 

H OTHE 3H 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ 1 CP241 15 HCG 

119 011 BLEED 1 05/ 9976 05/ < 100 05/ 943 
119 021 INJ 2 CP241 15 HCG 

F BLAC 2H 0 011 INJ 1 CP241 15 HCG 
100 021 INJ 2 CP241 15 HCG 

H BLAC 2H 0 011 INJ 1 CP241 15 HCG 
100 021 ItU 2 CP241 15 HCG 

F BLAC 4H 0 011 INJ l CP241 15 HCG 
78 021 INJ 2 CP241 15 HCG 

F CAUC lH 0 001 PREBLEED < 600 < 250 < 100 187 
0 011 INJ l CP241 15 HCG 

63 011 BLEED 1 4916 < 250 < 100 1023 
63 021 INJ 2 CP241 15 HCG 
98 021 BLEED 2 11916 < 250 < 100 1600 

H BLAC 8H 0 011 INJ 1 CP241 15 HCG 
83 021 INJ 2 CP241 15 HCG 

F OTHE 6H 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ 1 CP241 15 HCG 

71 011 BLEED 1 05/ 9157 05/ < 250 05/ < 100 05/ 1223 
71 021 INJ 2 CP241 15 HCG 

0 
0 
~ 
co 
l.11 



(b) (6)

(b) (6) (b) (6)
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TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR AZIHI, PARVIN H. 
STUDY 000407 
VACCINE HIB CONJUGATE 
REGIMEN 2 INJ. TtlO MOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 
**-***-*****-*********_*_lHHf**-***-****_*_*_lHHtlHHHHHHH!IHHHt-*-**JHHtilif**lHHHHflHHtlHHHHHHf!HtlfiHHl************lliHt**-**-lHHt** 

F OTHE 6H 105 021 BLEED 2 05/ 15364 05/ < 250 05/ < 100 05/ 1632 

F OTHE 6H 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ l CP241 15 HCG 

71 011 BLEED l 05/ 30124 05/ < 250 05/ < 100 05/ 1865 
71 021 INJ 2 CP241 15 HCG 

105 021 BLEED 2 05/ 9314 05/ < 250 05/ < 100 05/ 833 

F BLAC 7H 0 011 INJ l CP241 15 HCG 

F OTHE 6H 0 011 INJ l CP241 15 MCG 
105 021 INJ 2 CP241 15 MCG 

F BLAC 811 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ 1 CP241 15 HCG 

41 011 BLEED l 05/ < 600 05/ < 250 05/ < 100 05/ 244 
41 021 INJ 2 CP241 15 MCG 
83 021 BLEED 2 05/ 2353 05/ < 250 05/ 1108 05/ 530 

H CAUC 4H 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ 1 CP241 15 HCG 

63 011 BLEED l 2108 < 100 269 
63 021 INJ 2 CP241 15 MCG 

106 021 BLEED 2 5775 181 1013 

F BLAC 9t1 0 011 INJ l CP298 15 HCG 

H OTHE 3H 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ l CP298 15 MCG 

56 011 BLEED l 8500 < 250 < 100 513 
56 021 INJ 2 CP298 15 MCG 

111 021 BLEED 2 10980 < 250 < 100 969 

H CAUC LOH 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ l CP298 15 HCG 

57 011 BLEED 1 < 600 < 250 < 100 115 
57 021 INJ 2 CP298 15 MCG 
92 021 BLEED 2 1572 < 250 < 100 192 

F CAUC LOH 0 001 PREBLEED < 600 < 250 < 100 < 100 

0 
::> 
::: . 
OD 
0-
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INVESTIGATOR 
STIJDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
2 INJ. mo MOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

F CAUC lOH 0 1 
56 1 
56 z 
91 z 

F OTHE 9H 0 001 PREBLEED 
0 011 INJ 1 

63 011 BLEED 1 
63 021 INJ z 
91 OZl BLEED Z 

H CAUC 8H 0 011 INJ 1 
96 021 INJ z 

H OTHE 6H 0 001 PREBLEED 
0 011 INJ 1 

68 011 BLEED 1 
68 OZl INJ z 

119 021 BLEED Z 

H CAUC 2H 0 001 PREBLEED 
0 011 INJ 1 

64 011 BLEED 1 
64 021 INJ 2 

H CAUC 3H 0 011 INJ 1 
79 OZl INJ 2 

H CAUC 6H 0 011 INJ 1 
84 021 INJ 2 

F CAUC 5H 0 011 INJ 1 
63 021 INJ 2 

F CAUC 6H 0 011 INJ 1 
69 021 INJ 2 

H CAUC 6H 0 011 INJ 1 
6Z 021 INJ 2 

F CAUC SH 0 011 INJ 1 

CP298 15 HCG 

CP298 15 HCG 

CPZ98 15 HCG 

CP298 15 HCG 

CP298 15 HCG 
CPZ98 15 HCG 

CP298 15 HCG 

CPZ98 15 HCG 

CPZ98 15 MCG 

CP298 15 HCG 

CP298 15 MCG 
CP298 15 HCG 

CPZ98 15 HCG 
CP298 15 HCG 

CP298 15 HCG 
CP298 15 HCG 

CP298 15 HCG 
CP298 15 HCG 

CP298 15 HCG 
CP298 15 HCG 

CP298 15 HCG 

27159 

52652 

< 600 

1897 

< 600 

10718 

< 600 

28178 

< 250 

< 250 

< 250 

< 250 

< 250 

< 250 

276 

177 

< 100 

< 100 

298 

< 100 

< 100 

< 100 

< 100 

< 100 

2757 

7707 

< 100 

396 

1713 

< 100 

348 

2391 

< 100 

3055 
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TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT 

F CAUC 

F CAUC 

F CAUC 

H CAUC 

F CAUC 

F CAUC 

F CAUC 

H CAUC 

H OTHE 

H CAUC 

F CAUC 

F BLAC 

5H 

3H 

3H 

8H 

3H 

5H 

6H 

4tt 

6H 

lOH 

9H 

9H 

58 

0 
77 

0 
77 

0 
63 

0 
61 

0 
63 

0 
0 

77 
77 

104 

0 
0 

90 
90 

0 
63 

0 
80 

0 
0 

57 
85 

0 

021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ l 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ l 
021 INJ 2 

001 PREBLEED 
011 INJ l 
021 INJ 2 
021 BLEED 1 

001 PREBLEED 

LOT DOSE 

CP298 15 HCG 

CP298 15 HCG 
CP298 15 HCG 

CP298 15 HCG 
CP298 15 HCG 

CR132 15 HCG 
CR132 15 HCG 

CP298 15 HCG 
CP298 15 HCG 

CP298 15 HCG 
CP298 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CR132 15 HCG 

CR132 15 HCG 

CP298 15 HCG 
CP298 15 HCG 

CP298 15 HCG 
CP298 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

< 600 

05/ 1195 

05/ 5561 

< 600 

05/ 1914 05/ 

< 600 

2587 

< 600 

< 250 

460 

< 250 

< 100 

05/ < 100 

05/ < 100 

< 100 

05/ < 100 

< 100 

513 

< 100 

05/ 

05/ 

05/ 

< 100 

237 

446 

< 100 

1049 

< 100 

799 

< 100 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 1 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
2 INJ. THO MOS . APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

F BLAC 9H 0 011 INJ 1 CR132 15 HCG 
57 011 BLEED 1 17193 275 732 2357 
57 021 INJ 2 CR132 15 HCG 

H HISP 8H 0 011 INJ 1 CP298 15 HCG 
63 021 INJ 2 CP298 15 HCG 

F OTHE 7H 0 011 INJ 1 CP749 15 MCG 
56 021 INJ 2 CP749 15 HCG 

H BLAC 7H 0 011 INJ 1 CR132 15 HCG 
70 021 INJ 2 CR132 15 HCG 

F CAUC 2H 0 011 INJ 1 CR132 15 HCG 
64 021 INJ 2 CR132 15 HCG 

F CAUC 2H 0 011 INJ 1 CP298 15 HCG 
63 021 INJ 2 CP298 15 HCG 

H BLAC 6H 0 011 INJ 1 CP298 15 HCG 

F BLAC 6H 0 011 INJ 1 CR132 15 HCG 

H CAUC 5H 0 011 INJ 1 CP298 15 HCG 

F CAUC 9H 0 011 INJ 1 CP749 15 HCG 

H CAUC 8H 0 011 INJ 1 CR132 15 HCG 

F BLAC 9H 0 011 INJ 1 CP749 15 HCG 

F OTHE 0 011 INJ 1 CP298 15 HCG 

F BLAC 4H 0 011 INJ 1 CP298 15 HCG 

F CAUC 2H 0 011 INJ 1 CP298 15 HCG 

H CAUC 3M 0 011 INJ 1 CP749 15 HCG 

F CAUC 9H 0 011 INJ 1 CR132 15 HCG 

0 
·::> 
-&:: 
·:,:, 
·O 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
Z INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ 1661 CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 
iHHHUHUHUHUHIIHlililiHHHIIHHIIHHliliUHHIIHHHUH!iliUHIIHHlililiHIIIIHHIIHlililiHlililililililillliliHlilililiHlilililiHHIIHIIHliliHHIIHHlilllllllllllllllllllllllllllllllllllllilillHHIIIIHHlilllilililiHlilililiHIII 

F BLAC 9M 0 011 INJ 1 CP749 15 HCG 

F CAUC lH 0 011 INJ 1 CP749 15 HCG 

F CAUC 4H 0 011 INJ 1 CPZ98 15 MCG 

F BLAC lOH 0 011 INJ 1 CP749 15 ttCG 

F CAUC llH 0 011 INJ 1 CR13Z 15 MCG 

H CAUC 6H 0 011 INJ 1 CPZ98 15 HCG 

F CAUC 4H 0 011 INJ 1 CR13Z 15 MCG 

H BLAC 5H 0 011 INJ 1 CPZ98 15 MCG 

0 



(b) (6)

(b) (6) (b) (6)
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TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR AZIMI, PARVIN H. 
STUDY 000407 
VACCINE HIB CONJUGATE 
REGIMEN I ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGM CODE/IGG TOTAL 
iHHflHtlHt*lHt****lHt**lHtiHHf*iHHf*™lHtlHt***lfiHtAif***** ________ ***™lHHHHHHHHHHHHf************KiHHflHHHHf*K_..K.KKK*K*K*KX-KK 

M CAUC 13M 0 001 PREBLEED < 600 < 250 269 < 100 
0 011 INJ l CP241 15 MCG 

33 011 BLEED l < 600 < 250 449 < 100 

H BLAC 19M 0 001 PREBLEED < 250 
0 011 INJ l CP241 15 MCG 

44 011 BLEED l < 250 

F OTHE 15M 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ l CP241 15 MCG 

41 011 BLEED l 11260 < 250 1104 1275 

M BLAC 17H 0 011 INJ l CP241 15 MCG 

M BLAC 2Y 0 011 INJ l CP241 15 MCG 

H BLAC ZY 0 001 PREBLEED < 250 
0 011 INJ l CP241 15 MCG 

31 011 BLEED l < 250 

F OTHE 12H 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ l CP241 15 MCG 

31 011 BLEED l 37877 < 25D 163 3389 

M CAUC 13H 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ l CP241 15 MCG 

29 011 BLEED 1 4199 287 550 821 

H HISP 24H 0 001 PREBLEED < 250 
0 011 INJ l CP24l 15 MCG 

29 011 BLEED l 468 

H HISP 15M 0 011 INJ 1 CP241 15 HCG 

H HISP 15M 0 011 INJ 1 CP241 15 HCG 

M BLAC 20M 0 011 INJ l CP241 15 HCG 

F BLAC 15M 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ l CP241 15 MCG 



(b) (6) (b) (6) (b) (6)
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TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR AZIMI, PARVIN H. 
STUDY 000407 
VACCINE HIB CONJUGATE 
REGIMEN ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 
JHl*tHHHHt***********lHHHt*****tHH1tHHl****IHHHtJHl***tHH1***1f-1HttHHIJHtlf-lHtJHt-*JHl*ll-tHUHHHHt***tHH1-****tHH1**1HUHHUHHHHHt*IHHUHt****tHH1*-******-

F BLAC 30 011 BLEED l < 600 < 100 < 100 

F HISP 14H D Dll INJ l CP241 15 HCG 

H BLAC 12H 0 011 INJ l CP241 15 HCG 

H CAUC 24H 0 011 INJ l CP241 15 HCG 

H BLAC 20H 0 011 INJ l CP241 15 HCG 

F BLAC 2Y 0 011 INJ l CP241 15 HCG 

F CAUC 2Y 0 011 INJ l CP241 15 HCG 

F BLAC 12H 0 011 INJ l CP241 15 HCG 

H BLAC 22H 0 011 INJ l CP241 15 HCG 

F OTHE 13H 0 011 INJ l CP241 15 HCG 

F OTHE 3Y 0 011 INJ l CP241 15 HCG 

F CAUC 14H 0 011 INJ l CP241 15 HCG 

H BLAC 18H 0 011 INJ l CP241 15 HCG 

F CAUC 22H 0 011 INJ l CP241 15 HCG 

H CAUC 22H 0 011 INJ l CP241 15 HCG 

F CAUC 18H 0 001 PREBLEED < 100 220 
0 011 INJ l CP241 15 HCG 

35 011 BLEED l 399 6802 

H BLAC 15H 0 001 PREBLEED < 600 
0 011 INJ l CP241 15 HCG 

35 011 BLEED l 7827 

F BLAC 2Y 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ l CP298 15 HCG 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F BLAC 

F CAUC 

H OTHE 

F OTHE 

F OTHE 

H OTHE 

F CAUC 

2Y 

17H 

20H 

23H 

23H 

13H 

13H 

24H 

12H 

13H 

20H 

16H 

18H 

28 

0 
0 

28 

0 

0 

0 
0 

42 

0 

0 

0 
0 

38 

0 
0 

35 

0 

0 

0 

0 

0 

0 

0 

0 

TABLE 2 (cont.) 

DEtlOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT 

011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

011 INJ l 

011 INJ l 

011 INJ l 

011 INJ l 

011 INJ l 

011 INJ l 

011 INJ l 

LOT DOSE 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

30140 

< 600 

64555 

< 600 

20061 

< 600 

4275 

< 600 

7937 

337 

< 250 

468 

< 250 

617 

< 250 

< 250 

1226 9487 

0 
0 
s::, 
..0 
v,I 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H CAUC 2Y 0 
0 

43 

f HISP 23H 0 
0 

43 

H CAUC 2Y 0 

F BLAC 2Y 0 

F CAUC 2Y 0 

H BLAC 21H 0 
0 

29 

F BLAC 23H 0 

H CAUC 24H 0 

F BLAC 1811 0 

F BLAC ZlH 0 

H BLAC 2Y 0 

H BLAC 2Y 0 

H CAUC 2011 0 

F BLAC 2Y 0 

H BLAC 12H 0 

F BLAC lZH 0 

F 19H 0 
0 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEEO 
011 INJ 1 
011 BLEED 1 

INJ 1 

1 

1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

l 

011 INJ 1 

011 INJ 1 

OU INJ 1 

011 INJ 1 

OU INJ 1 

OU INJ 1 

011 INJ 1 

OU INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 

CP298 15 HCG 

CP749 15 HCG 

CR132 15 HCG 

CP749 15 HCG 

CP298 15 HCG 

CR132 15 HCG 

CP2.98 15 HCG 

CP298 15 HCG 

CR132 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CR132 15 HCG 

CP298 15 HCG 

CR132 15 HCG 

CP298 15 HCG 

CP749 15 HCG 

< 600 

11285 

< 600 

7414 

< 600 

6201 

< 600 

< 250 

333 

< 250 

< 250 

726 

2271 

< 100 

< 100 

941 

< 100 

i,, 
; 1 



(b) (6) (b) (6) (b) (6)

HFLu/Z3546090/07/12/88/PAGE 53 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F CAUC 19H 29 

F OTHE 12M 0 

M CAUC 14H 0 

M CAUC ZY 0 
0 

36 

M BLAC 2Y 0 

F BLAC 16M 0 
0 

35 

F 13M 0 

M ZY 0 

F 23M 0 

M 22M 0 

F ZlM 0 

F 24H 0 

M 2Y 0 

F 2Y 0 

M 12M 0 

M 14H 0 

M 17H 0 

M 15H 0 

H 23H 0 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

l 

1 CP749 

INJ 1 CP749 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED l 

1 CR132 

001 PREBLEED 
011 INJ l CR132 
011 BLEED 1 

011 INJ 1 CP298 

011 INJ 1 CP298 

011 INJ 1 CP298 

011 INJ l CP749 

011 INJ l CP749 

011 INJ 1 CP298 

011 INJ l CR132 

011 INJ 1 CR132 

011 INJ 1 CP298 

011 INJ l CR132 

011 INJ 1 CR132 

011 INJ 1 CP749 

011 INJ 1 CP749 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

2715 

< 600 

10031 

< 600 

2727 

< 250 

758 

3331 

110 

1142 

215 

4568 

987 

< 100 

9671 

< 100 

989 

0 
0 
.t;: 
,D 
1.11 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/07/12/88/PAGE 54 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H BLAC 

H CAUC 

F OTHE 

F OTHE 

15H 0 

Z3H 0 

Z4H 0 

4Y 0 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT 

011 INJ 

011 INJ 

011 INJ 

011 INJ 

LOT 

l CP749 

l CPZ98 

l CR13Z 

l CR13Z 

DOSE 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 



HFLl,., 46210/07/19/88/14 

TABLE 3 
A N T I B O D V R E S P O N S E S 

INVESTIGATOR 
STUDV 
VACCINE 
ASSAV 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

7-11 MOS. 

12-71 MOS. 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
RIA 
CP241 
15 MCG 
HEALTHY CHILDREN 

" WITH ANTI-PRP 
TIME ----------------------------------

(MONTHS) >. 15 MCG AB/ML > 1 . 0 MCG AB/ML 
•••••••••••• ••••••••••••••• ••••••••••••••• 

PRE INJ 50 1/ 2) 0 0/ 2) 
MONTH 2 100 2/ 2) 50 1/ 2) 
MONTH 3 100 2/ 2) 100 2/ 2) 

PRE INJ 0 0/ 2) 0 0/ 2) 
MONTH 2 100 1/ 1 ) 100 I/ 1 ) 
MONTH 7-10 100 2/ 2) 100 2/ 2) 

PRE INJ 21 ( 3/ 14) 0 0/ 14) 
MONTH I 100 ( 14/ 14) 86 12/ 14) 

FOOTNOTE(S): 

FOLD RISE 
------------------------

" >2 FOLD MEAN 
• •••••••••••••• •••••• 

100 2/ 2) 4.9 
100 2/ 2) 10 . 8 

100 1/ 1 ) 102 . 7 
100 2/ 2) 17 . 8 

100 14/ 14) 25.0 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0.203 2) 
1.424 2) 
3. 113 2) 

0 . 063 2) 
12 . 832 1 ) 
2.219 2) 

0 . 085 14) 
3.497 14) 

IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HFLu,_ J46210/07/19/88/15 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
RIA 
CP298 
15 MCG 
HEALTHY CHILDREN 

TABLE 4 
A N T BODY RESP .9 NS ES 

1' WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >.15 MCG AB/ML > 1 .0 MCG AB/ML ">2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• •••••• 

I - 6 MOS. PRE INJ 50 4/ 8) 0 0/ 8) 
MONTH 2 100 5/ 5) 80 4/ 5) 100 5/ 5) 12. I 
MONTH 3 100 5/ 5) 100 5/ 5) 100 5/ 5) 83.6 

7-11 MOS. PRE INJ 0 0/ 4) 0 0/ 4) 
MONTH 2 100 4/ 4) 75 3/ 4) 75 3/ 4) 14. I 
MONTH 3 100 4/ 4) 75 3/ 4) 100 4/ 4) 40. I 

12-71 MOS. PRE INJ 50 8/ 16) 0 0/ 16) 
MONTH I 100 16/ 16) 94 15/ 16) 100 16/ 16) 28.6 

FOOTNOTE(S): 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

o. 125 8) 
2. 131 5) 

11. 858 5) 

0.062 4) 
1.766 4) 
5.011 4) 

0. 135 16) 
5.250 16) 

If A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HFLU, 46210/07/19/88/16 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
RIA 
CP749 
15 MCG 
HEALTHY CHILDREN 

TABLE 5 
A N T I B O D Y R E S P Q N S E S 

1' WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML > 1. 0 MCG AB/ML 1' >2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• • •••••••••••••• ••••••••••••••• • ••••• 

7-11 MOS. PRE INJ 0 0/ 1 ) 0 0/ 1 ) 
MONTH 3 100 1/ 1 ) 100 1 / 1) 100 1/ 1 ) 25.6 

12-71 MOS. PRE INJ 25 ( 1 / 4) 0 0/ 4) 
MONTH 1 100 ( 4/ 4) 100 4/ 4) 100 ( 4/ 4) 47 . 9 

FOOTNOTE(S); 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 063 1 ) 
3.200 1 ) 

0.090 4) 
7.259 4) 

IF A TITER IS REPORTED AS<. 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

:::> 
-::, 

0 
-0 



HFLlJ . 46210/07/19/88/17 

TABLE 6 
A N T I B O D Y R E S P Q N S E S 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

,- 6 MOS. 

7-11 MOS. 

12-71 MOS. 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
RIA 
CR132 
15 MCG 
HEALTHY CHILDREN 

1' WITH ANTI-PRP 
TIME ----------------------------------

(MONTHS) >.15 MCG AB/ML >1.0 MCG AB/ML 
•••••••••••• ••••••••••••••• ••••••••••••••• 

PRE INJ 100 ( 1/ I) 0 0/ 1 ) 
MONTH 2 100 ( 1/ I) 100 1/ 1 ) 

PRE INJ 0 0/ 1 ) 0 0/ I) 
MONTH 2 100 1 / 1 ) 100 1 / I) 

PRE INJ 50 1/ 2) 0 ( 0/ 2) 
MONTH l 100 2/ 2) 100 ( 2/ 2) 

FOOTNOTE(S): 

FOLD RISE 
------------------------

">2 FOLD MEAN 
• •••••••••••••• •••••• 

100 1 / 1 ) 65.7 

100 1/ I) 105.9 

100 ( 2/ 2) 102.B 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0. 181 1 ) 
11.886 1 ) 

0.063 I ) 
13.240 1 ) 

0. 140 2) 
20 . 358 2) 

If A TITER IS REPORTED AS <.125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



11FLI.J/1,._ - .0210/07/ 22/88/7 

INVESTIGATOR 
'>TUOV 
VACCINE 
ASSAV 
I.OT NUMBER 
DUSE 
POPULATION 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
RIA 
CP298 
15 MCG 
HEALTHY CHILDREN 

'JI, WITH 

TABLE 7 
A N T I B O O V R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTENCY LOTS - ALL 

ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML 'JI, >2 FOLD MEAN 
- ......... •••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• •••••• 

I - 6 MOS. PRE INJ 100 II I ) 0 0/ I ) 
MONTH 2 100 II I ) 100 II I ) 100 II I ) 12. 2 
MONTH 3 100 I/ I ) 100 II I ) 100 II I ) 12. 7 

7- I I MOS. PRE INJ 0 ( 0/ I ) 0 ( 0/ I ) 
MONTH 2 100 ( II I ) 100 ( II I ) 100 ( II I ) 77 .3 
MONTH 3 100 ( II I ) 100 ( I/ I ) 100 ( I/ I ) 79.4 

12 - 71 MOS. PRE INJ 25 1 / 4) 0 0/ 4) 
MONTH I 100 4/ 4) 100 4/ 4) 100 4/ 4) 37 . 6 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES . 

• •••••••••••••••• 

0. 161 I) 
I .963 I) 
2.040 I) 

0.063 I ) 
9.663 I) 
9.921 I ) 

o. 123 4) 
6.522 4) 

FOOTNOTE(S): 
IF A TITER JS REPORTED AS<. 125, THEN . 125 JS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER . 

'·· I ' 

.:::, 
0 
Jl 
0 -



Hf LU,- . _ 0210/07/22/88/8 

INVESTIGATOR 
~TUDV 
VACCINE 
ASSAV 
LOT NUMBER 
OOSE 
POPULATION 

AGE 
' ' ........ 

I - I I MOS. 

12-11 MOS. 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
RIA 
CP749 
15 MCG 
HEALTHY CHILDREN 

TABLE 8 
A N T I B O D V R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTENCY LOTS - ALL 

"' WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

(MONTHS) >. 15 MCG AB/ML > 1 . D MCG AB/ML % >2 FOLD MEAN 
•••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• •••••• 

PRE INJ 0 0/ I ) 0 0/ I ) 
MONTH 3 100 1 / 1 ) 100 1 / 1 ) 100 1/ I ) 25.6 

PRE INJ 25 I/ 4) 0 0/ 4) 
MONTH I 100 4/ 4) 100 4/ 4) 100 ( 4/ 4) 47.9 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 063 I) 
3.200 I) 

0.090 4) 
7.259 4) 

FOOTNOTE(S); 
IF A TITER IS REPORTED AS<. 125, THEN . 125 JS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 
0 
\.11 
0 
1'\J 



.0210/07/22/88/9 

INVESTIGATOR 
~TUOV 
VACCINE 
J. ',SAV 
,Ill NUMBER 
(,OSE 
l ·OPULATION 

AGE 
• ••••••••• 

I - 6 MOS. 

7- I I MOS. 

I 2- 7 I MOS. 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
RIA 
CRl32 
15 MCG 
HEALTHY CHILDREN 

TABLE 9 
A N T I B O D Y R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTENCY LOTS - ALL 

% WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

(MONTHS) >. 15 MCG AB/ML > 1. 0 MCG AB/ML % >2 FOLD MEAN 
•••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• •••••• 

PRE INJ 100 I/ I ) 0 0/ 1 ) 
MONTH 2 100 I/ 1 ) 100 I/ I ) 100 1 / I ) 65.7 

PRE INJ 0 0/ I ) 0 0/ 1 ) 
MONTH 2 100 I/ I ) 100 I/ 1 ) 100 ( 1/ 1 ) 105.9 

PRE JNJ 50 I/ 2) 0 0/ 2) 
MONTH I 100 2/ 2) 100 2/ 2) 100 2/ 2) 102.8 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 18 I I ) 
11 .886 I ) 

D.063 I) 
13.240 I) 

0. 140 2) 
20.358 2) 

FOOTNOTE(S): 
JF A TITER JS REPORTED AS< . 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 
0 
I.II 
0 
u4 



HFLU/CC546330/07/16/68/63 TABLE 10 
C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 1 

15 

8 72 . 7 %) 
3 27.3 %) 
4 

NO. OF VACCINEES % BASED 
HITH ON 11 

CLINICAL COMP. VACCINEES 
ittt**--**-****-**llitiHHHHUHf_*_ittt*O****-**********H*ff*-*H* 

LOCAL REACTIONS I INJECTION SITE) 
PAIN/SORENESS, INJ . SITE 
SHELLING, INJ. SITE l<=l IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
PROLONGED CRYING, 
TEETHING 
HARM TO TOUCH 

>l/2 HR 

I I 
I 2 18.2 I 
I 2 18.2 I 
I l 9.1 I 
I I 
I 3 27.3 I 
I 3 27.3 I 
I l 9.1 I 
I l 9 . 1 I 
I l 9 . 1 I 
I l 9.1 I 

o , 
0 
!JI 
0 
~ 



HFLU/CC546330/07/18/88/71 TABLE 10 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOlfJP 

VACCINE 

TOTAL VACCINEES 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH CONPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 
ERYTHEMA, INJ. SITE I <=l IN.) 
SHELLING, INJ. SITE (<=l IN. I 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 

HIB CONJUGATE 
INJECTION: Z 

14 

5 I 6Z.5 %1 
3 I 37.5 %) 
6 

NO. Of VACCINEES % BASED 
HITH ON 8 

CLINICAL COMP. VACCINEES 

3 
3 
1 
1 

3 
3 
1 

37.5 
37.5 
lZ.5 
lZ.5 

37.5 
37.5 
lZ.5 

::> 
~ 

\J1 
::> 
\J1 



HFLU/CC546330/07/18/88/64 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOl<f.JP 

VACCINE 

TOTAL VACCINEES 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 MOS. 
DAYS O TO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 
ERYTHEMA, INJ, SITE l<=l IN.) 
SHELLING, INJ. SITE l<=l IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 
HARM TO TOUCH 
FATIGUE 
DIARRHEA 
HHEEZING 
COUGH 
CRYING 
GAIT ABNORMALITIES 
HYALGIA 
NAUSEA 
OTITIS MEDIA 
PROLONGED CRYING, >l/2 HR 
RASH 
TEETHING 
VOMITING 

TABLE 10 (cont.) 
C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: l 

29 

n s2.o ;o 
12 48.0 :o 

4 

NO. Of VACCINEES % BASED 
~UTH ON 25 

CLINICAL COMP . VACCINEES 

7 28.0 
5 20.0 
3 12.0 
3 12.0 

10 40 . 0 
7 28.0 
7 28.0 
5 20.0 
3 12.0 
2 8.0 
l 4.0 
1 4.0 
l 4.0 
1 4.0 
l 4.0 
1 4.0 
l 4.0 
l 4.0 
1 4.0 
l 4.0 



HFLu/CC546330/07/18/88/65 
TABLE 10 (cont.) 

C L I N I C A L C O H P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUM8ER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
1-11 MOS. 

DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITEI 
ERYTHEHA, INJ. SITE l<=l IN.I 
SHELLING, INJ. SITE l<=l IN.I 
PAIN/SORENESS, INJ. SITE 
ERYTHEMA, INJ. SITE l>l It-lCHI 
INDURATION, INJECTION SITE 
SHELLING, INJ. SITE l>l INCHI 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARl1 TO TOUCH 
TEETHING 
UFPER RESPIRATORY INFECTION, NOS 
ATOPIC DERHATITIS 
DIARRHEA 
LARYNGEAL SPASl1 
RASH 
SINUSITIS 
HHEEZING 

HIB CONJUGATE 
INJECTION: l 

30 

9 33.3 %1 
18 66.7 %1 

3 

NO. OF VACCINEES % BASED 
HITH ON 27 

CLINICAL COMP. VACCINEES 

15 
12 

5 
3 
2 
l 
1 

14 
7 
5 
4 
2 
z 
1 
1 
1 
1 
1 
1 

55.6 
44.4 
18.5 
11.1 

7. 4 
3.7 
3.7 

51.9 
25.9 
18.5 
14.8 
7.4 
7.4 
3.7 
3.7 
3.7 
3 . 7 
3.7 
3.7 

'::) 

-.:::, 
JI 
0 
..... 



HFLu/CC546330/07/18/88/7Z 
TABLE 10 (cont.) 

C L I N I C A L C O H P L A I ~ T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLL~P 

VACCINE 

TOTAL VACCINEES 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CPZ98 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: Z 

Zl 

7 41. Z Y.) 
10 58.8 Y.) 

4 

NO. OF VACCINEES % BASED 
HITH ON 17 

CLINICAL COMP . VACCINEES 
ll ll llll ll ll II ll ll lliHtlHHtllllffiHflHHHl ll 1111 lllf ll ll lllf lllHHHHOtlflHHtltiflHHHHHt)(ffiHfiHHHfftffiHfiHHHHtH 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEMA, INJ. SITE (<=l IN.) 
SHELLING, INJ. SITE l<=l IN.) 
PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARM TO TOUCH 
APPETITE INCREASE 
RASH 
TEETHING 

10 
8 
4 
3 

6 
6 
5 
z 
1 
1 
1 

58.8 
47 . 1 
Z3.5 
17.6 

35.3 
35.3 
Z9.4 
11.8 
5.9 
5.9 
5.9 



HFLU/CC546330/07/18/88/66 TABLE 10 (cont.) 
C L I N I C A L C O H P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT W1BER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
12-71 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 
ERYTHEMA, INJ, SITE (<=l IN,) 
SHELLING, INJ. SITE (<=l IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARM TO TOUCH 
COUGH 
RASH 
ATOPIC DERMATITIS 
DIARRHEA 
HOROEOLUH 
OTITIS MEDIA 
PAIN 
PROLONGED CRYING, >l/2 HR 
TEETHING 
URTICARIA 
VOMITING 
HHEEZWG 

HIB CONJUGATE 
INJECTION: 1 

29 

9 40.9 %) 
13 59.1 %) 

7 

NO. OF VACCINEES % BASED 
HITH ON 22 

CLINICAL COMP. VACCINEES 

7 31.8 
5 22.7 
4 18.2 
3 13.6 

u 54.5 
6 27.3 
5 22.7 
5 22.7 
2 9.1 
2 9.1 
l 4.5 
l 4.5 
l 4.5 
l 4.5 
1 4.5 
l 4.5 
l 4.5 
l 4,5 
1 4.5 
l 4.5 



HFLU/CC546330/07/18/88/67 TABiE 10 (cont.) 
C L I N I C A L C O H P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLCJtlJP 

VACCINE 

TOTAL VACCINEES 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL CotlPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEMA, INJ. SITE l<=l IN.) 
SHELLING, INJ. SITE l<=l IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 

HIB CONJUGATE 
INJECTION: 1 

9 

2 (40.0%) 
3 l 60.0 %) 
4 

NO. OF VACCINEES % BASED 
HITH ON 5 

CLINICAL COMP. VACCINEES 

2 
2 
1 

l 
1 

40.0 
40.0 
20.0 

20.0 
20 . 0 

0 
:::, 
\J'I -0 



Hflu/CC546330/07/l8/88/73 TABtE 10 (cont.) 
C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STIJDY 
VACCINE 
LOT NUMBER 
POPULATiotl 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 2 

3 

2 I 66. 7 %) 
1 ( 33.3 %) 
0 

NO. OF VACCINEES % BASED 
HITH ON 3 

CLINICAL COMP. VACCINEES 
MMMMMMM*MMIHflHflHfMIHflHHt**IHf*!HtiHlMMM*****IHHHHt**IHflHHHf*lHHHf*IHf*IHHt****lHUHf** 

LOCAL REACTIONS I INJECTION SITE) 
ERYTHEMA, INJ. SITE l<=l IN.) 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
HARM TO TOUCH 

I I 
I 1 33.3 I 
I 1 33.3 I 
I I 
I 1 33.3 I 
I 1 33.3 I 
I 1 33.3 I 
I 1 33.3 I 

I , 
I' 

0 
0 
\JI -... 



HFLU/CC546330/07/18/88/68 TABLE 10 (cont.) 
C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT MJHBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLON.JP 

VACCINE 

TOTAL VACCINEES 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

HIB CONJUGATE I 
INJECTION: 1 I 

14 I 
I 

4 44.4 %) I 
5 55.6 %) I 
5 I 

I 
NO. OF VACCINEES % BASED I 

HITH ON 9 I 
CLINICAL COMP. VACCINEES I CLINICAL COHPLAINTS 

IHHf•iUf-lflflflfititlflflHflflfJHHHlX•••••••••••••••••••XlflHHHHHtlflflflHHl•••••••XlftHHHHtlflf 

LOCAL REACTIONS {INJECTION SITE) 2 22.2 
ERYTHEMA, INJ. SITE l<=l IN.) 2 22.2 
SHELLING, INJ. SITE l<=l IN.) 2 22.2 
INDURATION, INJECTION SITE 1 11.1 

SYSTEMIC REACTIONS 5 55.6 
IRRITABILITY 2 22.2 
ATOPIC DERMATITIS 1 11.1 
COUGH 1 11.1 
FATIGUE 1 11.1 
NASAL DISCHARGE 1 11.1 
PROLONGED CRYING, >1/2 HR 1 11.1 
RASH 1 11.1 
TEETHING 1 11.1 
TINEA CORPORIS 1 11.1 
UPPER RESPIRATORY INFECTION, NOS 1 11.1 
HARM TO TOUCH 1 11.l 

0 
0 
\JI ... 
N 



HFLU/CC546330/07/18/88/69 TABLE 10 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEMA, INJ. SITE (<=l IN.) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE (<=l IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 
HARH TO TOUCH 
FATIGUE 
OTITIS MEDIA 
RASH 

HIB CONJUGATE 
INJECTION: 1 

10 

3 37.5 %) 
5 62.5 %) 
2 

NO. OF VACCINEES % BASED 
HITH ON 8 

CLINICAL COMP. VACCINEES 

4 50.0 
4 50.0 
1 12.5 
1 12.5 

4 50.0 
3 37.5 
2 25.0 
1 12.5 
1 12.5 
1 12.5 

' I 1 

0 
0 
J1 ... 
v4 



HFLU/CC546330/07/18/88/74 ,TABLE 10 (cont.) 
C L I N I C A L C O H P L A I ~ T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NJl1BER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO Ca1PLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: Z 

5 

0 I o.o %) 
3 1100.0 %) 
z 

NO. OF VACCINEES % BASED 
HITH ON 3 

CLINICAL COMP. VACCINEES 
tHttHttHt*tHtlHHHHHHt**lHHUHHHUHHUHHHHUHllllllllllllllllllllt*lHHHHHttHt*tHt*tHttHtll-lHttHttHt*tHt** 

LOCAL REACTIONS !INJECTION SITE) 

SYSTEMIC REACTIONS 
DIARRHEA 
IRRITABILITY 
OTITIS HEDIA 
RASH 
TEETHING 
VOHITING 
HARM TO TOUCH 

I I 
I o o.o I 
I I 
I 3 100.0 I 
I 1 33.3 I 
I 1 33.3 I 
I 1 33.3 I 
I 1 33.3 I 
I 1 33.3 I 
I 1 33.3 I 
I 1 33.3 I 



HFLU/CC546330/07/18/88/70 , TABLE 10 (cont.) 
C L I N I C A L C O H P L A I ~ T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT MJMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 
12-71 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS I INJECTION SITE) 
SHELLING, INJ. SITE C<=l IN.) 
ERYTHEMA, INJ. SITE C<=l IN.) 
INDURATION, INJECTION SITE 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE C>l INCH) 

SYSTEMIC REACTIONS 
IRRITABILITY 
DIARRHEA 
GAIT ABNORMALITIES 
TEETHING 
HARH TO TOUCH 

HIB CONJUGATE 
INJECTION: 1 

13 

Z 40.0 :o 
3 60.0 %) 
8 

NO. OF VACCINEES X BASED 
HITH ON 5 

CLINICAL COHP . VACCINEES 

3 60.0 
z 40.0 
1 zo.o 
1 20.0 
1 zo.o 
l 20.0 

3 60.0 
2 40.0 
1 20.0 
1 zo .o 
1 zo.o 
1 20.0 

;:, 
=> 

,J\ 

J\ 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 11 
CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I N.J18ER OF VACCINEES I 15 VACCINEESI - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
tHHt************-•-•*-****iUt*****'**-***1HHtl****1Ht****l**********'********-l**********l-••····••l•-·····••l********-
LOCAL REACTIONS I l I 2 I 2 I 2 I l I l I I 2 

I I 9.liO I I 18.2%) I I 28.6%) I I 28.6%) I I 14.3%) I I 14.3%) I I 18.2%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

PAIN/SORENESS, INJ. SITE I l I 2 I l I l I O I O I I 2 
I 9.1%) I 18.2%1 I 14.3%) I I 14.3%) I I 0.0%) I 0.0%) I I I 18.2%) 
I I I I I I I I 

SHELLING,INJ.SITE(<=lIN.1 I l I l I l I l I l I l I I l 
I I 9 .1% I I I 9 .1% I I I 14. 3% I I I 14. 3% I I I 14. 3% I I C 14. 3%) I I 9 .1% I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I 3 I 2 I l I l I l I l I I 3 

I I 27.3%1 I I 18.2%1 I I 14.3%1 I 1 14.3%1 I I 14.3%1 I I 14.3%1 I I 27.3%1 

BODY AS A HHOLE/SITE UNSPEC. 2 l 0 0 0 0 2 
18. 2%1 9.1%) 0.0%) 0.0%) 0.0%) 0.0%) 18.2%) 

FATIGUE l l 0 0 0 0 l 
9.1%) 9.1%) 0.0%) 0.0%) 0.0%) 0.0%) 9.1%) 

HARM TO TOUCH l 0 0 0 0 0 1 
9.1%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 9.1%) 

DIGESTIVE SYSTEM l l l l l l l 
I 9.1%) I 9.1% I 14.3%) 14.3%) 14.3%) 14.3%) 9.1%) 

TEETHING l l l l l l l 
9.liO 9.1%) 14.3%) 14.3%) 14.3%) 14.3%) 9.1%) 

NERVOUS SYSTEM & PSYCHIATRIC 3 2 0 0 l 0 3 
27.3%) 18.2% I 0 . 0%) 0.0%) 14.3%) 0 . 0%) 27.3%) 

IRRITABILITY 3 z 0 0 l 0 3 
27.3%) 18.2% I 0.0%) 0.0%) 14.3%) 0 . 0%) 27.3%) 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CotUUGATE 
CP241 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I tlJMBER OF VACCINEES I 15 VACCINEESl - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tf.Jt'eER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
******************-*******1HtiHHHHt-1tl********-'**•--·••l-•*******'*-*******'**--****IIHHf•-·•-I-••••**'********** 

PROLONGED CRYING, >l/2 HR I l I O I O I O I O I O I I l 
I 1 9. 1% l I I o • 0% l I I o. 0% l I I o • 0% l I I o • 0% l I I o. 0% l I I 9. 1% l 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COMPLAINTS I 3 I 3 I 2 I 2 I 2 I 2 I I 3 

I 1 27.3%> I 1 27.3%> I I zs.6%> I I zs.6%l I I zs.6%l I I zs.6%> I I 27.3%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 8 I 8 I 5 I 5 I 5 I 5 I I 8 
I 1 12.1%> I 1 12.1%> I 1 71.4%> I 1 7l.4%l I 1 71.4%> I 1 7l.4%l I I 72.7%l 

-----------------------------------1----------I----------I----------I----------I ----------I----------I----------I 
TOTAL VACCINEES REPORTING I 11 I 11 I 7 I 7 I 7 I 7 I I 11 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I 4 I 4 I 8 I 8 I 8 I 8 I I 4 

I I I I I I I I 



HFLU/Z3546030/07/1Z/88/PAGE 18 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES ( 14 VACCINEES) - INJECTION: Z I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I Nl.t1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I Z I 3 I 4 I 5 I !COMPLAINTS 
*************-•*-***-***•---•1--••••••l••-••••••l********-l********-l•••-*****l-••••--•I-•**-- ••---•• 
LOCAL REACTIONS I l I Z I l I 1 I l I 1 I 3 

I , 12.5%) I , zs.0%1 I , 20.0%, I , 25.0%) I 1 2s.0%, I , 25.0%) I 37.5%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------

ERYTHEHA, INJ. SITE ( <=l IN.) I l I O I O I O I O I O I 1 
I 12.s%1 I 0.0%1 I 0.0%1 I 0.0%1 I 0.0%1 I 0.0%1 I 12.s%1 
I I I I I I I 

PAIN/SORENESS, INJ. SITE I l I Z I O I O I O I O I 3 
I 12. 5% , I zs. 0% l I o. 0% l I o. 0% l I o. 0% l I o. 0% l I 37. 5% l 
I I I I I I I 

SHELLING,INJ.SITE(<=lIN.1 I O I 1 I 1 I 1 I 1 I 1 I 1 
I ( 0.0%) I ( lZ.5%) I I Z0.0%) I ( 25.0%) I f ZS.0%1 I f 25.0%) I 12.5%) 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------
svsTEHIC I 2 I 2 I · 1 I O I O I O I 3 

BODY AS A HHOLE/SITE U,.,SPEC. 

FATIGUE 

NERVOUS SYSTEM & PSYCHIATRIC 

I t zs.0%1 I I zs.0%1 I f 20.0%1 I t 0.0%1 I f 0.0%, I f 0 . 0%1 I 37.5%1 

1 0 0 0 
12.5%) 0.0%) 0.0%) 0.0%) 

l 0 0 0 
12.5%) 0.0%) 0.0%) 0.0%) 

2 z l 0 
25.0%) 25.0%) 20.0% I 0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0 . 0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

l 
12.5% I 

1 
f 12.5%) 

3 
37 .5% I 

IRRITABILITY 2 Z 1 0 0 D 3 
( 25.0%) ( 25.0%1 f 20.0%1 I 0.0%1 I 0.0%1 f 0.0%1 37.5%1 

-----------------------------------1----------I---------- ----------l----------1----------1----------1----------I 
VACCINEES HITH COMPLAINTS I 2 I 3 Z I l I l I 1 I I 3 

If zs.0%1 If 37.5%1 t 40.0%1 If zs.0%1 I 1 2s.0%1 I 1 2s.0%1 I I 37.5%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 6 I 5 I 3 I 3 I 3 I 3 I I 5 
I I 75.0%) I I 62.5%) I ( 60.0%) I f 75.0%) I ( 75.0%) I ( 75.0%) I I 62.5%) 

-)3 
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ItNESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
1-ll MOS. 

TABLE 11 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I Nl.tlBER OF VACCINEES ( 14 VACCINEESI - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I Nl.tlBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I S I !COMPLAINTS 

-----------------------------------1----------1----------1----------1----------l----------1----------1----------l*EHHl*****' 
TOTAL VACCINEES REPORTING I 8 I 8 I S I 4 I 4 I 4 I I 8 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I 6 I 6 I 9 I 10 I 10 I 10 I I 6 

I I I I I I I I 

0 
0 
V1 .... 
.0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE f M.ttBER OF VACCINEES I 29 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I HJMBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I fCOMPLAINTS 

it-lHE**********-**lHOHt*•-·-·---•1•--•*****'**********'**********'*-**-•-l••···-•-l•******-*'***•-·•-1•-·-···· 
LOCAL REACTIONS I 6 f 6 I 1 f O I O f O I I 7 

I 1 25. 0% > I 1 24. 0% > I 1 4. 8% > I I o • 0% > I I o • 0% > I I o. 0% > I I 2s. 0% > 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEMA,INJ.SITE(<:;:lIN.) I 2 I 2 I 1 I O I O I O I I 3 
I s.3%1 I I s.0%> I 1 4.8%1 I 1 0.0%> I 0.0%> I 0.0%> I I 1 12.0%> 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 4 I 4 I O f O I O I O I I 5 
I 16. 7% > I 16. 0% > I o. 0% > I o. 0% > I o. 0% 1 I o. 0% > I I 20. 0% > 
I I I I I I I I 

SHELLING,INJ.SITE(<:;:lIN.) I 1 I 3 I O I O I O I O I I 3 
I 1 4.2%1 I 1 12.0%) I I 0.0%) I 1 0.0%) I I 0.0%> I I 0.0%> I I 12.0%> 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I 6 I 8 I 5 I 3 I 5 I 4 I I 10 

I I 25 . 0%) I I 32.0%) I I 23.8%) I I 15.8%> I I 26.3%> I I 22.2%) I I 40.0%) 

BODY AS A HHOLE/SITE UNSPEC, 4 4 4 2 3 0 7 
16.7%) 16.0%) 19 . 0%) 10.5%) 15.8%) 0.0%) 28.0%) 

FATIGUE 4 1 2 2 z 0 5 
16. 7%) 4.0%) 9.5%) ' 10.5%) 10.5%) 0.0%) ' 20.0%) 

HARM TO TOUCH 3 3 4 1 1 0 7 
12 . 5%) 12.0%) 19.0%) 5.3%) 5.3%) 0.0%) Z8.0%) 

DIGESTIVE SYSTEM 2 3 1 1 2 2 4 

' 8.3%) ' 12. 0%) 4.8%) 5.3%) 10.5% l 11.1%) 16.0%) 

DIARRHEA 1 z 1 1 2 z 3 
4.2%) 8.0%) 4.8%) 5.3%) I 10.5%) 11.1%) 12. 0% J 

NAUSEA 0 1 0 0 0 0 1 
0 . 0%) 4.0%) 0.0%) 0.0%) 0.0%) 0.0%) 4.0%) 

0 
0 
JI 
N 
-:::> 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I tal1BER OF VACCINEES I 29 VACCINEESI - INJECTION: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tf.J1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I o I 1 I 2 I 3 I 4 I s I ICOHPLAINTS 
****************tHHt***********tHHHHt **tHHt***** ********** ********** ********** ********** ********** ********** ********** 

TEETHING 1 1 l l l l l 
4.2%) 4.0%) 4.8%) 5.3%) 5.3%) 5.6%) 4.0%) 

VOMITING 1 1 0 0 0 0 1 
4.2%) 4 . 0%) 0.0%) 0.0%) 0.0%) 0.0%) 4.0%) 

tlJSCULOSKELETAL SYSTEM l 0 0 0 0 0 1 
4.2%) o.o;o 0.0%) 0.0%) 0.0%) 0.0%) 4.0%) 

HVALGIA l 0 0 0 0 0 1 
4.2%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 4.0%) 

NERVOUS SYSTEM & PSYCHIATRIC 5 5 2 2 3 2 8 
20.8%) 20.0%) 9.5%) 10.5%) 15.8% I 11.1%) 32.0% I 

CRYING 1 0 0 0 0 0 1 
4.2%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 4.0%) 

GAIT ABNORMALITIES 1 0 0 0 0 0 l 
4.2%) 0.0%) 0.0%) 0.0%) 0 . 0%) 0.0%) 4.0%) 

IRRITABILITY 4 5 2 2 3 2 7 
16. 7iD 20.0% I 9.5%) 10.5% l 15.8%) 11.1%) 28.0%) 

PROLONGED CRYING, >1/2 HR l 0 0 0 0 0 l 
4 . 2%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 4.0%) 

RESPIRATORY SYSTEM 0 1 2 2 1 2 3 
0.0%) 4.0%) 9.5%) 10.5%) 5.3%) 11.1%) 12.0%) 

COUGH 0 l 1 1 0 0 1 
0.0%) 4.0%) 4.8%) 5.3%) 0.0%) 0.0%) 4.0%) 

HHEEZING 0 0 1 l l 2 2 
0.0%) 0.0%) 4.8%) 5.3%) 5.3%) 11.1%) 8.0%) 

0 
0 
IA 
f\.l . -· 
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INVESTIGATOR 
STUDY 
VACCitlE 
LOT NUMBER 
PATIENT CLASS : 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 
lZ-71 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

I taflBER OF VACCINEES C Z9 VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NU11BER 
1----------------------------------------------------------------------------I HITH 
I O I l I Z I 3 I 4 I 5 I I COMPLAINTS 

*********************************** --****** ********** ********** ********** ********** ********** *******-* ********** 
SKIN & SKIN APPENDAGE O O l l O O l 

0. 0l. ) 0. 0l. ) 4. 8l. ) 5. 3l. ) 0. 0l. l O. 0l. ) 4. 0l. ) 

RASH 

SPECIAL SENSES 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

l l 
4.8%) C 5.3%) 

0 0 
O.Ol.l 0.0%1 

0 
0.0%) 

0 
0.0%) 

0 
0. Ol.) 

l 
5.6l.) 

1 
4.0%) 

1 
4.0%) 

OTITIS MEDIA O O O D O 1 l 
I O . 0% l t O . 0% l C O . 0% l I O • 0% l I O . 0% l C 5. 6% > 4. 0% > 

----------------------------------- ----------1----------1----------1----------l----------l----------l----------
vAccINEEs HITH cot1PLAINTS a I 10 I 5 I 3 I s I 4 I 1z 

I 33.3%) I C 40.0%) I I 23.8%) I I 15.8%) I I 26.3%) I C ZZ . Z%) I 48.0%) 
-----------------------------------l----------l----------l----------l----------l----------l----------l----------

vAcc1NEES HITH NO COMPLAINTS I 16 I 15 I 16 I 16 I 14 I 14 I 13 
I I 66. 7% ) I C 60. 0%) I I 76. Zl.) I t 84. 2% l I I 73. 7% l I I 77. 8% l I 52. 0% l 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
TOTAL VACCINEES REPORTING I Z4 I 25 I 21 I 19 I 19 I 18 I ZS 

I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I 5 I 4 I 8 I 10 I 10 I 11 I I 4 

I I I I I I I I 

o · 
0 
1.11 
rv 
rv 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CPZ98 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 11 (cont.) 

. CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I tfJHBER OF VACCINEES ( 30 VACCINEES) - INJECTION: 1 I 
1--------------------------------------------------------------· -------------1 
I DAYS POST VACCINATION I NU1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
******************-*******-******l••-******l*********•l-•*******l**********l**********l*--*****1-•••••I********** 
LOCAL REACTIONS I 10 I 12 I 5 I 2 I 1 I 1 I I 15 

I 1 3 7. 0% , I 1 44. 4% , I 1 19. 2;0 I c 7. 7% , I c 4 . 0% , I 1 4 • 0% , I I 55. 6% , 

----------------------------------- ---------- ---------- ---------- ---------- ---------- ---------- ----------
ERYTHEMA, INJ. SITE I >l INCH) 0 1 1 0 0 0 

0.0%) 3. 7%) 3.8%) 0.0%) 0.0%) 0.0%) 

ERYTHEMA, INJ. SITE l<=l IN.l 9 8 2 1 0 0 
33.3%) 29.6%) 7. 7%) 3.8%) 0.0%) 0.0%) 

INDURATION, INJECTION SITE 0 0 1 l 1 1 
0.0%) 0.0%) 3.8%) 3.8%) 4.0%) 4.0%) 

PAIN/SORENESS, INJ. SITE 2 3 0 0 0 0 
7.4%) 11.1%) 0.0%) 0.0%) 0.0%) 0.0%) 

SHELLING, INJ. SITE I >l INCH) 1 0 0 0 0 0 
3. 7%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 

SHELLING, INJ. SITE l<=l IN. ) 2 3 2 0 0 0 
( 7 • 4% ) I 11 • 1% l I 7. 7% I I 0 • 0% I I 0. 0% I I 0.0%1 

-----------------------------------1----------I----------I----------I---------- ---------- ----------1----------1 
SYSTEMIC I 10 I 10 I 6 I 5 4 3 I I 

I 1 37.0%) I 1 37.0%> I 1 23.1%1 I c 19.2%) c 16.0%1 I 12 . 0% > I I 
-----------------------------------------------------------------------------------------------------------------
BODY AS A HHOLE/SITE UNSPEC. 4 6 3 0 1 1 

14.8%) 22.2%1 11 . 5%1 0.0%) 4.0%) 4.0%) 

FATIGUE 4 3 2 0 1 1 
14.8%) 11.1%) 7. 7%) 0.0%) 4.0%) 4.0%) 

HARM TO TOUCH 0 3 1 0 1 1 
0.0%) 11.1%) 3.8%) 0.0%) 4.0%) 4.0%) 

2 
7.4%) 

12 
44.4%) 

1 
3. 7%) 

3 
11.1%) 

1 
3. 7X) 

5 
I 18.5%) 

14 
51.9%) 

8 
29.6%) 

5 
18.5%) 

4 
14.8%) 

I 
I 
I 
I 
I 
I 
1-
I 
I 

0 
':) 

J1 
rv 
v-1 
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ltNESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 

I tLtlBER OF VACCINEES ( 30 VACCINEESI - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tak!BER 
1----------------------------------------------------------------------------I HITH 
I O I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 

***************JHHHl**iHtit**iHHOHOHOHt JHHHl****** ********** •-****** ********** *******iHtit ********** ·-·- ********** DIGESTIVE SYSTEM 2 2 2 l 1 2 3 
7.4%) 7.4%) 7.7%1 3.8%) 4.0%1 8.0%1 11.1%1 

DIARRHEA 0 0 0 0 0 l l 
0.0%1 0.0%) 0.0%) 0.0%) 0.0%) 4.0%) 3. 7%) 

TEETHING 2 2 2 l 1 l 2 
7.4%1 7.4%) 7. 7%) 3.8%) 4.0%) 4.0%) 7.4%1 

NERVOUS SYSTEM & PSYCHIATRIC 5 4 4 1 1 1 7 
18.5%1 14.8%) 15.4%) 3.8%1 4.0%) 4.0%) 25.9%) 

IRRITABILITY 5 4 4 1 l 1 7 
18.5%) 14.8% I 15.4%1 3.8%1 4.0%) 4.0%) 25. 9%1 

RESPIRATORY SYSTEM l 2 2 2 2 2 3 
3. 7%) 7.4%1 7.7%) 7. 7%) 8.0%) 8.0%) 11.1%) 

LARYNGEAL SPASH 0 0 0 l 1 l l 
0.0%1 0.0%1 0.0%1 3.8%1 4.0%) 4.0%) 3. 7%) 

SINUSITIS l 1 0 0 0 0 1 
3. 7%) 3. 7%) 0.0%) 0.0%) 0.0%) 0.0%) 3. 7%) 

UPPER RESPIRATORY INFECTION, NOS 1 2 l 1 1 1 2 
3. 7%) 7.4%) 3.8%) 3.8%) 4.0%) 4.0%) 7.4%) 

HHEEZING 0 0 l 1 l 1 1 
0.0%) 0.0%) 3.8%) 3.8%) 4.0%) 4 . 0%) 3. 7%) 

SKIN & SKIN APPENDAGE 0 1 1 2 1 0 2 
0.0%) 3. 7%) 3.8%) 7. 7%) 4.0%) 0.0%) 7 . 4%) 

ATOPIC DERMATITIS 0 1 1 1 0 0 1 
0.0%) 3. 7%) 3.8%) 3.8%) 0.0%) 0.0%) 3. 7%) 

::) 

:::) 

J1 
·\J 
~ 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I NUHBER OF VACCINEES I 30 VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUHBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
******lHHt****-******-*-******-1--***-*l**********l1HHt*******l*--•-•l-•-****1**1HHt***-l****-*1HHtl********** 

RASH I o I o I o I l I l I o I I l 
I c o . o:o I c o . o:o I I o. 0% > I c 3 . 8% > I c 4. 0% > I c o . 0% > I I 3 • 7% > 

-----------------------------------1----------I----------I----------I----------I----------I----------I---- ------I 
VACCINEES HITH COHPLAINTS I 14 I 16 I 9 I 7 I 5 I 4 I I 18 

I I 51.9%1 I I 59.3%1 I I 34.6%1 I I 26.9%) I I 20.0%1 I I 16.0%1 I I 66.7%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 13 I 11 I 17 I 19 I 20 I 21 I I 9 
I I 48. 1% I I I 40 . 7% I I I 65. 4% ) I I 73 . 1% ) I I 80 . 0% I I I 84. 0% ) I I 33. 3% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 27 I 27 I 26 I 26 I 25 I 25 I I 27 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I 3 I 3 I 4 I 4 I 5 I 5 I I 3 

I I I I I I I . I 

=> 
0 
.J1 
i\J 
1.11 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I tLIHBER OF VACCINEES I 21 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUteER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
tHHH1******H**1Ht*1Ht*iHHHl**iHHHttHHH!*l*lHHl1Ht****'****lHHl***'**********'**--****'*lHtlHt*****'tHHt*****lHtl*iHHHHHtlHt* *-*-**** 
LOCAL REACTIONS I 7 I 9 I 4 I 3 I 2 I o I 10 

I 1 41.2%> I 1 52.9%1 I 1 26.7%> I 1 20 . 0%1 I 1 13.3%1 I 1 0.0%> I sa.8%> 

----------------------------------- ----------l----------l----------l----------1----------1----------1----------
ERYTHEMA, INJ. SITE l<=l IN.) 6 I 7 I 4 I 3 I 2 I O I 8 

35.3%1 I 41.2%1 I 26.77.1 I 20.0%> I 13.3%> I 0.0%> I 47.1%> 
I I I I I I 

PAIN/SORENESS, INJ. SITE 3 I 3 I O I O I O I O I 3 
17. 6% > I 17. 6% 1 I o • 0% > I o • 0% > I o • 0% 1 I o • 0% > I 17. 6% > 

I I I I I I 
SHELLING, INJ. SITE I <=l IN.) 2 I 3 I l I O I O I O I 4 

1 11.ax, I 1 17.6%1 I 1 6.77.> I 1 0.0%> I I 0.0%> I 1 0.0%1 I 23.5%1 

----------------------------------- ----------l----------l----------l----------l----------1----------1----------1 
SYSTEMIC 5 I 6 I 3 I 4 I 2 I 3 I I 6 

1 29.4%> I 1 35.3%> I 1 20 . 0%> I 1 26.7%> I 1 13.3%1 I 1 20.0%> I I 35.3%1 

BODY AS A HHOLE/SITE UNSPEC. 5 2 3 1 0 1 5 
29.4%) 11.8%) 20.0%) 6. 7%) 0.0%) 6. 7%) 29.4%) 

FATIGUE 5 l 3 1 0 0 5 
29.4%) 5.9%) 20.0%) 6.7%) 0.0%) 0.0%) 29.4%) 

HARM TO TOUCH 0 l 0 0 0 1 2 
0.0%) 5.9%) 0.0%) 0.0%) 0.0%) 6. 7%) 11.8%) 

DIGESTIVE SYSTEH l l 1 l l l l 
5.9%) I 5.9%) 6. 7%) 6. 7%) 6.7%) 6. 7%) 5.9%) 

APPETITE INCREASE l l l l l l l 
5.9%) 5.9%) 6. 7%) 6.7%) 6. 7l.) 6. 7%) 5.9%) 

TEETHING l l l l l l l 
5.9%) 5.9%) 6. 7%) 6. 7%1 ( 6. 7%) 6. 7%) 5.9%) 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

I tu-13ER OF VACCINEES ( 21 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I MJtl3ER 

1----------------------------------------------------------------------------I HITH 
I o I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 

********-****•-·-····-·--·- ---·-- ··--·· ·-·-·- ----- ***-***- **-****** ********- ·-•-•*** 
NERVOUS SYSTEM & PSYCHIATRIC 4 6 3 2 1 1 6 

IRRITABILITY 

SKIN & SKIN APPENDAGE 

23.5%) 35.3%) 20.0%) 13.3%) 6. 7%) 6. 7%) 35.3%) 

4 
23.5%) 

0 
0.0%) 

6 
35.3%) 

D 
0.0%) 

3 
20.0%) 

0 
0.0%) 

2 
13.3%) 

1 
6. 7%) 

1 
6.7%) 

0 
0.0%) 

1 
6.7%) 

0 
0 . 0%) 

6 
35.3%) 

1 
5.9%) 

RASH O O O 1 0 0 1 
( 0 • 0% ) I O • 0% ) I O • 0% ) I 6 . 7% ) I O • 0% ) I O • 0% J 5. 9% ) 

-----------------------------------l----------l----------l----------l----------l----------l----------l----------
vAcc1NEES HITH COMPLAINTS I 9 I 9 I 5 I 5 I 3 I 3 I 10 

I I 52. 9% l I I 52. 9% J I I 33. 3% J I I 33. 3% J I I 20. 0% J I I 20. 0% J I 58. 8% J 
-----------------------------------l----------l----------l----------l----------l----------l----------l----------

vAcc1NEES HITH NO COMPLAINTS I 8 I 8 I 10 I 10 I 12 I 12 I 7 
I , 47.1%> I , 47.1%1 I , 66.7%1 I 1 66.7%> I , eo . 0%1 I I ao.o:o I 41.2%, 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 17 I 17 I 15 I 15 I 15 I 15 I I 17 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I 4 I 4 I 6 I 6 I 6 I 6 I I 4 

I I I I I I I I 

,:;) 

·:::> 
:.Jl 
rv 
..... 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu1BER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I NUHBER OF VACCINEES ( 29 VACCINEES) - INJECTION: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

•-************•-·-·---••tHHHt*l*-*****-l********-l••-******l**********'**********l****-**-1-•--1•-••**** 
LOCAL REACTIONS I 6 I 5 I 2 I 1 I o I o I I 7 

I , 27.3i0 I I 22.7%) I I 11.1%) I I 5.6%) I I o . O%l I , o.O%l I I 31.8%) 
----------------------------------- ----------1----------1----------1---------- ----------1----------1----------1 

ERYTHEHA, INJ. SITE l<=l IN.) 3 I 1 I 2 I 1 0 I O I I 4 
, 13.6%) I 1 4.5%) I 11.1%) I 5.6%) 0.0%) I 0.0%) I I 18.2%) 

I I I I I I 
PAIN/SORENESS, INJ. SITE 4 I 4 I 1 I 1 : 0 I O I I 5 

18.2%) I 1s.2%, I s.6%) I s.6%> 0.0%, I 0.0%, I I 22.n, 
I I I I I I 

SHELLING, INJ. SITE l<=l IN.) 2 I 1 I 1 I O O I O I I 3 
( 9. 1% ) I I 4. 5% ) I I 5. 6% I I I o • 0% I I O • 0% I I ( O. 0% I I I 13 • 6% I 

----------------------------------- ----------1----------1----------1---------- ----------1----------1----------1 
SYSTEMIC 4 I 6 I 6 I 5 1 I 3 I I 12 

I 18.2%) I I 27.3%l I I 33 . 3%1 I I 27.8%) 5.6%) I I 17.6%) I I 54.5%) 

BODY AS A HHOLE/SITE UNSPEC. 3 3 4 2 0 1 7 
13.6%) 13.6%) 22.2%1 11.1%) 0.0%) 5.9%) 31.8%) 

FATIGUE 2 2 2 1 0 1 5 
I 9.1%) I 9.1%) I 11.1%) 5.6%) 0.0%) 5.9%) 22. 7%) 

PAIN 1 0 0 0 0 0 1 
4 . 5%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 4.5%) 

HARH TO TOUCH 2 3 2 1 0 0 5 
9.1%) I 13.6%) 11.1%) 5.6%) 0.0%) 0.0%) 22. 7%) 

DIGESTIVE SYSTEH 0 1 1 1 0 1 3 
0 . 0%) 4.5%) 5.6%) 5. 6%) 0.0%) 5.9%) 13.6%) 

DIARRHEA 0 0 0 0 0 1 1 
0.0%) 0.0%) 0.0%) 0.0%) 0 , 0%) 5.9%) 4.5%) 

0 
0 
1.11 
j\J 

::o 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIHI, PARVIN H. 
OOD407 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 

I tfJHBER OF VACCINEES ( 29 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NJ-BER 
1----------------------------------------------------------------------------I HITH 
I O I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 

tHHiiHOHt*******NNNN****X*KKNNNNNKtHHI iHHHf**KtHHt tHHitHHt**** ***tHHt**** *******tHHt *****tHHt** **tHHt***** ******iHHHt *******tHHt TEETHING 0 0 1 1 0 0 1 
0. 0%) 0, 0%) 5.6%) 5.6%) 0.0%) 0.0%) 4.5%) 

VOMITING 0 1 0 0 0 0 1 
0.0%) 4.5%) 0.0%) 0.0%1 0. 0%) 0. 0% I 4.5%) 

NERVOUS SYSTEM & PSYCHIATRIC 2 5 2 2 1 1 7 
9.1%) 22. 7%) 11.1%) 11.1%) 5.6%) 5.9%) 31.8%) 

IRRITABILITY 2 4 2 2 1 1 6 
9.1%) 18.2%) 11.1%) 11.1%) 5.6%) 5.9%) 27.3%) 

PROLONGED CRYING, >1/2 HR 0 1 0 0 0 0 1 
0.0%) 4.5%) 0.0%) 0.0%) 0.0%) 0 , 0% ) 4.5%) 

RESPIRATORY SYSTEM 1 1 0 0 0 1 2 
4 . 5%) 4.5%) 0.0%) 0.0%) 0.0%) 5 . 9%) 9.1%) 

COUGH 1 1 0 0 0 1 2 
4.5%1 4.5%) 0.0%) 0.0%) 0.0%) 5.9%) 9.1%) 

HHEEZING 1 1 0 0 0 0 1 
4.5%) 4.5%) 0.0%) 0.0%1 0.0%) 0.0%) 4.5%) 

SKIN & SKIN APPENDAGE 0 0 3 2 1 1 3 
0.0%) 0.0%) 16.7%) 11.1%) 5.6%) 5.9%) 13.6%) 

ATOPIC DERMATITIS 0 0 1 0 0 0 1 
0.0%) 0.0%1 5.6%) 0.0%) 0.0%) 0 . 0%) 4.5%) 

RASH 0 0 2 2 1 1 2 
0.0%1 0,0%1 11.1%) 11.1%) 5.6%1 5.9%1 9.1%) 

URTICARIA 0 0 1 1 1 1 1 
0.0%) 0.0%) 5.6%) 5.6%) 5.6%) 5.9%) 4 . 5%) 

0 
0 
IJ1 
rv 
'° 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUNBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 11 (cont.) 
CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I tf..tlBER OF VACCINEES C 29 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I lllMBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 

******************1HHt****-**_*_*,ltiHHE1Ht*IHHt'**********'*******1HHtl1HHt*******'**********'*-*******'*lHHHHt**- *1HHt****** 
SPECIAL SENSES I 1 I 1 I 1 I 1 I O I O I 2 

I 4,5;0 I 4,5;0 I 5.6%J I 1 5,6%> I o.o%J I o.o%J I 9.1%> 
I I I I I I I 

HORDEOLUH I o I o I o I 1 I o I o I l 
I C 0 • 0% I I I O • o:o I I 0 • o:o I C 5, 6% J I I 0 • 0% I I I 0 • 0iO I I 4. 5,0 
I I I I I I I 

OTITIS MEDIA I 1 I 1 I l I O I O I O I l 
I I 4. 5% J I I 4 • 5% J I C 5. 6% I I I O. 0% I I I O • o:o I I O • 0% ) I I 4. 5% I 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------
vAccINEES HITH COHPLAINTS I 8 I 9 I 6 I 5 I 1 I 3 I 13 

I I 36.4%> I 1 40.9%1 11 33.3%1 I I 27.8%J I I 5.6%1 I I 17.6%> I 59.1%1 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------
vAccINEES HITH NO COHPLAINTS I 14 I 13 I 12 I 13 I 11 I 14 I 9 

I I 63. 6% J I I 59. 1%) I I 66. 7% I I I 72. 2% J I I 94. 4% J I I 82. 4% J I I 40. 9% J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 22 I 22 I 18 I 18 I 18 I 17 I I 22 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I 7 I 7 I 11 I 11 I 11 I 12 I I 7 

I I I I I I I I 

0 
0 

"" ~ 
0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I N.Jtl3ER OF VACCINEES I 9 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I 1«.11BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
*llit***-******llittHHt••*-••-•-l•--••••-l**•••••*••l-•-•*••l-••*•--1-••-*•••l•••-•tHHtl*•tHHt*••-I--*•-•• 
LOCAL REACTIONS I 1 I 2 I 1 I l I O I O I I 2 

I I 20.0:0 I I 40.o;o I I 25.0%) I I 25.0%) I I 0.0%) I I 0.0%) I I 40.0%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA,INJ.SITEl<=lIN.) I l I 2 I l I l I O I O I I 2 
I 20 • 0% ) I 40 • 0% I I 25. 0% ) I I 25. 0% ) I O • 0% ) I I O. 0% ) I I I 40 • 0% I 
I I I I I I I I 

SHELLING, INJ. SITE l<=l IN. I I 1 I 1 I 1 I l I O I O I I l 
I I 20 • 0% ) I I 20 . 0% I I I 25. 0% ) I I 25 . 0% ) I I O • 0% ) I I O • 0% ) I I 20 • 0% ) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I l I o I o I o I o I o I I 1 

I I 20 • 0% ) I I O • 0% ) I I O • o;o I I O. 0% ) I I O • 0% ) I I O • 0% ) I I 20 • 0% ) 

I I I I I 
NERVOUS SYSTEM & PSYCHIATRIC 1 0 I O I O I D I O I l 

20.0%, 0.0%> I 0.0%, I , 0.0%> I , 0.0%, I , 0.0%1 I , 20.0%, 
I I I I I 

IRRITABILITY I l I o I O I O I o I o I I 1 
I c 20. 0% J I c o. 0% J I I o. 0% J I c o. 0% > I c o. 0% J I c o. 0% > I I 20. 0% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 2 I 2 I l I l I O I O I I 3 

I c 40 • o:o I , 40 • 0% 1 I , 25. 0% 1 I c 25. 0% 1 I , o • 0% , I c o • 0% 1 I I , 60 • 0% 1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 3 I 3 I 3 I 3 I 4 I 4 I I 2 
I C 60.0%) I I 60.0%) I I 75.0%) I I 75.0%) I 1100.0%) I 1100.0%) I I I 40.0%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 5 I 5 I 4 I 4 I 4 I 4 I I 5 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I 4 I 4 I 5 I 5 I 5 I 5 I I 4 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 11 (cont.) 
CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUtEER OF VACCINEES ( 3 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------1 . 
I DAYS POST VACCINATION I NU1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
tHt***tHt**-**tHt1HHtlHHf***--*******l1HHHttHtNIHHfl*•-***1HHtltHtNtHt*tHt**'*1HHttHt*IHHfl*-*******IIHHflHHf**-••·······••l--•*IHHf*I 
LOCAL REACTIONS I l I o I o I o I o I o I I l I 

I l 33 . 3% 1 I , o . 0% 1 I I o. 0% I I , o . 0% 1 I , o . 0% I I l o . 0% I I I 33 • 3% > I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 

ERYTHEMA, INJ. SITE (<=l IN. l I l I O I O I O I O I O I I l I 
I , 33.3%> I I 0.0%1 I l 0.0%1 I I 0.0%1 I 1 0.0%1 I 1 0.0%1 I I 33.3%1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SYSTEMIC I l I l I l I o I o I o I I l I 

BODY AS A HHOLE/SITf UNSPEC. 

FATIGUE 

HARH TO TOUCH 

NERVOUS SYSTEM & PSYCHIATRIC 

I , 33.3%> I , 33.3%> I 1 33.3%> I 1 0.0%1 I , 0 . 0%> I , 0.0%> I I 33.3%> I 

l l l 
33.3%) 33.3%) 33.3%) 

0 l l 
0.0%) ' 33.3%) 33.3i0 

l l 0 
33.3%) 33.3%) 0.0%) 

l 0 0 
33. 3% l 0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0 . 0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

l 
33.3%) 

l 
33.3%) 

l 
33.3%) 

l 
33.3%) 

IRRITABILITY l O O O O O l 
I 33 . 3% ) I O. 0% ) ( 0. 0% ) ( 0. 0% l I O • 0% ) I O • 0% l 33. 3% ) 

----------------------------------- ----------l----------l----------l----------1----------1----------1----------I 
VACCINEES HITH COMPLAINTS l I l I l I O I O I O I I 1 

, 33. 3% 1 I , 33. 3% > I , 33. 3% • I , o. 0% • I I o. ox• I , o. ox I I I 33. 3%, 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 2 I 2 I 2 I 3 I 3 I 3 I I 2 
I 1 66. 7% > I , 66. 7% > I 1 66 . 7% l I 1100. 0% > I 1100. 0% > I 1100. 0% > I I 66. 7% > 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 3 I 3 I 3 I 3 I 3 I 3 I I 3 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I ta.tBER OF VACCINEES ( 3 VACCINEESl - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------1----------l----------l----------l----------l----------l----------l••-·•iHUHtl 

VACCINEES HITH NO DATA I O I O I O I O I O I O I I O I 
I I I I I I I I I 
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UNESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 11 (cont.) 
CLINICAL Cot1PLAINTS 

VACCINE: HIB CONJUGATE I NMBER OF VACCINEES I 14 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUt8ER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICDHPLAINTS 
tHHt*-*********lHHHHHf*lHHIMM********IIHHHHIMM***'*lHHHHf****llHHHHfM****'*tHHt*--*'*-****-*littHHHHt*lHl*IMMMMMMMJHHt --***lHHf 
LOCAL REACTIONS I 2 I 2 I 1 I O I O I O I 2 

I I 22.2%) I I 22.2%) I I 11.1%) I I 0.0%) I I 0.0%) I I 0.0%) I ZZ.Z%J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------

ERYTHEHA, INJ. SITE I <=l IN.) I 2 I 2 I 1 I O I O I O I 2 
I 22. 2%) I 22. 2%) I 11. 1%) I O. 0% I I I O. 0%) I O. 0%) I I 22. 2%) 
I I I I I I I 

INDURATION, INJECTION SITE I 1 I 1 I O I O I O I O I 1 
I 11. 1% > I 11. 1% > I o • 0% J I o • 0% l I o. 0% l I o • 0% 1 I 11 . 1% 1 
I I I I I I I 

SHELLING, INJ. SITE I <=l IN.) I 2 I 2 I O I O I O I O I Z 
I I 22. 2% J I I ZZ. 2% J I I o. 0% J I I o. 0% l I I o. 0% l I I o. 0% J I zz. Z% l 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------
sysTEHIC I 3 I 3 I 3 I 4 I 3 I 3 I 5 

BODY AS A HHOLE/SITE UNSPEC. 

FATIGUE 

HARH TO TOUCH 

DIGESTIVE SYSTEM 

TEETHING 

NERVOUS SYSTEM & PSYCHIATRIC 

I I 33.3%l I 1 33.3%l I I 33.3%> I 1 44.4%1 I 1 33.3%1 I 1 33.3%1 I ss.6%1 

1 0 0 
11.1%) 0.0%) 0.0%) 

1 0 0 
11.1%) 0.0%) 0.0%) 

0 0 0 
0.0%1 0.0%1 0.0%1 

0 0 1 
0.0%) 0.0%) 11.1%) 

0 0 1 
0.0%) 0.0%) 11.1%) 

1 z 0 
11.1%) Z2.Z%) 0.0%) 

0 1 
0.0%) 11.1%) 

0 0 
0.0%) 0.0%1 

0 1 
0.0%) 11.1%) 

1 1 
11.1%) I 11.1%) 

1 1 
11.1%) 11.1%) 

1 0 
11.1%) 0.0%1 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
11.1%) 

1 
11.1%) 

0 
0.0%) 

z 
ZZ.Z%) 

1 
11.1%) 

1 
11.1%) 

1 
( 11. 1% J 

1 
11.1%) 

3 
33.3% J 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT t-M1BER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 

TABLE 11 (cont.) 
CLINICAL COHPLAINTS 

I Nl.t1BER OF VACCINEES ( 14 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I HJl3ER 
1----------------------------------------------------------------------------I HITH I o I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 

tHHt*-**IHOl**IHHHHl*tHHt*IHHHHUHUHUUtit --*-*** ****-* ******-** it***ltltit*** **-****** it********it IHHUlllllllltlllt ***-*11**** 
IRRITABILITY O 1 0 1 0 0 2 

0.0%) 11.1%) 0.0%) 11.1%) 0.0%) 0.0%) 22.2%) 

PROLONGED CRYING, >l/2 HR 1 l 0 0 0 0 1 
11.1;0 11.liO 0.0%) 0.0%) 0.0,0 0.0%) 11.1%) 

RESPIRATORY SYSTEH 0 0 1 2 2 2 2 
0.0%) 0.0%) 11.1%) 22.2%) 22.2% J 22.2%) 22.2%) 

COUGH 0 0 0 0 l 1 1 
0.0%) 0.0%) 0.0%) 0.0%) 11.1%) 11.1%) 11.1%) 

NASAL DISCHARGE 0 0 0 1 1 l 1 
0.0%) 0.0%) 0.0%) 11.1%) 11.1%) 11.1%) 11.1%) 

UPPER RESPIRATORY INFECTION, NOS 0 0 1 1 1 1 1 
o.o:o 0.07,) 11 . 1%) 11.1%) 11.1%) 11.1%) 11.1%) 

SKIN & SKIN APPENDAGE 1 2 2 2 1 1 2 
11.1%) 22.2%) 22.2%) 22.2%) 11.1%) 11.1%) 22.2%) 

ATOPIC DERMATITIS 0 1 1 1 1 1 1 
0.0%) 11.1%) 11 . 1%) 11.1%) 11.1%) 11.1%) 11.1,0 

RASH 0 1 1 1 1 1 1 
0.0%) 11.1%) 11.1%) 11.1%) 11.1%) 11.1%) 11.1%) 

TINEA CORPORIS 1 1 1 1 0 0 1 
( 11.1%) I ( 11.1%) I ( 11.1%) ( 11.1%) I 0.0%) ( 0 . 0%) 11.li:J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COMPLAINTS I 4 I 4 I 3 I 4 I 3 I 3 I I 5 

I ( 44 . 4%) I ( 44.4%) I ( 33.3%) I ( 44.4%) I ( 33.3%) I ( 33.3%) I I 55.6%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO COMPLAINTS I 5 I 5 I 6 I 5 I 6 I 6 I I 4 

I ( 55.6%) I ( 55.6%) I ( 66. 7%) I I 55.6%) I I 66. 7%) I ' 66. 7%) I I 44.4%) 

:::, 
:::, 
Jl 
:.,.i 

J1 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
lZ-71 MOS. 

TABLE 11 (cont.) 
CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I MJ1BER OF VACCINEES I 14 VACCINEESJ - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tlJ1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l--•••I 
TOTAL VACCINEES REPORTING I 9 I 9 I 9 I 9 I 9 I 9 I I 9 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I 5 I 5 I 5 I 5 I 5 I 5 I I 5 

I I I I I I I I 

I .. 
: \ 

0 
0 
~ 
\.N 
0-
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INVESTIGATOR 
STUDY 
VACCINE 
LOT Nll1BER 
PATIENT CLASS: 
AGE RANGE 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CR13Z 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I N.JHBER OF VACCINEES C 10 VACCINEESl - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I N.JHBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 
-••----•-••••••••••••••••••••l••••••••••l1HHtlHHHHHHtl•1uuuuuuut•l••1uuuuutJHtl1uuuuuuuuutl1HHt****1HHtl••••••••-11uuuuuuuu1-tt 
LOCAL REACTIONS I Z I 3 I 1 I o I o I o I I 4 

I C zs.o:o I C 37.5%) I I 12.5%) I I o.oiO I I 0.0%) I I 0.0%) I I 50.0%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA,INJ.SITEl<=lIN,) I Z I 3 I l I o I o I o I I 4 
I 25,0iO I 37,5i0 I 1Z,5i0 I o,o;o I 0.0%) I I 0.0%) I I 50.0iO 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 1 I l I O I O I O I O I I l 
I 12.5%) I 12.5%) I 0 . 0%) I 0.0%, I 0.0%, I 0.0%, I I 12.5%) 
I I I I I I I I 

SHELLING,INJ.SITEl<=lIN.) I 1 I 1 I o I o I o I o I I 1 
I c 12.5%) I I 12.5%) I I 0.0%) I I 0.0%) I I o.0%) I I 0.0%1 I I 12.5%) 

------- ----------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 3 I Z I 1 I 1 I Z I 1 I I 4 

I I 37.5%) I I zs.0%1 I I 12.5%1 I I 12,5%1 I I zs.0%1 I 1 12.5%) I I 50.0%) 

BODY AS A HHOLE/SITE ~PEC. z z l 1 0 0 3 
25.0%) 25.0%) 12.5%) 12.5%) 0.0%) 0.0%) 37.5%) 

FATIGUE l 1 0 0 0 0 l 
12.5%) 12.5%) 0.0%) 0.0%) 0.0%) 0.0%) ( 12.5%) 

HARH TO TOUCH 1 1 l l 0 0 z 
12.5%) 12.5%) 12.5%) 12.5%) 0.0%) 0.0%) 25.0%) 

NERVOUS SYSTEM & PSYCHIATRIC z 1 1 1 0 0 3 
25.0%) 12.5%) 12.5%) 12.5%) 0.0%) 0 . 0%) 37.5%) 

IRRITABILITY z 1 l 1 0 0 3 
25.0%) 12.5%) 12.s:o 12.5%) o.o:o 0.0%) 37.5%) 

SKIN & SKIN APPENDAGE 0 0 0 0 l 0 l 
0.0%) 0.0%) 0.0%) 0.0%) 12.5%) 0.0%) 12.5%) 
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT tu1BER 
PATIENT CLASS: 
AGE RANGE 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 MOS. 

TABLE 11 (cont.) 
CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I Nlt1BER OF VACCINEES f 10 YACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I N..t1BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

-··---······················••1---1••·····•-1----11HHHHHHtlHHfl--•--1---•-1-••····••l•---
RASH I o I o I o I o I 1 I o I I 1 

I o.o%J I o.o%J I o.o%J I o.o%J I 12.s%J I o.o%J I I 12.s%J 
I I I I I I I I 

SPECIAL SENSES I o I o I O I 1 I 1 I 1 I I 1 
I f 0.0%) I I 0.0%) I I 0.0%) I I lZ.5%) I I lZ.5%) I I 12.5%) I I I 12.5%) 
I I I I I I I I 

OTITIS HEDIA I o I o I o I 1 I 1 I 1 I I 1 
I I 0.0%) I f 0.0%) I f 0.0%) I I 12.5%) I I 12.5%) I I 12.5%) I I 12 . 5%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 4 I 4 I 2 I 1 I 2 I 1 I I 5 

I I so.o:o I I 50.0%) I I zs.o:o I I 12.5%) I I 25.0%) I I 12.5%) I I 62.5%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COHPLAINTS I 4 I 4 I . 6 I 7 I 6 I 7 I I 3 
I c so.o%J I I so.o%J I c 1s.0%J I c 87.5%J I c 75.0%) I c 87 . 5%J I I 37.5%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL YACCINEES REPORTING I 8 I 8 I 8 I 8 I 8 I 8 I I 8 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
YACCINEES HITH NO DATA I 2 I 2 I 2 I 2 I 2 I 2 I I 2 

I I I I I I I I 

0 
0 
;JI 
1.,,1 
~ 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NlR1BER 
PATIENT CLASS: 
AGE RANGE 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 11 (cont.) 
CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I ta.ttBER OF VACCINEES ( 5 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I ta.tlBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

-----------------------------------1----------1----------1----------1----------l----------1----------l----------ltHHHHHHHHHtl 
SYSTEHIC I 3 I 2 I 1 I 1 I 2 · I 3 I I 3 I 

BODY AS A HHOLE/SITE lMSPEC. 

HARH TO TOUCH 

DIGESTIVE SYSTEH 

DIARRHEA 

TEETHING 

VOHITING 

NERVOUS SYSTEM & PSYCHIATRIC 

IRRITABILITY 

SKIN & SKIN APPENDAGE 

RASH 

I uoo. 0% > I c 66. 7% > I c 33. 3% > I c 33. 3% > I c 66. 7% > I uoo. 0% > I I uoo. 0% > I 

l 1 0 
33.3%) 33.3%) 0.0%) 

1 1 0 
33.3%) 33.3%) 0.0%) 

l 1 1 
33.31.) 33 .31. J 33. 31. J 

0 0 0 
0.0%) 0.0%) 0.0%) 

l 1 1 
33.3%) 33.3%) 33. 31. J 

0 0 0 
0.0%) 0.0%) 0.0%) 

1 0 0 
( 33.31.) O.Ol. J ( 0. 01. J ( 

l 0 0 
33.3%) 0.0%) 0.0%) 

0 0 0 
0. 01. J ( 0. 01. J 0.0%) 

0 0 0 
0.0%) ( 0.0%) I 0.0%) I 

0 0 
0.0%) 0. 01.) 

0 0 
0.0%) 0.0%) 

1 1 
33. 31. J ( 33.31.) 

0 0 
0.0%) 0.0%) 

1 l 
33.3%) 33.3%) 

0 0 
0.0%) 0.0%) 

0 0 
o.o;o 0. 01. J 

0 0 
0.0%) ( 0.0%) 

0 l 
0.0%) 33.3%) 

0 l 
0.0%) ( 33.3%) 

0 
0. 01.) 

0 
0.0%) 

2 
( 66.71.) 

1 
33.3%) 

l 
33,31.) 

l 
33.3%) 

0 
( 0.01.) 

0 
( 0.0%) 

l 
( 33. 31.) 

1 
I 33.3%) 

l 
33.3%) 

l 
33.3i0 

2 
I 66. 71. J 

1 
33.3%) 

l 
33.31.) 

l 
33.3%) 

1 
33.3%) 

1 
I 33.3%) 

l 
I 33.31.) 

l 
I 33.3%) 

0 
0 
IJ1 
vi 
-0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CR13Z 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 11 (cont.) 
CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I t-1118ER OF VACCINEES I 5 VACCINEESl - INJECTION: Z I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tl.Jtf3ER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 
-••••••••••••••••••••••••••••••••l••••••••••l••••••••••l-•-1•••••••-t-•••••••l••••••••••l••••••••••I•••••••••• 
SPECIAL SENSES I o I 1 I 1 I 1 I 1 I 1 I I 1 

I o.ox, I 33.3%) I 33.3%) I 33.3%) I 33.3%) I 33.3%) I I 33.3%) 
I I I I I I I I 

OTITIS MEDIA I o I 1 I 1 I 1 I 1 I 1 I I 1 
I , o. ox l I , 33 . 3% l I , 33 • 3% l I , 33 • 3;0 I 1 33 . 3% l I , 33. 3% l I I 33. 3% > 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COMPLAINTS I 3 I Z I 1 I 1 I Z I 3 I I 3 

I 1100. ox > I , 66. 7% > I , 33. 3% 1 I , 33. 3% l I , 66 . 7% > I 1100. ox > I I 1100 • ox 1 
-----------------------------------1----------I---------- I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I O I 1 I Z I Z I 1 I O I I 0 
I I o. 0% l I I 33. 3% > I I 66 . 7% l I I 66. 7% l I 1 33. 3% l I I o. 0% > I I o. 0% > 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 3 I 3 I , 3 I 3 I 3 I 3 I I 3 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I Z I Z I Z I Z I Z I Z I I Z 

I I I I I I I I 

0 
0 
1./1 
C 
0 
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT MJMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 11 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I tlMBER OF VACCINEES ( 13 VACCINEESJ - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I taJteER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I 0 I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
tHHHHOtitit!HtitititlOt!HHHHHtitlHlititit*****lUHt I 1t1tltltlt ltlt 1t JHt I********** I********** I********** I********** I********** I********** I********** 
LOCAL REACTIONS I 3 I 2 I o I o I o I O I I 3 

-----------------------------------
ERYTHEHA, INJ, SITE l<=l IN.) 

INDURATION, INJECTION SITE 

PAIN/SORENESS, INJ. SITE 

SHELLING, INJ. SITE ( >l INCH) 

I l 60 . 0% J I I 40. 0% J I I o . 0% J I I o. 0% J I I o. 0% J I I o. 0% J I I 60. 0% J 
---------- ---------- ----------

1 1 0 
20.0%) 20.0%) 0.0%) 

1 0 0 
20.0%) 0.0%) 0.0%) 

1 1 0 
20.0%) 20.0%) 0.0%) 

1 0 0 
20.0%) 0.0%) 0.0%) 

---------- ----------
0 0 

0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

----------0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

----------
1 

20.0%) 

1 
20.0%) 

1 
20.0%1 

1 
20.0%) 

SHELLING, INJ. SITE l<=l IN.) 1 2 0 0 0 0 2 
l 20. 0iO l 40 • 0% J l 0. 0iO I l 0. 0% J l 0 • 0% I I l o • 0% J 40 . 0% J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEMIC I 3 I 1 I O I o I o I o I I 3 

I l 60 . 0% > I 1 20 • 0% J I l o . 0% > I l o. 0% > I l o . 0% > I l o . 0% > I I 60. 0% > 

BODY AS A HHOLE/SITE UNSPEC , 1 1 1 0 0 0 0 
Z0.0%) 20.0%) 0.0%) 0.0%) 0.0%) 0.0%) 20.0%) 

HARH TO TOUCH l 1 l 0 0 0 0 
Z0.0%) Z0.0%) 0 . 0%) 0.0%) ( 0.0%) 0.0%) 20.0%) 

DIGESTIVE SYSTEM 2 2 0 0 0 0 0 
40.0%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 40.0%) 

DIARRHEA l 1 0 0 0 0 0 
Z0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) Z0.0%) 

i,. 
" ! 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUNBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CR13Z 
HEALTHY CHILDREN 
lZ-71 NOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

I tl.teER OF VACCINEES ( 13 VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJHBER 
1----------------------------------------------------------------------------I HITH 
I o I l I 2 I 3 I 4 I 5 I I COHPLAINTS 

---··--······················· --****- -········ ----·- ----·-- --··--- --··-- •••••••••• ---·--TEETHING l O O O O O l 
20 . 0l. ) 0. Ol.) 0. 0l. ) 0 • 0l. ) 0. 0l. ) 0. 0l. ) 20 • 0l. ) 

NERVOUS SYSTEM & PSYCHIATRIC 

GAIT ABNORMALITIES 

2 
40.0l.) 

l 
20.0l. I 

l 
20.0l.) 

0 
0 .0l. I 

0 
O,Ol. I 

0 
0. 0l. I 

0 
0. 0l. I 

0 
O.Ol. I 

0 0 
o.ol. 1 , o.ol. 1 

0 0 
O.Ol.l O.Ol.l 

2 
40.0l. I 

l 
ZO.Ol.) 

IRRITABILITY 2 l O O O O 2 
( 40.0l.) I 20,0l.) ( O. o:o ( o.o:o ( O,o:o I O.Ol.l 40.0l.) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 3 I 2 I , O I o I O I O I I 3 

I I 60 . 0l. l I I 40. 0l. l I I o . 0l. l I I o . 0l. l I , o. 0l. J I I o . 0iO I I 60. 0l. l 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO COHPLAINTS I 2 I 3 I . 5 I 5 I 5 I 5 I I 2 
I , 40 .ol. l I I 60.0l. l I noo.ol. l I noo. 0l. l I noo . ol. l I noo .ol. l I I 40.0l. l 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 5 I 5 I 5 I 5 I 5 I 5 I I 5 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I 8 I 8 I 8 I 8 I 8 I 8 I I 8 

I I I I I I I I 

!., 
I , 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 12 
HAXItll.tt TEMPERATURES 

VACCINE: HIB CONJUGATE I t&JHBER OF VACCINEES ( 15 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I t&JHBER 

HAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
C DEG F, ORAL > I O I 1 I Z I 3 I 4 I 5 I I HAX TEMP 

-•••-•-••-•-••-••••••-•••l•--••••-l•********•l-••••••••l•-•••••••l••••-••-1--••--l••-•••-•l•--•••-1 
NORMAL I l I 1 I . 1 I 1 I 1 I l I I 1 I 

I 20. 0% > I c 16. 7% > I I 16. 7% > I 16. 7% J I 16. 7% J I 16. 7% J I I 1 16. 7% J I 
I I I I I I I I I 

< 99 I 3 I 4 I 4 I s I s I s I I 2 I 
I 60. 0% ) I I 66. 7%) I I 66. 7% J I I 83. 3%) I I 83. 3%) I I 83. 3%) I I I 33. 3%) I 
I I I I I I I I I 

99 - 99.9 I 1 I 1 I 1 I o I o I o I I 3 I 
I I 20. 0%) I I 16. 7% J I ( 16. 7% J I I O. 0% J I I O. 0% J I I O. 0%) I I I 50. 0%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 5 I 6 I 6 I 6 I 6 I 6 I I 6 I 

I I 33 • 3% > I I 40 • 0% J I I 40. 0% > I I 40 • 0% > I I 40. 0% > I I 40. 0% > I I 1 40. 0% > I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 10 I 9 I · 9 I 9 I 9 I 9 I I 9 I 
I I 66. 7% > I I 60. 0% > I I 60. 0% > I I 60. 0% > I I 60. 0% > I I 60. 0% > I I I 60. 0% > I 
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ltNESTIGATOR 
STUDY 
VACCINE 
LOT NUM8ER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 12 (cont.) 

HAXIK.11 TEMPERATURES 

VACCINE: HIB CONJUGATE I NUHBER OF VACCINEES I 14 VACCINEES) - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUHBER 

HAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F , ORAL ) I O I l I 2 I 3 I 4 I 5 I I HAX TEMP 

-·-·-··-·-··••tHHHHHUHHHHtl-•-··•-ltHUl***-**'*--******'**--***'*******--1--••tHHHHtftHHttHHHHttHtftHt******tHtf 
< 99 I 2 I 3 I 4 I 4 I 4 I 4 I I 3 I 

I 66.7%> I 75 . 0%> I 1100.0%1 I uoo.o%J I 1100.0%> I noo.0%1 I I 75.0%1 I 
I I I I ; I I I I I 

99 - 99.9 I 1 I l I o I o I o I o I I l I 
I ( 33 . 3% I I I 25. 0,0 I ( 0 . 0% ) I ( 0. 0% ) I I O . 0% ) I I O • 0% ) I I I 25 . 0% I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 3 I 4 I 4 I 4 I 4 I 4 I I 4 I 

I 1 21.4%> I I za.6%1 I I za.6%J I I zs.6%J I I za.6%J I I za.6%1 I I 1 28 . 6%> I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 11 I 10 I 10 I 10 I 10 I 10 I I 10 I 
I 1 78.6%1 I 1 71.4%> I 1 71.4%1 I 1 71.4%> I 1 71.4%> I 1 71.4%> I I 1 71.4%> I 
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INVESTIGATOR 
STIJDY 
VACCIUE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIS CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 MOS. 

VACCINE : HIB CONJUGATE 

HAX TEMPERATIJRE 
( DEG F • ORAL) 

TABLE 12 (cont.) 
HAXIHLtl TEHPERAT\JRES 

I NltltER OF VACCINEES I 29 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUHBER 
1--------· -------------------------------------------------------------------1 HITH I o I 1 I 2 I 3 I 4 I s I I HAX TEMP 

-***JHfit**•---***lHHHt**IHHHHt** IHHHHt***** ********- --•-- **--*** *******-* JHfit****JtlHt UMMMMMMMM •--***** 
< 99 S 9 11 13 10 9 3 

99 - 99.9 

100 - 100.9 

3a.s:o s&.3%J 68.8%1 a1.3%J 62.sx, 60.0%1 1a.ax1 

6 
46.2%1 

1 
7. 7%) 

6 
37 .5%) 

1 
6.3%) 

s 
31.3%) 

0 
0.0%) 

2 
12.5%) 

1 
6.3%) 

4 
25.0%) 

2 
12.5%) 

6 
40.0%) 

0 
0.0%) 

10 
62.5%) 

2 
12.5%) 

101 - 101. 9 1 0 0 0 0 0 1 
I 7. 7% ) I O. 0% l I O. 0% l I O. 0% I I O. 0% ) I O. 0% ) I 6. 3% l 

-----------------------------------1----------I----------I----------I----------I----------I----------I---------- ----------1 
TEMPERATIJRE TAKEN I 13 I 16 I 16 I 16 I 16 I 15 I 16 I 

I I 44.8%) I I SS.2%l I I SS.2%1 I I 55.2%) I I 55.2%) I I 51.7%) I I 55.2%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERAT\JRE NOT TAKEN I 16 I 13 I 13 I 13 I 13 I 14 I I 13 I 
I ( 55.2%) I I 44.8%) I I 44.8%) I ( 44.8%) I I 44.8%1 I I 48.3%) I I I 44.8%) I 

' I · 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 HOS. 

VACCINE : HIB CONJUGATE 

MAX TEMPERATURE 
I DEG F, ORAL) 

TABLE 12 (cont.) 

HAXItLt1 TEMPERATURES 

I NlJ1BER OF VACCINEES I 30 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu-eER 

l----------------------------------------------------------------------------1 HITH 
I o I 1 I 2 I 3 I 4 I 5 I IMAX TEMP 

·--*-******-*******-•--** ********- *****-*** --•***** ****-**** *******-* -•-•*-* ****-**- -******-
NORMAL 1 1 1 1 1 1 1 

4. 2% ) 4. 0% I 4. 3% I 4 • 5% ) 4. 3% ) 4. 2% I 4. 0% ) 

< 99 14 10 11 11 14 13 7 
58.3% I 40.0%1 47 .8%) 50.0%) 60. 9% I 54.2%) 28.0% I 

99 - 99.9 6 11 8 8 6 8 11 
25.0%) 44.0%) 34.8%) 36.4%) 26.1%1 33.3%) 44.0%) 

100 - 100.9 3 3 3 2 2 1 5 
12.5%) 12.0%1 13.0%) 9.1%1 8. 7%) 4.2%) 20.0% I 

101 - 101. 9 0 0 0 0 . 0 1 1 
I I 0.0%) I I 0.0%) C 0.0%) C 0.0%1 C 0.0%) C 4.2%) C 4.0%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 24 I 25 I 23 I 22 I 23 I 24 I I 25 I 

I I 80. 0% I I I 83. 3% I I C 76. 7% I I I 73. 3% I I I 76 . 7% I I I 80. 0% I I I I 83. 3% I I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I 6 I 5 I 7 I 8 I 7 I 6 I I .5 I 
I 1 20. o;o I c 16. 7% 1 I c 23. 3% > I 1 26. 7% > I 1 23. 3% > I 1 20. 0% > I I c 16. 7% > I 

,:::, 
0 
,.Jl 
t:: 
0-
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUllBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 12 (cont.) 

HAXIHUH TEMPERATURES 

VACCINE: HIB CONJUGATE I M.teER OF VACCINEES I 21 VACCINEES) - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUtlBER 

MAX TEMPERATURE 1----------------.-----------------------------------------------------------I HITH 
I DEG F, ORAL) I O I l I 2 I 3 I 4 I 5 I I HAX TEMP 

-·····-····-····-·········••l-•-··•-l-•tHHHHttHtl•----•1-----•l•tHHt••-••l--tHUHt!HHtl*•lHHt•--1•itlUHHt*•**' 
< 99 I 11 I a I a I 10 I 6 I a I I 4 I 

I 91. 7X J I I 66. 7X J I 66. 7X J I 83. 3X J I 66. 7X J I 1 66. 7X J I I 33. 3X J I 
I I I I I I I I I 

99 - 99. 9 I l I 4 I 4 I 2 I 3 I 4 I I a I 
I I 8. 3%) I I 33. 3%) I I 33. 3%) I I 16. 7%) I I 33. 3%) I I 33. 3% l I I I 66. 7% J I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 12 I 12 I 12 I 12 I 9 I 12 I I 12 I 

I I 57.lX) I I 57.lX) I I 57.lX) I I 57.lX) I I 42.9X) I I 57.1%) I I I 57.1%) I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I 9 I 9 I 9 I 9 I 12 I 9 I I 9 I 
I I 42.9i0 I 1 42.9%1 I I 42.9XJ I I 42.9%) I c 57 . 1%1 I I 42.9%1 I I 1 42.9Xl I 

0 
0 
i.Jl 
~ ..... 



. I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUNBER 
PATIENT CLASS: 
AGE RANGE 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CPZ98 
HEALTHY CHILDREN 
12-71 HOS. 

VACCINE: HIB CONJUGATE 

MAX TEHPERATURE 
IDEG F, ORAU 

NORHAL 

< 99 

99 - 99.9 

103 - 103,9 

TABLE 12 (cont.) 

HAXIKM TEHPERATURES 

I lfJtBER OF VACCINEES I Z9 VACCINEES) - INJECTION l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I lfJtBER 
l----------------------------------------------------------------------------1 HITH 
I o I l I z I 3 I 4 I s I IHAXTEHP 

5 4 4 4 4 3 5 
27.8%) ZS.0%) 23.5%) 23.5%) 26.7%) Zl.4%) 27.8%) 

9 8 9 9 10 9 6 
.50.0iO 50.0%) 52.9i0 SZ.9%) 66. 7%) 64.3%) 33. 3%) 

z 3 3 4 1 z 5 
11.1%) 18.8%) 17 .6% I 23.5%1 6. 7%1 14.3% I C 27 .8%) 

1 1 1 0 0 0 1 
5.6%) 6.3%) 5.9%) 0.0%) 0.0%) 0.0%) 5.6%) 

FEVER 1 0 0 0 0 0 1 
( 5. 6% ) ( 0. 0% J ( 0, 0% I ( 0. 0% ) C O . 0% ) ( 0 , 0% ) ( 5. 6% ) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERATURE TAKEN I 18 I 16 I 17 I 17 I 15 I 14 I I 18 I 

I, 62,1%> I I ss.2%1 I 1 58.6%1 I 1 58.6%1 I I s1.1%1 I 1 48.3%> I I c 62.1%) I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I 11 I 13 I 12 I 12 I 14 I 15 I I 11 I 
IC 37.9%) IC 44.8%) IC 41.4%) I I 41.4%) IC 48.3%) IC 51.7%) I IC 37.9%) I 

0 
0 
1.11 
..::: 
CD • 
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INVESTIGATOR 
ST\JDY 
VACCIUE 
LOT NUIIBER 
PATIENT CLASS: 
AGE RANGE 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 12 (cont.) 
. HAXUfJH TEHPERAT\JRES 

VACCINE: HIB CONJUGATE I NLHJER OF VACCINEES C 9 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NLHJER 

HAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
C DEG F, ORAL ) I o I 1 I 2 I 3 I 4 I 5 I I HA>< TEHP 

-•• .. •-•1HHtiHot••-•-l•••••••x .. l••--•--l .... ••• .. •l .. • .... _., .......... l-••---l••---l•-•-•••I 
< 99 I 3 I 2 I 3 I 3 I 3 I 3 I I 2 I 

I 75.0%) I 50.0%1 I 75.0%) I c 75.0%1 I 75.0%) I 75.0%1 I I c 50.0%) I 
I I I I I I I I I 

99 - 99. 9 I o I 2 I 1 I l I l I l I I l I 
I I o. 0%, I 1 50. 0%, I 25. 0%, I 1 25. 0% J I 25. 0% I I 25. 0%, I I 25. 0%, I 
I I I I I I I I I 

100 - 100. 9 I 1 I o I o I o I o I o I I 1 I 
I c 25. 0% , I I o. 0% , I I o • 0% , I c o. 0% , I I o • 0% , I I o • 0% , I I c 2s. 0% 1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 4 I 4 I 4 I 4 I 4 I 4 I I 4 I 

I 1 44.4%) I 1 44.4%) I 1 44.4%) I 1 44.4%) I 1 44.4%> I 1 44.4%> I I 1 44.4%> I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERAT\JRE NOT TAKEN I 5 I 5 I 5 I 5 I 5 I 5 I I 5 I 
I 1 55. 6% J I 1 55. 6% J I 1 55. 6% > I 1 55. 6% , I 1 55. 6% J I 1 55. 6% > I I 1 55. 6% > I 



HFLU/Z3546070/07/l2/88/PAGE 14 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-ll HOS. 

TABLE 12 (cont.) 
HAXltU1 TEHPERAT\JRES 

VACCINE : HIB CONJUGATE I tlk!BER OF VACCINEES I 3 VACCINEES) - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NU11BER 

HAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL ) I O I 1 I 2 I 3 I 4 I 5 I I MAX TEMP 

--**••--••--•***1HHt_tHHHHt_*l*1HHt******l-••-•***l-•*****-1---••-l*******IHf*l-•••--1---*•l•-10•-***** 
< 99 I 1 I 1 I 1 I 1 I 1 I 1 I I 1 

I so . 0% > I 1 50 • 0% > I 50 • 0% > I 50 • 0% > I 50 • 0% > I 50 • 0% > I I so • 0% > 
I I I I I I I I 

99 - 99.9 I o I l I 1 I 1 I 1 I 1 I I o 
I O • 0iO I so. 0% ) I so. 0% ) I so. 0% ) I I so. 0% ) I I so . 0% ) I I I 0 . 0% ) 
I I I I I I I I 

100 - 100. 9 I 1 I o I o I o I o I o I I 1 
I I 50 • 0% l I I o. 0% , I I o . 0% > I I o . 0% > I I o . 0% > I I o . o:o I I I so . 0% > 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------
TEMPERATURE TAKEN I 2 I 2 I 2 I 2 I 2 I 2 I I 2 

I I 66. 7% > I I 66. 7% > I I 66. 7% > I I 66 • 7% > I I 66 • 7% > I I 66. 7% > I I I 66. 7% > 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I l I l I l I l I 1 I 1 I I 1 I 
I I 33. 3% > I I 33. 3% > I I 33. 3% > I I 33. 3% > I I 33. 3% > I I 33. 3% > I I I 33. 3% > I 

'J 
::, 
.n 
Jl 
::, 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
lZ-71 MOS. 

TABLE 12 (cont.) 

HAXIHU1 TEMPERATURES 

VACCINE: HIB CONJUGATE I tfJt8ER OF VACCINEES I 14 VACCINEESl - INJECTION l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tfJt8ER 

HAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL l I O I l I Z I 3 I 4 I 5 I I HAX TEMP 

tHHHHt***-..**************-•*-•-1-•-•-l**********'******•-•l*******tHHtl-••******l-****•-•l•tHHttHHt***l*-*•-•-1 
NORMAL I l I l I Z I Z I Z I Z I I l I 

I zo.0%1 I zo.0%1 I 40.0%1 I 40.0%1 I 50.0%1 I 40.0%1 I I zo.0%1 I 
I I I I I I I I I 

< 99 I 4 I 4 I 3 I 3 I z I 3 I I 4 I 
I I 80. 0% l I I 80. 0% l I I 60. 0% l I 1 60. 0% l I I 50. 0% l I 1 60. 0% J I I I 80. 0% l I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 5 I 5 I 5 I 5 I 4 I 5 I I 5 I 

I I 35. 7% l I I 35. 7% l I I 35. 7% l I I 35. 7% l I I Z8. 6% l I I 35 . 7% I I I I 35 . 7% J I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 9 I 9 I 9 I 9 I 10 I 9 I I 9 I 
I I 64.3%1 I I 64.3%1 I I 64.3%1 I I 64.3%1 I I 71.4%1 I I 64.3%1 I I I 64.3%1 I 

::> 
:;) 

Jl 
·.Jl 
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIMI, PARVIN H. 
000407 
HIB CONJUGATE 
CR13Z 
HEALTHY CHILDREN 
1-11 MOS. 

VACCINE : HIB CONJUGATE 

HAX TEMPERATURE 
IDEG F, ORAL> 

TABLE 12 (cont.) 

HAXItlJH TEHPERAT\JRES 

I NlH3ER OF VACCINEES I 10 VACCINEES J - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tlJHBER 
l----------------------------------------------------------------------------1 HITH 
I o I l I Z I 3 I 4 I 5 I IHAXTEMP 

tHHHHt*lHHHHHHUt*ifilil*****-tHHHHtlE --•- ***-lElflf ifilil***lE-lf ._ • ._ lHHtlflflf._ lHtlHHtlf*lf*lf lftHHHHt- --·--
NORMAL 0 l 0 l l 0 0 

0.0%) 14.3%) 0.0%) 14.3%) 16.7%) 0.0%) 0.0%) 

< 99 3 4 4 4 3 4 4 
50.0,O 57.1%) 57.1%) 57.1%) 50.0%) 66. 7%) 57.1%) 

99 - 99.9 z l 3 z l z l 
33.3%) 14.3%) 4Z.9%l Z8.6%) 16. 7%) 33.3% l 14.3% l 

100 - 100.9 l 0 0 0 1 0 1 
16. 7%) 0.0%) 0.0%) 0.0%) 16. 7%) o.o:o 14.3%) 

101 - 101. 9 0 l 0 0 0 0 l 
I 0.0%) I 14.3%) I 0.0%) I 0.0%) ( 0.0%) ( 0.0%) ( 14.3%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERAT\JRE TAKEN I 6 I 7 I 7 I 7 I 6 I 6 I I 7 I 

I l 60 . 0% l I l 70. 0% I I I 70 . 0% l I I 70 . 0% l I I 60. 0% l I I 60 . 0% ) I I I 70 . 0% l I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERAT\JRE NOT TAKEN I 4 I 3 I 3 I 3 I 4 I 4 I I 3 I 
I ( 40. 0% l I I 30. 0% J I I 30. 0%) I I 30. 0% J I ( 40. 0% J I I 40. 0% J I I I 30. 0% J I 

::> 
::> 
,Jl 
·Jl 
''IJ 
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INVESTIGATOR 
STUDY 
VACCIUE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIHI, PARVIN H. 
000407 
HI8 CONJUGATE 
CR13Z 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 12 (cont.) 

HAXIKM TEHPERATURES 

VACCINE: HI8 CONJUGATE I NMBER OF VACCINEES I 5 VACCINEES) - INJECTION Z I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NMBER 

HAX TEHPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL J I O I l I Z I 3 I 4 I 5 I I HAX TEHP 

-·-·--·············••ltHUHHHt*tHHt'***••tHHUHtl--•-·••l••······••l•-·-·--,----,········••1----•-•I 
< 99 I z I z I z I 1 I z I z I I z I 

I 66 • 7i! , I 66. 7% J I 66 • 7% , I so. ox J I 66 • 7i! , I 66 • 7% J I I 66. 7% J I 
I I I I I I I I I 

99 - 99. 9 I l I l I 1 I l . I l I l I I 1 I 
I I 33.3%1 I I 33.3%1 I I 33.3%1 I I 50.0%1 I I 33.3%1 I I 33.3%1 I I I 33.3%1 I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 3 I 3 I 3 I Z I 3 I 3 I I 3 I 

I I 60. 0%) I I 60. 0%) I I 60. 0%) I I 40. 0%) I I 60. 0%) I I 60. 0%) I I I 60. 0%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I Z I Z I Z I 3 I Z I Z I I Z I 
I I 40 • 0% ) I I 40. 0% J I I 40. 0% J I I 60. 0% J I I 40. 0% J I I 40. 0% J I I I 40. 0% J I 

'.:> 
::> 
.J1 
J1 
1,,-1 
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INVESTIGATOR 
STIJDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

AZIHI, PARVIN H. 
000407 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 
12-71 MOS. 

TABLE 12 (cont.) 
HAXIKJH TEHPERATIJRES 

VACCINE: HIB CONJUGATE I t«.teER OF VACCINEES ( 13 VACCINEES) - INJECTION l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I Nlt18ER 

HAX TENPERATIJRE 1----------------------------------------------------------------------------I HITH 
l DEG F, ORAL J I o I l I 2 I 3 I 4 I 5 I I HAX TEHP 

---*-***lHHHf****tHt*tHt*******llHHHHHUHHt•l-*•---l-***1HHtl*tHt*tHHf1HHtltHHf**H*1Htl****-----1------•1---•---1 
< 99 I 2 I 3 I 4 I 4 I 4 I 4 I I z I 

I 5o.o;o I 75.0%> I uoo.0%1 I uoo.0%> I uoo.0%> I uoo.0%> I I so.0%> I 
I I I I I I I I I 

99 - 99. 9 I z I 1 I o I o I o I o I I z I 
I l so. 0% > I , 25. 0% > I l o • 0% > I l o • 0% > I I o. 0% > I I o. 0% > I I , 50. 0% > I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATIJRE TAKEN I 4 I 4 I 4 I 4 I 4 I 4 I I 4 I 

I l 30.8%> I I 30.8%> I I 30.8%) I l 30.8%> I I 30.8%) I 1 30.8%) I I , 30.8%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATIJRE NOT TAKEN I 9 I 9 I 9 I 9 I 9 I 9 I I 9 I 
I I 69.2%1 I l 69,2%1 I l 69.2%1 I l 69.2%> I I 69.2%) I I 69.2%> I I I 69.2%> I 

\
,, ,, 
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(b) (4)

(b) (4)
(b) (4)

(b) (4)
(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

STUDY LOCATION: 

DATE INITIATED: 

DATE COMPLETED: 

6261!/ 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex), 
Study #0004-08. 

To evaluate the safety and inununogenicity of 
Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis. Outer Membrane Protein Complex) in 
healthy infants and children 2 months to 5 years of 
age. 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex). 

mcg polysaccharide/ml Lot 1069/C-P241 -

Lot 1072/C-P298 -

Lot 1080/C-P749 -

Lot 1085/C-Rl32 -

mcg meningococcal protein/ml 
mcg polysaccaride/ml 

mcg meningococcal protein/ml 
polysaccharide/ml 

mcg meningococcal protein/ml 
mcg polysaccharide/ml 

---mcg meningococcal protein/ml 

Diluent 
Aluminum h droxide diluent 
Lot ------
Jeffrey Blumer, M.D. 
Rainbow Babies and Children's Hospital 
2101 Adelbert Road 
Cleveland, Ohio 44106 

Rainbow Babies and Children's Hospital 
2101 Adelbert Road 
Cleveland, Ohio 44106 

May 28, 1987 

In progress. 

26AUG88 
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STUDY POPULATION: 

STUDY PROCEDURE: 

62611/ 

- 2 -

Healthy infants and children 2 to 71 months of age 
are included in the study. A subset of infants and 
children were randomized to receive the three 
clinical lots of vaccine (1072/C-P298, 1080/C-P749, 
1085/C-Rl32). 

Infants 2 to 11 months of age receive 2 injections of 
the vaccine given 2 months apart, while children 12 
months of age and older receive a single injection. 
Vaccine is reconstituted in aluminum hydroxide and 
administered by intramuscular route. The dose for 
each injection is 15 mcg polysaccharide in the 
appropriate volume - 0.75 ml for Lot 1069/C-P241 and 
0. 5 ml for Lots 1072/C-P298, 1080/C-P749, and 
1085/C-Rl32. 

Parents or guardians are required to record the 
vaccinee' s temperature and any systemic or injection 
site reactions for 5 days after each injection. 
Unexpected or serious reactions are to be reported 
immediately to the study physician. 

A blood sample is obtained immediately before each 
injection and one month after the last (or only) 
injection. Additional samples are obtained 7 to 10 
months after the last injection for infants 2 to 11 
months of age and at 15 to 18 months postvaccination 
for children 12 to 71 months of age. 

All serum samples are assayed by Merck Sharp & Dohme 
Research Laboratories for antibody to fl. influenzae 
type b capsular polysaccharide by radioimmunoassay 
(RIA). Selected samples are also tested for serum 
bactericidal activity, quantitation of IgG1 and 
IgG2 subclass, and IgM and total IgG antibodies. 
Testing for opsonophagocytic activity was done at the 
University of Alabama. 

26AUG88 
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(b) (6)

RESULTS: 

62611/ 

- 3 -

Demographic information and individual pre and 
postvaccination antibody data for each vaccinee 
enrolled in the study is reported in Tables 1 and 2 . 

1. 

2. 

Number Vaccinated: 

InjectiQn NQ , 
Lot Age _l __l 

1069/C-P241 2-11 mo. 7 7 
12-71 mo . 25 

1072/C-P298 2-11 mo . 13 11 
12-71 mo. 47 

1080/C-P749 2-11 mo. 5 4 
12-71 mo. 10 

1085/C-R132 2-11 mo. 5 5 
12-71 mo. 10 

Children randomized to receive the clinical lots 
were assigned case numbers 

SerolQgic Results 

Antibody responses (RIA) prior to and after 
vaccination are as follows: 

% With Anti-PRP GMT {mcg Ab/ml) 
Age Time >0. 15 mcq Ab/ml >1.0 mcg Ab/ml All Vaccinees 

2-11 mo. Pre 
2 mo. 
3 mo. 

12-71 mo. Pre 
1 mo. 

32 ( 6/19) 
100 (19/19) 
100 ( 17/17) 

46 (34/74) 
100 (74/74) 

0 ( 0/19) 
84 (16/19) 

100 (17/17) 

9 ( 7/74) 
96 (71/74) 

o. 10 
3.34 
6.18 

0. 17 
12.09 

Antibody responses (by lot per age group) prior 
to vaccination through 10 months postvaccination 
are included in Tables 3-6. Responses for 
children randomized to receive the clinical lots 
are shown in Tables 7-9 . 

26AUG88 
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RESULTS: 
(CONT.) 

6261!/ 

- 4 -

3. Clinical Results: 

The frequencies of selected injection site and 
systemic reactions during the 48 hours after 
vaccination are as follows: 

% Vaccinee~ with Reactions 
2 - 11 12 - 71 

Month~ of Age Months Qf_Age_ 

Type of Reaction Injection l Injection 2 Injection l 

Injection Site 
Erythema >l inch 3.8 1/26) 8.3 2/24) 0. 0 ( 0/87 
Swe 11 i ng > l inch 3.8 1/26) 0.0 0/24) l. l ( 1/87) 
Pain/Soreness 7.7 2/26) 8 . 3 2/24) 18.4 ( 16/87) 

Systemic 
Irritab i lity 26 . 9 7/26) 12.5 3/24) 13 . 8 ( 12/87) 
Sleepiness/ 34 . 6 9/26) 20.8 5/24) 8.0 ( 7/87) 

Lethargy/Fatigue 

Reaction frequencies and maximum temperatures 
recorded during the five days following each 
injection of vaccine are reported in Tables 10-12. 

No serious or alarming reactions attributable to 
the vaccine were reported. 

26AUG88 
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(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/07/12/88/PAGE 86 

INVESTIGATOR BLll1ER,JEFFREV L. 
STUDY I 000408 
VACCINE 
REGIHEN 1 
PATIENT CLASS1 

HIB CONJUGATE 
2 INJ. THO NOS. APART 
HEALTHY CHILDREN 

TABLE 1 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH A6E DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H CAUC 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 tlCG 

64 011 BLEED 1 11741 
64 021 INJ 2 CP241 15 tlCG 
92 021 BLEED 2 . 24754 

273 071 BLEED 3 8703 

H CAUC 811 0 001 PREBLEED 165 
0 011 INJ 1 CP241 15 tlCG 

62 011 BLEED 1 . 248 
62 021 INJ z CP241 15 tlCG 

102 021 BLEED 2 3070 

H CAUC 911 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 tlCG 

62 011 BLEED 1 12983 
62 021 INJ 2 CP2'\,l 15 tlCG 
94 021 BLEED 2 38523 

H CAUC 7" 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 tlCG 

63 011 BLEED 1 463Z 
63 021 INJ 2 CP241 15 tlCG 
92 021 BLEED 2 5734 

F OTHE 5H 0 001 PREBLEED 144 
0 011 INJ 1 CP241 15 tlCG 

54 011 BLEED 1 12081 
54 021 INJ 2 CPZ<tl 15 tlCG 
84 021 BLEED 2 13585 

H BLAC 5H 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 HCG 

59 011 BLEED 1 6086 
59 021 INJ z CP241 15 HCG 

F CAUC 3" 0 001 PREBLEED < 125 
0 011 INJ 1 CPZ41 15 HCG 

61 011 BLEED 1 2099 
61 021 INJ 2 CP241 15 HCG 

CODE/ SBA CODE/ OPSO 

< 5 

40 

40 

< 5 

< 5 

20 

< 5 

10 

20 

< 5 

20 

40 

.::> 
::, 
J1 
·Jl 
0 



(b) (6) (b) (6) (b) (6)
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HFLU/Z3546090/07/lZ/88/PAGE 87 

INVESTIGATOR BLU1ER,JEFFREY L. 
STUDY 000408 
VACCINE I HIB CONJUGATE 
REGIMEN 1 2 INJ. THO HOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH Ar.E , DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 

H BLAC 

F But 

F CAUC 

F CAUC 

021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
OZl INJ 2 

4057 

< 1Z5 
CP298 15 ttCG 

2907 
CP29~ 15 ttCG 

4096 

< lZS 
CP298 15 ttCG 

2577 
CP298. 15 ttCG 

1743 

< 125 
CP298 15 ttCG 

3386 

< 125 
CP298 15 ttCG 

896 
CP298 15 ttCG 

1120 

< 125 
CP298 15 ttCG 

3607 
CP298 15 ttCG 

7507 

< 125 
CP298 15 ttCG 

05/ 3230 
CP298 15 ttCG 

05/ 3153 

236 
CP298 15 HCG 

2860 
CPZ98 15 ttCG 

CODE/ SBA CODE/ OPSO 

0 

100 

::, 
:::, 
.... , 
J'-
:::, 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/07/12/88/PAGE 88 

INVESTIGATOR 1 

STUDV 
VACCINE 
REGIHEN 
PATIENT CLASS: 

BLUHER,JEFFREV L. 
000408 
HIB CONJUGATE 
Z INJ. 11«l HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) .. 

DENOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE . DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC ZN 102 OZl BLEED z Z51Z 

" BLAC UH 0 011 INJ 1 CPZ98 15 HCG 

" BLAC 9H 0 011 INJ 1 CP749 15 HCG 

F BLAC 8H 0 011 INJ 1 CPZ98 15 HCG 
63 OZl INJ z CPZCl& 15 HCG 

" BLAC 9H 0 011 INJ 1 CR13Z 15 HCG 
6Z OZl INJ z CR132 15 HCG 

" BLAC 9H 0 011 INJ 1 CPZ98 15 HCG 
59 OZl INJ z CPZCl& 15 HCG 

f BLAC 5H 0 011 INJ 1 CP749 15 HCG 
61 OZl INJ z CP749 15 HCG 

F BLAC 9H 0 011 INJ 1 CR13Z 15 HCG 
65 OZl INJ z CR13Z 15 HC~ 

" BLAC 9H 0 001 PREBLEED 125 
0 011 INJ 1 CR13Z 15 HCG 

56 011 BLEED 1 4266 
56 OZl INJ z CR13Z 15 HCG 

F BLAC 4H 0 001 PREBLEED < 1Z5 
0 011 INJ 1 CP749 15 HCG 

6Z 011 BLEED 1 603 
6Z OZl INJ z CP749 15 HCG 
91 OZl BLEED Z 1868 

9H 0 001 PREBLEED < 1Z5 
0 011 INJ 1 CPZ98 15 HCG 

56 011 BLEED 1 5Z40 
56 OZl INJ z CPZ98 15 HCG 
9Z OZl BLEED Z 12430 

9H 0 001 PREBLEED 167 
0 011 INJ 1 CPZ98 15 HCG I ' 

CODE/ SBA CODE/ OPSO 

::> 
::, 
J1 
0---



(b) (6) (b) (6) (b) (6)

HFLu/Z3546090/07/12/88/PAGE 89 

INVESTIGATOR BLU1ER,JEFFREY L. 
STUDY 000408 
VACCINE I HIB CONJUGATE 
REGIHEN 1 2 INJ. THO HOS . APART 
PATIENT CLASS1 HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEl10GRAPHICS / EVENTS LISTltt. 

CASE SEX RACE BIRTH Mil DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

'" 62 011 BLEED l 2914 
62 OZl INJ 2 CPZ98 15 HCG 
92 021 BLEED 2 8961 

11.tl 0 001 PREBLEED 273 
0 011 INJ l CPZ98 15 HCG 

74 011 BLEED l 05/ 11325 
74 021 INJ 2 CPZ98 15 HCG 

F BLAC 811 0 001 PREBLEED < 125 
0 011 INJ l CP749 15 HCG 

73 011 BLEED l 05/ 2300 
73 021 INJ 2 CP749 15 HCG 

109 021 BLEED 2 05/ 29767 

H BLAC 2H 0 001 PREBLEED 170 
0 011 INJ l CR132 15 HCG 

68 011 BLEED l 1008 
68 021 INJ 2 CRli2 15 HCG 

101 021 BLEED 2 4449 

H CAUC 2H 0 001 PREBLEED 251 
0 011 INJ 1 CR132 15 HCG 

70 011 BLEED 1 19885 
70 021 INJ 2 CR132 15 HCG 
98 021 BLEED Z 22158 

H BLAC 11" 0 001 PREBLEED 259 
0 011 INJ 1 CP749 15 HCG 

61 011 BLEED 1 6155 
61 021 INJ 2 CP749 15 HCG 
98 021 BLEED Z 9638 

CODE/ SBA 

< 2 

< 2 

< 8 

< 2 

8 

> .. 32 

CODE/ OPSO 

.:;;; 
:::> 
.Jl 
O' 
(\J 



(b) (6) (b) (6) (b) (6)

HFLU/Z3.546090/07/12/88/PAGE 77 

INVESTIGATOR 
STUOY 
VACCINE 
REGIHEH 
PATIENT CLASS1 

BLLttER,JEFFREY L. 
000408 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE - DAY 

F CAUC 0 
0 

2a 

" CAUC 4Y 0 
0 

30 

" CAUC 16" 0 
0 

30 

F CAUC 2Y 0 
0 

31 

F CAUC 17" 0 
0 

30 

" CAUC lZH 0 
0 

3Z 

f CAUC 23" 0 
0 

30 

f BUC ZY 0 
0 

Z9 

2Y 0 
0 

29 

2Y 0 
0 

29 

13H 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

001 PREBLEED < 125 
011 IHJ 1 CP241 15 HCG 
011 BLEED 1 lZlO 

001 PREBLEED < 1Z5 
011 IHJ 1 CP241 15 HCG 
011 BLEED 1 130105 

001 PREBLEED < 125 
011 IHJ l CP241 15 HCG 
011 BLEED 1 1678 

001 PREBLEED 365 
011 IHJ l CP2U 15 HCG 
011 BLEED 1 237041 

001 PREBLEED < 125 
011 IHJ 1 CP241 15 HCG 
011 BLEED l 3649 

001 PREBLEED < 125 
011 IHJ 1 CP241 15 HCG 
011 BLEED l 5339 

001 PREBLEED 158 
011 IHJ l CP241 15 HCG 
011 BLEED l 20657 

001 PREBLEED < 1Z5 
011 IHJ l CP241 15 HCG 
011 BLEED l 32086 

001 PREBLEED 137 
011 IHJ 1 CP241 15 HCG 
011 BLEED l 19985 

001 PREBLEED 781 
011 IHJ 1 CP241 15 HCG 
011 BLEED 1 12951 

001 PREBLEED < 125 

CODE/ SBA CODE/ OPSO 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/07/1Z/88/PAGE 78 

INVESTIGATOR: 8LU1ER,JEFFREY L. 
STUDY 000408 
VACCINE : HIB CONJUGATE 
REGIHEN I ONE INJECTION 
PATIENT CUSS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

" BLAC 0 
29 

" BLAC 0 
0 

29 

" CAUC 0 
0 

31 

f BUC 0 
0 

28 

" BUC 2Y 0 
0 

29 

F BUC 0 
0 

28 

" BUC 2Y 0 
0 

30 

" BLAC SY 0 
0 

35 

F BLAC 15H 0 
0 

31 

F BLAC 3Y 0 
0 

44 

2Y 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE . PHS EVENT LOT DOSE CODE/ RIA 

011 INJ l CP241 15 HCG 
011 BLEED 1 322 

001 PREBLEED 6536 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 ZZZllt 

001 PREBLEED 188 
011 INJ 1 CP2ltl 15 HCG 
011 BLEED 1 lt6557 

001 PREBLEED < lZS 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 8991 

001 PREBLEED < 125 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 52345 

001 PREBLEED 281 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 63684 

001 PREBLEED < 125 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 144907 

001 PREBLEED 237 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 26537 

001 PREBLEED < 125 
011 INJ 1 CP2ltl 15 HCG 
011 BLEED 1 23180 

001 PREBLEED 2020 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 171502 

001 PREBLEED < 125 

CODE/ SBA 

< 5 

< 5 

20 

< 5 

160 

< 5 

40 

< 5 

320 

5 

320 

< 5 

320 

< 5 

80 

10 

320 

< 5 

CODE/ OPSO 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/07/1U88/PAGE 79 

INVESTIGATOR BLUHER,JEFFREY L. 
STUDY 000408 
VACCINE , HIB CONJUGATE 
REGIMEN I ONE INJECTION 
PATIENT CLASS, HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F BLAC 2Y 0 
29 

F BLAC 4Y 0 
0 

31 

" CAUC 2Y 0 
0 

28 

" BLAC 2Y 0 
0 

30 

F BLAC 2Y 0 
0 

29 

F CAUC lSH 0 
0 

28 

F BLAC 2Y 0 
0 

29 

F CAUC SY 0 
0 

32 

" BLAC 22" 0 
0 

34 

13H 0 
0 

28 

13H 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

011 INJ 1 CP241 15 HCG 
011 BLEED 1 42010 

001 PREBLEED 6117 
011 INJ l CP241 15 HCG 
011 BLEED 1 18104 

001 PREBLEED < 125 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 5142 

001 PREBLEED < 125 
011 INJ l CP241 15 HCG 
011 BLEED 1 93940 

001 PREBLEED < 125 
011 INJ l CP241 15 HCG 
011 BLEED 1 89267 

001 PREBLEED < 125 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 5114 

001 PREBLEED < 125 
011 INJ l CP298 15 HCG 
011 BLEED 1 lt21 

001 PREBLEED 10791 
011 INJ l CPZ98 15 HCG 
011 BLEED 1 516560 

001 PREBLEED < 125 
011 INJ 1 CP298 15 HCG 
011 BLEED l 1720 

001 PREBLEED 163 
011 INJ l CP298 15 HCG 
011 BLEED l lt336 

001 PREBLEED < 125 

CODE/ SBA 

160 

< 5 

20 

< 5 

320 

< 5 

5 

5 

80 

< 5 

>= 80 

< 5 

20 

< 5 

CODE/ OPSO 
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INVESTIGATOR BLU1ER,JEFFREY L, 
ST\JDY I 000408 
VACCINE I HIB CONJUGATE 
REGIMEN I ONE INJECTION 
PATIENT CUSS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F CAUC 131t 0 
31 

f BUC ZY 0 
0 

30 

f CAUC 4Y 0 
0 

Z9 

F CAUC Zltlt 0 
0 

Z9 

F BUC zv 0 
0 

35 

F BLAC lZH 0 
0 

39 

F BUC ZY 0 
0 

30 

H BLAC 15H 0 
0 

30 

H BLAC 0 
0 

36 

H BLAC ZY 0 
0 

35 
168 

H BLAC 4Y 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 Z5045 

001 PREBLEED 386 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 ZOZ5 

001 PREBLEED 1367 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 91990 

001 PREBLEED < 125 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 Z4975 

001 PREBLEED 613 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 13900 

001 PREBLEED < 125 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 3695 

001 PREBLEED 4Z5 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 ZZ400 

001 PREBLEED ZZ7 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 49640 

001 PREBLEED < 125 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 19816 

001 PREBLEED 301 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 945 
071 BLEED Z 587 

011 INJ 1 CP298 15 HCG 

CODE/ SBA 

20 

< 5 

5 

< 5 

zo 

< 5 

>= 80 

CODE/ OPSO 

24 

89 

14 

100 

39 

93 

0 

95 

zo 

92 

5 

100 

0 
0 
1.11 
0-
0' 
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INVESTIGATOR 
ST\JDY 
VACCINE 
REGIHEN 1 
PATIENT CLASS: 

BLU1ER,JEFFREY L. 
000408 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

" BLAC 0 
0 

28 

" BLAC 0 
0 

27 

" BLAC 0 
0 

28 

F BLAC 0 
0 

28 

" BLAC 14" 0 
0 

38 

F BLAC 24" 0 
0 

30 

24" 0 
0 

29 

15H 0 
0 

31 

24" 0 
0 

33 

15H 0 
0 

31 

24" 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

001 PREBLEED < 1Z5 
011 INJ l CP298 15 HCG 
011 BLEED l 87474 

001 PREBLEED 354 
011 INJ l CP298 15 HCG 
011 BLEED l 18Zl 

001 PREBLEED 818 
011 INJ l CP298 15 HCG 
011 BLEED l 5904 

001 PREBLEED 152 
011 INJ l CP298 15 HCG 
011 BLEED l 58881 

001 PREBLEED 160 
011 INJ l CP298 15 HCG 
011 BLEED l 11160 

001 PREBLEED < 125 
011 INJ 1 CP298 15 HCG 
CJll BLEED l 2588 

001 PREBLEED 146 
011 INJ l CP298 15 HCG 
011 BLEED l 8158 

001 PREBLEED < 125 
011 INJ l CP298 15 HCG 
011 BLEED l 3994 

001 PREBLEED < 125 
011 INJ l CPZ98 15 HCG 
011 BLEED l 1480 

001 PREBLEED < 125 
011 INJ l CP298 15 HCG 
011 BLEED l 4984 

011 INJ l CP298 15 HCG 

CODE/ SBA 

< 5 

20 

< 5 

>= 80 

CODE/ OPSO 

13 

100 

19 

81 

26 

66 

25 

96 

15 

98 

34 

92 

0 
0 
U1 
0-...., 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR BLl.tlER,JEFFREY L, 
STUOY I 000408 
VACCINE 
REGIHEN i 
PATIENT CLASS: 

HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H BLAC ZOH 0 
0 

39 

F BLAC 2Y 0 
0 

31 

F BLAC ZY 0 
0 

31 

F BLAC 19H 0 

F BLAC 19H 0 
0 

31 

F BLAC 12H D 
0 

27 

H BLAC 2Y 0 
0 

31 

H BLAC 24H 0 
0 

38 

F BLAC 3Y 0 
0 

34 

H BLAC 1811 0 
0 

31 

H BLAC 23H 0 

H BLAC 16H 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

001 PREBLEED 477 
011 INJ l CPZ98 15 ttCG 
011 BLEED l 4784 

001 PREBLEED 1Z9 
011 INJ l CP298 15 ttCG 
011 BLEED l 2822 

001 PREBLEED 320 
011 INJ l CP298 15 ttCG 
011 BLEED l 14443 

011 INJ l CP298 15 ttCG 

001 PREBLEED < 125 
011 INJ l CP298 15 ttCG 
011 BLEED l 13669 

001 PREBLEED 132 
011 INJ l CP298 15 ttCG 
011 BLEED l l07Z9 

001 PREBLEED < 125 
011 INJ l CP298 15 ttCG 
011 BLEED l 13909 

001 PREBLEED 225 
011 INJ l CP298 15 ttCG 
011 BLEED 1 27152 

001 PREBLEED 2944 
011 INJ l CP298 15 ttCG 
011 BLEED l 9261 

001 PREBLEED 349 
011 INJ l CP749 15 HCG 
011 BLEED l 17744 

011 INJ l CPZ98 15 HCG 

001 PREBLEED 193 

CODE/ SBA CODE/ OPSO 

< 5 0 

20 100 

< 5 

·:> 
:> 
J'I 
:,-
:,:, 
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INVESTIGATOR 1 
ST\JDY 

BLll1ER,JEFFREY L. 
000408 

VACCINE 
REGIMEN 
PATIENT CLASS: 

: HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

" BUC 0 
31 

F BLAC 0 
0 

31 

F BUC 0 

" BUC Z4H 0 
0 

34 

" BLAC UH 0 
0 

44 

F BLAC 16H 0 
0 

36 

" BLAC 4Y 0 
0 

31 

F BLAC ZOH 0 

F BLAC 2ZH 0 
0 

28 

F BLAC 13" 0 
0 

30 

F BLAC lZH 0 
0 

33 

F BLAC 2Y 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

011 INJ 1 CP749 15 HCG 
011 BLEED 1 ZZ66 

001 PREBLEED 3ZO 
011 INJ l CR13Z 15 HCG 
011 BLEED 1 78166 

011 INJ 1 CR13Z 15 HCG 

001 PREBLEED 1Z88 
011 INJ 1 CPZ98 15 HCG 
011 BLEED l Z564 

001 PREBLEED 37Z 
011 INJ 1 CPZ98 15 HCG 
011 BLEED 1 38Z4 

001 PREBLEED < 1Z5 
011 INJ 1 CP749 15 HCG 
011 BLEED 1 7751 

001 PREBLEED 459 
011 INJ 1 CRUZ 15 HCG 
011 BLEED 1 88Z50 

011 INJ 1 CRUZ 15 HCG 

001 PREBLEED < 125 
011 INJ 1 CP749 15 tl:G 
011 BLEED 1 1337 

001 PREBLEED 149 
011 INJ l CPZ98 15 HCG 
011 BLEED l 7054 

001 PREBLEED ~39 
011 INJ 1 CPZ98 15 HCG 
011 BLEED l 4263 

011 INJ l CR132 15 HCG 

CODE/ SBA 

20 

< 5 

>" 80 

20 

>= 80 

< 5 

>= 80 

< 5 

>= 80 

< 5 

>:a 80 

CODE/ OPSO 

21 

100 

28 

88 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIHEN 1 

PATIENT CLASS1 

BLUHER,JEFFREY L. 
000408 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AQE DAY 

" BLAC 2Y 0 
0 

39 

F BLAC lZH 0 
0 

38 

" BLAC ZY 0 
0 

45 

" BLAC 13" 0 
0 

33 

f BLAC zy 0 
0 

23 

F BLAC 3Y 0 

" BLAC 21" 0 
0 

Z8 

" BLAC lZH 0 

" BLAC 2Y 0 

" CAUC 24" 0 

f BLAC SY 0 

f CAUC 24" 0 

f BLAC 12H 0 

f BLAC 2Y 0 

" BLAC zy 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

001 PREBLEED < lZS 
011 INJ l CP749 15 HCG 
011 BLEED l 5380 

001 PREBLEED < 1Z5 
011 INJ l CP298 15 HCG 
011 BLEED l 14719 

001 PREBLEED 175 
011 INJ l CP749 15 HCG 
011 BLEED l 31950 

001 PREBLEED < 1Z5 
011 INJ l CR13Z 15 HCG 
011 BLEED l 1Z33 

001 PREBLEED < lZS 
011 INJ l CR132 15 HCG. 
011 BLEED l 31181 

011 INJ l CR132 15 HCG 

001 PREBLEED 464 
011 INJ l CP749 15 HCG 
011 BLEED l 369Z2 

011 INJ l CP749 15 HCG 

011 INJ l CP298 15 HCG 

011 INJ l CP298 15 HCG 

011 INJ l CR132 15 HCG 

011 INJ l CP749 15 HCG 

011 INJ l CP749 15 HCG 

011 INJ l CP298 15 HCG 

011 INJ l CP298 15 HCG 

CODE/ SBA 

< 5 

20 

< 5 

>= 80 

< 5 

20 

< 5 

< 5 

>= 80 

CODE/ OPSO 

35 

94 

.. :::, 
:::, 
.Jl 
~ 
:::, 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIHEN 1 
PATIENT CLASS: 

8LU1ER,JEFFREY L, 
000408 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AQE DAY 

f BLAC 

f BLAC 

ZY 0 

lZH 0 

DATE 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

PHS EVENT LOT 

011 INJ l CR13Z 

011 INJ l CPZ98 

DOSE 

15 HCG 

15 HCG 

CODE/ RIA CODE/ SBA CODE/ OPSO 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR BLU'IER,JEFFREY L. 
STUDY 000408 
VACCINE I HIB CONJUGATE 
REGIHEN 1 2 INJ. THO HOS. APART 
PATIENT CLASS1 HEALTHY CHILDREN 

TABLE 2 
DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

" CAI.JC 0 011 INJ l CP241 15 HCG 
64 021 INJ 2 CP24l 15 HCG 

" CAUC 8H 0 011 INJ l CP241 15 HCG 
62 021 INJ 2 CP2'tl 15 HCG 

" CAI.JC '" 0 011 INJ l CP241 15 HCG 
62 021 INJ 2 CP241 15 HCG 

" CAUC 7H 0 011 INJ l CP241 15 HCG 
63 021 INJ 2 CP241 15 HCG 

f OTHE 5H 0 011 INJ l CP241 15 HCG 
54 021 INJ 2 CP241 15 HCG 

" BLAC 5H 0 011 INJ l CP241 15 HCG 
59 021 INJ 2 CP241 15 HCG 

f CAI.JC 3N 0 011 INJ l CP241 15 HCG 
61 021 INJ z CP241 15 HCG 

" BLAC '" 0 011 INJ l CP298 15 HCG 
70 021 INJ 2 CP298 15 HCG 

f lOH 0 011 INJ 1 CP298 15 HCG 
69 021 INJ 2 CPZ98 15 HCG 

f UM 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ 1 CPZ98 15 HCG 

43 011 BLEED 1 2113 496 511 

f 7H 0 011 INJ 1 CP298 15 HCG 
67 OZl INJ 2 CPZ98 15 HCG 

" ZH 0 011 INJ 1 CP298 15 HCG 
65 021 INJ 2 CPZ98 15 HCG 

f 6H 0 011 INJ 1 CPZ98 15 HCG 
85 021 INJ 2 CP298 15 HCG 

F ZH 0 011 INJ l CP298 15 HCG 

::> 
,::> 
Jl 
~ 
i\J 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 1 

PATIENT CLASS: 

BLUHER,JEFFREY L. 
000408 
HIB CONJUGATE 
2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AliE . DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

f CAUC 2H 67 2 CP298 15 HCG 

" BLAC llH 0 l CP298 15 HCG 

" BLAC '" 0 l CP749 15 HCG 

f BLAC 8H 0 l CP298 15 HCG 
63 2 CP298 15 HCG 

" BLAC 9H 0 l CR13Z 15 HCG 
62 2 CR132 15 HCG 

" BLAC 9H 0 011 INJ l CP298 15 HCG 
59 021 INJ z CPZ98 15 HCG 

f BLAC 511 0 011 INJ l CP749 15 HCG 
61 021 INJ z CP749 15 HCG 

f BLAC 9H 0 011 INJ 1 CR13Z 15 HCG 
65 OZl INJ z CR132 15 HCG 

" BLAC '" 0 001 PREBLEED < 100 < 100 
0 011 INJ l CR132 15 HCG 

56 011 BLEED 1 244 < 100 
56 OZl INJ 2 CR132 15 HCG 

f BLAC "" 0 011 INJ l CP749 15 HCG 
62 OZl INJ z CP749 15 HCG 

f BLAC 9H 0 011 INJ l CP298 15 HCG 
56 OZl INJ 2 CP298 15 HCG 

H BLAC 9H 0 011 INJ 1 CP298 15 HCG 
62 021 INJ z CP298 15 HCG 

H BLAC 0 011 INJ l CP298 15 HCG 
74 OZl INJ z CP298 15 HCG 

F BLAC 8H 0 011 INJ 1 CP749 15 HCG 
73 021 INJ z CP749 15 HCG 

0 
:::, 
\JI ..., 
~ 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR BLlJ1ER,JEFFREY L, 
ST\JDY a 000408 
VACCINE I HIB CONJUGATE 
REGIMEN I Z INJ. THO HOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH Mill! , OA1 DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL .................................................................................................................................... 
H BLAC ZH 0 001 PREBLEED < 100 < 100 

0 011 INJ l CRUZ 15 HCG 
68 011 BLEED l < 100 109 
68 021 INJ z CRUZ 15 HCG 

101 021 BLEED Z < 100 01/ QNS 

H CAUC ZH 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ 1 CRUZ 15 HCG 

70 011 BLEED 1 28304 < 250 366 1432 
70 021 INJ z CRUZ 15 HCG 
98 021 BLEED Z 27149 < 250 733 6326 

H BLAC llH 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ l CP749 15 HCG 

61 011 BLEED l 5768 443 839 
61 021 INJ z CP749 15 HCG 
98 021 BLEED Z 16033 < 100 2061 

0 
0 
ln 
~ 
~ 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR i BLLtfER,JEFFREY L. 
STUDY 000408 
VACCINE , HIB CONJUGATE 
REGIHEN I ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH A8E DAY 

F CAUC 

" CAUC 

" CAUC 

F CAUC 

F CAUC 

" CAUC 

F CAUC 

F BLAC 

F BLAC 

F BLAC 

" BLAC 

" BLAC 

" CAUC 

F BLAC 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

011 INJ l CPZ41 

001 PREBLEED 
011 INJ l CPZ41 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CPZ41 
011 BLEED 1 

001 PREBLEED 
011 INJ l CPZ41 
011 BLEED l 

011 INJ l CPZ41 

011 INJ 1 CPZ41 

001 PREBLEED 
011 INJ l CPZ41 
011 BLEED 1 

001 PREBLEED 
011 INJ l CPZ41 
011 BLEED l 

001 PREBLEED 
011 INJ l CPZ41 
011 BLEED 1 

001 PREBLEED 
011 INJ l CPZ41 
011 BLEED l 

011 INJ l CPZ41 

011 INJ l CPZ41 

011 INJ l CPZ41 

001 PREBLEED 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

< 600 

98693 

< 600 

1544 

< 600 

461316 

< 600 

19580 

< 600 

38341 

< 600 

45389 

< 600 

Z6052 

< 600 

< 100 

4930 

< 100 

121 

< 100 

1798 

300 

1037 

114 

10Z2 

110 

1774 

280 

9711 

500 

< 100 

27827 

< 100 

182 

< 100 

64019 

< 100 

3047 

< 100 

16984 

< 100 

11379 

< 100 

8132 

< 100 

0 
0 
\.ll 
~ 
vi 
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TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR I BLl.t1ER,JEFFREV L. 
STUDY 000408 
VACCINE I HIB CONJUGATE 
REGIHEN I ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AQE QAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

····················································································································-············ 
F BLAC 24" 0 

28 

" BLAC 2v 0 
0 

29 

F BLAC 24" 0 

" BLAC 2V 0 

" BLAC SY 0 

F BLAC lSH 0 

F BLAC 3V 0 

F BLAC 2Y 0 

F BLAC 4V 0 
0 

31 

" CAUC 2Y 0 

" BLAC 2Y 0 

F BLAC 2Y 0 

F CAUC lSH 0 
0 

28 

F BLAC 2Y 0 
0 

29 

F CAUC SY 0 
0 

32 

011 INJ l CP241 
011 BLEED l 

001 PREBLEED 
011 INJ l CP241 
011 BLEED l 

011 INJ l CP241 

011 INJ l CP241 

011 INJ l CP241 

011 INJ l CP241 

011 INJ l CP241 

011 INJ l CP241 

001 PREBLEED 
011 INJ l CP241 
011 BLEED l 

011 INJ l CP241 

011 INJ 1 CP241 

011 INJ 1 CP241 

001 PREBLEED 
011 INJ 1 CP298 
011 BLEED 1 

001 PREBLEED 
011 INJ l CP298 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP298 
011 BLEED l 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15630 

< 600 

5840 

< 600 

7676 

1902 

573576 

< 250 

593 

379 

24305 

1139 

1280 

3021 

< 100 

556 

1039 

1759 

101 

8569 

1824 

< 100 

14452 

< 100 

833 

178 

1241 

191 

70955 

0 
=> 
Jl 
~ 
C1' 
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INVESTIGATOR 
STUDY 

BLU1ER.JEFFREY L. 
000408 

VACCINE 
REGIMEN 
PATIENT CLASS: 

l HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH Mil DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

···············································································•·tHtH••············································· 
H BLAC 2ZH 0 001 PREBLEED 

0 011 INJ l 
34 011 BLEED l 

H BLAC UH 0 001 PREBLEED 
0 011 INJ l 

Z8 011 BLEED l 

F CAUC UH 0 001 PREBLEED 
0 011 INJ l 

31 011 BLEED l 

f BUC 2Y 0 001 PREBLEED 
0 011 INJ l 

30 011 BLEED 1 

F CAUC 4Y 0 001 PREBLEED 
0 011 INJ 1 

Z9 011 BLEED 1 

f CAUC 24H 0 001 PREBLEED 
0 011 INJ 1 

29 011 BLEED 1 

f BUC ZY 0 001 PREBLEED 
0 011 INJ 1 

35 011 BLEED l 

f BLAC lZH 0 001 PREBLEED 
0 011 INJ 1 

39 011 BLEED 1 

F BLAC 2Y 0 001 PREBLEED 
0 011 INJ 1 

30 011 BLEED 1 

" BLAC 15H 0 001 PREBLEED 
0 011 INJ 1 

30 011 BLEED l 

H BLAC 24H 0 011 INJ l 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CP298 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CP298 15 ttCG 

< 600 

5395 

< 600 

23364 

< 600 

45967 

< 600 

12220 

< 600 

5915 

< 600 

93721 

< 250 

481 

< 250 

430 

< 100 < 100 

1465 292 

< 100 < 100 

500 308 

137 < 100 

1418 1719 

136 < 100 

367 176 

225 < 100 

9982 4430 

278 < 100 

14364 12491 

200 < 100 

999 1168 

< 100 < 100 

1250 2043 

200 < 100 

3773 873 

< 100 < 100 

4212 24494 

'.:> 
,:::) 

.JI 
..... 
-..j . 
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INVESTIGATOR BLU1ER,JEFFREY L. 
STUDY , 000408 
VACCINE , HIB CONJUGATE 
REGIMEN I ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H BLAC 

H BLAC 

H BLAC 

H BLAC 

f BLAC 

F BLAC 

f BLAC 

ZY 

•v 
21H 

14H 

20H 

20H 

14H 

24" 

24" 

lSH 

24" 

15H 

24" 

0 
0 

35 

0 

0 
0 

28 

0 
0 

27 

0 
0 

28 

0 
0 

28 

0 

0 
0 

30 

0 
0 

29 

0 
0 

31 

0 

0 

0 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

001 PREBLEED 
011 INJ 1 CP298 
011 BLEED 1 

011 INJ 1 CP298 

001 PREBLEED 
011 INJ 1 CP298 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP298 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP298 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP298 
011 BLEED 1 

011 INJ 1 CP298 

001 PREBLEEO 
011 INJ 1 CP298 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP298 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP298 
011 BLEED 1 

011 INJ 1 CP298 

011 INJ 1 CP298 

011 INJ 1 CP298 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

< 600 

1387 

< 600 

5393 

< 100 < 100 

219 279 

< 100 < 100 

500 11189 

< 100 < 100 

126 479 

< 100 < 100 

993 4029 

< 100 < 100 

648 28766 

< 100 160 

4099 2286 

< 100 < 100 

1054 3418 

< 100 < 100 

< 100 889 

:::> 
C > 
.Jl 
..J 
,:,0 
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TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS .LISTING 

INVESTIGATOR BLU1ER,JEFFREY L, 
STUDY 1 000408 
VACCINE I HIB CONJUGATE 
REGIMEN I ONE INJECTION 
PATIENT CLASS; HEALTHY CHILDREN 

CASE SEX RACE BIRTH AQE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGN CODE/IGG TOTAL 
••••••••••••••••••••••••••••• .. •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••o•••••••••••••••• 

" BUC ZON 0 

F BLAC ZY 0 

F BLAC zv 0 

F BLAC 19" 0 

F BLAC 19" 0 

F BLAC lZN 0 

" BLAC zv 0 

" BLAC Z4H 0 

F BLAC 3Y 0 

" BLAC 18" 0 
0 

31 

" BLAC 23" 0 

" BUC 16" 0 
0 

31 

F BLAC 22" 0 
0 

31 

F BLAC ZZN 0 

" BLAC 24" 0 

" BLAC 13H 0 

F BLAC 16H 0 
0 

011 INJ l 

011 I"-' l 

011 INJ l 

011 INJ 1 

011 INJ l 

011 INJ 1 

011 INJ 1 

011 INJ l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

011 INJ l 

011 INJ l 

001 PREBLEED 
011 INJ l 

CPZ98 

CPZ98 

CPZ98 

CPZ98 

CPZ98 

CPZ98 

CPZ98 

CP298 

CP298 

CP749 

CPZ98 

CP749 

CR132 

CRUZ 

CP298 

CP298 

CP749 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

< 600 

Z6493 

< 600 

3581 

< 600 

70Z85 

< 600 

< Z50 

431 

< 100 

391 

< 100 

Z475 

< 100 

5341 

178 

< 100 

4059 

117 

645 

< 100 

87Z6 

< 100 
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INVESTIGATOR BLLtlER,JEFFREY L. 
STUDY 000408 
VACCINE I HIB CONJUGATE 
REGIHEN I ONE INJECTION 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F BLAC 16" 36 

H BLAC 4Y 0 
0 

31 

F BLAC ZOH 0 

F BLAC ZZH 0 
0 

Z8 

f BLAC UH 0 

f BLAC lZH 0 

F BLAC ZY 0 

H BLAC zy 0 
0 

39 

f lZH 0 

H zy 0 
0 

45 

H 13H 0 

f zy 0 

F 3Y 0 

H ZlH 0 

H lZH 0 

H ZY 0 

H Z4H 0 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

011 BLEED l 

001 PREBLEED 
011 INJ 1 CR13Z 
011 BLEED 1 

011 INJ 1 CRUZ 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

011 INJ l CPZ98 

011 INJ 1 CPZ98 

011 INJ 1 CRUZ 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

011 INJ 1 CPZ98 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

011 INJ 1 . CRUZ 

011 INJ 1 CRUZ 

011 INJ 1 CRUZ 

011 INJ 1 CP749 

011 INJ 1 CP749 

011 INJ l CPZ98 

011 INJ 1 CPZ98 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

177ZO 

< 600 

Z6014 

< 600 

< 600 

< 600 

10507 

< Z50 

854 

2929 

611 

4890 

159 

400 

134 

Z40 

< 100 

349 

5533 

< 100 

Zl57 

< 100 

< 100 

117 

1752 

< 100 

8385 
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INVESTIGATOR a 
STUDY 
VACCINE 
REGIHEN 1 
PATIENT CLASS: 

BLIJ'1ER.JEFFREY L. 
000408 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F BLAC SY 0 

F CAUC 24" 0 

F BLAC 12ft 0 

F BLAC 2Y 0 

" BLAC 2Y 0 

F BLAC 2Y 0 

F BLAC 12" 0 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

011 INJ 1 CR132 lS ttCG 

011 INJ 1 CP749 lS ttCG 

011 INJ 1 CP749 lS ttCG 

011 INJ 1 CP298 15 ttCG 

011 INJ 1 CP298 15 ttCG 

011 INJ 1 CR132 lS ttCG 

011 INJ 1 CP298 lS ttCG 



HFL~ 46210/07/19/88/18 

INVESTIGATOR 
STUOV 
VACCINE 
ASSAV 
LOT NUMBER 
OOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

1-11 MOS. 

12~11 MOS. 

BLUMER,JEFFREV L . 
000408 
HIB CONJUGATE 
RU 
CP241 
15 MCG 
HEALTHV CHILDREN 

TABLE 3 
ANT IBO O V RES R. O NS ES 

~ WITH ANTI-PAP FOLD RISE 
TIME ---------------------------------- ------------------------

(MONTHS) >·. 15 MCG AB/ML >1.0 MCG AB/ML ~ >2 FOLD MEAN 
•••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• •••••• 

PAE JNJ 0 ( 0/ 3) 0 ( 0/ 3) 
MONTH 2 100 ( 3/ 3) 100 ( 3/ 3) 100 ( 3/ 3) 40.9 
MONTH 3 100 ( 2/ 2) 100 ( 2/ 2) 100 ( 2/ 2) 55 . 3 

PRE JNJ 25 ( 1/ 4) 0 ( 0/ 4) 
MONTH 2 100 ( 4/ 4) 75 ( 3/ 4) 75 ( 3/ 4) 27.2 
MONTH 3 100 ( 4/ 4) 100 ( 4/ 4) 100 ( 4/ 4) 85.0 
MONTH 7-10 100 ( 1/ 1 ) 100 ( 1/ 1) 100 ( 1/ 1 ) 69.6 

PRE INJ 36 ( 9/ 25) 12 ( 3/ 25) 
MONTH 1 100 ( 25/ 25) 96 ( 24/ 25) 100 ( 25/ 25) 89.3 

GMT MCG AB/ML (N) 
. -----------------

ALL 
VACCJNEES 

• •••••••••••••••• 

0 . 083 ( 3) 
5 . 364 ( 3) 
7.424 ( 2) 

0.080 ( 4) 
3.638 ( 4) 

11 .383 ( 4) 
8.703 ( 1 ) 

0.155 25) 
20.932 25) 

FOOTNOTE(S): 
If A TITER IS REPORTED AS <.125, THEN .125 JS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 JS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HFLU,~ ,46210/07/19/88/19 

TABLE 4 
ANT I BODY RES P·Q NS ES 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

,- 6 MOS. 

7-11 MOS. 

12-71 MOS. 

BLUMER,JEFFREY L . 
000408 
HIB CONJUGATE 
RIA 
CP29B 
15 MCG 
HEALTHY CHILDREN 

1' 11111TH ANTI-PAP 
TIME ----------------------------------

(MONTHS) > . ·15 MCG AB/ML >1.0 MCG AB/ML 
•••••••••••• ••••••••••••••• ••••••••••••••• 

PRE INJ 50 ( II 2) 0 ( 0/ 2) 
MONTH 2 100 ( 2/ 2) 100 ( 2/ 2) 
MONTH 3 100 ( 2/ 2) 100 ( 2/ 2) 

PRE INJ 20 ( II 5) 0 ( 0/ 5) 
MONTH 2 100 ( 5/ 5) BO ( 4/ 5) 
MONTH 3 100 ( 5/ 5) 100 ( 5/ 5) 

PRE INJ 50 ( 19/ 38) I 1 ( 4/ 38) 
MONTH I 100 ( 38/ 38) 95 ( 36/ · 38) 
MONTH 6-9 100 ( 1/ 1 ) 0 ( 0/ I) 

FOLD RISE 
------------------------

1' >2 FOLD MEAN 
••••••••••••••• •••••• 

100 2/ 2) 18.7 
100 2/ 2) 25.3 

100 ( 5/ 5) 19. 1 
100 ( 5/ 5) 29.4 

97 ( 37/ 38) 33 . 8 
0 ( 0/ 1 ) 2.0 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 121 2) 
3.212 2) 
4.343 2) 

0.076 5) 
2.524 5) 
3.890 5) 

0.191 38) 
8.458 38) 
0.587 1 ) 

FOOTNOTE(S): 
IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 
0 
i.11 
0, 

'-"' 



HFL 46210/07/19/88/20 

TABLE 5 
A N T I B O D Y R E S P O N S E S 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

7-11 MOS. 

q-71 MOS. 

BLUMER,JEFFREY L. 
000408 
HIB CONJUGATE 
RIA 
CP749 
15 MCG 
HEALTHY CHILDREN 

~ WITH ANTI -PRP 
TIME ----------------------------------

(MONTHS) >.15 MCG AB/ML >1.0 MCG AB/ML 
•••••••••••• ••••••••••••••• ••••••••••••••• 

PAE INJ 0 ( 0/ 1) 0 ( 0/ 1) 

MONTH 2 100 ( 1/ 1) 0 ( 0/ 1) 
MONTH 3 100 ( 1/ 1 ) 100 ( 1/ 1 ) 

PAE INJ 100 ( I/ 1) 0 ( 0/ 1) 
MONTH 2 100 ( I/ 1 ) 100 ( 1/ 1 ) 
MONTH 3 100 ( I/ 1 ) 100 ( I/ 1 ) 

PRE INJ 57 ( 4/ 7) 0 ( 0/ 7) 
MONTH 1 100 ( 11 7) 100 ( 1/ 7) 

FOLD RISE 
------------------------

~ >2 FOLD MEAN 
• •••••••••••••• •••••• 

100 ( 1/ 1) 4 . 8 
100 ( 1/ 1 ) 14.9 

100 ( I/ 1) 23.8 
100 ( 1/ I) 37.2 

100 ( 11 7) 42.4 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 063 ( I ) 
0 . 603 ( I) 
1.868 ( 1 ) 

0 . 259 1 ) 
6 . 155 1 ) 
9.638 1 ) 

0.145 7) 
8.269 7) 

FOOTNOTE(S): 
IF A TITER IS REPORTEO AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER . 



HFL~. j46210/07/19/88/21 

TABLE 6 
ANT I 8 0 D V RES P;p HS ES 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

,- 6 MOS. 

7-11 MOS. 

l:Z-71 MOS. 

BLUMER . JEFFREY L. 
000408 
HIB CONJUGATE 
AU 
CAl32 
15 MCG 
HEALTHY CHILDREN 

1' WITH ANTI-PAP 
TIME ----------------------------------(MONTHS) >; 15 MCG AB/ML >1.0 MCG AB/ML 

•••••••••••• ••••••••••••••• • •••••••••••••• 

PAE INJ 100 ( 2/ 2) 0 ( 0/ 2) 
MONTH 2 100 ( 2/ 2) 100 ( 2/ 2) 
MONTH 3 100 ( 2/ 2) 100 ( 2/ 2) 

PRE INJ 0 ( 0/ I ) 0 ( 0/ I ) 
MONTH 2 100 ( 1/ I ) 100 ( I/ I ) 

PRE INJ 50 ( 2/ 4) 0 ( 0/ 4) 
MONTH I 100 ( 4/ 4) 100 ( 4/ 4) 

FOLD RISE 
------------------------

1' >2 FOLD MEAN 
•••••••••••••••• •••••• 

100 ( 2/ 2) 21. 7 
100 ( 2/ 2) 48. I 

100 ( I/ I) 34 . I 

100 ( 4/ 4) 103.7 

GMT MCG AB/ML (N) 

-----------------
ALL 

VACCIHEES 
• •••••••••••••••• 

0.207 ( 2) 
4.477 ( 2) 
9.929 ( 2) 

o. 125 I ) 
4.266 I ) 

0. 155 4) 
22.693 4) 

FOOTNOTE(S): 
IF A TITER IS REPORTED AS <.125. THEN .1 25 IS USED TO CAL~ULATE THE MEAN FOLD RISE. 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 
0 
•J'I 
O> 
JI 



t1fLU1-•• 0210/07/22/88/ 10 

INVESTIGATOR 
STUDY 
vACCINE 
1-iSAY 
LUT NUMBER 
DO!)E 
POPULATION 

~~E 

• ••••••••• 

1-11 MOS. 

12.-71 MOS. 

BLUMER,JEFFREY L. 
000408 
HIB CONJUGATE 
RIA 
CP298 
15 MCG 
HEALTHY CHILDREN 

TABLE 7 
ANT I 8 0 0 Y RES i·o NS ES 

CHILDREN RANDOMIZED TO CONSISTENCY LOTS - ALL 

% WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

(MONTHS) >. 15 MCG AB/ML > 1.0 MCG AB/ML .. >2 FOLD MEAN 
•••••••••••• ••••••••••••••• • •••••••••••••• • •••••••••••••• •••••• 

PRE INJ 50 I/ 2) 0 0/ 2) 
MONTH 2 100 2/ 2) 100 2/ 2) 100 2/ 2) 27 . 0 
MONTH 3 100 2/ 2) 100 2/ 2) 100 2/ 2) 73.0 

PRE INJ 60 3/ 5) 20 I/ 5) 
MONTH I 100 5/ 5) 100 5/ 5) 80 4/ 5) 18 . 3 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0. 102 2) 
3.908 2) 

10.554 2) 

0.254 5) 
5 . 339 5) 

FOOTNOTE(S): FD O RISE IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN L • 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER . 



HfLU,_ 0210/07/22/88/ I I 

INVESTIGATOR 
,STUDV 
VACCINE 
AS~AV 
LOT NUMBER 
POSE 
POPULATION 

AGE 
•••••••••• 

I - 6 MOS. 

7- I I MOS. 

12 - 7 I MOS. 

BLUMER,JEFFREY L . 
000408 
HIB CONJUGATE 
RIA 
CP749 
15 MCG 
HEALTHY CHILDREN 

TABLE 8 
A N T I B O D Y R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTENCY LOTS - ALL 

% 1111TH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

(MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML % >2 FOLD MEAN 
•••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• • ••••• 

PRE INJ 0 0/ I ) 0 0/ I ) 

MONTH 2 100 1/ 1 ) 0 0/ 1 ) 100 ( 1/ l ) 4.8 
MONTH 3 100 I/ 1 ) 100 I/ I) 100 ( 1/ l ) 14.9 

PRE INJ 100 I/ I ) 0 0/ I ) 

MONTH 2 100 1/ I ) 100 I/ I ) 100 ( I/ I ) 23.8 
MONTH 3 100 1 / I ) 100 I/ 1 ) 100 ( I/ 1 ) 37 . 2 

PRE INJ 57 ( 4/ 7) 0 ( 0/ 7) 
MONTH 1 100 ( 11 7) 100 ( 11 7) 100 71 7) 42.4 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 063 1) 
0.603 I) 
1 . 868 I ) 

0.259 1) 
6.155 1 l 
9.638 1) 

o. 145 7) 

8.269 7) 

FOOTNOTE(S): FOLD RISE If A TITER JS REPORTED AS <.125, THEN .125 JS USED TO CALCULATE THE MEAN , 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HfLU, ___ 0210/07/22/88/12 

I m1ESTIGATOR 
STUllV 
VA(CINE 
AS~AV 
LOT NUMBER 
OO~t 
PO..-ULATION 

AGE 
•••••••••• 

I - 6 MOS. 

7- 11 MOS. 

I :z- 1 I MOS. 

BLUMER,JEFFREV L . 
000408 
HIB CONJUGATE 
RIA 
CRl32 
15 MCG 
HEALTHY CHILDREN 

TABLE 9 
A N T I 8 0 D V R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTENCY LOTS - ALL 

1' WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

(MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML " >2 FOLD MEAN 
•••••••••••• ••••••••••••••• • •••••••••••••• ••••••••••••••• •••••• 

PRE INJ 100 ( 2/ 2) 0 0/ 2) 
MONTH 2 100 ( 2/ 2) 100 2/ 2) 100 2/ 2) 21 . 7 
MONTH 3 100 ( 2/ 2) 100 2/ 2) 100 2/ 2) 48 . I 

PRE INJ 0 0/ I ) 0 0/ I ) 
MONTH 2 100 I/ I ) 100 I/ I ) 100 I/ I ) 34. I 

PRE INJ 50 2/ 4) 0 ( 0/ 4) 
MONTH I 100 4/ 4) 100 ( 4/ 4) 100 4/ 4) 103.7 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0.207 2) 
4 . 477 2) 
9 . 929 2) 

0 . 125 1) 
4 . 266 1) 

0. 155 4) 
22.693 4) 

FOOTNOTE(S): SE If A TITER IS REPORTED AS < . 125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RI , 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HFLU/CC546330/07/18/68/75 
TABLE 10 

CLINICAL CO HP LA INT S 8 Y .1 RE QUE NC Y 

INVESTIGATOR 
ST\JOY 
VACCINE 
LOT tut3ER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOKJP 

VACCINE 

TOTAL VACCINEES 

1 8LlJ1ER.JEFFREY L. 
000408 
HIB CONJUGATE 

1 CPZ41 
HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO S 

VACCINEES HITH NO COHPLAINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS C INJECTION SITE J 
ERVTHEHA. INJ. SITE C<=l IN . ) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE (<=l IN.) 
INDURATION, INJECTION SITE 
SHELLING, INJ. SITE C>l INCH) 

SYSTEHIC REACTIONS 
FATIGUE 
IRRITABILITY 
TEETHING 
PROLONGED CRYING, >1/Z HR 
HARH TO TOUCH 

HIB CONJUGATE 
INJECTION: 1 

7 

1 14.3 %) 
6 85.7%) 
0 

NO. OF VACCINEES % BASED 
HITH ON 7 

CLINICAL COHP. VACCINEES 

3 
z 
z 
z 
1 
1 

5 
s 
4 
4 
1 
1 

4Z.9 
Z8.6 
Z8.6 
Z8.6 
14.3 
14.3 

71 . 4 
73;.4 
S7.1 
S7 .1 
14.3 
14.3 

:::> 
:::> 
./1 
)'.) 

0 



HFLU/CC546330/07/l8/88/83 
TABLE 10 (cont.) 

C L I N I C A L C O H P L A I N T S 8 Y f R E q U E N C Y 

BLU1ER.JEFFREY L. INVESTIGATOR 
sruoy 
VACCINE 

I 000408 

LOT NlteER 
POPULATION 
AGE RANGE 

1 HIB CONJUGATE 
CPZ41 

DAYS OF FOLLClf.JP 

VACCINE 

TOTAL VACCINEES 

HEALTHY CHILDREN 
1-11 NOS. 

DAYS OTO S 

YACCINEES MITH NO COHPLAINTS 
VACCINEES HITH CONPLAINTS 
YACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS I INJECTION SITEJ 
ERYTHEHA. INJ. SITE (<=l IN. J 
SHELLING, INJ. SITE (<=l IN,J 
ERYTHEHA. INJ. SITE (>l INCH) 
PAIN/SORENESS. INJ. SITE 

SYSTEHIC REACTIONS 
FATIGUE 
IRRITABILITY 
TEETHING 
HARN TO TOUCH 
PROLONGED CRYING• >1/2 HR 
RASH 

HIB CONJUGATE 
INJECTION: Z 

7 

Z Z8.6 lO 
S 71.4 .iO 
0 

NO. OF YACCINEES % BASED 
HITH ON 7 

CLINICAL COHP. YACCINEES 

2 
2 
2 
1 
1 

s 
2 
2 
2 
z 
1 
1 

Z8.6 
Z8.6 
28.6 
14.3 
14.3 

71.4 
28.6 

-28.6 
0

28.6 
28.6 
14.3 
14,3 

:::, 
-::, 

Jl 
0 
:::, 



. 

HFLU/CC546330/07/18/88/76 
TABLE 10 (cont.) 

C L I N I C A L C O H P L A i H T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT N.tlBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLotlJP 

VACCINE 

TOTAL VACCINEES 

1 BLl.tlER,JEFFREY L. 
000408 

1 HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
lZ-71 HOS, 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 1 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS I INJECTION SITE ) 
PAIN/SORENESS, INJ. SITE 
ERYTHEHA, INJ. SITE l<=l IN.) 
SHELLING, INJ. SITE (<=l IN.) 
SHELLING, INJ. SITE (>l INCH) 

SYSTEMIC REACTIONS 
FATIGUE 
HARH TO TOUCH 
IRRITABILITY 
TEETHING 
ANOREXIA 
Cotl10N coiD 
DIARRHEA 
OTITIS MEDIA 
PALLOR 
PHARYNGEAL PAIN 
POLYDIPSIA 
PROLONGED CRYING, >l,12 HR 

HIB CONJUGATE 
INJECTION: l 

ZS 

14 S6.0 %) 
11 44.0 %) 

0 

NO; OF VACCINEES % BASED 
HITH ON ZS 

CLINICAL COHP. VACCINEES 

7 28.0 
6 24.0 
1 4.0 
l 4.0 
1 4.0 

7 28.0 
4 16.0 
3 lZ.O 
2 8.0 
2 8.0 
1 4.0 
l 4.0 
l 4.0 
l 4.0 
1 4.0 
1 4.0 
1 4.0 
1 4,0 



HFLU/CC546330/07/18/88/77 TABLE 10 (cont.) 

CLINICAL CO HP LA INT S BY .f RE QUE NC Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tutiER 
POPULATION 
AGE RANGE 

1 BLLt1ER,JEFFREY L, 
000408 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OF FOLLOHJP 1 DAYS OTO !ii 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH NO COHPLAINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES Hint NO DATA 

CLINICAL COHPLAINTS 

HIB CONJUGATE 
INJECTION: l 

13 

.s 45.s ;o 
6 54.S ,O 
2 

NO. OF VACCINEES % BASED 
HITH ON 11 

CLINICAL COHP. VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTI~ ( INJECTION SITE ) 

ERYTHEHA, INJ. SITE l>l INCH) 
SHELLING, INJ, SITE (<•l IN,) 

SYSTEHIC REACTI~ 
FATIGUE 
IRRITABILITY 
DIARRHEA 
TEETHING 
YOHITING 

I I 
I 2 18.2 I 
I l 9.1 I 
I 1 9.1 I 
I I 
I s 45.5 I 
I 4 36.4 I 
I 4 36.4 I 
I 2 18.2 I 
I l 9.1 I 
I l 9.1 I 

0 
;:, 
Lil 
.0 
rv 



HFLU/CC546330/07/18/88/84 
TABLE 10 (cont.) 

CLINICAL CO HP LA! NT S 8 Y. FREQ U ENC V 

INVESTIGATOR BLU1ER,JEFFREY L. 
STUOV 
VACCINE 
LOT tu18ER 
POPULATION 

I 000408 

AGE RANGE 
OAVS OF FOLLOHJP 1 

VACCINE 

TOTAL VACCINEES 

HIB CONJUGATE 
CPZ98 
HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL CONPLAINTS 

LOCAL REACTIONS ( INJECTION SITE ) 
ERVTHEHA, INJ. SITE l<=l IN.) 
ERYTHEHA, INJ. SITE (>l INCH) 
SHELLING, INJ. SITE (<=l IN.) 

SVSTEHIC REACTIONS 
FATIGUE 
TEETHING 
DIARRHEA 
FACIAL EDEHA 
IRRITABILITY 
HARH TO TOUCH 

HIB CONJUGATE 
INJECTION: Z 

11 

5 55.6 iO 
4 44.4 %) 
z 

NO. OF VACCINEES % BASED 
HITH ON 9 

CLINICAL COHP. VACCINEES 

4 44.4 
z zz.z 
z zz.z 
1 11.1 

4 44.4 
z zz.z 
z zz.z 
1 11.1 
1 11.1 
1 11.1 
1 11.1 



HFLU/CC546330/07/18/88/78 
TABLE 10 (cont.) 

CLINICAL CO HP LA INT S 8 Y. FREQUENCY 

INVESTIGATOR BLLtlER,JEFFREY L. 
STUOY 000408 
VACCINE I HIB CONJUGATE 
LOT tu-BER I CP298 
POPULATION HEALTHY CHILDREN 
AGE RANGE 1 12-71 HOS. 
DAYS OF FOLLCINJP I DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH NO COHPLAINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS I INJECTION SITE ) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE l<=l IN.) 
ERYTHEHA, INJ. SITE l<=l IN.) 
INDURATION, INJECTION SITE 
SHELLING, INJ. SITE l>l INCH) 

SYSTEHIC REACTIONS 
IRRITABILITY 
DIARRHEA 
FATIGUE 
HARH TO TOUCH 
Cott10N COLD 
TEETHING 
ASTHMA 
RASH 
SI~ITIS 
HHEEZING 

HIB CONJUGATE 
INJECTION1 1 

47 

23 52.3 ,o 
21 47.7 %) 

3 

NO. OF VACCINEES % BASED 
HITH ON 44 

CLINICAL COHP. VACCINEES 

10 
8 
4 
1 
1 
1 

17 
9 
5 
3 
3 
2 
2 
1 
1 
1 
1 

22.7 
18.2 

9.1 
2.3 
2.3 
2.3 

38.6 
20.5 
11.4 
6.8 
6.8 
4.5 
4 . 5 
2.3 
2.3 
2.3 
2.3 

0 
0 
V1 
.0 
;::: 



HFLU/CC546330/07/l8/8a/79 TABLE 10 (cont.) 

CLINICAL CO HP LA INT S B ~- FREQUENCY 

INVESTIGATOR 
ST\JDY 
VACCINE 
LOT tu-BER 
POPULATION 
AGE RANGE 
DAYS Of FOLLOKJP 

VACCINE 

TOTAL YACCINEES 

1 Bll.WIER,JEFFREY L, 
000408 
HIB CONJUGATE 
CP749 

1 HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO S 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

HIB CONJOOATE 
INJECTION: l 

5 

1 2s.o ;o 
3 75.0 %) 
l 

NO. OF YACCINEES % BASED 
HITH ON 4 

CLINICAL COHP, VACCINEES 

·····································-···········--············ 
LOCAL REACTIONS ( INJECTION SITE J 

SHELLING, INJ, SITE (<:l IN.J 

SYSTEHIC REACTIONS 
ATOPIC DERHATITIS 
DIARRHEA 
IRRITABILITY 
OTITIS HEDIA 
VOHITING 

I I 
I 1 2s.o I 
I 1 25.o I 
I I 
I 3 1s.o I 
I 1 25.o I 
I 1 zs.o I 
I 1 25.D I 
I l 2s.o I 
I 1 2s.o I 

.::> 
:::> 
11 
0 .,, 



HFLU/CC546330/07/18/88/85 TABLE 10 (cont.) 

CLINICAL CO HP LA INT S 8 Y .f RE QUE NC Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tf.JtllER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOKJP 

VACCINE 

TOTAL VACCINEES 

1 8LU1ER,JEFFREY L, 
I 000408 

HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO 5 

VACCINEES HITH NO CONPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

HIB CONJUGATE 
INJECTION: Z 

4 

4 uoo.o ;o 
D l 0,0 ,0 
0 

NO. OF VACCINEES X BASED 
HITH ON 4 

CLINICAL COHP. VACCINEES 

I I 
LOCAL REACTIONS l INJECTION SITE ) I O O. 0 . I 



HFLU/CC546330/07/18/88/80 TABLE 10 (cont.) 

CLINICAL CO HP LA INT S BY_ FREQUENCY 

INVESTIGATOR 
STUDY 
VACCINE 
LOT ti.KER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHJP 

VACCINE 

TOTAL VACCINEES 

1 BLU1ER,JEFFREY L. 
000408 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

I 12-71 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

HIB CONJUGATE 
INJECTION: l 

10 

1 11.8 ;o 
2 22. 2 i! J 
1 

NO. OF VACCINEES i! BASED 
HITH ON 9 

CLINICAL COHP. VACCINEES .......................................................................... 
LOCAL REACTIONS l INJECTION SITE J 

PAIN/SORENESS, INJ. SITE 
ERYTHEHA, INJ. SITE C<=l IN.J 
SHELLING, INJ. SITE C<=l IN.J 

SYSTEKIC REACTIONS 
HARH TO TOUCH 

I I 
I 2 22.2 I 
I 2 22.2 I 
I 1 11.1 I 
I 1 11.1 I 
I I 
I 1 11.1 I 
I 1 11.1 I 



HFLu/CC546330/07/18/88/81 TABLE 10 (cont.) 

CLINICAL CO HP L,A INT S 8 Y .f RE q U ENCY 

ItNESTIGATOR 
ST\JDY 
VACCINE 
LOT t-UeER 
POPULATIOII 
AGE RANGE 
DAYS OF FOLUH.IP 

VACCINE 

TOTAL VACCINEES 

BLUHER,JEFFREY L. 
I D00408 
1 HIB CONJUGATE 

CR13Z 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO Cot1PLAINTS 1 
VACCINEES HITH CONPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

HIB COOJUGATE 
INJECTIOO: 

5 

3 
1 
1 

1 

75.0 i!) 
ZS.O lO 

I 
I 
I 
I 
I 
I 
I 
I 

NO. Of VACCINEES % BASED I 
HITH 00 4 I 

CLINICAL COHP. VACCINEES I 
·••••••••••••••••••••••••••·••·•·•••·••tHHHHHHHHHt_._XMMMMMM•MM•MM••·•••• 

I I 
LOCAL REACTIONS IINJECTIOO SITE l I O O. 0 I 

I I 
SYSTEMIC REACTIONS I 1 ZS. 0 I 

IRRITABILITY I 1 ZS.O I 

::> 
J1 
0 
.::o 



HFLU/CC.546330/07/18/88/86 TABLE 10 (cont.) 

CL· IN IC AL CO HP LA INT S BY. FREQUENCY 

INVESTIGATOR 
STUDY 
VACCINE 
LOT taHSER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOKJP 

VACCINE 

TOTAL VACCINEES 

1 BLU'IER,JEFFREY L. 
: 000408 

HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 1 
VACCINEES HITH CottPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

HIB CONJUGATE 
INJECTION: 2 

5 

3 I 75.0 ,O 
l I 25.0 ,O 
l 

NO. OF VACCINEES % BASED 
HITH ON 4 

CLINICAL COHP. VACCINE ES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS I INJECTION SITE) 

PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE l<:l IN.) 

SYSTEHIC REACTIONS 
FATIGUE 

I I 
I l 2s.o I 
I l 2s.o I 
I l 25.0 I 
I I 
I l zs.o I 
I l 25.0 I 



HFLU/CC546330/07/18/88/8Z 
TABLE _ 10 (cont.) 

CLINICAL CO HP LA l NT S BY .f RE q U ENCY 

INVESTIGATOR 
STUDY 
VACCINE 
LOT lf.J-8ER 
POPULATION 
AGE RANGE 
DAYS Of FOLLONJP 

VACCINE 

TOTAL VACCINEES 

BLlJ1ER,JEFFREY L. 
I 000408 
1 HIB CONJUGATE 
1 CR13Z 

HEALTHY CHILDREN 
lZ-71 HOS. 
DAYS OTO Ji 

VACCINEES HITH ND COHPLAINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH ND DATA 

CLINICAL COHPLAINTS 

HIB CONJUGATE 
INJECTION: l 

10 

7 I 77.8 XJ 
Z I ZZ. Z X J 
l 

NO. OF VACCINEES Y. BASED 
HITH ON 9 

CLINICAL COHP. VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS I INJECTION SITE) 

PAIN/SORENESS, INJ. SITE 

SYSTEHIC REACTIONS 
FEVER 
IRRITABILITY 

I I 
I l 11 . l I 
I l 11.1 I 
I I 
I z zz.z I 
I l 11.l I 
I l 11.l I 
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INVESTIGATOR I BLLtlER,JEFFREY L. 
STUDY 1 000408 
VACCINE HIB CONJUGATE 
LOT M.tBER I CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 NOS, 

TABLE 11 
CLINICAL COHPLAINTS 

------------------------ .. --------------------------------------------------------------------------------------------------
VACCINE : HIB C<IUJ6ATE I M.tBER OF VACCINEES I 7 VACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NMBER 
l----------------------------------------------------------------------------1 HITH 

· CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOtlPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l•••••••--1••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1----
LOCAL REACTIONS I Z I 3 I 3 I z I Z I z I I 3 

I I Z8.6%J I I 4Z.9%J I 1 4Z.9%J I 1 28.6%> I I Z8.6%J I I Z8.6%J I I 42.9%> 

----------------------------------- ---------- ---------- ----------ERYTHEHA, INJ, SITE l<=l IN.) 1 2 1 
14.3%) 28.6%) 14.3%) 

INDURATION, INJECTION SITE 1 1 1 
l't.3%) 14.3%) 14.3%) 

PAIN/SORENESS, INJ. SITE 1 2 2 
14.3%) 28.6%) 28.6%) 

SHELLING, INJ. SITE I >l INCH) 1 1 1 
14.3%) 14.V.) 14.3%) 

---------- ----------1 0 
14.3%) O.Ol.J 

1 1 
( l't.3%) 14.3%) 

1 1 
14.3%) 14.3%) 

0 0 
0.0%) 0.0%) 

----------
0 

O.Ol.J 

1 
14.3%) 

1 
14.3%) 

0 
0.0%) 

----------
2 

28.6%) 

1 
14.3%) 

2 
28.6%) 

1 
14.3%) 

SHELLING, INJ. SITE I <=l IN. ) 1 1 1 Z Z Z 2 
I 14.3%) I 14.31.J I 14.31.J I Z8.6%J I 28.6%) I 28.61.) 28.6%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 4 I 3 I 3 I 3 I 1 I 1 I I s 

BODY AS A HHOLE/SITE U.SPEC. 

FATIGUE 

HARH TO TOUCH 

DIGESTIVE SYSTEH 

I 1 57.lY.J I 1 4Z.9%J I ~ 4Z.9%J I 1 4Z.9%J I 1 14.3Y.J I 1 14.3%J I I 71.4Y.J 

3 2 z 2 
42. 9% J 28. 6% J 28.6%) 28. 6% J 

3 2 2 2 
42.9%) 28.6%) 28.6%) 28.6%) 

1 0 0 0 
14.3%) 0.0%) 0.0%) 0.0%) 

3 2 z z 
42.9%) 28.61.) 28.6%) 28.6%) 

0 0 
0.0%) O.OY.J 

0 0 
O.Ol.) 0. Ol.) 

0 0 
0.0%) O.OY.J 

1 1 
14.3%) 14.3%) 

5 
71.41.) 

5 
71.41.) 

1 
14.3%) 

4 
57. ll.) 

0 
0 
3'-
0 -
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INVESTIGATOR BLI.HR,JEFFREY L. 
STUDY : 000408 
VACCINE HIB CONJUGATE 
LOT tu'eER : CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 11 (cont~) 

CLINICAL C<l1PLAINTS 

------------------------~---------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE 

CLINICAL COHPLAINTS 

I NHSER OF VACCINEES C 7 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tLtBER 

1----------------------------------------------------------------------------I HITH I o I 1 I 2 I 3 I 4 I s I I Cot1PLAINTS ......................................................................................................... ·-----
TEETHINa 3 2 2 2 1 1 4 

NERVOUS SYSTEN & PSYCHIATRIC 

IRRITABILITY 

42.9'0 28.6,0 28.6%) 28.6%) 14.3%) 14.3%) 57.1%) 

3 
C 42.9%) 

z 
C 28.6%) 

2 
28.61.) 

2 
28.6%) 

2 
28.6%) 

2 
28.6%) 

1 
14.31.) 

1 
14.31.) 

0 
O.Ol.J 

0 
O.Ol.) 

1 
14.31.) 

1 
14.3%) 

4 
I 57.ll.J 

4 
I 57 .1% J 

PROLONGED CRYitG, >1/2 HR 1 0 1 0 0 0 1 
c 14.31., c 0.0% J c 14.3%, 1 o.or., c o.or., c o. or., 14.31. J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH CottPLAINTS I s I 4 I 4 I 4 I 3 I 3 I I 6 

I c 71.4%) I c 57.1%> I c 57.1%> I c 57.1%> I c <t2.9iO I l 42.9%> I I as.7%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH ND COHPLAINTS I 2 I 3 I 3 I 3 I 4 I 4 I I l 

I c 28.61.J I c 42.9%) I c 42.,;o I I 42.9%1 I c s1.1r.1 I I 57.ll.J I I 14.31.J 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTitG I 7 I 7 I 7 I 7 I 7 I 7 I I 7 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH ND DATA I O I O I O I O I O I O I I O 

I I I I I I I I 

0 
0 
0' 
0 
rv 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tutBER 1 
PATIENT CLASS1 
AGE RANGE 

BllttER,JEFFREY L. 
000408 
HIB CONJUGATE . 
CPZ41 
HEALTHY CHILDREN 

1-11 ttDS. 

TABLE 11 (conJ.) 

CLINICAL COHPLAINTS 

---------------------------------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I tutBER OF VACCINEES C 7 VACCINEES) - INJECTION: Z I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NlnER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I ICOHPLAINTS 

-···························••l••······••l••······••l••······••l••······••ltHHHHHttUt-l•tHHHHHttHHtlittHHHtlHHHHll•-·--LOCAL REACTIONS I Z I Z I l I l I l I o I I Z 
I c ze. 6Y. > I c ze. 6% > I c 14. 3% > I c 14. 3Y. > I c 14. 3Y. > I c o. OY. > I I ze. 6Y. > 

----------------------------------- ---------- ---------- ----------1---------- ---------- ---------- ----------
ERYTHEHA, INJ. SITE C>l INCH) l O O I O O O l 

14.3Y.) O.OY.) O.OY.) I o.o:o O.OY.) 0.0%) 14.3%) 
I 

ERYTHEHA, INJ. SITE C<=l IN.) 0 Z O I O O O Z 
O.OY.) Z8.6Y.) O.OY.) I O.OY.) O.OY.) O. OY.) Z8,6Y.) 

I 
PAIN/SORENESS, INJ. SITE 1 1 1 I l 1 0 1 

14.3%) 14.3%) 14.3%) I 14.3Y.) 14.3%) O.OY.) 14.3%) 
I 

SHELLING, INJ. SITE C<=l IN.> Z Z l I O O O Z 
C Z8.6%) C ZB.6%) C 14.3%) I C 0.0%) C 0.0%) C 0 . 0%) Z8 . 6%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEHIC I 3 I 3 I 3 I 3 I 3 I Z I I s 

I c 4Z • 9% > I C 4Z • 9% J I C 4Z • 9% > I C 4Z. 9% > I c 4Z. 9% > I C Z8. 6% > I I 71 • 4% ) 

BODY AS A HHOLE/SITE IMSPEC. z z l l l 0 3 
Z8.6%) Z8.6%) 14.3%) 14.3%) 14.3Y.) 0.0%) 4Z.9%) 

FATIGUE z l l 1 l 0 z 
Z8.6%> 14.3Y.) 14. 3Y.) 14.3%) 14.3%) O.OY.) Z8.6%) 

NARH TO TOUCH l 1 0 0 0 0 z 
14.3%) 14.3%) 0.0%) 0.0%) 0.0%) 0.0%) Z8.6%) 

DIGESTIVE SYSTEH l l l l l z z 
14.3%) 14.3%) 14.3%) 14.3%) 14.3%) Z8.6Y.) Z8.6%) 

TEETHING l l l l l 2 z 
14.3%) 14.3%) 14.3%) 14.3%) 14.3%) Z8.6Y.) 28.6%) 
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INVESTIGATOR BLll1ER,JEFFREY L, 
STUDY : 000408 
VACCINE : HIB CONJUGATE 
LOT Nl'EER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HDS. 

TABLE 11 (cont.) 

CLINICAL COHPUINTS 

-----------------------~-----r----------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL COHPLAINTS 

I Nl'EER OF VACCINEES ( 7 VACCINEES J - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I flll'tiER 
1----------------------------------------------------------------------------I HITH 
I o I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
NERVOUS SYSTEM I PSYCHIATRIC 1 2 0 0 0 O 2 

IRRITABILITY 

PROLONGED CRYING, >1/2 HR 

SKIN I SKIN APPENDAGE 

llt,3Y.J 28.61.J O,OY.J O.OY.) O.OY.J O,OY.J 28.6%) 

1 2 0 
14.3%) 28.6%) 0.0%) ' 

1 0 0 
14.3%) ' 0.0%) 0.0%) 

0 1 1 
0.0%) 14.3%) 14.3%) 

0 0 
0. 0%) 0. 0%) 

0 0 
0.0%) ' 0.0%) 

1 1 
14.3%) 14.3%) 

0 
0.0%) 

0 
o.o:o 

0 
0.0%) 

2 
28.6%) 

l 
14.3%) 

1 
14.3%) 

RASH O l 1 1 1 O l 
( 0.0%) ( 14.3%) ( 14,3%) I 14.3%) I 14.3%) I 0.0%) 14. 3%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
YACCINEES HITH COHPLAINTS I 4 I 3 I 3 I 3 I 3 I 2 I I 5 

I, 57.1%> I I 4.2,9%> I, 42.9%> I, 42.9%> I, 42.9%J I, za.6%J I I, 71.4%J 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO COHPLAINTS I 3 I 4 I 4 I 4 I 4 I 5 I I 2 
I , 42.9%1 I I 57,1%> I I 57. 1%J I I 57.1%> I c 57.1%> I , 71.4%> I I , 2&.6%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL YACCINEES REPORTING I 7 I 7 I 7 I 7 I 7 I 7 I I 7 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
YACCINEES HITH NO DATA I O I O I D I D I D I O I I O 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT M.lt'BER I 

PATI~NT CLASS: 
AGE RANGE 

BLU1ER,JEFFREY L. 
000408 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 
lZ-71 ttDS. 

TABLE 11 (coQt.) 

CLINICAL COHPLAINTS 

------------------------~---------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I M.Jt'BER OF VACCINEES l Z5 VACCINEESI - INJECTION: l I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tueER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 

•••••••••••••••••••••••••••••••••••1••••••••••1••••••••••1--1••••••••••1••••••••••1••••••••••1••••••••••1•••••••••• 
LOCAL REACTIONS I 4 I 5 I Z I Z I o I o I I 7 

I l 16. Oi: I I l ZO. Oi: I I l 8. Oi: I I l 8. Oi: I I l O. Oi: I I l o. Oi: I I I Z8. Oi: I 

-----------------------------------1---------- ---------- ---------- ---------- ----------1---------- ----------
ERYTHEHA, INJ. SITE l<=l IN. I I O l O O O I O l 

I O.Oi:) 4.0%) 0.0%) O.Oi:) 0.0%) I 0.0%) 4.0%) 
I I 

PAIN/SORENESS, INJ. SITE I 4 4 Z l O I O 6 
I 1,.0;: 1 1,.0;: 1 a.o:o 4.0% 1 0.0% 1 I 0.0% 1 Z4 . o% 1 
I I 

SHELLING, INJ. SITE l>l INCH) I O O O 1 0 I O l 
I O.Oi:J O.Oi:I o.OXJ tt.OXJ 0.0%1 I o.o%J 4,o;o 
I I 

SHELLING, INJ. SITE l <=l IN. J I O 1 0 0 0 I O l 
I l O,Oi:) C 4.0%) l 0.0%) C 0.0%) l 0.0%) I C 0.0%) 4.0%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I z I 6 I 5 I Z I Z I Z I I 7 

I l a.oi:> I l Z4.0i:> I l zo.0%1 I l a.oi:1 I l 8.0%1 I l a.o%J I I za.o%J 

---------------------------------------------- --------------------- ---------- ---------- ---------------------
BODY AS A HHOLE/SITE I.MSPEC. l 4 z l l 0 5 

4.0%) 16.0i: I 8.0%) 4.0%) 4.0%) 0.0%) Z0.0%) 

FATIGUE l 3 l l l 0 4 
4.0%) lZ,Oi:) 4.0%) 4.0%) 4.0%) 0.0%) 16.0%) 

MARN TO TOUCH l z 1 1 l 0 3 
4.0%) 8.0%) 4.0% I 4.0%) 4.0%) 0.0%) lZ.0%1 

DIGESTIVE SYSTEM 1 3 4 z z z 4 
4.0%) lZ,0%) 16.0%) 8, Oi: I 8.0%) 8.0%) 16.0%) 

ANOREXIA 0 1 1 1 1 l l 
0.0%) 4.0%) 4.0%) 4.0%) 4.0%) 4.0,0 4.0%) 
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INVESTIGATOR BLUHER,JEFFREY L. 
STUDY 000408 
VACCINE HIB CONJUGATE 
LOT NHSER , CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

------------------------~---------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL COHPLAINTS 

I NHSER OF VACCINEES C ZS VACCINEES J - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I ta.ttiER 

l----------------------------------------------------------------------------1 HITH 
I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 

••••••••••••••••••••••••••••••••••• •••••••••• •••••••••• •••••••••• •••••••n• •••••••••• ••••••••- •••••••••• •••••••••• 
DIARRHEA O O l O O O 1 

POLYDIPSIA 

TEETHING 

NERVOUS SYSTEH I PSYCHIATRIC 

IRRITABILITY 

PROLONGED CRYING, >1/Z HR 

RESPIRATORY SYSTEH 

C0tt10N COLD 

PHARYNGEAL PAIN 

SKIN I SKIN APPENDAGE 

PALLOR 

SPECIAL SENSES 

O.OiO 0.0%) 4,0%) 0.0%) 0,0%) 0.0%) 4.0%) 

0 
0.0%) 

1 
4.0%) 

1 
4.0iO 

1 
4.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
4.0%) 

1 
4.0%) 

0 
0.0%) 

1 
4.0%) 

z 
8,0%) 

z 
8.0iO 

z 
8.0%) 

1 
4.0%) 

0 
0.0%) 

1 
4.0%) 

1 
4.0%) 

1 
4.0%) 

0 
0.0%) 

1 
4.0%) 

z 
8.0%) 

l 
4.0%) 

1 
4.0%) 

0 
0.0%) 

l 
4.0%) 

0 
O,OiO 

0 
0.0%) 

0 
0.0%) 

1 
4.0iO 

1 
4.0%) 

1 
4.0%) 

l 
4.0%) 

1 
4.0%) 

1 
4.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
4.0%) 

1 
4.0%) 

l 
4.0%) 

1 
4.0%) 

1 
4.0%) 

1 
4.0%) 

1 
4.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 0 
0.0%) C 0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
4.0%) 

z 
8.0%) 

z 
8.0%) 

z 
8.0%) 

1 
4.0%) 

z 
8.0%) 

1 
4.0%) 

1 
4.0%) 

1 
4.o:o 

1 
4.0%) 

1 
4.o:o 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT M.tt3ER 1 
PATIENT CLASS: 
AGE RANGE 

BLll1ER,JEFFREY L. 
000408 
HIB CONJUGATE 
CP24l 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

VACCINE I HIB CONJUGATE I M.tt3ER OF VACCINEES C 25 VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I taJHBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPUINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
-••••••••••••••••••••••••••••••••l••••••••••l-•--l••••••••••l•••••••-l••••••••••l•••••••-1--.-1--

0TITIS HEDIA I o I o I 1 I o I o I o I I 1 
I c o.o;o I c o.o;o I , 4.0%> I , 0.0%> I c 0.0%> I 1 0.0%> I I 4.0%> 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 5 I 9 I 7 I 4 I 2 I 2 I I 11 

I t 20.0%) I 1 36.0%) I t 28.0%> I 1 16.0%> I t 8.0%> I 1 8.0%> I I t 44.0%> 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO COHPUINTS I 20 I 16 I 18 I 21 I 23 I 23 I I 14 
I 1 80. 0% > I I 64. 0% > I c 72 • 0% > I c 84. 0% > I 1 92 . ox > I 1 92 . 0% > I I 56 . ox > 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL YACCINEES REPORTING I ZS I ZS I ZS I ZS I ZS I 25 I I 25 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I O 

I I I I I I I I 

0 
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INVESTIGATOR 1 
STUDY 

BLU1ER,JEFFREY L. 
000408 

VACCINE 1 HIB CONJUGATE 
CP298 LOT N.JteER 

PATIENT CLASS: 
AGE RANGE 

HEALTHY CHILDREN 
1-11 HOS. 

TABLE 11 (cont _.) 

CLINICAL COHPLAINTS 

VACCINE : HIB CONJUGATE I l'U-BER OF YACCINEES I 13 YACCINEES) - INJECTION: 1 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I ~ER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I S I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••-1-••••••••l••••••••••l••--
LOCAL REACTIONS I o I 2 I o I o I o I o I I 2 

I I 0.0%) I I 18.2%) I I 0.0%) I I 0.0%> I I 0.0%> I I 0.0%> I I 18.2%> 
-----------------------------------1----------l----------r----------l----------l----------l----------l----------l 

ERYTHEHA,INJ.SITEl>lINCH) I O I 1 I O I O I o I O I I l 
I 0.0%, I 9.1%> I 0.0%> I 0.0%> I 0.0%> I 0.0%> I I 9.1%) 
I I I I I I I I 

SHELLING, INJ. SITE I <=l IN.> I o I l I o I o I o I o I I l 
I I 0.0%) I I 9.1%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I l 9.1%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 3 I 2 I 1 I 2 I 2 I 3 I I s 

I I 27.3%) I I 18.2%> I I 10.0%) I I 20.0%> I I 20.0%) I I 30.0%> I I 45.5%) 

BODY AS A HHOLE/SITE lMSPEC. 3 1 0 0 0 1 4 
27.3%) 9.1%) 0.0%) 0.0%) 0.0%) 10.0%) ~~-4%) 

FATIGUE 3 l 0 0 0 1 4 
27.3%) 9,liO 0.0%) o.o;o 0.0%) 10.0%) 36.4%) 

DIGESTIVE SYSTEH l l 1 2 2 2 4 
9.1%) 9.1%) 10.0%) 20.0%) 20.0%) 20.0%) 36.4%) 

DIARRHEA l 0 0 l l 0 2 
9.1%) 0.0%) 0.0%) 10.0%) 10.0%) 0.0%) 18.2%) 

TEETHING 0 1 1 1 1 1 l 
0.0%) 9.1%) 10.0%) 10.0%) 10.0%) 10.0%) 9.1%) 

VOHITING 0 0 0 0 0 l l 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 10.0%) 9.1%) 

NERVOUS SYSTEH & PSYCHIATRIC 1 2 0 0 0 2 4 
9.1%) 18.2%) 0.0%) 0.0%) 0.0%) 20.0%) 36.4%) 
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INVESTIGATOR 
ST\JDY 
VACCINE 

8Ll.t1ER,JEFFREY L. 
i 000408 
, HIB CONJUGATE 

CPZ98 LOT tueER 
PATIENT CLASS: HEALTHY CHILDREN 

1-11 tlOS. AGE RANGE 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

------------------------~---------------------------------------------------------------------------------------------------
VACCINE : HIB CONJWATE I tueER OF VACCINEES I 13 VACCINEES) - iNJECTION: l I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tueER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I 1 • Z I 3 I 4 I 5 I .COMPLAINTS 

tHHHHHt .. ••·······················••l••······••l••·················••l••·····•-1--•······•--1••·······•1---• 
IRRITABILITY • 1 I Z I o I o I o I Z I • 4 

I I 9.1%) I I 18.Z%l I I 0.0%1 I I 0.0%) I I 0.0%> I I ZD.0%) I I 36.4%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 3 I 3 I l I Z I Z I 3 I I 6 I I Z7.3%) I I Z7.3%) I I 10.0%) I I Z0.0%). I Z0.0%) I I 30.0%) I I I 54 . 5%) 

----------------------► ------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO COHPLAINTS I 8 I 8 I 9 I 8 I 8 I 7 I I 5 I I 7Z.7%l I I 7Z.7%l I I 90.0%1 I I ao.o%J I I ao.o%J I I 70.0%J I I 1 45.5%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 11 I 11 I 10 I 10 I 10 I 10 I I 11 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I Z I Z I 3 I 3 I 3 I 3 I I Z 

I I I I I I I I 
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INVESTIGATOR BLU1ER,JEFFREY L, 
STUDY 
VACCINE 

: 000408 

LOT N.Jt'BER 1 
PATIENT CLASS1 
AGE RANGE 

HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
1-11 HOS. 

T~LE 11 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE I tueER OF VACCINEES ( 11 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------• 
• DAYS POST VACCINATION • N.tlBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
············································••1----1••······••1••······••1••······••1••······••1••······••1-••······ 
LOCAL REACTIONS I 1 I 2 I 2 I 1 I 2 I 1 I I 4 

I t 11, li!) I t 22. Zi! > I t 22. 2i! > I t 11. li! > I t 22. 2i!) I l 11. li!) I I 44. 4i!) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA,INJ.SITEt>lINCH) I o I 1 I 1 I o I 1. o I I Z 
I O.Oi!> I 11.1:0 I 11.li!) I o.oi!> I 11.li!> I o.oX> I I t zz.z:o 
I I I I I I I I 

ERYTHEHA, INJ. sin • <=1 IN.> I 1 I 1 I 1 I 1 I 1 I o I I 2 
I 11.li!) I 11.V.> I 11.li!) I 11,li!) I 11.li!) I o.oi!> I I l 22.2:0 
I I I I I I I I 

SNELLING,INJ,SITEt<=lIN,) I o I 1 I 1 I 1 I l I 1 I I 1 
I t o.oi!> I t 11,li!> I t 11.U> I t 11.li!> I t 11.liD I l 11.li!> I I t 11.1%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
svsnHic I 4 I 3 I 3 I 2 I 2 I 2 I I 4 

I t 44.cti!) I t 33.3i!) I t 33,3i!> I t 2Z,2i!> I t 22.2x, I t 22.zi:1 I I 44.4%) 
----------------------------------------------------------------------------------------------------- ----------
BODY AS A HHOLE/SITE l.HSPEC, 3 1 1 0 0 0 3 

33.3%) 11.1%) 11.li!) 0.0%) 0.0%) 0.0%) 33.3%) 

FACIAL EDEHA 0 1 1 0 0 0 1 
O.Oi!) 11.u, 11,li!) 0.0%) 0.0%) O.Oi!) ' 11.1%) 

FATIGUE z 0 0 0 0 0 z 
2Z,Z%l 0.0%) 0.0%) 0.0%) ( 0.0%) ( 0.0%) zz. zx) 

HARN TO TOUCH 1 0 0 0 0 0 1 
11.1%) 0.0%) 0.0%) ( 0.0%) 0.0%) 0.0%) ' 11.lX) 

DIGESTIVE SYSTEH z z z z z z z 
ZZ,Zi!) ZZ,Zil.) Z2.2il.) ZZ.2il.) 2Z,Zil.) ZZ.Zil.) 2Z , 2%) 

DIARRHEA 0 0 0 l 1 0 1 
( o.o:o ( 0.0%) 0.0%) 11,liO 11,liO ( 0. Oi!) 11.1:0 

::, 
0 
a--0 
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INVESTIGATOR BLltlER,JEFFREY L. 
STUDY 000408 
VACCINE : HIB CONJUGATE 
LOT N.RER : CP298 . 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPUINTS 

---------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I N.RER OF VACCINEES ( 11 YACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I N.ttBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPUINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1-----1••••••••••1•••••••••• ---1 

TEETHitt. I 2 I 2 I 2 I 2 I 2 I 2 I 2 I 
I tz.V.> I 22.V.> I 22.V.> I 22.2;,., I 22.2"-> I 22.2;,., I 22.2;,., I 
I I I I I I I I 

NERVOUS SYSTEH & PSYCHIATRIC I 1 I l I 1 I O I l I l I l I 
I 11.v., I 11.1:0 I 11.1;,., I o.o:o I 11.1:0 I 11.V.> I 11.1%> I 
I I I I I I I I 

IRRITABILITY I 1 I 1 I 1 I O I l I l I l I 
I c 11.1%> I c 11.1;,., I c 11.1%> I C o.o:o I I 11.1%> I c 11.1%> I 1 11.1%1 I 

-----------------------------------1----------1----------1----------1----------1----------1----------1---------- J 
VACCINEES HITH COHPUINTS I 4 I 4 I 4 I 2 I 2 I 2 I 4 I 

I c 44.4%) I c 44.4%) I c 44.4%> I c 22.2%> I c 22.2:0 I I 22.2:0 I 44.4%> I 
-----------------------------------1----------I----------I----------I----------I----------I----------I---------- I 

VACCINEES HITH NO COHPUINTS I 5 I 5 I 5 I 7 I 7 I 7 I 5 I 
I c ss.6%> I I ss.6%> I c 55,6%> I c 77.8%> I c 77.8%> I I 77,8%> I 55.6%1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTitG I 9 I 9 I 9 I 9 I 9 I 9 I I 9 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I 2 I 2 I 2 I 2 I 2 I 2 I I 2 

I I I I I I I I 

0 
0 
0--.... 
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INVESTIGATOR BLll1ER,JEFFREY L, 
STUDY I 000408 
VACCINE 
LOT t-LteER 
PATIENT CLASS: 
AGE RANGE 

HIB CON.AJGATE 
CPZ98 
HEALTHY CHILDREN 
lZ-71 HOS. 

TABLE 11 (cont.) 

CLINICAL COtlPLAINTS 

----- - -----------------------------------------------------------------------------------------------------------------
VACCINE I HIB COHJU;ATE I t-1..teER OF VACCINEES ( 47 VACCINEES) - INJECTION: l I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NA-eER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I ICottPLAINTS 

•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••t--..f••••••••••l•••••••-l•••••••--1•••••••• .. l-••--
LOCAL REACTIONS I 7 I 5 I 4 I 3 I z I z I I 10 

I l 15.9l) I l ll.4X> I l 9,ll> I l 6.8l) I l 4.5XJ I l 4.5Xl I I ZZ,7%) 

----------------------------------- ---------- ---------- ---------- ---------- ---------- ---------- ----------ERYTHEHA, INJ. SITE l<=l IN.) 0 l l 0 0 0 
0.0%) 2.3%) 2.3%) 0.0%) 0.0%) 0.0%) 

INDURATION, INJECTION SITE l l l l l l 
2.3%) 2.3i0 2.3%) 2.3%) 2.3%) 2.3%) 

PAIN/SORENESS, INJ. SITE 5 3 3 z l l 
11.4%) 6.8l) 6.8l) 4.5%) 2.3%) 2.3%) 

SHELLING, INJ. SITE ( >l INCH) 0 l l 0 0 0 
0.0%) 2.3%) 2.3l) O.Ol) O.Ol) O.Ol) 

SHELLING, INJ. SITE l<=l IN.) Z l 2 Z l l 
, 4.5%> I , 2.3%> , 4.5%1 , 4.5%1 , z.3%1 , 2.3%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
SYSTEHIC I 9 I 12 I 10 I 4 I 2 I 1 I 

BODY AS A HHOLE/SITE u-&SPEC. 

FATIGUE 

HARH TO TOUCH 

DIGESTIVE SYSTEH 

I l 20.5%) I l 27.3X> I l 2Z.7Xl I l 9.UO I l 4.5%) I l Z.3Xl I 

3 4 l 
6.8l) 9.UO Z.3l) 

2 3 0 
4.5%) 6.8l) 0.0%) 

z z l 
4.5%) 4.Sl) 2,3XJ 

z 4 4 
4.5%) 9.ll) 9.1%) 

0 
0. ox) 

0 
O.Ol) 

0 
O.Ol) 

l 
2.3%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
O.Ol) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.07.) 

l 
2.3%) 

1 
2.3%) 

8 
18.2%) 

1 
2.3%) 

17 
38.6%) 

5 
11.4%) 

3 
6.8%) 

3 
6.8%) 

7 
15.9:1.) 

0 
0 
<>--N 
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INVESTIGATOR 
STUDY 
VACCINE 

1 BLU1ER,JEFFREY L. 

LOT Nl.teER 1 

PATIENT CLASS: 
AGE RANGE 

000408 
HIB C<»UUGATE 
CPZ98 
HEALTHY CHILDREN 
lZ-71 ttDS. 

TABLE 11 (1.:unt.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL COHPLAINTS 

I Nl.teER OF VACCINEES ( 47 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tLt1BER 

l----------------------------------------------------------------------------1 HITH 
I O I 1 I Z I 3 I 4 I 5 I I COMPLAINTS 

••••••••••••••••••••••••••••••••••• ········- ········- --- ·······-- •••••••••• IHHHtlHftttttit •••••••••• --
DIARRHEA O Z 4 1 0 O 5 

0.0%) 4.51.) 9,11.) Z.3%) 0.0%) 0.0%) 11.4%) 

TEETHING z z 0 0 0 0 z 
4.51.) 4.51.) 0.0%) 0.0%) 0.0%) 0.0% J 4.5%) 

NERVOUS SYSTEH & PSYCHIATRIC 3 6 5 2 0 0 9 
6 .81.) 13.6%) 11,4%) 4.5%) 0.0%) 0.0%) 20.5%) 

IRRITABILITY 3 6 5 z 0 0 9 
6.81.) 13.6% J 11.4%) 4.51.) 0.0%) 0.0%) Z0.5%1 

RESPIRATORY SYSTEH 2 z 2 1 1 1 3 
ct.51.) 4.5%) 4.5%) 2. 3%) 2.3%) Z.3%) 6.8%) 

1 1 1 1 1 1 1 
Z,3%) 2.3%) 2.3%) 2.3%) 2.3%) Z.3%J Z.3%) 

CotttON COLD 1 1 0 0 D 0 z 
2.3%) 2.3%) 0.0%) 0. 0%) 0.0%) 0.0%) 4.5%) 

SitlJSITIS 0 0 1 0 0 0 1 
0.0%) 0.0%) 2.3%) 0.0%) 0.0%) 0.0%) Z.3%) 

HHEEZING 1 0 0 0 0 0 l 
Z,3%) 0.0%) 0.0%) 0.0%) 0.0%) 0, 0% J Z.3%) 

SKIN & SKIN APPENDAGE 0 0 0 0 1 0 1 
0.0%) 0.0%) 0.0%) 0.0%) Z.3%) 0.0%) Z,3%J 

RASH 0 0 0 0 1 0 1 
, 0.01.1 , 0.0%1 I , 0.0%1 , 0.0%1 , 2.3%> , o.ox, Z.3%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH CotlPLAINTS I 13 I 14 I 14 I 7 I 4 I 3 I I 21 

I l Z9.51.J I , 31.81.J I l 31.81.J I , 15.9%1 I f 9.1%> I l 6.81.J I I 47. 7%) 

,::) 

::> 
·y,. 

~ 
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INVESTIGATOR 
ST\JOY 

BLlJ1ER,JEFFREY L. 
000408 

VACCINE 1 HIB CONJUGATE 
CPZ98 LOT tueER 

PATIENT CLASS: 
AGE RANGE 

HEALTHY CHILDREN 
lZ-71 ttDS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

VACCINE I HIB CONJUGATE I N..teER OF VACCINEES l 47 VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I Nl.ttiER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1•--·---· 

VACCINEES HITH NO COHPLAINTS I 31 I 30 I 30 I 37 I 40 I 41 I I 23 I 
I l 10.sx, I l 68.2%) I l 68 . 2%) I l 84.1;0 I l 90.9%) I l 93.2,0 I I l 52.3%1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 44 I 44 I 44 I 44 I 44 I 44 I I 44 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I 3 I 3 I 3 I 3 I 3 I 3 I I 3 

I I I I I I I I 

0 
-::, 
0--
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INVESTIGATOR 
STUDY 
VACCINE 
LOT N.tBER 1 
PATIENT CLASS: 
AGE RANGE 

BLLtlER,JEFFREY L. 
000408 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 ttDS. 

TABLE 11 (cont_.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HIB CONJOOATE I N.tBER OF VACCINEES ( 5 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 

·································••l••······••l••······••l••······••l••······••l••·····•-ltHHHt----l••······••l•---1 LOCAL REACTIONS I o I 1 I 1 I 1 I 1 I o I I 1 I 
I 1 0.0%) I I zs.o%J I r 25.0%) I r zs.o%J I r zs.o;,., I I 0.0%) I I zs.o%J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SHELLING, INJ. SITE 1<=1 IN.) I o I 1 I 1 I 1 I 1 I O I I 1 I 

I 1 0.0%) I I 25.0%) I I 25.0%) I I zs.o%J I I 25.0%) I I o.o%J I I zs.o%J I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SYSTEHIC I Z I Z I Z I Z I 1 I o I I 3 I 

I I so.0%) I I 50.0%) I I so . o%J I I so.o%J I I zs.o%J I I o.o%J I I 1 75.0%J I 
---------------------------------------------- ------------------------------------------- ----------------------
DIGESTIVE SYSTEH 0 1 1 1 1 0 1 

0.0%) 25.0%) 25.0%) 25.0%) 25.0%) 0.0%) 25.0%) 

DIARRHEA 0 1 1 1 1 0 l 
0.0%) 25.0%) 25.0%) 25.0%) 25.0%) 0.0%) ~~-0%) 

VOHITING 0 1 1 0 0 0 l 
0.0%) 25.0%) 25.0%) 0.0%) 0.0%) 0.0%) 25.0%) 

NERVOUS SYSTEH & PSYCHIATRIC 1 1 1 l 0 0 1 
25.0%) 25.0%) 25.0%) 25.0%) 0.0%) 0.0%) 25.0%) 

IRRITABILITY l l 1 l 0 0 l 
25.0%) 25.0%) ZS.0%) 25.0%) 0.0%) 0.0%) ZS.OX J 

SKIN & SKIN APPENDAGE 1 0 0 0 0 0 l 
25.0%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 25.0%) 

ATOPIC DERHATITIS l 0 0 0 0 0 l 
25.0%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 25.0%) 

SPECIAL SENSES 0 0 0 0 1 0 1 
0.0%) 0.0%) 0.0%) O.OX) ZS.OX) O.OXJ 25.0iO 

J1 
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INVESTIGATOR I BLU1ER,JEFFREY L, 
ST\JDY 000408 
VACCINE I HIB CONJUGATE 
LOT N..ltlSER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 NOS. 

TABLE 11 (cont,) 

CLINICAL CONPLAINTS 

------------------------~---------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I N..ltlSER OF VACCINEES l 5 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I N..ltlSER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••-1••••••••••1•••••••••• 

OTITIS tlEDIA I o I o I o I o I 1 I o I I 1 
I l 0.0%) I l o.ox, I t 0.0%) I t o.ox, I t 25.0%) I t o.ox, I I zs.0%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 2 I Z I Z I Z I 1 I O I I 3 

I f so.ox, I f so.o%J I f so.o%J I t so.ox, I , zs.ox, I , o.o%J I I 1s.0%1 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO COHPLAINTS I Z I Z I Z I Z I 3 I 4 I I 1 
I t 50. OiO I t 50. 0% ) I ( so. 0% ) I ( 50. OY. ) I ( 75. 0% ) I (100. 0% ) I I t ZS. ox ) 

-----------------------------------1----------1----------1----------1 ·---------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 4 I 4 I 4 I 4 I 4 I 4 I I 4 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
VACCINEES HITH NO DATA I 1 I 1 I 1 I 1 I 1 I 1 I I 1 - I 

I I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 

: 8Lll1ER.JEFFREY L. 

LOT tu1BER 1 
PATIENT CLASS: 
AGE RANGE 

000408 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-111105. 

TABLE 11 (cont .• ) 

CLINICAL COHPLAINTS 

VACCINE I HIB CONJUGATE I tu1BER OF VACCINEES I 4 VACCINEES J - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I ~ER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l•-••-I 

VACCINEES HITH CmtPLAINTS I O I o I o I o I o I o I I o I 
I I o.o,o I I o.o,o I I 0.0%1 I I 0.0%1 I I 0.0%1 I I 0.0%1 I I I 0.0%1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
VACCINEES HITH NO COHPLAINTS I 4 I 4 I 4 I 4 I 4 I 4 I I 4 I 

I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I I 1100.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 4 I 4 I 4 I 4 I 4 I 4 I I 4 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINiES HITH NO DATA I O I O I O I O I O I O I I O 

I I I I I I I I 
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INVESTIGATOR BLll1ER,JEFFREY L. 
STUDY 1 000408 
VACCINE HIB CONJUGATE 
LOT tf.JttiER : CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 NOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

------------------------~---------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I tf.JttiER OF VACCINEES l 10 VACCINEES) - INJECTION: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tlffiER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I !COMPLAINTS 

•••••••••••••••••••••••••••••••••••l••••••••••l-•-1••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1•--•--
LOCAL REACTIONS I 1 I Z I Z I 1 I 1 I l I I 2 

I l 11.1%) I l ZZ.Z%l I l 25.0%) I l lZ.5%) I l 12.5%) I l 12.5%) I I ZZ.Z%l 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA,INJ.SITE(<=lIN.) I O I l I O I O I O I O I I l 
I o.o%J I 11.V.J I 0.0%> I 0.0%> I , 0.0%> I o.o%J I I 1 11.1%J 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I l I Z I 2 I o I O I o I I 2 
I 11.1%) I I ZZ.2%) I I ZS.0%) I 0.0%) I I 0.0%) I I 0.0%) I I ZZ.2%) 
I I I I I I I I 

SHELLING,INJ.SITEl<=lIN.J I O I O I O I l I 1 I l I I 1 
I l 0.0%) I C 0.0%> I C o.0%> I l 1Z.5%J I C lZ.5%> I C 12.5%) I I I 11.1%> 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEHIC I O I l I o I o I o I o I I l 

I I 0.0%> I C 11.1%) I I o.o%J I I 0.0%> I I 0.0%) I l 0.0%) I I 11.1%> 

I 
BODY AS A HHOLE/SITE IH>PEC. 0 l O O O O I l 

o.o%J 11.1:0 o.o%J o.o%J o.o%J o.o%J I 11.1%J 
I 

HARH TO TOUCH I o I l I O I o o I o I I l 
I c o. 0% l I l 11 .1% > I I o. 0% > I l o. 0% J I I o. 0% > I I o. 0% > I I 11. 1% > 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES HITH CONPLAINTS I l I Z I Z I 1 I l I 1 I I Z 

I I 11.1%) I l ZZ.Z%J I I ZS.0%> I l 1Z.5%J I I 12.5%> I l lZ.5%) I I ZZ.Z%J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

YACCINEES HITH NO CONPLAINTS I 8 I 7 I 6 I 7 I 7 I 7 I I 7 
I ( 88.9%) I I 77 . 8%) I I 75.0%) I I 87.5%) I ( 87.5%) I I 87.5%) I I I 77.8%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 9 I 9 I 8 I 8 I 8 I 8 I I 9 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT N.JttiER 1 

PATIENT CLASS: 
AGE RANGE 

BLUHER,JEFFREY L. 
000408 
HIB Cl»UJGATE 
CP749 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 11 (cont_.) 

CLINICAL COHPLAINTS 

VACCINE : HIB CONJOOATE I t«KER OF VACCINEES C 10 VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tf.11BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I S I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l---•-I 

VACCINEES HITH NO DATA I 1 I 1 I 2 I 2 I 2 I 2 I I 1 I 
I I I I I I I I I 

0 
0 
0-

-0 
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INVESTIGATOR BLU1ER,JEFFREY L. 
STUDY 000408 
VACCINE HIB CONJUGATE 
LOT NRER I CR132 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttOS. 

TABLE 11 (conJ.) 

CLINICAL cotlPLAINTS 

VACCINE : HIB CONJUGATE I NRER OF VACCINEES I S VACCINEES J - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NlnER 
1----------------------------------------------------------------------------I HITH 

CLINICAL CotlPLAINTS I O I l I 2 I 3 I 4 I S I ICOHPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----1 
SYSTEMIC I l I l I o I o I o I o I I l I 

I I ZS.OXJ I I 2S.OXJ I I O.OXJ I I O.OXJ I I O.OXJ I I O.OXJ I I I ZS.OX> I 

I I I I I I 
NERVOUS SYSTEH & PSYCHIATRIC l I l I O I O I O I O I l 

ZS.OXJ I I ZS.OXJ I I O.OXJ I I O.OY.J I I O.OY.J I I O.OY.J I I 25.0Y.> 
I I I I I I 

IRRITABILITY l I l I O I O I O I O I I l 
I I 25.0%) I I 25.0XJ I I 0.0%1 I I O.OXJ I I o.O%J I I 0.0%1 I I 1 25.0%) 

--------------- .-------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH CotlPLAINTS I l I l I O I O I O I o I I 1 

I I zs.0%> I I 25.0Y.J I I o.oY.> I I o.oX> I I o.o:o I I o.o:o I I , zs.0%1 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO CotlPLAINTS I 3 I 3 I 4 I 4 I 4 I 4 I I 3 
I 1 75. 0% J I 1 75. 0% J I 1100. 0% > I 1100. 0% > I 1100 . ox > I 1100 . 0% > I I , _75. ox I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 4 I 4 I 4 I 4 I 4 I 4 I I 4 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES MITH NO DATA I l I l I l I l I l I l I I l 

I I I I I I I I 

·O 
0 
0'-
1\J 
0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT MJI-BER 1 
PATIENT CLASS: 
AGE RANGE 

BLUMER,JEFFREY L, 
000408 
HIB CONJUGATE 
CRUZ 
HEALTHY CHILDREN 

1-11 NOS, 

TABLE 11 (cont..) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I tlJHBER Of VACCINEES ( 5 VACCINEES) - INJECTION: 2 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NJMBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

•••••••••••-•••••••••••••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1-•.-
LOCAL REACTIONS I 1 I o I o I o I o I o I I 1 

I c 2s.o:o I c o.OXl I I o.OXl I c o.ox, I c o.o:o I I o.OXl I I 2s.0Xl 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

PAIN/SORENESS, INJ. SITE I 1 I O I O I O I O I O I I 1 
I 25. ox) I O. O.iO I O. o:o I O. ox) I O. Ol.) I I O. Ol.) I I 25. Ol.) 
I I I I I I I I 

SHELLING,INJ.SITEl<::lIN.l I 1 I O I O I O I o I O I I 1 
I c 25,0Xl I I O.OXl I I o.OXl I I O. OXl I I o.OXl I I O.Ol.l I I 25.0l.l 

-----------------------------------1----------I----------I----------I . --------1----------1----------1----------I 
SYSTEHIC I 1 I o I o I o I o I o I I 1 

I I ZS.OX> I l o.oX) I I O.Ol.l I l o.OXl I l o.oX> I I O.Ol.l I I ZS.Ol.l 

I I I 
BODY AS A HHOLE/SITE lff>PEC. 1 0 O I O O I O I 1 

ZS.Ol.) O.OX) O.OX) I O.OX) 0 . 0%) I I 0.0%) I I ~s.ox, 
I I I 

FATIGUE 1 o I o I o I o I o I I 1 
I c 25.0Xl I c o.OXl I I o.o,o I c o.oX> I I o.oXl I I o.o:o I I I 25.o,o 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 1 I O I O I O I O I O I I 1 

I I 25.0l.) I I 0.0%) I I O.OX) I I 0.0%) I I 0.0%) I I 0.0%) I I I 25.o:o 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COHPLAINTS I 3 I 4 I 3 I 3 I 3 I 3 I I 3 
I 1 75.0l.l I 1100.01.1 I 1100.01., I 1100.ol.l I 1100.0Xl I 1100.ox, I I I 75.0%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I '+ I '+ I 3 I 3 I 3 I 3 I I '+ 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I 1 I 1 I 2 I Z I Z I 2 I I 1 

I I I . I I I I I 

0 
0 
0-

"' ... 
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INVESTIGATOR 8Lll1ER,JEFFREY L. 
STUDY 000408 
VACCINE I HI8 CONJUGATE 
LOT Nl.tlSER I CR13Z 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE lZ-71 HOS. 

TABLE 11 (cont,) 

CLINICAL COHPLAINTS 

VACCINE I HI8 CONJUGATE I tu-BER OF YACCINEES ( 10 YACCINEES J - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJHBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I S I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l--•••••••1••••••••••1••••••••••1••••••••••1---1••••••••••1-••-I 
LOCAL REACTIONS I o I o I 1 I o I o I o I I 1 I 

I l o.o,o I l 0.0%1 I , lZ.SXJ I l 0.0%1 I l 0.0%1 I , 0.0%1 I I 11,lXl I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 

PAIN/SORENESS, INJ. SITE I O I O I 1 I O I O I O I I 1 I 
I , 0.0%1 I l 0 .0%1 I t 1Z.S%J I , 0.0%1 I l o.olJ I , 0.0%1 I I , 11.llJ I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SYSTEKIC I 1 I o I 1 I o I o I o I I Z I 

I ( 11.1%) I ( 0.0%) I ( 1z.s;o I ( o.o:o I ( 0.0%) I ( 0.0%) I I ZZ.Zl) I 

BODY AS A HHOLE/SITE lNSPEC. 0 0 1 
0.0%) 0.0%) lZ.SXJ 

FEYER 0 0 1 
0.0%) 0.0%) lZ.SXJ 

NERVOUS SYSTEH & PSYCHIATRIC 1 0 0 
11.1%) 0.0%) o.o,o 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
11.1%) 

1 
~l.llJ 

1 
11.1%) 

IRRITABILITY 1 0 0 0 0 0 1 
I ( 11.1%) I ( 0.0%) ( 0.0%) ( 0.0%) ( 0.0%) ( O.Ol) ( 11.1%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES HITH COHPLAINTS I 1 I O I 1 I O I O I O I I Z 

. I t 11.i;o I l O.OlJ I t 1Z.5Xl I l o.olJ I l O.OlJ I l 0.0%) I I ZZ.Zll 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

YACCINEES HITH NO COHPLAINTS I 8 I 9 I 7 I 8 I 8 I 8 I I 7 
I , 88.9%1 I uoo.olo I , 87.SXJ I uoo.Oll I uoo.olJ I uoo.oll I I 77.8%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL YACCINEES REPORTING I 9 I 9 I 8 I 8 I 8 I 8 I I 9 

I I I I I I I I 
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INVESTIGATOR I BLUHER,JEFFREY L. 
STUDY 000408 
VACCINE I HIB CONJUGATE 
LOT t&.H3ER I CR132 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I 12-71 ttDS. 

TABLE 11 (con~_.) 

CLINICAL COHPLAINTS 

VACCINE : HIB CONJUGATE I t&.H3ER Of VACCINEES ( 10 VACCINEES J - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------l•*iHOHHHOHtl 

VACCINEES HITH NO DATA I l I 1 I 2 I 2 I 2 I 2 I I l I 
I I I I I I I I I 
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INVESTIGATOR BLLttER,JEFFREY L, 
STUDY 1 000408 
VACCINE HIB CONJUGATE 
LOT H.RER I CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttDS. 

TABLf: 12 

HAXItf.J'I TEMPERATURES 

-------------------------~--------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I H.RER OF VACCINEES ( 7 VACCINEES) - INJECTION 1 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NJHBER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
C DEG F, ORAL> I D I 1 I Z I 3 I 4 I 5 I I HAX TEMP 

•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l---1••••••••••1••••••••-l••••••••••l--•-I 
<99 I 4 I s I 4 I 4 I s I s I I 3 I 

I 57.llO I 71,";o I 57.llO I 57,1%> I 71.4%> I 71.4%> I I 4Z.9%l I 
I I I . I I I I I I 

99 - 99. 9 I z I 1 I z I z I z I z I I 3 I 
I Z8.6%> I 14.3%) I Z8.6%> I Z8.6%) I Z8.6%> I Z8.6%> I I 4Z.9,0 I 
I I I I I I I I I 

100 - 100. 9 I 1 I 1 I 1 I 1 I o I o I I 1 I 
I C 14.3%) I ( 14.3%) I C 14. 3%) I ( 14.3%) I C O.OiO I C o.o;o I I ( 14.31.) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 7 I 7 I 7 I 7 I 7 I 7 I I 7 I 

I uoo.0%1 I uoo.0%1 I uoo.0%1 I uoo.0%> I uoo.ox, I uoo.oX> I I uoo.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I O I O I O I O I O I O I I O I 
I I o.OX> I I o.oX> I I 0.0%> I I o.oX> I I 0.0%> I c o.oXJ I I c 0.0%> I 
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INVESTIGATOR I BLUHER,JEFFREY L. 
ST\JDY 000408 
VACCINE I HIB CONJUGATE 
LOT N..ttiER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 1-11 HOS. 

TABLE 12 (conJ.) 

HAXIK.lt TEHPERAT\JRES 

VACCINE I HIB CONJUGATE I N..ttiER Of VACCINEES I 7 VACCINEES) - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tf.11BER 

t1AX TEHPERAT\JRE 1----------------------------------------------------------------------------I HITH 
C DE6 F, ORAL > I o I 1 I 2 I 3 I 4 I 5 I I MAX TEHP 

•••••••••••••••••••••••••••••••••••I••••••••- ••••••••••1••••••••••1.-----1••••••••- .. _._._ •••••••••• --•••••-
< 99 I 5 2 I 5 I 4 I s 5 2 

I 83 .3% > 33.3% > I 83.3% > I 66. 7% > I 83 . 3% > 83.3% > 33 .3% > 
I I I I 

99 - 99. 9 I o 3 I 1 I 2 I 1 o 1 
I o.ol.> c so.ox> I c 16.7%> I 1 33.3X> I 16.7%> c o.ol.> 1 16.7X> 
I I I I 

100 - 100. , I 1 1 I o I o I o o 2 
I l 16 • 7X l l 16 • 7% l I l o. ox l I o. ox > I I o. 0% > o. ox > 33. 3X > 
I I I I 

101 - 101. 9 I o o I o I o I o 1 1 
I c 0.0%1 c 0.0%1 I c 0.0%> I c o.ox1 I c 0.0%> c 16.7%1 c 16.7%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEHPERAT\JRE TAKEN I 6 I 6 I 6 I 6 I 6 I 6 I I 6 

I c 85.7%1 11 85.7%1 I I 85.7%1 I I 85.7%1 I c 85.7%1 I I as.7%1 I IC 85.7%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I---- .-----I 

TEHPERAT\JRE NOT TAKEN I 1 I 1 I 1 I 1 I 1 I 1 I I . 1 I 
I c 14. 3% > I c 14. 3% 1 I c 14. 3% 1 I c 14. 3% > I c 14. 3% 1 I c 14. 3% > I I c 14. 3% > I 
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INVESTIGATOR 
STUDY 

BLUHER,JEFFREY L, 
000408 

TABLE 12 (cont.) 

HA><ItUt TEMPERATURES 

VACCINE 1 HIB CONJUGATE 
CP241 LOT tu-mER 

PATIENT CLASS: 
AGE RANGE 

HEALTHY CHILDREN 
lZ-71 HOS. 

VACCINE I HIB CONJUGATE I tu-llER OF VACCINEES C 25 VACCINEES J - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NJ!BER 

HA>< TEMPERATURE l----------------------------------------------------------------------------1 HITH 
C DEG F, ORAL J I O I l I 2 I 3 I 4 I 5 I I MAX TEHP 

................................... ---- .......... ········••I••·········--- ---- .......... -···-
< 99 18 15 20 I 20 11 21 12 

12.0%1 60.0%1 ao.o%J I ao.o%J 73.9%J 87.5%J 48.0XJ 
I 

99 - 99 . 9 6 9 4 I 4 5 2 10 
24.0% J 36 .ox J 16.0% J I 16.0% J 21. 7% J 8.3% J 40.0% J 

I 
100 - 100. 9 1 1 o I 1 o 1 1 

4.0%J 4.0%J o.o%J I 4.0%J 0.0%> 4.2%J 4.0%1 
I 

101 - 101. 9 o o 1 I o l o 2 
c o.ox, c o.ox, c 4.0%J I c 0.0%> c 4.3%> c 0 . 0%1 c a.ox> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 25 I 25 I 25 I 25 I 23 I 24 I I 25 I 

I uoo.o%J I uoo.ox, I uoo.ox, I uoo.ox, I c 92.0%) I c 96.o,o I I 1100.0%) I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1---- .-----1 

TEMPERATURE NOT TAKEN I o I O I O I O I 2 I 1 I I . O I 
I c 0.0%1 I c o.o%J I c 0.0%> I c o.o%l I c e.o%l I c 4.0%J I I c 0.0%1 I 
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INVESTIGATOR BLLttER,JEFFREY L. 

TABLE 12 (conf_.) 

HAXItt.11 TEHPERAT\JRES 

STUDY l 000408 
VACCINE 
LOT H..ttiER 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 HOS. 

VACCINE : HIB CONJUGATE I H..ttiER OF VACCINEES I 13 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I N.J1BER 

HAX TEHPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL) I o I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

·································••l••····•-l••·····•-l••······••1---1iHHHHHUHHHtl••······••l••······••l•---•----1 
NORMAL I 1 I 1 I 2 I 2 I 2 I 2 I I 1 I 

I 9.1%> I 10.0%> I 20.0%> I 20.0%> I 22.2%> I 22.2%> I I 9.1%> I 
I I I I I I I I I 

< 99 I 9 I 5 I 7 I 6 I 2 I 3 I I 2 I 
I I 81. 8%) I 50. 0%) I I 70. 0%) I 60. 0%) I I 22. 2%) I I 33. 3%) I I I 18. 2%) I 
I I I I I I I I I 

99 - 99. 9 I 1 I 4 I 1 I 2 I 5 I 4 I I 8 I 
I I 9. 1% > I 1 40 • 0% > I l 10 • 0% > I l 20. 0% > I l 55. 6% > I l 44. 4% > I I l 72 • 7% I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERATURE TAKEN I 11 I 10 I 10 I 10 1 · 9 I 9 I I 11 I 

- I l 84.6%> I 1 76.9%> I 1 76.9%> I 1 76.9%> I l 69.2%> I I 69.2%> I I l 84.6i0 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERATURE NOT TAKEN I 2 I 3 I 3 I 3 I 4 I 4 I I 2 I 
I 1 15.4%> I I u.1%> I l u.1%> I l 23.Un I l 30.8%> I l 30.8%> I I l 15.4%1 I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT N.JteER 1 

PATIENT CLASS: 
AGE RANGE 

BLUHER.JEFFREY L. 
000408 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 t«>S. 

TABLE 12 (cont.) 

HAXIK.tt TEMPERATURES 

VACCINE : HIB CONJUGATE I tu-BER OF VACCINEES C 11 VACCINEES) - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NU18ER 

t1AX TEHPERATURE l----------------------------------------------------------------------------1 HITH 
C DEG F • ORAL) I O I l I 2 I 3 I 4 I 5 I I MAX TEHP 

•••••••••••••••••••••••••••••••••••••••••••••I-••••••••••••••••••••••••---- ••••••••-1••••••••••1•••••••••• 
NORHAL l I l l l l l I I l 

11.uo I 11.1%) 12.5%) 12.5%) 12.5%) 14.3%) I I 11.1%) 
I I I 

< 99 a I 6 7 s 6 s I I 4 
aa.9%> I 66.7%> 87.5%> ,z.sx, , 1s.o:o 1 71.4%> I I 44.4%> 

I I I 
99 - 99. 9 o I z o l o o I I 3 

0.0%) I ZZ.2%) C 0.0%) lZ.5%) 0.0%) I 0.0%) I I I 33.3%) 
I I I 

100 - 100. 9 o I O O l l l I I l 
I 0.0%> I I 0.0%) I O.OY.J I 1Z.5%J I 12.5%) C 14.3%) I I I 11.1%> 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERATURE TAKEN I 9 I 9 I 8 I 8 I 8 I 7 I I 9 I 

11 8l.8%J 11 81.8%) 11 7Z.7Y.J 11 72.7%J 11 72.7%J I c 63.6%J I 11 81.8%) I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1--- . . -----1 

TEHPERATURE NOT TAKEN I 2 I 2 I 3 I 3 I 3 I 4 I I 2 I 
I I 18.ZY.J I I 18.ZY.J I c 27.3%) I I 27.3%) I I 27.3%) I I 36.4%) I I I 18.2%) I 
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INVESTIGATOR 
STUDY 

BLU1ER,JEFFREY L. 
000408 

VACCINE 1 HIB CONJUGATE 
CPZ98 LOT Nlt'BER 

PATIENT CLASS: 
AGE RANGE 

HEALTHY CHILDREN 
lZ-71 t10S. 

VACCINE I HIB CONJUGATE 

HA>< TEHPERATURE 
C DEG f, ORAL) 

••••••••••••••••••••••••••••••••••• 
NORl1AL 

< 99 

99 - 99.9 

100 - 100.9 

101 - 101.9 

TABLE 12 (cont . ) 

tw<IIUt TEt'.IPERAT\JRES 

I Nlt'BER Of VACCINEES C 47 VACCINEES J. - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NUMBER 

l----------------------------------------------------------------------------1 HITH I o I 1 I Z I 3 I 4 I 5 I I HAX TEMP ·······-- .......... • ••••••••• •••••••••• •••••••••• ••••••••- •••••••••• lliHHUHHHHHf 
1 3 3 3 3 3 1 

2.4%) 7.llO 7,llO 7.llO 7.3%) 7.3%) 2.4%) 

ZS 27 Z4 ZS 30 ZS 16 
66.7%) 64.3% J 57.llO 59.5%) 73.2i0 68.3i0 38.1%) 

8 9 12 12 5 10 15 
19.0Y.) 21.ftY.) 28.6%) 28.6%) 12. 2%) 24.4%) 35. 7%) 

4 2 2 l 2 0 7 
9 . 5%) 4.8%) 4.8%) 2.4%) 4.9%) 0.0%) I 16. 7% J 

1 0 1 0 0 0 l 
2.4%) O. OY.) 2.4,0 O. OY.) 0.0%) 0. OY. J Z.4%J 

102 - 102. 9 0 l O l l O 2 
I 0.0%) C Z.4%) I 0.0,0 I Z. 4%) I Z.4%) I O. OY.J I I 4.8%) 

-----------------------------------1----------1----------1----------1-------- .-1----------1----------1----------1----------1 
TEHPERATURE TAKEN I 4Z I 42 I 42 I 42 ; I 41 I 41 I I 42 I 

I 1 89.4%) I c 89.4%> I I 89.4%) I I 89 . 4%) I I 87.2%J I C 87.2,0 I I C 89.4%J I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERATURE NOT TAKEN I 5 I 5 I 5 I 5 I 6 I . 6 I I 5 I 
I C 10.6%) I I 10.6%) I I 10.6%) I I 10.6%) I I 12.8%) I I 12.8%) I I I 10.6%) I 

0 
0 ,,.. 
N 

"' 
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INVESTIGATOR 
STlJDY 
VACCINE 
LOT t-1.1-mER 1 
PATIENT CLASS: 
AGE RANGE 

BLl.ttER,JEFFREY L. 
000408 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 ttDS. 

TABLE 12 (con;_.) 

twmut TEHPERATlJRES 

VACCINE : HIB CONJUGATE I tutBER OF VACCINEES ( 5 VACCINEE-S) - INJECTION 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I HUHBER 

HA>< TEHPERATlJRE l----------------------------------------------------------------------------1 HITH c DEG F, ORAL ) I o I 1 I Z I 3 I 4 I 5 I I HAX TEHP 

-····························••l••······••l••······••l••······••l••······••l•HHHHHHHf-l••······••l••······••l••······••I 
NDRHAL I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 

I zs.0%1 I zs.0%1 I zs.0%1 I zs.0%1 I 2s.0%1 I zs.0%1 I I zs.0%, I 
I I I I I I I I I 

< 99 I 2 I 2 I z I 2 I 2 I 1 I I 1 I 
I so.ox, I so.0%1 I c so.0%1 I so.ox, I so.o;o I 2s.ox, I I 25.0%) I 
I I I I I I I I I 

99 - 99. 9 I 1 I 1 I 1 I 1 I 1 I 2 I I z I 
I c 2s.0%) I c 2s.o:o I c 25.0%) I c 25.0%1 I c 2s . o:o I c so.ox, I I c so.ox, I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERATlJRE TAKEN I 4 I 4 I 4 I 4 I 4 I 4 I I 4 I 

I ( 80. 0% J I f 80. o;o I f 80. 0% J I f 80. 0% J I f 80. 0% J I I 80. 0% J I I I 80, 07. J I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERATlJRE NOT TAKEN I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 
I c 20. ox I I c 20. o,o I c 20. 0% I I l 20. ox I I c 20. ox , I c 20. 0% I I I l 20. ox I I 

0 
0 

"' \;H 
0 
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INVESTIGATOR 
STUOY 

BLlMER,JEFFREY L. 
000408 

TABLE 12 (conf.) 

HA><ItUt TEHPERAT\JRES 

VACCINE 1 HIB CONJUGATE 
CP749 LOT N.JtSER 

PATIENT CLASS: 
AGE RANGE 

HEALTHY CHILDREN 
1-11 tm. 

--- --------------------------------------------------------- .-------------------------------------------------------------
VACCINE I HIB CONJUGATE I N.JtSER OF VACCINEES ( 4 VACCINE ES) - INJECTION 2 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NA1BER 

MAX TEHPERATURE l----------------------------------------------------------------------------1 HITH 
C DEG F, ORAL ) I O I 1 I 2 I 3 I 4 I 5 I I MAX TEMP 

·································••l-••····••l••······••l••······••l••····•-1--••····•·l••······••l••······••I----IHHHHtitl < 99 I 2 I 2 I 3 I 3 I 3 I 3 I I 1 I 
I so.ox, I so.ox> I 75.0XJ I 75.oX, I 1s.ox, I 1s.ox, I I 2s.ox, I 
I I I I .· I I I I I 

99 - 99. 9 I 2 I 2 I 1 I 1 • I 1 I 1 I I 3 I 
I • so.ox, I I so.ox, I • 2s.01., I 1 2s.o,o I 1 2s.o:o I 1 2s.o:o I I 1 1s.o,o I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERA1\JR£ TAKEN I 4 I 4 I 4 I 4 I 4 I 4 I I 4 I 

. I 1100.0%) I 1100.0%> I 1100.0%> I 1100.oXJ I 1100.oXJ I 1100.oXJ I I 1100.oX> I 
-----------------------------------1----------1----------1----------1 ·---------1----------1----------1----------1----------1 

TEHPERATURE NOT TAKEN I o I o I o I o I O I O I I O I 
I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I I o.ol.> I 

-



HFLU/Z3546070/07/1Z/88/PAGE Z7 

INVESTIGATOR 
ST\JDY 
VACCINE 
LOT tu1BER 
PATIENT CLASS: 
AGE RANGE 

BLlliER,JEFFREY L, 
000408 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
lZ-71 HOS. 

TABLE 12 (cont_.) 

HAXIK.tl TEHPERAT\JRES 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I tu1BER OF VACCINEES ( 10 VACCINEES J - INJECTION l I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 

HAX TEHPERAT\JRE l----------------------------------------------------------------------------1 HITH 
( DEG F, ORAL J I O I l I Z I 3 I 4 I 5 I I MAX TEHP 

•••••••••••••••••••••••••••••••••••I••••••••••••••••••••••••••••-•••••••••••••••••••••••••••••• ••••••••••l•••••••-
NORHAL I l o l Z Z Z I o 

I 11,1%) 0.0%) lZ.5%) Z8.6%J ZS.0%) ZS.0%) I 0.0%) 
I I 

< 99 I 4 4 3 l 3 3 I 3 
I 44.4%) 44.4%) 37.SXJ 14.3%) 37.5%) 37.SiO I 33.3i0 
I I 

99 - 99. 9 I 3 3 z 3 z z I 3 
I 33.3%) 33.3%) zs.o;o 4Z.9%) ZS.0%) ZS.0%) I 33.3%) 
I I 

100 - 100. 9 I l Z Z l l l I 3 
I I 11.1%) I ZZ.Z%) I ZS.0%) I 14.3%) I lZ.5%) I lZ.5%) I I 33.3%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERAT\JRE TAKEN I 9 I 9 I 8 I 7 I 8 I 8 I I 9 I 

I I 90,0:0 I I 90.0%) I I ao.o;o I I 70.0%) I I ao.o:o I I 80.0%) I I I 90.0%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I---- .-----I 

TEHPERAT\JRE NOT TAKEN I l I l I Z I 3 I Z I Z I I . l I 
I c 10. 0% J I C 10. 0% ) I I zo. 0% J I c 30. 0% ) I I zo. 0% , I I zo. 0% , I I I 10 • o;o I 
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INVESTIGATOR BLUHER,JEFFREV L. 
STUDY 000408 
VACCINE HIB CONJUGATE 
LOT NLteER CR132 
PATIENT CLASS: HEALTHV CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 12 (cont.) 

HAXltU1 TENPERATURES 

VACCINE : HIB CONJUGATE I tueER OF VACCIHEES ( S VACCIHEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NMBER 

HAX TEHPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F • ORAL J I o I 1 I 2 I 3 I 4 I S I I HAX TEHP 

•••••••••••••••••••••••••••••••••••l••••••••-1••••••••••1••••••••••1••••••••••1----1•••••••--l••••••••••I---
NORHAL I 1 I 1 I 1 I 1 I 1 I 1 I I l 

I 2s.o;o I 2s.o,o I ZS.OX J I 2s.0X > I 2s.ox > I ZS.OX> I I 2s.0% J 
I I I I I I I I 

< 99 I 1 I 2 I 2 I 2 I 2 I 1 I I 1 
I I ZS.0%) I I SO.OX) I I so.ox, I SO.OX) I I SO.OX) I 25.0%) I I 25.0%) 
I I I I I I I I 

99 - 99. 9 I 2 I 1 I 1 I 1 I 1 I 2 I I 2 
I c so.ox, I c 2s.ox, I c 2s.ox, I c 2s.0XJ I c zs.ox, I c so.ox> I I c so.o:o 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEHPERATURE TAKEN I 4 I 4 I 4 I 4 I 4 I 4 I I 4 

I I 80. ox) I ( 80. ox J I ( 80. ox J I I 80. ox J I ( 80. ox) I I 80. ox J I I I 80. ox) 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TENPERATURE NOT TAKEN I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 
I I 20. ox > I I 20. ox > I I 20. OX > I I 20. ox J I c 20 • ox J I I 20. 0% > I I c 20 • 0% J I 
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INVESTIGATOR 
STUDY 

BLlt1ER,JEFFREY L, 
000408 

TABLE 12 (cont.) 

HAXItUt TEHPERAT\JRES 

VACCINE 1 HIB CONJUGATE 
CR132 LOT t-1.HJER 

PATIENT CLASS: 
AGE RANGE 

HEALTHY CHILDREN 
1-11 HOS. 

VACCINE : HIB CONJUGATE I t-1.HJER OF VACCINE ES I 5 VACCINEES J - INJECTION 2 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tueER 

HAX TENPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL J I O I l I 2 I 3 I 4 I 5 I I HAX TEHP 

·································••l••······••l••······••l••······••ltHHHHHHHHHtl••······••l••····•---l••······••I•-------, 
<99 I 2 I 3 I 3 I 2 I 3 I 3 I I 2 I 

I so.o%J I 75.0% J I 75.o%J I so.o%J I 75.0% J I 75.0%J I I I so.o:o I 
I I I I I I I I I 

99 - 99. 9 I 2 I l I l I 2 I l I l I I 2 I 
I l so.ox, I l 25.0XJ I l 25.0XJ I I so.o%J I I 2s.o:o I l 2s.o:o I I I so.ox> I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERATURE TAKEN I 4 I 4 I 4 I 4 I 4 I 4 I I 4 I 

I , ao.o%J I , ao.o%J I l ao.o%J I , ao.o%J I I so.ox, I , so.ox, I I I ao.ox, I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TENPERATURE NOT TAKEN I l I l I l I l I l I l I I l I 
I l 20.0%J I I 20.0%J I I 20.0%> I 1 20.0:0 I I 20.0%> I I 20.0%J I I I 20.0;0 I 
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INVESTIGATOR BLU1ER,JEffREY L. 
STUDY 000408 
VACCINE HIB CONJUGATE 
LOT NJIBER I CR13Z 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

TABLE 12 (cont.) 

HAXIK.11 TEHPERATURES 

------------------------~-----~---------------------------------------------------------------------------------------------
VACCINE: HIB CONJUGATE 

HAX TEHPERAT\JRE 
fDEG F, ORAL) 

••••••••••••••••••••••••••••••••••• 
NORHAL 

< 99 

99 - 99.9 

100 - 100.9 

I N.JteER OF VACCINE ES f 10 VACCINE ES l - INJECTION l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu1BER 

l----------------------------------------------------------------------------1 HITH 
I o I l I Z I 3 I '4 I 5 I I HAX TEHP 

········- .......... ········- .......... ·---·- .............................. 
0 0 0 l l l 0 

O.Oi!l O.Oi!l o.ox l 14 . 3i! J 14.3i! J 14.3i!J 0. 0i! J 

7 7 4 3 5 3 5 
77.V.) 87 .Si! l 57. li! l 4Z. 9i! l 71.4i! J 4Z. 9i! l 55.6%1 

l l z z l 3 2 
11.li!l U.Si!l Z8.6%J Z8.6i! l 14.3%) 42.9%) 22.2%) 

1 0 0 l 0 0 l 
11.li!l O. 0i! l o. 0i! J 14.3i!J O.Oi!l 0.0%) 11.1%) 

101 - 101. 9 0 0 l O O O l 
I I O, 0i! J I O. 0i! l I 14. 3i! J I O. 0i! l I I O. 0i! l 1 I O. 0i! J I 11. li! J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----, -----1 
TEHPERATURE TAKEN I 9 I 8 I 7 I 7 I 7 I 7 I I - 9 I 

I I 90.0i!l I I 80.0i!l I I 70.0i!J I I 70.0i!J I I 70.0i!l I I 70,0i!J I I I 90 . 0:0 I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERATURE NOT TAKEN I l I Z I 3 I 3 I 3 I 3 I I l I 
I I 10 • 0% l I I zo . 0% l I I 30. 0% J I I 30. 0% I I I 30. 0% l I I 30 • 0% l I I I 10 • 0% l I 
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(b) (4)
(b) (4)

(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

DATE INITIATED: 

DATE COMPLETED: 

62621/ 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex), 
Study #0004-09. 

To evaluate the safety and immunogenicity of 
Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex) in 
healthy infants and children 2 months to 5 years of 
age. 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex). 

mcg polysaccharide/ml Lot 1069/C-P241 -

Lot 1080/C-P749 -

Lot 1085/C-Rl32 -

mcg meningococcal protein/ml 
mcg polysaccharide/ml 

mcg meningococcal protein/ml 
me~ polysaccharide/ml 

---mcg meningococcal protein/ml 

Diluent 
Aluminum h droxide diluent 
Lot 

Elia Ayoub, M.D. 
Department of Pediatrics 
Box J296, JHMC 
University of Florida 
Gainesville, Florida 32610 

Munir Rizkallah, M.D. 
Susan Hunsinger, M.D. 
George Dell, M.D. 
Rose Fortunado, M.D. 
Douglas Barrett, M.D. 

Department of Pediatrics 
Box J296, JHMC 
University of Florida 
Gainesville, Florida 32610 

September 1, 1987 

In progress. 
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STUDY POPULATION: 

STUDY PROCEDURE: 

62621/ 

- 2 -

Healthy infants and children 2 to 71 months of age 
are included in the study. 

Infants 2 to 11 months of age receive 2 injections of 
the vaccine given 2 months apart, while children 12 
months of age and older receive a single injection. 
Vaccine is reconstituted in aluminum hydroxide and 
administered by intramuscular route. The dose for 
each injection is 15 mcg polysaccharide in the 
appropriate volume - 0.75 ml for Lot 1069/C-P241 and 
0.5 ml for Lots 1080/C-P749, and 1085/C-Rl32. 

Parents or guardians are required to record the 
vaccinee 's temperature and any systemic or injection 
site reactions for 5 days after each injection. 
Unexpected or serious reactions are to be reported 
immediately to the study physician. 

A blood sample is obtained immediately before each 
injection and one month after the last (or only) 
injection. Additional samples are obtained 7 to 10 
months after the last injection for inf ants 2 to 11 
months of age and at 15 to 18 months postvaccination 
for children 12 to 71 months of age. 

All serum samples are assayed by Merck Sharp & Dohme 
Research Laboratories for antibody to fl. influenzae 
type b capsular polysaccharide by radioimmunoassay 
(RIA). 

26AUG88 
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(b) (6)

RESULTS: 

62621/ 

- 3 -

Demographic information and individual pre and 
postvaccination antibody data for each vaccinee 
enrolled in the study is reported in Table 1. 

1. Number Vaccinated : 

Injectign Ng. 
Lot Age _l _l 

1069/C-P241 2-11 mo. 15 11 
12-71 mo. 13 

1080/C-P749 2-11 mo. 17 9 
12-71 mo. 34 

1085/C-R132 2-11 mo. 3 0 
12-71 mo. 2 

Three children (case no. 
received mixed lots Lot 1069/C-P241 as 
injection 1 and Lot 1080/C-P749 as injection 2. 

2. Serglogic Results 

Antibody responses (RIA) prior to and after 
vaccination are as follows: 

% With Anti-PRP GMT (mcg Ab/ml) 
Age Time >0. 15 mcg Ab/ml >1.0 mcg Ab/ml All Vaccinees 

2-11 mo . Pre 
2 mo. 
3 mo. 

12-71 mo. Pre 
1 mo . 

8 ( 1/12) 
100 (11/11) 

100 ( 9/9) 

41 9/22) 
100 (22/22) 

0 ( 0/12) 0. 07 
100 ( 11 /11) 2.392 
89 ( 8/9) 5. 91 

5 ( 1/22) o. 12 
100 (22/22) 8.87 

Antibody responses (by lot per age group) prior 
to vaccination through 3 months postvaccination 
are included in Tables 2-3. If vaccine 
recipients received mixed lots, they were 
excluded from summaries by lot. 

26AUG88 
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RESULTS: 
(CONT.) 

62621/ 

- 4 -

3. Clinical Results: 

The frequencies of selected injection site and 
systemic reactions during the 48 hours after 
vaccination are as follows: 

o/. Vj!ccinees with Rei!cti2ns 
2 - 11 12 - 71 

Months Qf Age Month~ Qf Age 
Type of Reacti2n InjectiQn l InjectiQn 2 InjectiQn l 

Injection Site 
Erythema >l inch 0.0 ( 0/29) 0.0 0/19) o.o ( 0/38) 
Swelling > l inch 0.0 ( 0/29) 0.0 0/19) 5. 3 ( 2/38) 
Pain/Soreness 13.8 ( 4/29) 15.8 3/19) 39.5 ( 15/38) 

Systemic 
Irritability 55.2 (16/29) 42. l 8/19) 44.7 (17/38) 
Sleepiness/ 48.3 ( 14/29) 36 .8 7/19) 26.3 ( 10/38) 

Lethargy/Fatigue 

Reaction frequencies and maximum temperatures 
recorded during the five days following each 
injection of vaccine are reported in Tables 4-6. 

No serious or alarming reactions attributable to 
the vaccine were reported . 

26AUG88 
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TABLE l 

DEHOGRAPHICS / EVENT'S LISTING 

INYESTI'"-'TOR a AYOl.8. ELIA 
STU>Y I 0.00't09 
VACCINE I HIB CONJUGATE 
REC.IttEN I Z INJ. 11G ttOS. APART 
PATIENT CLASSa HEALTHY CHILINliN 

CASE SEX RACE BIRTH Mil DAY DATE PHS EVENT LOT DOSE CODE/ RIA ................................. , ..................................................... 
F CAUC llN 0 011 INJ l CR132 15 He& 

" CAUC UN 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 tlCC. 

H 011 BLEED 1 3376 
H 021 INJ 2 c,24·1 15 He& 
M 021 BLEED 2 18601 

" CMJC lOH 0 001 PREBLEED 133 
0 011 INJ 1 CPZ<tl 15 tlC8 

M 011 BLEED 1 05/ <tl98 
84 021 INJ 2 CP7<t9 15 tlCQ 

112 021 BLEED 2 05/ 18200 

F CMJC 7tt 0 001 PREBLEED < 125 
0 011 INJ 1 CPZ41, 15 tlC8 

1.54 071 BLEED 1 05/ Z<t61 
203 071 BLEED Z 05/ 29382 

, CMJC lOH 0 001 PREBLEED < 125 
0 011 INJ l CP241 15 He& 

H 011 BLEED l 8588 
H 021 INJ 2 CP241 15 tlCQ 

HO 021 BLEED 2 360<t 

" CAUC 11H 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 tlCC. 

71 011 BLEED 1 05/ 5667 
71 021 INJ 2 CP241 15 He& 
98 021 BLEED Z 05/ 291"2 

F CAUC lOH 0 001 PREBLEED < 125 
0 011 INJ 1 CPZ-U 15 tlC8 

6J 011 BLEED 1 5034 
6J 021 INJ 2 CP241 15 tlC& 

10& 021 BLEED Z 11170 

F CMJC '" 0 001 PREBLEED < 125 
0 011 INJ l CP241 15 tlCG 

55 011 BLEED l . ; ~ : •1761 

J 
J 
::r-
C, 
.:::, 

# 

# 
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TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR 1 AVOlB, ELIA 
sruov I 000409 
VACCINE HIB CONJUGATE 
REGIMEN I 2 INJ. THO ttOS. APART 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F CAUC 9H && 021 INJ 2 CP241 15 tlCG 
83 021 BLEED 2 971 

" CAUC 6H 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 tlCG 

91 011 BLEED 1 05/ 420 
91 021 INJ 2 CP241 15 tlCG 

F CAUC lOH 0 011 INJ l CP7"9 15 tlCG 

" CAUC 9H 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 tlCG 

56 011 BLEED 1 2716 
56 021 INJ 2 CP749 15 tlCG 

9H 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 tlCG 

56 011 BLEED 1 944 

" CAUC 9H 0 011 INJ l CP749 15 tlCG 

" 7H 0 011 INJ l CP74' 15 tlCG 

F 6H 0 011 INJ 1 CP749• 15 tlCG 

F 9H 0 011 INJ 1 CP74-9 15 tlCG 

" 6H 0 011 INJ l CP749 15 tlCG 

" 9H 0 011 INJ l CP749 15 tlCG 

F lOH 0 011 INJ l CR132 15 tlCG 

F 2H 0 001 PREBLEED 180 
0 011 INJ 1 CP241 15 tlCG 

147 011 BLEED 1 05/ 1697 
147 021 INJ 2 CP241 15 tlCG 

4H 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 tlCG . f-

'.:> 
'.:> 
,'3' -,-. 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 1 
sruov 
VACCINE 
REGIHEN 1 

PATIENT CLASS: 

AYOlB, ELIA 
000409 
HIB CONJUGATE 
Z INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHD&RAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH ASE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F CAUC "" 56 011 BLEED l 3990 
56 OZl INJ z CP241 15 ttCG 
90 OZl BLEED 2 10902 

H CAUC 5tt 0 001 PREBLEED 150 
0 011 INJ 1 CPZ41 15 ttCG 

56 011 BLEED 1 1212 
56 OZl INJ 2 CPZ41 15 ttCG 
84 OZl BLEED 2 5317 

H CAUC 3H 0 001 PREBLEED < 125 
0 011 INJ 1 CPZ41 15 ttCG 

56 011 BLEED 1 4278 
56 OZl INJ 2 CPZ41 15 ttCG 
91 OZl BLEED 2 5385 

F CAUC 3H 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 ttCG 

56 011 BLEED 1 1743 
56 OZl INJ 2 CP749 15 ttCG 
91 OZl BLEED 2 1633 

H CAUC "" 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 ttCG 

71 011 BLEED 1 05/ 503 
71 OZl INJ 2 CP749 15 ttCG 

F CAUC 3H 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 ttCG 

55 011 BLEED 1 1334 
55 OZl INJ 2 CP241 15 ttCG 
90 021 BLEED 2 9085 

H CAUC 2H 0 011 INJ 1 CP749 15 ttCG 
83 021 INJ 2 CP749 15 ttCG 

H CAUC 2H 0 011 INJ 1 CP749 15 ttCG 
63 021 INJ 2 CP749 15 ttCG 

H CAUC 2H 0 001 PREBLEED 1 1 -f , 209 

. 

~ 

::> 
~ 
.j;;a 

:'-J 
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INVESTIGATOR I AYOlB, ELIA 
sruDv , 000409 
VACCINE HIB CONJUGATE 
REGIHEN 1 2 INJ. THO HOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

N CAUC 

f CAUC 

H BLAC 

H CAUC 

H CAUC 

f CAUC 

f CAUC 

2Jt 

3H 

2H 

2H 

3H 

2H 

SH 

0 
57 
70 
98 

0 
0 

63 
63 

0 
0 

56 

0 
63 

0 

0 

0 

011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 
021 INJ 2 

011 INJ l 

011 INJ l 

011 INJ l 

CP749 15 HCG 
4524 

CP749 15 HCG 
9417 

< 125 
CP749 15 HCG 

3886 
CP749 15 HCG 

435 
CP749 15 HCG 

1385 

CP749 15 HCG 
CP749 15 HCG 

CP749 15 HCG 

CP749 . 15 HCG 

CR132 15 HCG 

·1\ 

. 
-::> 
.;:) 

:,-. 
~ 

v-1 



(b) (6) (b) (6) (b) (6)
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INYESTIQATOR 1 
STUDY 
VACCINE 
RfC.ltEN I 

PATIEH1' CUSS1 

AYOUI, EUA 
00O't09 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DENDGRAPHICI / IVENrS ·USTINI, 

CASE SEX RACE BIRTH A8I lt&Y ; DATE PHS EVENT LOT DOSE CODE/ RIA 

.......................... l"J!"~•'!'I••···················································· 
N CAUC 

f CAUC 

N CAUC 

f CAUC 

N CAUC 

f CAUC 

f CAUC 

" c.wc 

N CAUC 

f CAUC 

f 

f 

" 

lY 

zy 

4Y 

ZY 

JY 

ZY 

zv 

ZY 

ZY 

zy 

ZY 

zv 

ZY 

zv 

0 
0 

122 

0 
0 

0 
0 

29 

0 

0 

0 
0 

-.a 

0 

0 
0 

za 

0 
0 

49 

0 
0 

za 

0 

0 

0 

0 

001 PREBLEED 
011 INJ l CPZU 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CPZ41 

001 PREBLEED 
011 INJ 1 CPZ41 
011 BLEED 1 

011 INJ 1 CP749 

011 lNJ 1 CP749 

001 PRfBLEED 
011 INJ 1 CP749 
011 BLEED 1 

1 CP749 

001 PRfBLEED 
011 INJ 1 CP749 
011 BLEED 1 

,001 PREBLEED 
011 INJ l CP749 
011 BLEED 1 

1101 PREBLEED 
?11 INJ 1 CP749 
1111 BLEED 1 

11 lNJ 1 CP749 

HI INJ 1 CP749 

>11 lNJ 1 CP749 

Jll INJ 1 CP749 

15 NC& 

15 ttCQ 

15 ti:& 

15 ttCQ 

15 t«:8 

15 ttCQ 

15 NC& 

15 tl:Q 

15 ttCQ 

15 NC& 

15 ti:& 

15 ti:& 

15 t«:G 

15 tl:G 

< lZS 

13097 

708 

Z49 

80851 

< 125 

23413 

< lZS 

51000 

1623 

5ZZ66 

< 125 

9916 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR I AYOl.8, EL:iA 
STUDY , 000409 
VACCINE HIB CONJUGATE 
REGIHEN I ONE INJECTION 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH DATE PHS 

TABLE 1 (cont.) 

DEHDGRAPHICS / EVENTS LISTIIG 

EVENT LOT DOSE CODE/ RIA ASE DtY 
••••••••••••••••••••••••••l!fflllittl•u•••••••••••••••••••••••••••••••••••••••••••••••••••• 

" CAUC JY 0 011 INJ 1 CP749 15 ttCG 

" CAUC 2Y 0 011 INJ 1 CP749 15 ttCG 

" HISP 2Y 0 011 INJ 1 CP749 15 ttCG 

F CAUC lJN 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 ttCG 

28 011 BLEED 1 27889 

F CAUC 17" 0 001 PREBLEED 494 
0 011 INJ 1 CPZ41 15 ttCG 

29 011 BLEED 1 11070 

" CAUC ZJN 0 001 PREBLEED < 1Z5 
0 011 INJ 1 CPZ41 15 ttCG 

28 011 BLEED 1 35934 

" CAUC 19N 0 001 PREBLEED 196 
0 011 INJ 1 CPZ41 15 ttCG 

Z8 011 BLEED 1 1659 

" CAUC 19N 0 001 PREBLEED 389 
0 011 INJ 1 CPZ41 15 ttCG 

Z8 011 BLEED 1 4Z9Z8 

" CAUC lZN 0 011 INJ 1 CPZ41 15 ttCG 

" BUC Z4" 0 001 PREBLEED 160 
0 011 INJ 1 CPZ41 15 ttCG 

Z7 011 BLEED 1 Z733 

" CAUC 18" 0 001 PREBLEED < 1Z5 
0 011 INJ 1 CPZ41 15 ttCG 

Z8 011 BLEED 1 12530 

F CAUC 18" 0 011 INJ 1 CPZ41 15 ttCG 

F CAUC ZZN 0 001 PREBLEED < 125 
0 011 INJ 1 CPZ41 15 ttCG , i · ', 

. 
0 
0 
O' 
t:: 
J1 
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INVESTIGATOR I AYDlB, ELIA 
STUDY 1 000409 
VACCINE I HIB CONJUGATE 
REGIHEN I ONE INJECTim.1 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA ...................................................................................... 
F ClUC 22" 71 011 BLEED 1 6621 

" ClUC 12" 0 011 INJ l CP749 15 HCG 

f ClUC Utt 0 011 INJ 1 CP749 15 HCG 

tt CAUC 12" 0 011 INJ 1 CP749 15 HCG 

" CAUC 1811 0 011 INJ 1 CP749 15 HCG 

" CAUC 1811 0 001 PREBLEED < 125 
0 011 INJ l CP749 15 HCG 

28 011 BLEED l 4969 

f BUC 20H 0 001 PREBLEED < 125 
0 011 INJ l CP749 15 t«:G 

35 011 BLEED l 38527 

" CAUC 12" 0 011 INJ l CP749 15 t«:G 

f CAUC 1811 0 001 PREBLEED < 125 
0 011 INJ l CP749 15 t«:G 

28 011 BLEED l 5599 

" CAUC 20H 0 001 PREBLEED 133 
0 011 INJ l CP749 15 t«:G 

27 011 BLEED l 1204 

f CAUC 23H 0 001 PREBLEED < 125 
0 011 INJ l CP749 15 t«:G 

36 011 BLEED l 3093 

" CAUC Utt 0 001 PREBLEED < 125 
0 011 INJ l CP749 15 t«:G 

Z8 011 BLEED l 1641 

" CAUC 1811 0 001 PREBLEED 192 
0 011 INJ l CP749 15 HCG 

Z8 011 BLEED l 4355 

" CAUC 15" 0 001 PREBLEED < ,125, 

. 

.::, 
-~ 
·3" 
l::: 
0-



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR AYOlB, ELIA 
STIJDY 000409 
VACCINE I HIB CONJUGATE 
REGIHEN I ONE INJECTION 
PATIENT CUSS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

0 
Z8 

lilt 0 
0 

28 

0 
0 

28 

22" 0 

23" 0 

17" 0 

1811 0 

1811 0 

l5H 0 

12" 0 

TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

011 INJ l CP749 15 ttCG 
011 BLEED 1 2121 

001 PREBLEED 259 
011 INJ 1 CP749 15 ttCG 
011 BLEED 1 3433 

001 PREBLEED 247 
011 INJ l CP749 15 ttCG 
011 BLEED l 2523 

011 INJ l CP749 15 ttCG 

011 INJ 1 CP749 15 ttCG 

011 INJ l CP749 15 ttCG 

011 INJ l CP749 15 ttCG 

011 INJ l CP749 15 ttCG 

011 INJ l CR132 15 ttCG 

011 INJ l CR132 15 ttCG 



HFLUI~ . _ J210/07/19/88/22 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AYOUB, ELIA 
000409 
HIB CONJUGATE 
RIA 
CP241 
15 MCG 
HEALTHY CHILDREN 

TABLE 2 
A N T I B O D Y R E S P O N S E S 

• 

1" WITH ANTI-PAP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML "' >2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• ••••••••••••••• ••••••••••••••• •••••• 

1- 6 MOS. PRE INJ 0 ( 0/ 4) 0 ( 0/ 4) 
MONTH 2 100 ( 4/ 4) 100 ( 4/ .4) 100 ( 4/ 4) 17.5 
MONTH 3 100 ( 4/ 4) 100 ( 4/ 4) 100 ( 4/ 4) 55.8 

7-11 MOS. PRE INJ 0 0/ 4) 0 ( 0/ 4) 
MONTH 2 100 4/ 4) 100 ( 4/ 4) 100 4/ 4) 32 . 0 
MONTH 3 100 3/ 3) 67 ( 2/ 3) 100 3/ 3) 46.9 

12-71 MOS. PRE INJ 63 5/ 8) 0 ( 0/ 8) 
MONTH I 100 8/ 8) 100 ( 8/ 8) 100 ( 8/ 8) 72.3 

FOOTNOTE($): 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 078 4) 
2 . 292 4) 
7.297 4) 

0.062 4) 
4.004 4) 
5.865 3) 

0. 157 8) 
14.706 8) 

IF A TITER IS REPORTED AS<. 125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 
0 
a
t;; 
::r, 



HFLU/ • . .210/07/19/88/23 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AYOUB, ELIA 
000409 
HIB CONJUGATE 
RIA 
CP749 
15 MCG 
HEALTHY CHILDREN 

TABLE 3 
A N T I B O D Y R E S P O N S E S 

1' WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML " >2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• ••••••••••••••• ••••••••••••••• • ••••• 

1- 6 MOS . PRE INJ 50 ( 1/ 2) 0 0/ 2) 
MONTH 2 100 ( 1/ 1) 100 1 / 1 } 100 1 / 1 } 31 . 1 
MONTH 3 100 ( 1/ 1) 100 1 / 1) 100 1/ 1 } 45. 1 

7-11 MOS. PRE INJ 0 0/ 1 } 0 0/ 1) 
MONTH 2 100 1 / 1 } 100 1/ 1 } 100 1/ 1 } 21. 7 

12-71 MOS . PRE INJ 29 4/ 14) 7 1/ 14) 
MONTH 1 100 14/ 14) 100 14/ 14) 100 ( 14/ 14) 38.6 

FOOTNOTE(S): 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

••••••••••••••••• 

0 . 114 2) 
3 . 886 1 ) 
9.417 1 ) 

0.063 1 ) 
2.716 1 ) 

0.110 14) 
6.641 14) 

IF A TITER JS REPORTED AS < . 125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE. 
AND . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HFLU/CC546330/07/18/88/87 
TABLE 4 

CLINICAL CON PLAINTS a Y FREQ U E- N CY 

INVESTIGATOR 
STUDY 

AYOl.8, ELIA 
000409 

VACCINE 
LOT N.H3ER 
POPULATION 
AGE RANGE 

1 HIB CONJUGATE 
CP241 

1 HEALTHY CHILDREN 
1-11 NOS. 

DAYS OF FOLLc»IJP 1 DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH NO CONPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS ( INJECTION SITE I 
ERYTHEHA, INJ. SITE C<=l IN.I 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE (<zl IN.) 

SYSTEHIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARH TO TOUCH 
TEETHING 
RASH 
ANOREXIA 
OTITIS MEDIA 
PROLONGED CRYING, >l/2 HR 
VQHITING 
ALLERGIC RHINITIS 
CANDIDIASIS 
DIARRHEA 
NASAL CONGESTION 
HHEEZING 

HIB CONJUGATE 
INJECTION 1 1 

15 

1 6.7 %) 
14 93.3 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 15 

CLINICAL COHP. VACCINE ES 

5 33.3 
3 20.0 
z 13.3 
1 6.7 

13 86.7 
10 66.7 

9 60.0 
7 46.7 
6 40 .0 
3 zo.o 
2 13.3 
2 13.3 
2 13.3 
z 13.3 
1 6.7 
1 6.7 
1 6.7 
1 6.7 
1 6.7 



HFLU,~C546330/07/18/88/91 
TABLE 4 (cont.) 

C L I N I C A L C O H P L A I N T S 9 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT t-UISER 
POPULATION 
AGE RANGE 

AYOUl, ELIA 
000409 
HIB CONJUGATE 
CP241 

1 HEALTHY CHILDREN 
1-11 HOS. 

DAYS OF FOLLOKJP 1 DAYS OTO & 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH HO COHPLAINTS 1 
VACCINEES HITH COHPLAINTS 1 . 

VACCINEES NITH HO DATA 1 

CLINICAL COHPLAINTS 

HIB CONJUGATE 
INJECTION: 2 

11 

2 18.2 Zl 
, 81.8 ,o 
0 

HO. OF. VACCINEES Z BASED 
NITH OH 11 

CLINICAL COHP. VACCINEES ........................................................................... 
LOCAL REACTIONS ( INJECTION SITE l 

SHELLING, INJ. SITE (<=l IN.l 
PAIN/SORENESS, INJ. SITE 
ERVTHEHA, INJ. SITE (<~l IN.J 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
TEETHING 
HARM TO TOUCH 
RASH 
DIARRHEA 
OTITIS MEDIA 
PROLONGED CRYING, >112 HR 

4 
4 
2 
1 

8 
6 
6 
4 
3 
2 
l 
l 
1 

36.4 
36.4 
18.2 
,.1 

72.7 
54.5 
54.5 

t3R.4 
27 . 3 
18.2 
,.1 
9.1 
9.1 

I 
I 

•. 1 1 



HFLu✓CCS46330/07/18/88/88 TABLE 4 (cont.) 

CLINICAL CONPLAI ,-.TS av FREQUENCY 

INVESTIGATOR 
STUDY 
VACCINE 

1 AYOl8, ELIA 
I 000409 

HIB CONJUGATE 
LOT tLteER 
POPULATION 
AGE RANGE 

I CP241 

DAYS OF FOLLOHUP 1 

VACCINE 

TOTAL YACCINEES 

HEALTHY CHILDREN 
lZ-71 HOS. 
DAYS OTO .5 

YACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS ( INJECTION SITE ) 
PAIN/SORENESS, INJ. SITE 
ERYTHEHA, INJ. SITE (<=l IN.) 
SHELLING, INJ. SITE C<=l IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARN TO TOUCH 
DIARRHEA 
PROLONGED CRYING, >l/2 HR 
TEETHING 
FEYER 
VOHITING 

HIB CONJUGATE 
INJECTION: l 

13 

z 
9 
z 

18,Z lO 
81.8 lO 

NO. OF YACCINEES X BASED 
HITH ON 11 

CLINICAL COHP, VACCINEES 

3 
3 
l 
l 

7 
7 
3 
3 
2 
2 
2 
l 
l 

27.3 
27.3 
9.1 
9.1 

63.6 
63.6 
Z7.3 
Z7.3 
18,2 
18.2 
18.2 
9.1 
9.1 



HFLU/CC.546330/07/18/88/89 TABLE 4 (cont.) 

C L I N I C A L C O H P L A I N T S a Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-lSER 
POPULATIOO 
AGE RANGE 
DAYS OF FOLLONJP 

VACCINE 

TOTAL YACCINEES 

1 AYOl.8, ELIA 
000409 

1 HIB CONJUGATE 
I CP749 

HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO 5 

YACCINEES HITH NO COHPLAINTS c 
YACCINEES HITH COHPLAINTS 
YACCINEES HITH NO DATA 

CLINICAL CottPLAINTS 

LOCAL REACTIONS ( INJECTION SITE J 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE l<•l IN.l 

SYSTEHIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARN TO TOUCH 
DERHATottYCOSES 
DIARRHEA 
EYE SHELLING 
HYPERHYDROSIS 
OTITIS EXTERNA 
SCLERAL DISORDERS 
TEETHING 

HIB CONJUGATE 
INJECTIOO: l 

17 

Z 14.3 Xl 
lZ 85.7Xl 

3 

NO. OF YACCINEES % BASED 
HITH OH 14 

CLINICAL CottP. YACCINEES 

z 14.3 
z 14.3 
l 7.1 

11 78.6 
7 50.0 
.6 3.6.7 
.6 35.7 
l 7.1 
l 7.1 
l 7.1 
l 7.1 
1 7.1 
l 7.1 
l 7.1 



HFLU/CC546330/07/18/88/9Z 
TABLE 4 (cont.) 

C L I N I C A L C O N P L A I M T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tU13ER 
POPULATION 
AGE RANGE 
DAYS OF FOLLONJP 1 

VACCINE 

TOTAL VACCINEES 

AYIXB, ELIA 
000409 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS, 
DAYS OTO 5 

i 

VACCINEES HITH NO CONPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

HIB CONJUGATE 
INJECTION: 2 

9 

4 
4 
l 

50.0 Y.J 
50.0 Y.J 

NO. OF VACCINEES % BASED 
HITH ON 8 

CLINICAL COHP. YACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS I INJECTION SITEJ 2 Z5.0 

SHELLING, INJ. SITE l<=l IN.) 2 25.0 
ERYTHEHA, INJ. SITE t<=l IN,J 1 12.5 
PAIN/SORENESS, INJ, SITE 1 12.5 

SYSTEMIC REACTIONS 4 50.0 
IRRITABILITY 2 25.0 
TEETHING 2 25.0 
CCH10N COLD 1 12.5 
COOOH 1 12.5 
FATIGUE 1 12.5 
NASAL DISCHARGE 1 12.5 
HHEEZING 1 12,5 



HFLU/CCS46330/07/18/88/90 TABLE 4 (cont.) 
CLINICAL CONPLA?NTS BY FREQUENCY 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tutBER 
POPULATION 
AGE RAN»E 
DAYS OF FOLLOKJP 

VACCINE 

TOTAL VACCINEES 

1 AYDUJ, ELIA 
000409 
HIB CONJUGATE 

1 CP749 
1 HEALTHY CHILDREN 
I 12-71 t«>S. 

DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 1 
VACCINEES HITH COHPLAINTS ·, 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 
ERYTHEHA, INJ. SITE (<cl IN.) 
SHELLING, INJ. SITE (<~l IN.J 
SHELLING, INJ. SITE (>l INCH) 
INDURATION, INJECTION SITE 

SYSTEHIC REACTIONS 
IRRITABILITY 
FATIGUE 
NARH TO TOUCH 
DIARRHEA 
C0tl10N COLD 
FEVER 
RIGHT AXIS DEVIATION 
TEETHING 
ALLERGIC RHINITIS 
ANOREXIA 
HEADACHE 
INFECTIOUS GASTROENTERITIS 
NASAL DISCHARGE 
PROLONGED CRYING, >1/Z HR 
RASH 
VOHITING 

HIB CONJUGATE 
INJECTION: l 

34 

3 11.l XJ 
24 88.9 XJ 

7 

NO. OF VACCINEES X BASED 
HITH ON 27 

CLINICAL COHP. VACCINEES 

14 51.9 
lZ 44.4 

6 z2.2 
4 14.8 
2 7,4 
1 3. 7 

21 77.8 
10 37. 0 
8 29.6 
7 25.9 
4 14.8 
z 7.4 
z 7.4 
z 7.4 
2 7.4 
1 3.7 
1 3.7 
1 3,7 
1 3.7 
1 3.7 
l 3.7 
l 3.7 
l 3.7 

:::, 
0 
O' 
J1 
I.II 



HFLU/Z3546030/07/1Z/88/PAGE l 

TABLE 5 

CLINICAL COttPLAINTS 

INVESTIGATOR AYOUB, ELIA 
STUDY 1 000409 
VACCINE I HIB CONJUGATE 
LOT N..teER I CP241 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

---------------------------~~-----------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE ·I N..teER OF VACCINEES C 15 VACCINEES) - INJECTION: l I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I Z f 3 I 4 I 5 I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l•••••••-
LOCAL REACTIONS I 3 I 4 I l I l I l I o I I s 

I c zo. ox > I c Z6. 7i0 I c 6. T/. > I c 6. 7% > I c 7. 11. > I c o. ox > I I 33. 31.) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
ERYTHEHA,INJ.SITEC<=lIN.J I Z I Z I o I o I o I o I I 3 

I 13.31.J I 13,31.> I 0.01., I 0.01., I 0.01., I 0.01.1 I I c 20.01.1 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I l I l I o I o I o I o I I 2 
I 6. 7% > I 6. 7% > I o. ox J I o. ox> I o. 01. > I o. 01. > I I 13. 31. > 
I I I I I I I I 

SHELLING, INJ. SITE I <al IN, J I l I l I l I l I l I O I I l 
I c 6. 71.J I c 6. 71.J I c 6. 7%> I c 6. 71.J I c 7.V.> I c 0.01., I I 6. 71.> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I lZ I 12 I 10 I 9 I 9 I 8 I I 13 

I c 80. ox J I c 80. ox> I , 66. 7% > I , 60. ox> I c 64. 3% > I 1 61. 51. J I I 86. 11. > 

----------------------------------- ---------- ------------------------------------------------------ ----------
BODY AS A HHOLE/SITE \MSPEC. 8 8 1 1 1 0 11 

53.3%) 53.3%) 6. 7%) 6. 71.) 7,11.) 0.0%) 73.3%) 

FATIGUE 6 6 1 0 0 0 9 
40.0%) 40.0%) 6.T/.J 0.0%) 0.0%) 0.01.) 60.01. l 

HARN TO TOUCH 4 4 0 1 l 0 7 
(. 26. 7%) 26. 7%) 0.0%) 6. 71. J 7.1%) 0.0%) 46. 71.) 

DIGESTIVE SYSTEH 4 6 4 5 4 3 8 
26. 71. J 40.01.) 26. T/. J 33.31.) 28.61. J 23.1%) I 53.31.) 

ANOREXIA 1 2 1 1 . l l 2 
6. 71. J 13,3i0 6.7%) 6. 71. J 7, 11. J 1. 7%) 13.31.) 

DIARRHEA 1 l 0 0 0 0 1 

I 6, 71.) ' 6. 71.) I 0.01.) o.o:o o.o:o I o.o:o ' 6. 71.) 

·::> 
0 
O
u, 
0-



HfLU/n.546030/07/lZ/88/PAGE 2 

INVESTIGATOR I AYOUB, ELIA 
ST\JDY 000409 
VACCINE HIB CONJUGATE 
LOT l\l.tlBER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 5 (cont.) 

CLINICAL CCJtllLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL COHPLAINTS 

,I l\l.tlBER Of VACCINEES ( 15 VACCINEESJ - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJ1BER 

1----------------------------------------------------------------------------I HITH 
I O I l I 2 I 3 I 4 I 5 I I COHPLAINTS 

--······························· •••••••••• •••••••••• •••••••••• .......... --- .......... •••••••••• ·······--TEETHING 4 5 4 4 4 3 6 
26. 7%) 33.3%, 26. 7%, 26. 7%) 28.6%) u.v., 40.0%) 

vot1ITING 0 l l l 0 0 2 
0.0%) 6.7%) 6. 7%) 6. 7%) 0.0%) 0.0%) 13.3%) 

NERVQUS SYSTEN I PSYCHIATRIC 7 7 4 l 3 l 10 
46. 7%) 46. 7%) 26. Tl. J 6.7%) 21.4%) 7.7%) 66.7%) 

IRRITABILITY 7 7 4 l 3 1 10 
46.7%) 46.7%) 26. 7%) 6. 7%) 21.4%) 7. 7%) 66. 7%) 

PROLONGED CRYING, >l/Z HR 1 2 1 0 0 0 2 
6. 7%) 13.3%) 6.7%) 0.0%) 0.0%) 0.0%) 13.3%) 

RESPIRATORY SYSTEN 1 2 2 1 z 2 2 
6. 7%) 13.3%) 13.3%) 6. 7%) 14.3%) 15.4%) 13.3%) 

ALLERGIC RHINITIS l l l l 1 l l 
6.7%) 6. 7%) 6. 7%) 6. 7%) 7.1%) 7. 7%) 6.7:f.) 

NASAL CONGESTION 0 0 1 l l l 1 
0.0%) 0.0%) 6. 7%) 6. 7%) 7.1%) 7.7%) 6.7i0 

HHEEZING 0 1 l 0 1 1 l 
0.0%) 6. 7%) 6. 7%) 0.0%) 7.1%) 7.7%) 6. 7%) 

SKIN I SKIN APPENDAGE 1 3 3 3 3 4 4 
6.7%) 20.0iO 20.0%) 20.0%) 21.4%) 30.8%) ( 26. 7%) 

CANDIDIASIS 1 l 1 1 l l 1 
6. 7%) 6. 7%) 6.7%) 6. 7%) 7.1%) 7. 7%) 6. 7%) 

RASH 0 2 2 z 2 3 3 
0.0%) 13.3%) 13.3%) 13.3%) 14.3%) 23.1%) 20.0%) 

. 

0 
0 
a-
!JI ...., 



HFLu/Z3546030/07/12/88/PAGE 3 

INVESTIGATOR AYOl.8, ELIA 
STUDY 000409 
VACCINE l HIB CONJUGATE 
LOT N.teER l CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1-11 HOS. 

TABLE 5 (cont.) 

CLINICAL CONPLAINTS 

---------------------------~-~•---------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE .I tu-BER OF VACCINEES ( 15 VACCINEES) - INJECTION: 1 I 

1----------------------------------------------------------------------------• I DAYS POST VACCINATION I NJteER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 • 4 • 5 • •cOHPLAINTS 

·································••l••··················································································•K• SPECIAL SENSES • 2 I 2 • 2 • 2 I 2 I 2 • • 2 
I 13.3% > I 13.3%> I 13.3%> I 13.3%1 • 14.3%1 I 15.4%> • • 13.3% 1 

I • I I • I I • 
OTITIS ttEDIA I 2 • 2 • 21 2 • 21 21 • 2 

• 1 13.3%1 I t 13.3%1 • 1 13.3%1 • 1 13.3%> • t 14.3%1 I 1 15.4%> • • 13.3%) 

-----------------------------------•----------1----------1----------•----------1----------•----------•----------1 
VACCINEES MITH COtlPLAINTS I 13 I 13 I 11 • 10 I 10 • 8 I I 14 

. • I 86.7%) • I 86.7%1 • ( 73.3%) • ( 66.7'0 • ( 71.4%1 • I 61.5%1 • • I 93.3%1 

-----------------------------------1----------•----------1----------1----------•----------•----------•----------• 
VACCINEES MITH NO COHPLAINTS I 2 I 2 • 4 I 5 I 4 I 5 I I 1 

I t 13. 3% l • I 13. 3% I I I 26. Tl. I I I 33. 3% I • I 28. 6% I I I 38. 5% l • • 6. 7%) 

-----------------------------------•----------•----------•----------•----------1----------•----------•----------• 
TOTAL VACCINEES REPORTIN. I 15 I 15 I 15 I 15 • 14 I 13 • • 15 

I • I • • • • • 

-----------------------------------•----------1----------•----------•----------•----------1----------1----------1 
VACCINEES MITH NO DATA • O • O I O I O • 1 I 2 I I 0 

• I I I • I I I 



HFLU/Z3546030/07/1Z/88/PAGE 4 

INVESTIGATOR : AYOlB, ELIA 
STUDY 1 000409 
VACCINE : , HIB CONJUGATE 
LOT NJ-eER I CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1-11 HOS. 

TABLE 5 (cont.) 

CLINICAL CONPLUNTS 

VACCINE : HIB CONJUGATE ,I tutBER OF VACCINEES ( 11 VACCINEESJ - INJECTION: Z I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NlliBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I 0 I 1 I 2 I 3 I 4 I S I ICOHPLAINTS 

•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l•---
LOCAL REACTIONS I 4 I Z I 2 I 1 I 1 I 1 I I 4 

I , 36.4%> I , 18.2%> I , 18.2.iO I , 9.1%> I , 9.1%> I , 9,1%> I I 36.4%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
ERYTHEHA,INJ.SITE(<-=lIN.J I 1 I 1 I 1 I 0 I o I o I I 1 

I 9.1%) I 9.1%) I 9.1%) I o.o;o I 0.0lO I ( 0.0lO I I l 9.liO 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 2 I 1 I 1 I o I o I 0 I I Z 
I , 18.Zi:l I 9.V.J I 9.V.J I 0.0%1 I 0.0%1 I , 0.0%1 I I 1a.z%1 
I I I I I I I I 

SHELLING,INJ.SITEl<alIN,) I 4 I l I l I l I 1 I l I I 4 
I , 36.4%1 I , 9.1%> I I 9.1%1 I I 9.1%J I l 9.1%1 I I 9.1%1 I I 36.4%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 7 I s I s I s I s I s I I a 

I I 63.6%> I I 4S.S%J I c 45,Si:J I c 4S.S%J I , 4S.S%l I c 4S.S%l I I 72, 7%1 

----------------------------------- ---------- -----------------------------------------------------------------
BODY AS A tltOLE/SITE lMSPEC, 6 3 2 l 1 0 7 

54.5%) 27.3.iO 18.2%) 9.1%) 9.1%) 0.0%) 63.6%) 

FATIGUE 6 3 0 0 0 0 6 
54.5%) 27.3%) ' 0.0%) ' 0.0%) ' 0.0%) 0.0%) ( 54.5%) 

HARM TO TOUCH 1 1 z 1 1 0 3 
9.1%) 9,liO 18.2%) 9.1%) 9. lY. J 0.0Y.J 27.3%) 

DIGESTIVE SYSTEH 3 z 3 3 3 3 4 
Z7.3lO 18.2%) 27.3%) ' 27.3%) ' 27.3%) ' 27.3%) ' 36.4%) 

DIARRHEA 0 0 l 1 1 1 1 
0.0%) 0,0.iO 9.1%) 9.1%) 9. 1% J 9.1%) 9.1%) 

TEETHING 3 z 3 3 3 3 4 
27.3%) 18.ZlO 27.3%) 27.3%) 27.3%) 27 .3%) 36.4%) 
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ItNESTIGATOR AYOL8, ELIA 
STUDY I 000409 
VACCINE 
LOT N.t'BER 
PATIENT CUSS: 
AGE RANGE 

HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
1-11 HOS. 

TABLE 5 (cont.) 

CLINICAL COl'FLAINTS 

-------------------------·--------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL Cot1PLAINTS 

~ N.t'BER OF VACCINEES I 11 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu1BER 
1----------------------------------------------------------------------------I HITH 
I O I l I 2 I 3 I 4 I s I ICOHPLAINTS ............................•.....•........................................ ········- .................... ········-

NERVOUS SYSTEH I PSYCHIATRIC 6 3 2 l l l 6 

IRRITABILITY 

PROLONGED CRYING, >l/2 HR 
I 

SKIN I SKIN APPENDAGE 

RASH 

SPECIAL SENSES 

54.5%) 27 .3l.) 18. 2l.) 9. ll.) 9. ll.) 9. V.) 54.Sl.) 

6 3 2 l 
54.5%) 27.3%) 18. 2% J 9.1%) 

0 l l 0 
0 .0% J 9. V.) 9.V.) 0.0% J 

0 l 1 l 
0 .0% J 9.V.J 9. V.) 9. 1%) 

0 1 1 1 
0.0%) 9.1%) 9.V.J .I 9.llO 

1 1 1 1 
9.1%) 9.V.) 9.V.) 9.1%) 

l 
I 9.1%) I 

0 
0. 0% J I 

2 
18.2%) 

2 
18.2%) 

l 
9.1%) I 

l 
9.1%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
9. V.) 

6 
I 54.5%) 

1 
I 9.1%) 

2 
18.2%) 

2 
18.2%) 

l 
I 9.1%) 

OTITIS NEDIA 1 1 1 1 l 1 l 
I 9 .1% J I 9 .1% J I 9. V.) I 9 .1% J I 9 .1% J I I 9 .1%) I 9. 1% J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH Cot1PLAINTS I 8 I 7 I 7 I 6 I 6 I 6 I I 9 

I I 72. 7% J I I 63. 6%) I I 63. 6%) I I 54. 5% J I I 54. 5% J I I 54. 5% J I I I 81. 8% J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH ND CDHPLAINTS I 3 I 4 I 4 I 5 I 5 I 5 I I 2 
I I 27.3%) I I 36.4%) I I 36,4%1 I I 45.5%) I I 45.5%1 I I 45.5%) I I 18.2%J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 11 I 11 I 11 I 11 I 11 I 11 I I 11 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 
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INVESTIGATOR AYOUB, ELIA 
STUDY 000409 
VACCINE I HIB Coo.JUGATE 
LOT 1'-A.teER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

TABLE 5 (cont.) 

CLINICAL COHPLAINTS 

---------- ---------------------------------------------------------------------------------------------------------------
VACCINE : HIB C~UGATE .f tuBER OF VACCINEES I 13 VACCINEES) - INJECTIOO: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATIOO I N..t!BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
••••••••-•••••••••••••••••••••••••l••••••••••l•••••••• .. l••••••••••l••••••••••l•••••••-1-•--l••••••••-l--•••-
LOCAL REACTIOOS I 2 I 2 I 1 I o I o I o I I 3 

I I 18.2%) I I 18.2%) I 1 10.0%) I I o.ox, I 1 0.0%) I 1 0.0%) I I 27.3%> 
-----------------------------------1----------1--. -------l----------1----------1----------1----------I----------I 

ERYTHEHA,INJ.SITEl<=lIN.) I O I 1 I 1 I O I O I O I I l 
I o. 0% I I 9 .1% I I 10. 0%, I o. 0% l I I o. 0% l I I o. 0% l I I 1 9 .1% 1 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 2 I 2 I 1 I o I o I o I I 3 
I 1 1a.2%> I 18.2%1 I 10.0%1 I 1 0.0%> I 0.0%1 I 1 0.0%> I I 27.3%l 
I I I I I I I I 

SHELLING,INJ,SITEl<■lIN,l I o I 1 I o I o I o I o I I 1 
I 1 0.0%> I 1 9.1:0 I c 0.0%> I c 0.0%1 I 1 0.0%1 I 1 0.0%> I I 9.1%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 7 I 3 I 4 I 4 I 4 I 4 I I 7 

I c 63.6%1 I 1 27.3%> I 1 40.0ll I c 40.0%> I 1 4D.0%> I c 4D.0%> I I 63.6%> 

BODY AS A HHOLE/SITE ~PEC. 5 1 1 3 l 1 5 
45.5%) 9.1%) 10.0%) 30.0%) 10.0%) 10.0%) 45.5%) 

FATIGUE 3 l 1 2 1 1 3 
27.3%) 9.1%) 10.0%) 20.0%) 10.0%) 10.0%) 27.3%) 

FEVER 1 0 0 0 0 0 l 
9.1%) 0.0%) ( 0.0%) 0.0%) 0.0%) 0.0%) ( 9.1%) 

HARN TO TOUCH 1 1 1 3 0 0 3 
9.1%) 9.1%) 10.0%) 30.0%) 0.0%) 0.0%) 27.3%) 

DIGESTIVE SYSTEH l 2 3 2 2 2 4 
9.1%) 18.2%) 30.0%) 20.0%) 20.0%) 20.0%) 36.4%) 

DIARRHEA 0 1 2 D l l 2 
0.0%) 9.1%) 20.0%) 0.0%) 10.0%) ( 10.0%) ( 18. 2% l 
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INVESTIGATOR AYOl.8, ELIA 
ST\JDY 000409 
VACCINE HIB CONJUGATE 
LOT t«.IISER , CPZ41 
PATIENT CLASS, HEALTHY CHILDREN 
AGE RANGE , lZ-71 HOS. 

TABLE 5 (cont.) 

CLINICAL COttPLAINTS 

--------------------------~-------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL COHPLAINTS 

,I t«.IISER OF VACCINEES ( 13 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NJ1BER 

1----------------------------------------------------------------------------I HITH I O I 1 I Z I 3 I 4 I 5 I ICONPLAINTS ............................•...••......................................... --- ............................. . 
TEETHING 1 1 Z 2 2 2 z 

9.1%) 9.1'0 Z0.0%) 20.0%) 2D,0%) 20.0%) 18,Z%) 

VOHITING 0 1 0 
( 0.0%) 9.1%) 0.0%) 

NERVOUS SYSTEH I PSYCHIATRIC 7 2 3 
63.6%) 18.2%) 30.0%) 

IRRITABILITY 7 2 3 
63.6%) 18.2%) 30.0%) 

0 0 
0.0%) 0.0%) 

2 2 
20.0%) Z0.0%) 

2 2 
20.0%) 20.0%) 

0 
0.0%) 

2 
Z0.0%) 

2 
20.0%) 

1 
9.1%) 

7 
63.6%) 

7 
63.6%) 

PROL<H»ED CRYING, >l/2 HR 1 1 0 0 0 0 2 
( 9.1%) I ( 9.1%) C 0.0%) ( 0.0%) C 0.0%) C 0.0%) I 18,Z%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 8 I 4 I 5 I 4 I 4 I 4 I I 9 

I c 72. 7% > I c 36. 4% > I I so. ox> I c 40. ox> I c 40. 0% > I c 40. ox> I I 81. 8% > 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH ND COHPLAINTS I 3 I 7 I 5 I 6 I 6 I 6 I I 2 
I I 27.3%> I c 63.6%> I , so.0%> I c ,0.0%> I c 60.0%1 I c ,0.0%1 I I 1s. 2%1 

-----------------------------------1----------1----------1----------1--- ·------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 11 I 11 I 10 I 10 I 10 I 10 I I 11 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH ND DATA I 2 I 2 I 3 I 3 I 3 I 3 I I 2 

I I I I I I I I 
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INVESTIGATOR I AYOlB, ELIA 
STUDY 000409 
VACCINE I HIB CONJUGATE 
LOT H..teER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1-11 ttDS. 

TABLE 5 (cont.) 

CLINICAL cottPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE ,I tu-BER OF VACCINEES ( 17 VACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I N.A'13ER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I S I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l•••••••--•••••••••••l••••••••u 
LOCAL REACTIONS I Z • 1 I 1 I 1 I 1 I 1 I I z 

I I 14. 3;0 • I 7. 1,0 I I 7. liO I I 7. lX J I I 7. lX J I I 7. liO I I 14. 3X J 
-----------------------------------1----------I----------I ·---------l----------1----------1----------1----------I 

PAIN/SORENESS, INJ. SITE I Z I 1 I 1 I 1 I 1 I 1 I I z 
I 14.3,0 I 7.UO I 7.lY.l I 7.lio I 1.1;0 I , 1 . 1%1 I I , 14.3%1 
I I I I I I I I 

SHELLING,INJ.SITE(<=lIN.) I 1 I 1 I 1 I O I O I O I I 1 
I I 7.lXl I I 7,lX) I I 7,lY.l I I 0.0%1 I I 0.0%1 I I 0.0%1 I I 1.1%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEt1IC I 8 I 6 I s I 4 I 4 I 3 I I 11 

I c 57.1%) I I 42.9%1 I I 35.7%1 I I 28.6%1 I I 28 . 6%1 I I 21.4%1 I I 1 78.6%1 

BODY AS A NHOLE/SITE lNSPEC, 4 3 3 z z 1 8 
28.6%) Zl,4X) 21.4X l 14,3XJ 14.3%) ' 7,1%) ' 57.1%) 

3 z z 1 1 1 s 
21.4%) 14,3%) 14.3%) 7,lY.) 7.1%) 7.1%) 35.7%) 

HARN TO TOUCH 2 3 2 2 z 1 s 
14.3XJ 21.4%) 14.3%) 14.3%) 14.3%) 7.1%) 35. 7%) 

DIGESTIVE SYSTEH 1 1 1 1 1 1 1 
7,lY.) 7,lY.) 7.lY.) 7.1%) 7,lY.) 7.1%) ' 7 .1%) 

DIARRHEA 
I 

I· 0 0 0 1 1 1 0 
7.lY.J 7.lY.J 0.0%) I 0.0%) 0.0%) o.o:o 7.1%) 

I 
TEETHING 1 1 1 I 1 1 l 1 

7.1%) 7.1%) 7,lY.) I 7.1%) 7.1%) 7.1%) ' 7.1%) 
I 

NERVOUS SYSTEH & PSYCHIATRIC 4 4 z I 0 2 1 7 
Z8.6%J 28.6%) ' 14.3%) I 0,0%) 14.3%) 7.1%) 50.0%) 
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INVESTIGATOR I AYOlB, ELIA 
STIJOY 1 000409 
VACCINE I HIB CONJUGATE 
LOT l\l.tt3ER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttDS. 

TABLE 5 (cont.) 

CUNICAL CCl'PLAINTS 

---------------------------------- .-----------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

CLINICAL COHPLAINTS 

·I l\l.tt3ER Of VACCINEES I 17 VACCINEESJ - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I ~ER 

1----------------------------------------------------------------------------I HITH 
I 0 I l I 2 I 3 I 4 I 5 I I COHPLAINTS .....................•......••...•....................................................................... ········-

IRRITABILITY 4 4 2 0 2 1 7 
28.6%) 28.6%) 14.3%) 0.0%) 14.3%) 7.1%) 50.0%) 

SKIN & SKIN APPENDAGE l 2 z 2 2 2 2 
7 .1% J 14.3%) 14. 3% J 14.3%) 14.3% J 14.3% J 14.3%) 

DERHATOtfYCOSES 0 1 1 l 1 1 l 
o.o,o 7.1%) ( 7.1%) 7.1%) 7. 1% J 7.1%) ( 7.1%) 

HYPERHYDROSIS l 1 l l l 1 l 
( 7 .1% J 7 .1% J 7.1%) ( 7 .1% J 7 .1%) 7.1%) ( 7.1%) 

SPECIAL SENSES z z l 1 1 l 3 
14.3%) 14.3%) 7.1%) 7.1%) 7.1%) 7.1%) I 21.4%) 

EYE SHELLING 0 1 0 0 0 0 l 
0.0%) 7 .1%) 0.0%) 0.0% J 0.0iO 0.0%) 7 .1% J 

OTITIS E><TERNA 1 1 1 . 1 1 1 l 
7.1%) 7.1%) 7.1%) 7.1,O 7.1%) I 7.1%) 7.1%) 

SCLERAL DISORDERS l 0 0 0 0 0 l 
I 7.lY.J I I 0.0%1 c o.o,o I c 0.0%1 I o.o%J I 0.0%1 c 7.1%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPUINTS I 9 I 6 I 5 I 4 I 4 I 3 I I 12 

I I 64.3%J I I 42.9%) 11 35.7%J I c za.6%J I I 28.6%J I c 21.4%1 I I 85.7%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO COHPLAINTS I 5 I 8 I 9 I 10 I 10 I 11 I I 2 

I I 35.7%) I I 57.1%) I I 64.3%) I I 71.4%) I I 71.4%) I I 78.6%) I I ( 14.3%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTitG I 14 I 14 I 14 I 14 I 14 I 14 I I 14 

I I I I I I I I 
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INVESTIGATOR 
ST\JOY 
VACCINE 
LOT ~ER I 

PATIENT CLASS1 
AGE RANGE 

AVOle, ELIA 
000409 
HIB CONJUGATE 
CP749 
HEAL THY CHILDREN 

1-11 HOS, 

TABLE 5 (cont . ) 

CLINICAL Cott»LAINTS 

VACCINE : HIB CONJUGATE , I ~ER OF VACCINEES I 17 VACCINEES) - INJECTION: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUHBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL CONPLAINTS I o I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

--------------------------- ·-------1----------1----------1----------l----------l----------l----------l----------ltHHHHHtlHHHfl 
VACCINEES HITH NO DATA I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 

I I I I I I I I I 
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INVESTIGATOR AYOl.6, ELIA 
STUDY i 000409 
VACCINE 
LOT tu-eER 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 tm. 

TABLE 5 (cont.) 

CLINICAL Cotl'LAINTS 

VACCINE , HIB CONJUGATE ,I tueER OF VACCINEES I 9 VACCINEESJ - INJECTION: 2 I 

1----------------------------------------------------------------------------• 
I DAYS POST VACCINATION I HJHBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••••••••••••••••••••••••l••••••••••••••••••••••••••••••••l••••••••••••••••••xo 
LOCAL REACTIONS I 1 I 2 • o • o I o • o I I Z 

I I 12,5%1 I I 25,0%1 I I o.OXJ I I 0.0%1 I I 0.0%1 I I o.OXJ I • 25,0XJ 
-----------------------------------1----------1----------1----------1----------•----------1----------•----------1 

ERYTHEHA,INJ.SITEl<=lIN.l I 0 I 1. O I 0 I 0 I 0 I • 1 
I o.ox, I 1 12.sx, • o.oXl • o.ox• • 1 o.ox, • , o.o:o I I 12.s:o 

• I I • • • • • PAIN/SORENESS, INJ. SITE I 1 • 1 • 0 • 0 I O • O I • l 
• 12.sx, I 1 12.S%l • 1 o.oXl • o.oXl • o.ox, • 1 o.ox, • • 1 12.s%J 
I • I I I I • • 

SHELLING,INJ,SITEl<-lIN,l I 1. 1 I o I O. o I O I • Z 
I I 12.5%) I I 12.5%) I I 0.0%) I I 0.0%) I I 0.0%) I I o.o:o I • I 25.0XJ 

------------------- ----------------1----------•----------•----------•----------•----------1----------1----------1 
SYSTEHIC • 3 I l • l • 1 • l • l • • 4 

I I 37.5%) I I 12.5%) I I 12.5%) I I 12.5%) • I 12.5%) I I 12.s:o I I 50.0%) 

----------------------------------------------------------------------------------------------------------------
BODY AS A HHOLE/SITE IMSPEC, 1 0 0 0 0 0 1 

12.5%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 12.5%) 

FATIGUE l 0 0 0 0 0 1 
12.5%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) ( lZ,5%) 

DIGESTIVE SYSTEM l 0 0 1 0 0 z 
12.5%) ( 0.0%) ( 0.0%) 12.5%) 0.0%) 0.0%) ( 25.0%) 

TEETHING l 0 0 1 0 0 z 
( 12.5%) 0.0%) 0.0%) 12.5%) 0.0%) 0.0%) ( 25.0%) 

NERVOUS SYSTEM & PSYCHIATRIC 1 1 0 l 0 0 z 
lZ,5%) lZ,5%) O.OiO lZ,5%) 0.0%) 0.0%) ZS.OiO 

IRRITABILITY 1 l 0 l 0 0 z 
12.5%) lZ,5%) ( 0.0%) ( lZ,5%) 0.0%) 0.0%) ( 25.0%) 

~ .. . 

·::> 
::> 
0-
0-

"" 
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ItNESTIGATOR: AYOlB, ELIA 
SllJOY 000409 
VACCINE I HIB CONJUGATE 
LOT N.l'tlER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1-11 HOS. 

TABLE 5 (cont.) 

CLINICAL CCJt9JLAINJS 

----------------------------------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

CLINICAL COHPLAINTS 

. I N.l'tlER OF VACCINEES I 9 VACCINEES) - INJECTION: Z I 
1--------------------------------· -------------------------------------------1 
I DAYS POST VACCINATION I t-1.1-tiER 
1----------------------------------------------------------------------------I HITH 
I O I 1 I Z I 3 I 4 I S I I COHPLAINTS .........................••.•................ ·······-- .............................. ---- ................... . 

RESPIRATORY SYSTEH O l l l l l l 
0.0%) lZ.51.) lZ.51.) lZ.51.) lZ,51.) lZ.51.) lZ.5%) 

C0tt10N COLD 0 0 l 
I 0.0%J 0.0%) I lZ.5%) I 

COUGH 0 l 0 
I 0.0%) lZ.51.) I 0.0%) I 

NASAL DISCHARGE 0 l 0 
0.0%) 12.5%) 0.0%) 

0 0 
0.0%) 0.0%) 

l l 
lZ.SX> I lZ.SXJ 

l l 
lZ.SX> 12.5%) 

0 
I 0.0%) 

l 
I 1z.s:o 

l 
12.5%) 

1 
I lZ.5%) 

1 
I 1Z.5%J 

l 
lZ.5%) 

HHEEZING O O O l O O 1 
I 0.0%) I 0.0%) I 0.0%) I 12.5%) I 0.0%) I 0.0%) lZ,5%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES NITH COHPLAINJS I 3 I Z I 1 I l I l I l I I 4 

I I 37.SXJ I I ZS.OX> I I 12,SXJ I I lZ.SX> I I lZ.5%) I I 1Z.5%J I I I 50.0XJ 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO COHPLAINTS I S I 6 I 7 I 7 I 7 I 7 I I 4 

I I 6Z.SX) I I 75.0%) I I 87.SX) I I 87.5%) I I 87.5%) I I 87.5%) I I I 50.0%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 8 I 8 I 8 I 8 I 8 I 8 I I 8 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I l I l I l I l I l I l I I 1 

I I I I I I I I 
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INVESTIGATOR I AYOlB, ELIA 
ST\JDY 000409 
VACCINE HIB CONJUGATE 
LOT taleER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

TABLE 5 (cont.) 

CLINICAL C<JtllLAINTS 

VACCINE I HIB CONJUGATE ,I taleER OF VACCINEES l 34 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tf..t1BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 

•••••••••••••••••••••••••••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1--1•••••••--l••••••••••I__..._... 
LOCAL REACTil»IS I 10 I lZ I 5 I 5 I 3 I 3 I I 14 

-----------------------------------
ERYTHEHA, INJ. SITE l <;::l IN. ) 

INDURATION, INJECTION SITE 

PAIN/SORENESS, INJ. SITE 

SHELLING, INJ. SITE l >l INCH) 

I , 11.0:0 I , 44.4Y.l I , 18.SXl I , 18.5%> I , 11.1Y.> I , 11.V.l I I s1.,x, 

---------- ---------- ---------- ----------
1 6 1 1 

3.7%) ZZ.2%) 3. 7%) 3.7%) 

0 1 1 1 
0.0%) 3. 7%) 3.7%) 3. 7%) 

9 10 4 4 
33.3%) 37.0%) 14.8%) 14.8%) 

1 2 1 1 
3. 7%) 7.4%) 3.7%) 3.7%) 

----------
1 

3.7%) 

1 
3. 7%) 

z 
7.4%) 

0 
0.0%) 

----------
1 

3. 7%) 

1 
3. 7%) 

z 
7.4%) 

0 
0.0%) 

----------
6 

Z2.2Y.J 

l 
( 3.7%) 

lZ 
44.4%) 

2 
7 .4%) 

SHELLING, INJ . SITE C<a:l IN.) 0 1 3 3 3 3 4 
l O. 0%) l 3. 7% l l 11. uo I l 11. l.iO l 11. lX l I I 11. lX) 14. ax l 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 16 I 15 I 9 I 8 I 7 I 6 I I 21 

I , s,.1x1 I , ss.,x, I 1 33.3lO I c z,.,x> I c zs.,x, I c 22.zx, I I 77.8%l 

----------------------------------------------------------------------------------------------------------------
BODY AS A HHOLE/SITE ~PEC. 8 6 z z z 3 

29.6%) ZZ.ZXJ 7.4%) 7.4%) 7.4%) 11.1%) 

FATIGUE 4 3 1 0 l 1 
14.8%) 11.V.) 3.7%) o.ox J 3. 7%) 3. 7%) 

FEVER 1 1 0 0 0 1 
3. 7%) 3. 7% J 0.0%) o.o;o O.OXJ 3. 7% J 

HARH TO TOUCH 4 z z z z 3 
14.8%) 7.4%) 7.4%) 7.4%) 7.4%) 11.1;0 

13 
48.1% l 

8 
29.6%) 

2 
7.4%) 

7 
25.9%) 
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INVESTIGATOR AYCllll, ELIA 
STUOY 000409 
VACCINE I HIB CONJUGATE 
LOT l«.l'BER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 12-71 HDS. 

TABLE 5 (cont.) 

CLINICAL COtl'LAINTS 

----------------------------------------------------------------------------------------------------------------------------.. ~ 
VACCINE: HIB CONJUGATE 

CLINICAL COHPLAINTS 

,I l«.l'BER OF VACCINEES ( 34 VACCINEESJ - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJHBER 

1----------------------------------------------------------------------------I HITH 
I o I 1 I 2 I 3 I 4 I 5 I I COHPLAINTS 

..........................••....... ·······-- .......... --- .......... ----- .................... ········-
CARDIOVASCULAR SYSTEH 2 2 2 2 2 2 2 

RIGHT AXIS DEVIATION 

DIGESTIVE SYSTEH 

ANOREXIA 

DIARRHEA 

INFECTIOUS GASTROENTERITIS 

TEETHitG 

VottITitG 

NERVOUS SYSTEH & PSYCHIATRIC 

HEADACHE 

IRRITABILITY 

PROLONGED CRYitG, >1/2 HR 

7.4%) 7,4%) 7.4%) 7.4%) 7.4%) 7.4%) 7.4%) 

2 2 2 2 
7.4%) 7.4:f.) 7.4%) 7.4%) 

2 4 4 3 
7.4%) 14.8%) 14.8%) 11.1%) 

1 0 0 0 
3. 7X) O.OXJ 0.0%) O.OXJ 

0 3 3 2 
0,0%) 11,1%1 11.1%1 7 .4X J 

0 0 l l 
0.0%) O.OXJ 3.no 3.7:f.) 

l l 1 l 
3. 7%1 3. 7%1 3.7%) 3. 7%1 

0 0 0 0 
0.0%) 0.0%) O.OXI 0.0%1 

7 6 3 3 
25.9%) 22, 2% I 11.1%) 11.1%) 

1 0 0 0 
3.7%) 0.0%) O,OXJ 0.0%) 

7 6 3 3 
25.91.) 22.2%) 11.1%) 11,1%) 

0 0 1 0 
0.0%) O.OXJ 3. 7%) O.OXJ 

2 2 
7.4:f.) 7.4%) 

2 3 
7.4%) 11.1%) 

0 0 
O.OXJ O.OX) 

l l 
3. 71. I 3. 71. I 

l 1 
3. 7%) 3. 71. J 

l 2 
3. 7%) 7.4:f.) 

1 1 
3.7%) 3. 7%) 

l l 
3. 7%1 3.7%) 

0 0 
O.OXJ O.OXJ 

1 l 
3. 7X) 3.7%) 

0 0 
0.0%) 0. 01.) 

2 
7.4:f.) 

7 
25.9:f.) 

1 
3. 71.) 

4 
( 14. 8%) 

l 
3. 7Xl 

z 
7.4%) 

1 
3. 71.) 

10 
37.0XI 

l 
3. 7XJ 

10 
( 37.0%) 

l 
3. 7%) 
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INVESTIGATOR AYOl.8, ELIA 
STUDY I 000409 
VACCINE 
LOT tueER 
PATIENT CLASS: 
AGE RANGE 

HIB CONJOOATE 
CP749 
HEALTHY CHILDREN 
12-71 NOS. 

TABLE 5 (cont.) 

CLINICAL Cot91LAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE •I tueER OF VACCINEES C 34 VACCINEES) - INJECTION: l I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NJteER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 

••••••••••••••••••••••••••••••••••• •••••••••• •••••••- •••••••••• •••••••••• •••••••••• IHHHHHt!HHHf •••••••••• x••••••••• 
RESPIRATORY SYSTEH 3 3 3 3 Z l 3 

11.1%) 11.1%) 11.1%) 11.1%) 7.4%) 3.7%) 11.1%) 

ALLERGIC RHINITIS 1 l l l 1 l 1 
3. 7%) 3. 7%) 3.7%) 3.7%) 3. 7%) 3.7%) 3. 7%) 

CotfflN COLD z z z z l 0 z 
7.4%) 7.4%) 7.4%) 7.4i0 3.7%) 0.0%) ( 7.4%) 

NASAL DISCHARGE 0 l 0 0 0 0 1 
0.0%) 3.7%) 0.0%) 0.0%) 0.0%) o.o;o 3 . 7%) 

SKIN & SKIN APPENDAGE 0 l l l l 0 l 
0.0%) 3.7i0 3.7,!) I 3.7,!) 3.7i0 0.0%) 3.7%) 

RASH 0 l l 1 l 0 1 
I 0.0%) C 3.7%) I 3.7%) I 3.7%) I 3.7%) I O.OiO I 3.7%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 19 I ZO I lZ I 10 I 9 I 9 I I Z4 

I I 70.4%) I I 74.1%) I I 44.4%) I I 37.0,!) I I 33.3%) I I 33.3i0 I I I 88 . 9%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO COHPLAINTS I 8 I 7 I 15 I 17 I 18 I 18 I I 3 

11 Z9.6%) 11 ZS.9%) 11 55.6%) 11 63.0%) 11 66.7%) 11 66.7%> I I 11.1%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 27 I Z7 I Z7 I Z7 I Z7 I Z7 I I Z7 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I 7 I 7 I 7 I 7 I 7 I 7 I I 7 

I I I I I I I I 
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INVESTIGATOR AYCll.9, ELIA 
STUDY 000409 
VACCINE I HIB CONJUGATE 
LOT NlteER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1-11 HOS, 

TABLE 6 

HAXItUt TEta'ERATURES 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE 

HAX TENPERATURE 
(DEG F, ORAL> 

, I NlteER OF VACCINEES I 15 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NU13ER 

1----------------------------------------------------------------------------I HITH 
I O I 1 I 2 I 3 I 4 I 5 I I MAX TEMP ...........................•..................................... ------· .................... ------

< 99 7 5 9 8 6 6 3 
46. 7X) 33.3%) 64.3X) 61.SX) 54.5X) 54.5X) 20.ox) 

99 - 99.9 7 6 4 5 4 5 8 
46.7%) 40.0%) 28.6%) 38.SXJ 36.4%) 45,5;0 53.3%) 

100 - 100.9 1 3 0 0 1 0 3 
6.7%) 20.0%) o.o:o 0.0%) 9.lX) o.o:o 20.0%) 

101 - 101.9 0 0 1 0 0 0 0 
0.0%) 0.0%) 7.1%) 0.0%) 0.0%) 0.0%) 0.0%) 

103 - 103. 9 0 l O O O O 1 
I O. o;o I 6. Tl.) I O. OX) I O. 0%) I O. 0% J I O. OX) ( 6. 7X) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------
TEHPERATURE TAKEN I 15 I 15 I 14 I 13 I 11 I 11 I I 15 

I 1100. OX l I 1100. OX l I I 93. 3X l I I 86. 7l0 I I 73. 3% J I I 73 • 3% l I I 1100 • 0% , 

----------------- ·-----------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TENPERATURE NOT TAKEN I o I O I 1 I 2 I 4 I 4 I I o I 

I I o. o:o I I o. 0% ) I I 6. 7% ) I I 13. 3% J I I 26. 7X ) I I 26. 7% J I I I o • 0% I I 

J 
0 
0-....., 
,... 
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INVESTIGATOR AYOUB, ELIA 

TABLE 6 (cont.) 

tW<ItUt TEHPERAT\JRES 

ST\JDY 
VACCINE 

I 000409 

LOT N..ttiER 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
l-11 HOS. 

VACCINE : HIB CONJUGATE · I N..teER Of VACCINEES I 11 VACCINEES J - INJECTION 2 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu18ER 

HAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL J I D I 1 I 2 I 3 I 4 I 5 I I HAX TEHP 

•••••••••••••••••••••••••••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1----1 
<99 I 7 I 6 I 7 I 7 I a I 9 I I s I 

I 63.6% J I 54.5% J I 63.6% J I 10.0%1 I ao.0%1 I 90.0% > I I 45.5% > I 
I I I I I I I I I 

99 - 99.9 I 4 I 4 I 4 I 3 I 2 I 1 I I s I 
I 1 36.4%1 I 36.4l.J I 36.4l.J I 1 30.0l.> I 1 20.ol.> I t 10.0:0 I I I 45.s:o I 
I I I I I I I I I 

100 - 100. 9 I o I 1 I o I o I o I o I I 1 I 
I I 0.0%) I I 9 . 1%) It O.Ol.) I I O. Ol.) I I O.Ol.) I I 0.0%) I I I 9 . 1%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 11 I 11 I 11 I 10 I 10 I 10 I I 11 I 

I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1 90.9%> I 1 90 . 9%> I I 90.9%> I I 1100.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERATURE NOT TAKEN I O I O I O I 1 I 1 I 1 I I O I 
I I o.o%J I c 0.0%1 I I 0.0%1 I I 9.1%> I I 9.1%> I I 9.1:0 I I I 0.0%1 I 

0 
.::, 
Cl' ..... 
(\J 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-eER 1 
PATIENT CLASS: 
AGE RANGE 

AYOl.8, ELIA 
000409 
Hl8 CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 6 (cont.) 

NAXItut TEHPERATURES 

VACCINE : HI8 CONJUGATE , I tUeER OF VACCINEES ( 13 VACCINEES) - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tUeER 

HAX TEHPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F • ORAL l I O I l I 2 I 3 I 4 I 5 I I MAX TEMP 

••••••••••••••••••••••••••••••••••• •••••••••• •••••••• .. !•••••••••• •••••••••• ••••••••- •••••••-- •••••••••• ••••••••u 
NORMAL l 2 I l l l l l 

9.1% l 1a. 2% l I 12 .5% l 11.1% l 10. 0% > 11. 1% > ,.1% l 
I 

<99 1 6 I 4 s a 7 6 
63.6%> 54.5%> I so.0%> ss.6iO so.ox, 77.8%> 54.5%> 

I 
99 - 99.9 l 3 I 3 3 l l 2 

9.1%) 27.3%) I 37.5%) 33.3%) 10.0;0 l 11,1%) l 18.2%) 
I 

100 - 100. 9 l O I O O O O l 
9.1%J 0.0%> I 0.0%1 0.0%> 0.0%> 0.0%> ,.1%> 

I 
FEVER l O I O O O O l 

l 9 .1%) l O. 0%) I l O. 0%) l O. 0% ) I l O. 0%) l O. 0%) l 9. 1% l 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE TAKEN I 11 I 11 I 8 I 9 I 10 I 9 I I 11 I 
I t 84.6%) I t 84.6%> I t 61,5%> I I 69.2%> I l 76.9%> I t 69.2%l I I I 84.6%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE NOT TAKEN I 2 I 2 I 5 I 4 I 3 I 4 I I 2 I 

I I 15.4%) I t 15.4%> I l 38.5%> I t 30.8%> I t 23.1%) I I 30.8%) I I t 15.4%) I 

-::::, 
0 
a
...... 
v4 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-SER 
PATIENT CLASS: 
AGE RANGE 

AYOll3. ELIA 
000409 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

VACCINE : HIB CONJUGATE 

HAX TEHPERAllJRE 
I DEG F, ORALJ 

TABLE 6 (cont.) 

tWCitut TEHPERATURES 

.I If.KER OF VACCINEES I 17 VACCINEESl - INJECTION 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tf.k18ER 

l----------------------------------------------------------------------------1 HITH I o I 1 I 2 I 3 I 4 I s I I HAX TEHP 
•••••••••••••••••••••••••••·••·•••• •••••••••• •••••••-- -•••••••• •••••••KH ttittHtttiHtttiHt •••••••••• •••••••••• .._ __ ._ 

NORHAL 2 2 3 3 2 2 2 
14.3% l 14.3% l 23.UO 21.4%) 16. 7% > 15.4%) 14.3% > 

< 99 3 6 5 3 4 6 0 
21.4%) 42.9%) 38.5%) 21.4%) 33.3i0 46.2%) o.o:o 

99 - 99.9 6 5 4 7 4 4 6 
42.9%) 35. 7% > 30.8%) 50.0%) 33.3%) 30.8%) 42.9%) 

100 - 100.9 2 0 l l 2 l 5 
14.3i0 0.0%) 7. 7%) 1.1:0 16. 7%) 7.7%) 35.7%) 

FEVER 1 1 0 0 0 0 1 
I I 7 .1%) I 7 .1%) I I O. 0%) I O. 0%) I O. 0%) I O. 0%) I 7 . 1% I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERATURE TAKEN I 14 I 14 I 13 I 14 I 12 I 13 I I 14 I 

I 1 82.4%> I I 82.4i:I I I 76.Si:I I I 82.4i:I I I 70.6%1 I I 76.Si:I I I I az.4i:I I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERAT\JRE NOT TAKEN I 3 I 3 I 4 I 3 I 5 I 4 I I 3 I 
I 1 17.6%1 I 1 17.6%> I 1 23.5%> I 1 17.6%1 I 1 29.4i:I I 1 23.5%1 I I ! 17.6%1 I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tueER 
PATIENT CLASS: 
AGE RANGE 

AYOUB, ELIA 
000409 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 6 (cont.) 

twWUt TEHPERAT\JRES 

VACCINE : HIB CONJUGATE , I tueER OF VACCINEES t 9 VACCINEES) - INJECTION 2 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I Nlt1BER 

t1AX TEHPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F , ORAL ) I O I l I 2 I 3 I 4 I 5 I I t1AX TEHP 

·································••l••······••l••······••1---•1-•-ltHHHHHHHHHtl••······••l••······••l-••-1 
<99 I 4 I 6 I s I 3 I s I 6 I I 2 I 

I so.ox, I 85, 7%) I 71.4% > I 42, 9%) I 71.4%) I es. 7%) I I zs.ox > I 
I I I I I I I I I 

99 - 99. 9 I 3 I l I z I 3 I 2 I l I I 4 I 
I 37.51.> It 14.3,0 I 1 28.6%> I I 42.9%> I l 28.6%> I 14.3%> I I so.0%> I 
I I I I I I I I I 

100 - 100. 9 I l I o I o I 1 I o I o I I 2 I 
I t lZ.5%> I 1 0.0%> I t 0.0%> I t 14. 3%> I t 0.0%> I t 0.0%> I I 1 2s.0%> I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 8 I 7 I 7 I 7 I 7 I 7 I I 8 I 

I t 88.9%) I I 77.8%> I t 77.8%> I t 77.8%> I I 77.8%> I t 77.8%) I I I 88.9%> I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I l I 2 I 2 I 2 I 2 I 2 I I l I 
I t 11.1%) I t ZZ.V.J I I ZZ.V.J I t zz.V.J I I ZZ.Z%) I I 22.V.J I I I 11.1%) I 

0 
0 
a..... 
iJ1 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUteER 
PATIENT CLASS: 
AGE RANGE 

AYOUB, ELIA 
000409 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 6 (cont.) 

tW<ltUt TEtwtERAl\JRES 

VACCINE : HIB CONJUGATE I N.Jt8ER OF VACCINEES l 34 VACCINEES) - INJECTION l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I t-areER 

tW< TEHPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F • ORAL l I o I l I Z I 3 I 4 I 5 I I HAX TEMP 

••••••••••••••••••••••••••••••••••• •••••••••• ------ •••••••NNN •••••••••• tHHHHHfJHfiHt •••••••••• •••••••••• tHt*tHtiHttHHtl 
NORNAL 0 l l l l l 0 I 

0.0%) 4.ZlO 4.3%) 4.5%) 4.3%) 4.5%) 0.0%) I 
I 

< 99 11 11 12 10 13 lZ 9 I 
47.8%) 45.8%) l SZ.Z%) 45.5%) l 56.5%) 54.5%) 36.o:o I 

I 
99 - 99.9 s 8 7 10 9 7 6 I 

Zl.7%) 33.3%) 30.4%) 45,Sll 39.1%) 31.8%) l Z4.0%l I 
I 

100 - 100. 9 4 Z 1 l O 1 4 I 
17.4%) 8.3%) 4.3,O l 4.SlO o.o:o 4.5%) l 16.0%) I 

I 
101 - 101. 9 Z o l o o o 2 I 

8.7%1 0.0%1 l 4.3%1 0.0,:1 0.0,:1 l 0.0%1 e.o%J I 
I 

l0Z - l0Z. 9 l Z 0 0 0 l 3 I 
4,3lO 8.3%) 0.0%) 0.0%) 0.0lO 4.5%) lZ.0%) I 

I 
103 - 103. 9 0 0 l 0 0 0 l I 

l 0.0%1 l 0.0%1 I l 4 . 3%1 1 0.0,:1 I l 0.0%1 l 0.0%1 I l 4.0%l I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERATURE TAKEN I Z3 I Z4 I Z3 I 2Z I 23 I 2Z I I 25 I 
I 1 67.6%) I l 10.6,O I 1 67.6%> I l 64,7%1 I l 67.6%> I l 64.7%) I I l 73.S%l I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERATURE NOT TAKEN I 11 I 10 I 11 I lZ I 11 I 12 I I 9 I 

I l 3Z.4lO I l Z9.4%l I l 3Z.4%l I l 35.3%1 I l 3Z.4%l I l 35.3%1 I I l 26.5%) I 



(b) (4)

(b) (4)
(b) (4)

(b) (4)
(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

DATE INITIATED: 

DATE COMPLETED: 

6263I/ 

Haemophilus b Conjugate Vaccine (Neisseria 
m.e_ningitidis Outer Membrane Protein Complex), 
Study #0004-10. 

To evaluate the safety and immunogenicity of 
Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex) in 
heal thy infants and children 2 months to 5 years of 
age. 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex). 

mcg polysaccharide/ml Lot 1069/C-P241 -

Lot 1072/C-P298 -

Lot 1080/C-P749 -

Lot 1085/C-Rl32 -

mcg meningococcal protein/ml 
polysaccaride/ml 

mcg meningococcal protein/ml 
polysaccharide/ml 

mcg meningococcal protein/ml 
polysaccharide/ml 

meningococcal protein/ml 

Diluent 
Aluminum h~d~oxide diluent 
Lot 

Ziad Shehab, M.D. 
University of Arizona Medical Center 
Dept. of Pediatrics 
1501 N. Campbell Ave. 
Tucson, Arizona 85724 

C. George Ray, M.D. 

Pediatric Outpatient Clinic 
College of Medicine 
University of Arizona 
Tucson, Arizona 85724 

April 29, 1987 

In progress. 

• 
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STUDY POPULATION: 

STUDY PROCEDURE: 

62631/ 

- 2 -

and children 2 to 71 months of age 
the study. A subset of infants and 
randomized to receive the three 

Heal thy infants 
are included in 
children were 
clinical lots 
1085/C-R132). 

of vaccine (1072/C-P298, 1080/C-P749, 

Infants 2 to 11 months of age receive 2 injections of 
the vaccine given 2 months apart, while children 12 
months of age and older receive a single injection. 
Vaccine is reconstituted in aluminum hydroxide and 
administered by intramuscular route. The dose for 
each injection is 15 mcg polysaccharide in the 
appropriate volume - 0.75 ml for Lot 1069/C-P241 and 
0.5 ml for Lots 1072/C-P298, 1080/C-P749, and 
1085/C-Rl32. 

Parents or guardians are required to record the 
vaccinee 's temperature and any systemic or injection 
site reactions for 5 days after each injection. 
Unexpected or serious reactions are to be reported 
immediately to the study physician. 

A blood sample is obtained immediately before each 
injection and one month after the last (or only) 
injection. Additional samples are obtained 7 to 10 
months after the last injection for infants 2 to 11 
months of age and at 15 to 18 months postvaccination 
for children 12 to 71 months of age. 

All serum samples are assayed by Merck Sharp & Dohme 
Research Laboratories for antibody to fl. influenzae 
type b capsular polysaccharide by radioimmunoassay 
(RIA). Selected samples are also tested for serum 
bactericidal activity, quantitation of IgG1 and 
IgGz subclass, and IgM and total IgG antibodies. 
Testing for opsonophagocyti~ activity was done at the 
University of Alabama. 

26AUG88 



(b) (6)

(b) (6)

RESULTS: 

62631/ 

- 3 -

Demographic information and individual pre and 
postvaccination antibody data for each vaccinee 
enrolled in the study is reported in Tables 1 and 2. 

1. Number Vaccinated: 

InjectiQn No. 
LQt Age __J,_ _l 

1069/C-P241 2-11 mo. 15 14 
12-71 mo. 15 

1072/C-P298 2-11 mo. 38 31 
12-71 mo. 28 

1080/C-P749 2-11 mo. 16 9 
12-71 mo. 11 

1085/C-Rl32 2-11 mo. 16 10 
12-71 mo . 12 

Children randomized to receive the clinical lots 
were assigned case numbers - · 

One child (case no. __ _, received mixed lots -
Lot 1069/C-P241 as injection 1 and Lot 
1080/C-P749 as injection 2. 

2. SerQlQgic Results 

Antibody responses (RIA) prior to and after 
vaccination are as follows: 

o/. With Anti-PRP GMT {mcg Ab/ml l 
Age Time >0. 15 mcg Ab/ml > l. 0 mcg Ab/ml All Vaccinees 

2-11 mo. Pre 29 (16/55) 0 { 0/55) o. 10 
2 mo. 100 (50/50) 72 (36/50) 2 . 07 
3 mo. 98 (48/49) 88 (43/49) 4.83 

12-71 mo . Pre 45 (24/53) 23 ( 12/53) 0.24 
l mo. 100 (53/53) 89 (47/53) 8. 19 

26AUG88 
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RESULTS: 
(CONT.) 
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3. 

- 4 -

Antibody responses (by lot per age group) prior 
to vaccination through 10 months postvaccination 
are included in Tables 3-6. Responses for 
children randomized to receive the consistency 
lots are shown in Tables 7-9. If vaccine 
recipients received mixed lots, they were 
excluded from summaries by lot. 

Clinical Results: 

The frequencies of selected injection site and 
systemic reactions during the 48 hours after 
vaccination are as follows: 

% Vaccinee~ with Regct,iQns 
2 - 11 12 - 71 

M2nths Qf Age Months Qf Age 
Type Qf Regct,iQn Injection 1 Injection 2 Injection l 

Injection Site 
Erythema >1 inch 1.5 1/68) 3. 2 2/62) o.o ( 0/65) 
Swelling > 1 inch o.o 0/68) 4.8 3/62) o.o ( 0/65) 
Pain/Soreness 7.4 5/68) 11.3 7/62) 26.2 ( 17/65) 

Systemic 
Irritability 29.4 (20/68) 29.0 (18/62) 21. 5 ( 14/65) 
Sleepiness/ 27.9 ( 19/68) 21.0 (13/62) 16.9 (11/65) 
Lethargy/Fatigue 

Reaction frequencies and maximum temperatures 
recorded during the five days following each 
injection of vaccine are reported in Tables 10-12. 

No serious 
reported. 

vaccine-related reactions were 

One serious adverse reaction occurred which was 
unrelated to vaccination. A 6-month old infant 
was hos pi tali zed with the diagnosis of cervical 
cellulitis. Blood and CSF cultures were 
negative. Urine antigen detection for 
Haemophilus influenzae were negative (probable 
staphylococcal cellulitis). The infant recovered 
without residual effects. 

26AUG88 
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INVESTIGATOR 
STU>Y 

SHEHAB, ZIAD H. 
000410 

, HIB CONJUGATE VACCINE 
REGIMEN 
PATIENT CUSS: 

2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 
DEtlDGRAPHICS / EVENTS LISTIN&. 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO ..................................................................................................................................... 
H CAUC .... 0 

0 
6J 
6J 
91 

407 

H CAUC 7H 0 
0 

56 
56 
98 

372 

H CAUC SN 0 
0 

56 
56 
84 

JJ7 

f HISP JH 0 
0 

63 
63 
91 

J79 

H HISP 7H 0 
0 

70 
70 

f CAUC ZN 0 
0 

70 
70 

112 

9H 0 

001 PREBLEED 
011 INJ l CP241 
011 BLEED l 
021 INJ 2 CP241 
021 BLEED 2 
071 BLEED J 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 
021 INJ 2 CP241 
021 BLEED 2 
071 BLEED J 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 
021 INJ 2 CP241 
021 BLEED 2 
071 BLEED J 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 
021 INJ 2 CPZ'tl 
021 BLEED 2 
071 BLEED J 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 
021 INJ 2 CP241 

001 PREBLEED 
011 INJ l CP241 
011 BLEED 1 
021 INJ 2 CP241 
021 BLEED 2 

001 PREBLEED 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCQ 

15 HCG 

15 ttCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

< 125 

2745 

12205 
1551 

< 125 

633 

5453 
19863 

< 125 

217/t 

2538 
263 

< 125 

18972 

13953 
2607 

< 125 

143Z5 

172 

5962 

< 125 

0 

89 

87 

0 

99 

0 

0 

72 

0 

97 

96 

0 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/07/1Z/88/PAGE 106 

INVESTIGATOR SHEHAB. ZIAD H. 
STUDY 000410 
VACCINE , HIB CONJUGATE 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

REGIHEN , 2 INJ. THO HOS. APART 
PATIENT CLASS, HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT CODE/ RIA CODE/ SBA CODE/ DPSO 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••o••••••••••••• 
H CAUC '" 0 

56 
56 
M 

H HISP 3tt 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 021 INJ z 
M 0Zl BLEED 2 

F CAUC 8H 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 021 INJ 2 
M 021 BLEED 2 

302 071 BLEED J 

H CAUC 8H 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 0Zl INJ 2 
M 021 BLEED 2 

F CAUC 3tt 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 021 INJ 2 
86 021 BLEED 2 

F CAUC lOtt 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 021 INJ z 

F CAUC lOtt 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 0Zl INJ z 

H CAUC 2H 0 001 PREBLEED 

CP241 

CP241 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CP241 

CPZ41 

CP241 

CPZ41 

CPZ41 

CPZ41 

CP241 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

4919 0 

7988 95 

< 125 0 

2140 55 

8095 89 

< 125 

15662 

33254 
279 

< 250 

411 

7750 

< 125 

20900 

Z3378 

< 125 

4602 

< lZS 

6026 

' 191 
0 
0 
C'/' 
:» 
(\J 
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INVESTIGATOR SHEHAB. ZIAD H. 
STUDY 000410 
VACCINE I HIB CONJUGATE 

TABLE 1 (cont. ) 

DEttDGRAPHICS / EVENTS LISTING 

REGIHEN 1 2 INJ. THO HOS. APART 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

H CAUC Ztt 0 CP2'tl 15 ttCG 
11 D5/ 2276 
71 CP749 15 ttCG 

107 D5/ 4316 

H CAUC 3H 0 001 PREBLEEO < 125 
0 011 INJ l CP241 15 ttCG 

56 D21 INJ 2 CP24lo 15 ttCG 
85 021 BLEED l 4188 

H CAUC 4" 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 ttCG 

56 011 BLEED l 188 
56 021 INJ 2 CP298 15 ttCG 
8lt 021 BLEED 2 339 

F CAUC '" 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 ttC& 

56 011 BLEED 1 10213 
56 021 INJ 2 CP298 15 ttCG 
8lt 021 BLEED Z 14047 

F CAUC 4" 0 001 PREBLEED 210 < 2 
0 011 INJ l CP298 15 ttCG 

56 011 BLEED l 903 < 2 
56 021 INJ z CP298 15 ttC& 
8lt 021 BLEED Z 1681 < 5 

F CAUC 4" 0 001 PREBLEED 669 01/ ~ 
0 011 INJ l CP298 15 ttC& 

56 011 BLEED l 2665 >= 80 
56 021 INJ 2 CP298 15 ttCG 
8lt 021 BLEED Z 2012 >= 80 

.!iH 0 001 PREBLEED 200 < 5 
0 011 INJ l CP298 15 ttCG 

56 011 BLEED l 5 
56 021 INJ 2 CP298 15 ttCG 
8lt 021 BLEED Z 7Z33 5 

3" 0 001 PREBLEED < 125 < 2 0 
0 
0 ,,-
,:)I 

1.14 
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INVESTIGATOR: SHEHAB, ZIAD H. 
STUDY 000410 
VACCINE I HIB CONJUGATE 
REGIHEN : 2 INJ. DID HOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F HISP 

H CAUC 

H CAUC 

f CAUC 

F CAUC 

H CAUC 

F CAUC 

H CAUC 

3H 

4H 

3H 

8H 

3H 

911 

0 
64 
64 

112 

0 
0 

64 
64 
91 

0 
0 

71 
11 

105 

0 
0 

65 
63 

112 
161 

0 

0 
0 

84 
84 

112 

0 
0 

63 
63 

119 

0 
0 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 
071 BLEED 3 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 

CPZ98 15 HCG 
1782 

CP29f 15 HCG 
11271 

< 125 
CP298 15 HCG 

22n 
CPZ98 15 HCG 

19784 

< 125 
CPZ98 15 HCG 

05/ 2527 
CPZ98 15 HCG 

05/ 1864 

< 125 
CP298 15 HCG 

598 
CP298 15 HCG 

< 125 
517 

CPZ98 15 HCG 

< 125 
CP298 15 HC& 

05/ 8666 
CPZ98 15 HC& 

05/ 7658 

< 125 
CP298 15 HCG 

12076 
CP298 15 HCG 

44891 

< lZS 
CPZ98 15 HCG 

CODE/ SBA 

01/ 

05/ 

05/ 

~ 

< 2 

< 5 

5 

>= 80 

< 2 

< 2 

< 2 

< 2 

>= 32 

>= 32 

< 2 

CODE/ OPSO 

01/ 

99 

::> 
0 
CJ" 
Ol 
.c 
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ItNESTIGATOR 1 
ST\JOY 
VACCINE 
REGINEN 1 
PATIENT CLASS1 

SHEHAB, ZIAD N, 
000410 
HIB CONJUGATE 
2 INJ. THO ttOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS USTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO .................................................................................................................................... 
N CAUC '" 6J <= 953 

6J CPZ98 . 15 ttCS 
111 6354 >= 32 
239 2207 

f CAUC .... 0 001 PREBLEED < 125 01/ «.G 
0 011 INJ l CP298 15 ttCG 

56 011 BLEED l 3359 100 
!i6 021 INJ 2 CP2'8 15 ttCG 
84 021 BLEED 2 6048 100 

f CAUC 311 0 001 PREBLEED < 125 < 5 
0 011 INJ l CPZ98 15 ttCG 

!i6 011 BLEED l l37't 5 
!i6 021 INJ z CPZ98 15 ttCG 
98 021 BLEED 2 2177 5 

f CAUC 311 0 001 PREBLEED &O't < 5 
0 011 INJ l CPZ98 15 ttCG 

56 011 BLEED l 3920 5 
56 021 INJ 2 CPU.8 15 ttCS 
84 021 BLEED 2 9759 20 

f CAUC 2" 0 001 PREBLEED < 125 < 5 
0 011 INJ 1 CP298 15 ttCG 

56 011 BLEED l 310 < 5 

!i6 021 INJ 2 CP298 15 ttCG 
84 021 BLEED 2 876 zo 

f CAUC '" 0 001 PREBLEED < 125 < 2 
0 011 INJ 1 CPZ98 15 ttCG 

56 011 BLEED l 'tl8 < 2 
!i6 021 INJ 2 CP298 15 ttCG 
84 OZl BLEED Z 3203 < 2 

N CAUC 'tN 0 001 PREBLEED < 125 < z 
0 011 INJ 1 CPZ98 15 ttCG 

56 011 BLEED 1 1567 < 2 
56 OZl INJ z CPZ98 15 ttCG 
91 021 BLEED Z 't012 2 

:::, 
0 
7-
)) ~,, 
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TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR SHEHAB, ZIAD N. 
STUDY 1 000410 
VACCINE I HIB CONJUGATE 
REGINEN 1 2 INJ. TI«> HDS. APART 
PATIENT CUSS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH ASE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO .................................................................................................................................... 
N CAUC 

H CAUC 

H CAUC 

H CAUC 

F CAUC 

f CAUC 

H CAUC 

H CAUC 

H HISP 

H CAUC 

N CAUC 

H CAUC 

f HISP 

'" 

itl 

'" 

4" 

4" 

2H 

2N 

2H 

2H 

9tt 

5" 

5" 

0 
0 

iJ 
98 

0 
0 

56 
56 
84 

0 
0 

63 
63 
98 

0 
0 

56 
56 
84 

0 

0 

0 

0 

0 

0 

0 

0 

0 

001 PREBLEED 
011 INJ 1 
021 INJ 2 
021 BLEED 1 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ l 

011 INJ l 

011 INJ l 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

< 125 < 2 
CP298 15 HCG 
CP298 15 HCG 

11991 >= 32 

< 125 < 5 
CP298 15 HCG 

465/t >= 80 
CP298 15 HCG 

11238 >= 80 

< 125 < 5 
CP298 15 HCG 

883 < s 
CP298 15 HCG 

3481 20 

241 
CP298 15 HCG 

3436 
CP298 15 HCG 

9321 

CR132 15 HCG 

CP7lt9 15 HCG 

CP298 15 HCG 

CP7lt9 15 HCG 

CR132 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CR132 15 HCG 

CP749 15 HCG 

::, 
::, 
:.;-
)J 

0-
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INVESTIGATOR SHEHAB, ZIAD"• 
STUDY 000410 
VACCINE , HIB CONJUGATE 
REGIHEN , Z INJ. THO l'IOS, APART 
PATIENT CLASS: HEALTHY CHILDREN 

TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 0 
0 

.57 

N HISP 3N 0 
0 

.57 

" CAUC 3H 0 
0 

57 

F CAUC 5N 0 
0 

57 

N CAUC ZN 0 
0 

64 

N CAUC 3H 0 
0 

64 

F OTHE 6" 0 
.57 

N CAUC 6" 0 
0 

57 
57 

F CAUC 6N 0 
0 

78 

" CAUC 4H 0 
0 

64 
99 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 
0Zl INJ z 
D01 PREBLEED 
011 INJ 1 
011 BLEED 1 
0Zl INJ z 
001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEEO 
011 INJ 1 
011 BLEED 1 
011 BLEED Z 

CP749 

CRUZ 

CPZ98 

CP749 

CPZ98 

CRUZ 

CR13Z 
CRUZ 

CP749 

CP741 

CP749 

CP749 

15 tlC6 

15 tlCG 

15 tlC6 

15 tlC6 

15 tlC6 

15 tlCQ 

15 tlCG 
15 tlCQ 

15 tlCQ 

15 tlC6 

15 tlCQ 

15 tlCG 

< 1Z5 

514 

148 

1010 

< 1Z5 

3887 

< lZS 

5Z64 

< 1Z5 

88Z 

150 

51Z8 

1Z9 

1Zl2 

1Z9 

386 

< lZ5 

3577 
10804 

CODE/ SBA CODE/ OPSO 

.:> 
J 
:j" 

:xi 
-....I 
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INVESTIGATOR 1 
STUDY 
VACCINE 
REGIHEN 1 
PATIENT CLASS: 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
2 INJ. THO ttDS. APART 
HEALTHY CHILDREN 

TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH A&E DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO ............................................................................................................................. _ 
H CAUC 211 0 001 PREBLEED 

0 011 INJ 1 
62 011 BLEED 1 
tZ 011 BLEED 2 

f CAUC 211 0 001 PREBLEED 
0 011 INJ 1 

64 011 BLEED l 
64 021 INJ 2 

H CAUC 2H 0 1 
64 2 

N CAUC 3" 0 001 PREBLEED 
0 011 INJ 1 

57 011 BLEED 1 
57 0Zl INJ 2 
92 0Zl BLEED 2 

f OTHE 3" 0 001 PREBLEED 
0 011 INJ 1 

78 011 BLEED 1 
113 011 BLEED Z 

H CAUC itN 0 001 PREBLEED 
0 011 INJ 1 

57 011 BLEED 1 
57 0Zl INJ z 
92 011 BLEED Z 

f CAUC itN 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 021 INJ 2 
85 021 BLEED 2 

7N 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 0Zl INJ 2 

CR13Z 

CPZ98 

CPZ98 

CR132 
CR132 

CPZ98 

CPZ98 

CP749 

CR13Z 

CR132 

CR132 

CR132 

CP749 

CP749 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 
15 ttCG 

15 ttCG 

15 ttCG 

15 ttCG 

15 ttee 

15 ttCG 

15 ttCG 

15 ttC& 

15 ttCG 

15 ttCG 

< 125 

11474 
22532 

ltlO 

522 

250 

1801 

765 

235 

1580 
4270 

533 

153 

434 

163 

1389 

1349 

< lZi 

8996 

< 2 

< 2 

< 2 

< z 

8 

8 

< z 

8 

:.;, 
·::> 
'.J' 
.X, 

'.X> 
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INVESTIGATOR I SHEHAB, ZIAD H. 
STUDY 1 000410 
VACCINE I HIB CONJUGATE 

TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

REGIMEN 1 2 IHJ. TI«> ttOS. APART 
PATIENT CUSS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 

·····························~····································································································· 
F CAUC 

H CAUC 

F CAUC 

H CAUC 

F CAUC 

F 

" 

7H 

3H 

2H 

9H 

9H 

9H 

2" 

3H 

SH 

as 

0 
0 

56 
ii 
as 

0 
0 

70 
70 

106 

0 
0 

63 
63 
99 

0 
0 

63 
63 
91 

0 
0 

63 
63 
91 

0 

0 
63 
u 
91 

0 

021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 IHJ 2 
021 BLEED 2 

001 PREBLEED 
011 IHJ 1 
011 BLEED 1 
021 IHJ 2 
021 BLEED 2 

001 PREBLEED 
011 IHJ 1 
011 BLEED 1 
021 IHJ 2 
021 BLEED Z 

001 PREBLEED 
011 IHJ 1 
011 BLEED 1 
021 IHJ z 
021 BLEED Z 

001 PREBLEED 
011 IHJ 1 
011 BLEED 1 
021 IHJ z 
021 BLEED 2 

011 IHJ 1 

011 IHJ 1 
011 BLEED 1 
021 IHJ 2 
021 BLEED 2 

001 PREBLEED 

CP298 15 HCG 

CP298 15 HCC. 

CPZ98 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP298 15 HCG 

CP749 li HCG 

CP749 15 HCG 

CRUZ li HCG 

CRUZ li HCG 

CP298 15 HCG 

CR132 15 HCG 

CR13Z 15 HCG 

28457 

323 

2315 

3714 

< 125 

2811 

3500 

< 125 

409 

978 

< 125 

4099 

< 125 

6910 

10952 

952 

23999 

203 

8 

< 2 

8 

8 

< 2 

8 

8 

< 2 

8 

2 

< 2 

8 

< 2 

10 

100 

99 

18 

100 

100 

77 

100 

6 

:::> 
0 
0-
·:O 
-0 
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INVESTIGATOR SHEHAB, ZIAD H. 
ST\JOY 000410 
VACCINE ; HIB CONJUGATE 

TABLE 1 (cont.) 

DEttOGRAPHICS / EV£NJS LISTING 

REGIHEN I Z INJ. THO HOS. APART 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH A&E DAY DATE PHS ~VENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO .................................................................................................................................... 
F CAUC at 0 011 INJ l 

56 011 BLEED l 
56 021 INJ 2 
M 021 BLEED 2 

H CAUC 4" 0 001 PREBLEED 
0 011 INJ 1 

62 011 BLEED 1 
62 021 INJ 2 
90 021 BLEED Z 

f CAUC '" 0 011 INJ 1 
63 011 BLEED 1 
63 021 INJ 2 
,a 021 BLEED 2 

f CAUC 3tt 0 001 PREBLEED 
0 011 INJ 1 

56 021 INJ 2 
M 021 BLEED 1 

M CAUC 2M 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 OZl INJ 2 
M 021 BLEED 2 

f CAUC 2M 0 001 PREBLEED 
0 011 INJ 1 

.56 011 BLEED 1 

.56 021 INJ 2 
98 021 BLEED 2 

H CAUC !ilt 0 001 PREBLEED 
0 011 INJ 1 

.56 011 BLEED 1 

.56 021 INJ 2 
84 021 BLEED Z 

F CAUC 0 001 PREBLEED 

CP749 lS HCG 

CP749 lS HCG 

CR132 lS HCG 

CR132 lS HCG 

CRUZ lS HCG 

CR132 1S MCG 

CP749 1.5 HCG 
CP749 lS HCG 

CP298 lS HCG 

CP298 lS HCG 

CP749 lS HCG 

CP749 lS HCG 

CP298 lS HCG 

CP298. lS HCG 

34.57 

16337 

232 

Z.599 

6660 

4.591 

20347 

< lZ.5 

1526 

< 12.5 

302 

3732 

< lZ.5 

337.5 

3033 

30.5 

1623 

8832 

307 

8 

8 

< 2 

< 2 

z 

8 

8 

< 2 

< z 

< 2 

< 2 

,a 

90 

2.5 

100 

100 

6 

94 

98 

::> 
:::, 
a
.a 
0 
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INVESTIGATOR SHEHAB, ZIAD H. 
STUDY I 000410 
VACCINE I HIB CONJUGATE 
REGIHEN I Z INJ. THO HOS. APART 
PATIENT CLASS1 HEALTHY CHILDREN 

TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 0 011 INJ l CRUZ 15 HCG 
16 011 BLEED 1 ltltZ 
16 OZl INJ z CRUZ 15 HCG 
90 OZl BLEED Z 3797 

N CAUC 5H 0 001 PREBLEED < lZS 
0 011 INJ 1 CP7't9 15 HCG 

sz 011 BLEED 1 Z660 
sz OZl INJ z CP7't9 15 HCG 
M OZl BLEED Z 't589 

N CAUC 5H 0 001 PREBLEED 153 
0 011 INJ 1 CP7't9 15 HCG 

11 011 BLEED 1 OS/ lSZ<t 
11 OZl INJ z CP7<t9 15 HCG 

105 OZl BLEED Z OS/ ZSZ6 

N C:AUC lotl 0 001 PREBLEED < lZS 
0 011 INJ l CPZ98 15 HCG 

63 011 BLEED 1 1745 
63 OZl INJ z CPZ98 15 HClii 
91 OZl BLEED 2 7648 

H C:AUC 7N 0 001 PREBLEED < lZS 
0 011 INJ 1 CRUZ 15 HCG 

11 011 BLEED 1 OS/ 5532 
11 OZl INJ z CRUZ 15 HCG 

119 OZl BLEED 2 OS/ 8308 

N CAUC 3N 0 001 PREBLEED < 125 
0 011 INJ 1 CPZ98 15 HCG 

63 OZl INJ z CPZ98 15 HCG 
91 OZl BLEED 1 87006 

CODE/ SBA 

OS/ 

OS/ 

< 2 

8 

< z 

8 

8 

< 2 

< 2 

< z 

< 5 

< 5 

5 

< 2 

OS/ 8 

OS/ >= 3Z 

< Ji 

>= 80 

CODE/ OPSO 

01/ 

OS/ 

OS/ 

05/ 

05/ 

23 

98 

" 
QNS 

100 

100 

29 

100 

100 
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INVESTIGATOR 1 
ST\JOY 
VACCINE 
REGIHEN 1 

PATIENT CLASS: 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ 0PSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

H CAUC UH 0 
0 

35 

H CAUC 4Y 0 
0 

35 

H CAUC 2111 0 
0 

35 
379 

f CAUC 2ott 0 
0 

35 
372 

f CAUC Zlt1 0 
0 

35 
407 

H CAUC 15H 0 
0 

3't 

f CAUC 1211 0 
0 

Z8 

H CAUC 2v 0 
0 

28 

H CAUC 1211 0 
0 

29 

H CAUC 13H 0 ...._ __ _ 

001 PREBLEED 
011 INJ l CP241 
011 BLEED l 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 

001 PREBLEED 
011 INJ l CP241 
011 BLEED l 
071 BLEED 2 

001 PREBLEED 
011 INJ l CP241 
011 BLEED l 
071 BLEED Z 

001 PREBLEED 
011 INJ . l CP241 
011 BLEED l 
071 BLEED Z 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 

001 PREBLEED 
011 INJ l CP241 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED l 

001 PREBLEED 
011 INJ l CP241 
011 BLEED l 

001 PREBLEED 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

163 

56721 

2199 

58561 

< 125 

37806 
193 

4175 

74464 
11725 

571 

2402 
798 

< 125 

4882 

< 125 

5624 

147 

15228 

< 125 

257 

1'8 

0 

4 

0 

0 

78 

0 

0 
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TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR SHEHAB, ZIAD H. 
ST\JDY 000410 
VACCINE I HIB CONJUGATE 
REGIHEN I ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH A&£ DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO .................................................................................................................................. 
H CAUC 1311 0 011 INJ l 

z, 011 BLEED 1 

f CAUC lZH 0 001 PREBLEED 
0 011 INJ 1 

28 011 BLEED 1 

f CAUC 4Y 0 001 PREBLEED 
0 011 INJ 1 

28 011 BLEED 1 

2v 0 001 PREBLEED 
0 011 INJ 1 

28 011 BLEED 1 

4Y 0 001 PREBLEED 
0 011 INJ 1 

28 011 BLEED 1 

2Y 0 001 PREBLEED 
0 011 INJ 1 

JS 011 BLEED 1 

13H 0 001 PREBLEED 
0 011 INJ 1 

28 011 BLEED 1 

" 14" 0 011 INJ 1 
28 011 BLEED 1 

f 16" 0 001 PREBLEED 
0 011 INJ 1 

35 011 BLEED 1 

ZlH 0 001 PREBLEED 
0 011 INJ 1 

28 011 BLEED 1 

13" 0 001 PREBLEED 
0 011 INJ 1 

CP241 15 tlCG 

CP241 15 ttCG 

CP241 15 ttCG 

CP241 15 ttCG 

CP241 15 ttCG 

CP241 15 ttCG 

CP298 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CP298 15 tlCG 

CP298 15 ttCG 

11615 

< 125 

10954 

2931 

66225 

3882 

102876 

35220 

35838 

503 

4245 

< 125 

2425 

504 

< 125 

2085 

302 

17998 

< 125 

5 

< 5 

>= 80 

< 5 

0 

99 

0 

87 

19 

98 

6 

95 

0 

0 
0 
0'
--0 ,.,.. 
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INVESTIGATOR: 
sruov 
VACCINE 
REGIHEN : 
PATIENT CLASS: 

SHEHAB. ZIAD N. 
000410 
HIB CONJUGATE 
<H: INJECTION 

·HEALTHY CHILDREN 

CASE SEX RACE BIRTH MiE DAY 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO .................................................................................................................................... 
CAUC 28 011 BLEED l 

CAUC 0 001 PREBLEED 
0 011 INJ 1 

28 011 BLEED 1 

F CAUC 0 001 PREBLEED 
· o 011 INJ. 1 
za 011 BLEED 1 

" CAUC 0 001 PREBLEED 
0 011 INJ 1 

35 011 BLEED 1 

" CAUC 0 001 PREBLEED 
0 011 INJ 1 

4Z 011 BLEED 1 

, CAUC 0 001 PREBLEED 
0 011 INJ 1 

Z8 011 BLEED 1 

f CAUC ZY 0 001 PREBLEED 
0 011 INJ 1 

70 011 BLEED l 

1'H 0 001 PREBLEED 
0 011 INJ 1 

50 011 BLEEO 1 

ZY 0 001 PREBLEED 
0 011 INJ 1 

28 011 BLEED 1 

18" 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 

2ZH 0 001 PREBLEED 
0 011 INJ 1 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 ttCG 

CPZ98 15 HCG 

1397 

< 125 

3353 

1193 

Z560 

l't5 

1118 

< 125 

49J 

< 125 

658 

< 125 

6460 

< 125 

11368 

< 125 

54586 

935 

1145 

240 

>11 80 

< 5 

20 

< 5 

zo 

< 5 

< 5 

< 5 

5 

< 5 

>: 80 

< 5 

5 

99 

0 

100 

9 

50 

0 

14 

6 

9 

< 5 
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TABLE 1 (cont.) 

DEHDGRAPHICS / EVENTS LISTING 

INVESTIGATOR: SHEHAB, ZIAD H. 
ST\JOY 000410 
VACCINE I HIB CONJUGATE 
REGINEN I OtE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO .........................•••• " .. , .................................................................................................. . 
F CAUC J6 

f CAUC 0 
0 

J6 

f CAUC 0 
0 

Z9 

" CAUC lZH 0 
0 

zz 

" CAUC lZN 0 
0 

Z9 

f BUC ZZH 0 

" BUC 14" 0 

" BUC JY 0 

" CAUC 14" 0 
0 

Z8 

f CAUC 24" 0 
Z9 

" CAUC 15" 0 
0 

Z9 

f CAUC 18" 0 
0 

Z8 

F CAUC 20H 0 

011 BLEED 1 

001 PREBLEED 
011 INJ 1 CPZ98 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CPZ98' 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CRUZ 
011 BLEED 1 

011 INJ 1 CP749 

011 INJ 1 CPZ98 

1 CRUZ 

001 PREBLEED 
011 INJ 1 CPZ98 
011 BLEED 1 

CP749 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CRUZ 
011 BLEED 1 

001 PREBLEED 

15 HCG 

15 HCG 

15 HCQ 

15 HCG 

15 t1CQ 

15 HCG 

15 t1CQ 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

3459 

< 1Z5 

Zl673 

< lZS 

16097 

< 1Z5 

16U 

< lZS 

1949 

367 

8430 

Zl656 

148 

737 

2681 

69159 

< lZ.i 

< 5 

>= 80 

zo 

uo 

zo 

< 5 

zo 

14 

89 

0 

63 

44 

91 

zz 
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INVESTIGATOR 1 
STUDY 
VACCINE 
REGIHEN 1 
PATIENT CUSS1 

SHEHAB, ZIAD N. 
000410 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DAn PHS EVENT LOT DOSE COOE/ RIA CODE/ SBA CODE/ OPSO .................................................................................................................................... 
f CAUC Htt 0 011 INJ 1 

J4 011 BLEED 1 

" CAUC 2Ztt 0 001 PREBLEEO 
0 011 INJ 1 ... 011 BLEED 1 

f CAUC 4Y 0 001 PREBLEED 
0 011 INJ 1 

2a 011 BLEED 1 

f CAUC 17" 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 

f CAUC 24" 0 001 PREBLEED 
0 011 INJ 1 

42 011 BLEED 1 

" OTHE 24" 0 001 PREBLEED 
0 011 INJ 1 

42 011 BLEED 1 

" CAUC lZN 0 001 PREBLEED 
0 011 INJ 1 

za 011 BLEED 1 

f CAUC 0 011 INJ 1 
za 011 BLEED 1 

f CAUC 0 001 PREBLEED 
0 011 INJ 1 

ltZ 011 BLEED 1 

F CAUC 0 001 PREBLEED 
0 011 INJ 1 

za 011 BLEED 1 

F CAUC °" 0 001 PREBLEED 
0 011 INJ 1 

CRUZ 15 tlCG 

CPZ98 15 tlCG 

CP749 15 tlCG 

CP71t9 15 tlCG 

CP298 15 tlCQ 

CPZ98 15 tlCG 

CRUZ 15 tlCG 

CR132 15 tlC& 

CRUZ 15 tlCG 

CPZ98 15 tlCG 

CP749 15 HCG 

387Z3 

1539 

ltUZ8 

< lZS 

1320 

301 

4812 

Z514 

7858 

1Z061 

42877 

< lZS 

7981 

1395 

180 

3368 

ZZ6 

40ZZ 

< lZS 

< 5 

>= 80 

zo 

zo 

zo 

20 

< 2 

>= 8 

< 5 

zo 

< 5 

>= 80 

< 5 

95 

46 

81 

3Z 

100 



(b) (6) (b) (6)(b) (6)

HFLW.Z3546090/07/12/88/PAGE 103 

TABLE l (cont.) • 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR I SHEHAB, ZIAD N. 
STUDY : 000410 
VACCINE : HIB CONJUGATE 
REGIHEN I QNE INJECTION 
PATIENT CUSS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH Mil: DAY DAn PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO .................................................................................................................................... 
f CAUC Zotl 18 

f CAUC HH 0 
0 

36 

f ·CAUC 4Y 0 
0 

35 

" HISP zv 0 
0 

35 

f CAUC 24" 0 
0 

28 

" CAUC Utt 0 
0 

28 

" HISP 17" 0 

" CAUC JV 0 
0 

36 

" HISP 4Y 0 

" HISP 23H 0 

" HISP 21" 0 
0 

29 

" CAUC 4Y 0 
0 

42 

f CAUC lZH 0 

011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP298 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CR132 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP298 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

011 INJ 1 CP298 

001 PREBLEED 
011 INJ 1 CR132 
011 BLEED 1 

011 INJ 1 CP7ft9 

011 INJ 1 CR132 

001 PREBLEED 
011 INJ 1 CR132 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CR132 
011 BLEED 1 

001 PREBLEED 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 l1CG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

1505 

308 

8305 

4423 

122284 

277 

30907 

719 

5237Z 

< 125 

14207 

< 125 

365 

2106 

6934 

< 125 

94330 

< 125 

>= 80 

< 5 

20 

< 5 

20 

< 5 

>= 80 

< 5 

80 

< 2 

< 2 

< 2 

8 

< 5 

>: 80 

18 

100 

29 

100 

< 5 

< 5 
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INVESTIGATOR I SHEHAB, ZIAD H. 
Sl\JDY I 000410 
VACCINE I HIB CONJUGATE 
REGIHEN I ONE INJECTION 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SE>< RACE BIRTH AGE DAY 

F CAUC lZH 0 
21 

H CAUC lZH 0 
0 

ze 
H CAUC ZY 0 

0 
42 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

011 INJ 1 CP749 15 tcG 
011 BLEED l 969 

001 PREBLEED < 125 
011 INJ 1 CPZ98 15 tcG 
011 BLEED l 1Z8S7 

001 PREBLEED < lZS 
011 INJ 1 CPZ98 15 tcG 
011 BLEED 1 27040 

CODE/ SBA CODE/ OPSO 
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HFLU/Z3546090/07/1Z/88/PAGE 8Z 

INVESTIGATOR l SHEHAB, ZIAD N. 
STUDY 1 000410 · 
VACCINE I HIB CONJUGATE 

TABLE 2 

DEHOGRAPHICS / EVENTS LISTING 

REGIHEN 1 2 INJ. THO NOS. APART 
PATIENT CLASS, HEALTHY CHILD-

CASE SEX RACE BIRTH ASE DAY DATE PHS EVENT LOT DOSE 

·······························~~·································································································--
COOE/ IGGl CODE/ IGGZ CODE/ IGGN CODE/IGG TOTAL 

" CAUC 4N 0 011 INJ 1 CPZ41 15 HCG 
♦$ 021 INJ 2 CP241 15 HCG 

" CAUC 711 0 011 INJ 1 CPZ41 15 HCG 
&+ OZl INJ 2 CPZ41 15 HCG 

" CAUC Jitt 0 011 INJ 1 CP241 15 HCG 
56 021 INJ 2 CP241 15 HCG 

f HISP 3N 0 011 INJ 1 CPZ41 15 HCG 
63 021 INJ z CP241 15 HCG 

" HISP 711 0 011 INJ 1 CPZ41 15 NCG 
70 021 INJ 2 CPZ41 15 NC& 

f CAUC ZN 0 011 INJ 1 CPZ41 15 NCG 
70 OZl INJ 2 CPZ41 15 NCG 

" CAUC '" 0 011 INJ 1 CP241 15 NCG 
56 021 INJ 2 CP241 15 NCG 

" HISP 3N 0 011 INJ 1 CPZ41 15 NCG 
56 OZl INJ 2 CP241 15 NCG 

f CAUC 8H 0 011 INJ 1 CP241 15 NCG 
56 021 INJ 2 CP241 15 NCG 

" CAUC 8H 0 011 INJ 1 CPZ41 15 HCG 
56 021 INJ 2 CP241 15 NCG 

f CAUC 3N 0 011 INJ 1 CPZ41 15 NCG 
56 021 INJ 2 CPZltl 15 NC& 

f CAUC ION 0 1 CPZ41 15 NCG 
56 2 CPZ41 15 NCG 

f CAUC lON 0 1 CPZ41 15 HCG 
56 2 CPZ41 15 NCG 

" CAUC ZN 0 1 CPZ41 15 HCG 

::> 
0 
0-
,0 
-0 
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INVESTIGATOR I SHEHAB, ZIAD H. 
ST\JOY I 000410 
VACCINE I HIB CONJUGATE 
REGIMEN 1 2 INJ. THD tl>S. APART 
PATIENT CLASS: HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEt«>GRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH A&E D~Y DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

···························••..-•~······························································································· 
H CAUC 

H CAUC 

H CAUC 

f CAUC 

f CAUC 

f CAUC 

H ClUC 

f HISP 

H CAUC 

ZN 

3H 

4H 

'" 

ltH 

4H 

5" 

3H 

lOlt 

n 
0 

5' 

0 
56 

0 
0 

56 
56 
lit 

0 
0 

56 
56 
lit 

0 
5' 

0 
0 

56 
56 
lit 

0 
0 

6~ 
64 

112 

0 
0 

64 
64 
91 

021 INJ 2 

011 INJ l 
021 INJ 2 

011 INJ l 
021 INJ 2 

001 PREBl,.EED 
011 INJ l 
011 BLEED l 
OZl INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

011 INJ l 
021 INJ 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ z 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
OZl INJ z 
021 BLEED Z 

CP749 15 HCQ 

CPZ41 15 HCG 
CPZ41 15 HCG 

CPZ98 15 HCG 
CP298 15 HCG 

CPZ98 15 HCG 

CPZ98 15 HCG 

CPZ98 15 HCG 

CP298 15 HCG 
01/ 

CP298 15 HCG 
CP298 15 HCQ 

CPZ98 15 HCG 
01/ 

CP298 15 HCQ 

CPZ98 15 HCG 

CPZ98 15 HCG 

CPZ98 15 HCG 

CPZ98 15 HCG 

< 600 

15110 

< 600 

1767 

< 600 

QHS 

23056 

< 600 

5864 

19630 

< 600 

8688 

1tta 

< 250 

< 250 

< 250 

< 250 

< 100 

< 100 

< 100 

< 100 

177 

< 100 

< 100 

< 100 

189 

< 100 

2190 

1050 

01/ 

01/ 

01/ 

< 100 

Z30 

QHS 

535 

11077 

< 100 

1831 

l30ZO 

< 100 

QHS 

20200 

0 
0 
. ...., 
0 
.:, 
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TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR SHEHAB, ZIAD N. 
S1\JDY I 000410 
VACCINE I HIB CONJUGATE 
REGINEN I Z INJ. TNO NOS. APART 
PATIENT CLASS& HEALTHY CHILDREN 

CASE SEX RACE BIRTH AaEDJli1 DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL ..................................................................................................................................... 

" CAUC 4'11 0 001 PREBLEED < .600 < 100 < 100 
0 011 INJ l CP298 lli NCG ; 

77 011 BLEED l 01/ CM 05/ ~ 05/ 372 
17 021 INJ 2 CP298 lS NC& 

10& 021 BLEED Z 05/ 6023 05/ < 100 05/ 922 

F CAUC 3N 0 011 INJ 1 CP298 15 NCG 
63 021 INJ z CPZ98 lS NCG 

F CAUC 8N 0 011 INJ 1 CP298 lS NCG 

" CAUC 3N 0 011 INJ 1 CP298 15 NCG 
84 021 INJ z CP298 lli NC& 

F CAUC llN 0 011 INJ 1 CP298 15 NCG 
63 021 INJ 2 CPZ98 lS NCG 

" CAUC 9N 0 011 INJ l CP298 15 NCG 
63 021 INJ z CP298 lli NC& 

F CAUC 4ft 0 011 INJ 1 CP298 15 NCG 
56 OZl INJ z CPZ98 lli NCG 

f CAUC 3N 0 011 INJ 1 CP298 15 NCG 
56 021 INJ z CP298 lS NCG 

F CAUC 3N 0 001 PREBLEED < 600 < 100 277 
0 011 INJ l CPZ98 15 NCG 

56 011 BLEED 1 2999 106 2597 
56 021 INJ 2 CP298 15 NC& 
84 021 BLEED Z 1816ft 163 2756 

F CAUC ZN 0 001 PREBLEED < 600 < 100 < 100 

0 011 INJ 1 CP298 lli NCG 
56 011 BLEED 1 < 600 < 100 < 100 

56 021 INJ z CP298 15 NCG 
84 021 BLEED 2 < 600 01/ ~ 154 

F CAUC '" 0 001 PREBLEED < 600 < 100 < 100 

0 011 INJ 1 CPZ98 15 NCG 

0 
0 ..., 
0 -
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INVESTIGATOR 1 
sruov 
YACCI~ 
REGIHEN 1 
PATIENT CLASS1 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
2 INJ. TN> HOS. APART 
HEALTHY CHILDRIN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTIN. 

CASE SEX RACE BIRTH Mil: D4V DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 
•••••••••••••• • •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F CAUC 

CAUC 

H CAUC 

H CAUC 

H CAUC 

f CAUC 

f CAUC 

H CAUC 

H CAUC 

1 
2 

l 
2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
OZl INJ 2 
OZl BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
OZl BLEED 2 

011 INJ 1 
OZl INJ 2 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ l 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

CP298 lS 11Clt 

CP298 lS 11CG 
CP298 lS 11Clt 

CP298 15 HCG 
CP298 lS 11CG 

CP298 lS HCG 

CP298 lS l1CG 

CP298 lS 11CG 

CP298 lS 11CG 

CPZ98 15 11CG 
CP298 lS HCG 

CR132 lS 11CG 

CP749 lS 11CG 

CP298 lS 11CG 

CP749 15 HCG 

CR132 lS 11CG 

CP298 15 HCG 

CP298 lS 11CG 

CR13Z 15 HCG 

1485 

2543 

< 600 

2934 

5264 

01/ 

< 100 

QNS 

< 100 

575 

526 

< 100 

193 

1697 

01/ 

372 

~ 

< 100 

591 

215 

440 

911 

1555 
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INVESTIGATOR, SHEHAB, ZIAD H, 
STUDY & 000410 
VACCINE , HIB CONJUaTE 
REGIHEN & 2 INJ. THO HOS. APART 
PATIENT CLASS& HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH A&E D4Y DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGtt CODE/IGQ TOTAL 

............................... ,~,··~·····························································································
f HISP 

f CAUC 

H HISP 

N CMJC 

f CAUC 

H CMJC 

N CMJC 

f DTHE 

N CMJC 

f 

" 

" 
f 

" 

at 

JH 

3tt 

!iH 

2H 

3tt 

'" 

'" 

'" 
"" 
2H 

2H 

2H 

3tt 

0 

0 

0 

0 

0 

0 

0 

0 
0 

57 
57 

0 
0 

57 
57 

0 

0 
0 

64 

0 

0 
64 

0 
0 

64 
64 

0 

011 INJ l 

011 INJ l 

011 INJ l 

011 INJ l 

l 

l 

l 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 

l 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

l 

l 
2 

D01 PREBLEED 
D11 INJ l 
D11 BLEED l 
D21 INJ 2 

11 INJ 1 

CP7lt9 

CP7lt9 

CR132 

CP298 

CP7lt9 

CP298 

CR132 

CR132 

CR132 

CP749 

CP749 

CP749 

CP749 

CR13Z 

CP298 
CP298 

CR13Z 

CR132 

CP298 

15 HCG 

15 HCG 

15 HCG 

15 NC6 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 NC6 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

15 HCG 

< 100 

< 100 

< 100 

< 100 

< 100 

< 100 

< 100 

< 100 

< 100 

1521 

< 100 

245 

< 100 

438 

< 100 

857 
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TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

• INVESTIGATOR 1 SHEHAB, ZIAD N. 
STUDY I OOO'tlO 
VACCINE I HIB CONJUGATE 
REGIHEN I Z INJ. ntO HOS. APART 
PATIENT Cl.ASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH MiE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGN CODE/IGG TOTAL 

" CAUC ~ z CPZ98 lS NCG 

F OTHE Jtt 1 CP7lt9 lS NC'-

" CAUC "" 001 PREBLEED < 100 < 100 
011 INJ 1 CR132 lS NCG 
011 BLEED l < 100 < 100 
021 INJ z CR13Z lS NC'-
011 BLEED Z < 100 371 

F CAUC ltN 001 PREBLEED < HO < 100 < 100 
011 INJ 1 CR13Z lS NCG 
011 BLEED l 926 < 100 124 
021 INJ 2 CR13Z lS NCfil 
021 BLEED Z 3998 < 100 659 

F CAUC 7N 011 INJ l CP749 15 NCG 
021 INJ z CP7lt9 lS NCQ 

" CAUC 3N 011 INJ 1 CP298 15 NCG 
021 INJ z CPZ98 lS NCG 

F CAUC 2H 011 INJ 1 CPZ98 15 NCG 
021 INJ z CPZ98 lS NCG 

" CAUC '" 011 INJ 1 CP298 15 NCQ 
021 INJ z CP298 lS ttC6 

F CAUC '" 001 PREBLEED < HO < 100 < 100 
011 INJ l CP749 lS NCQ 
011 BLEED l 7353 242 1546 
021 INJ z CP749 15 NC'-
021 BLEED Z 15874 645 4226 

F CAUC '" 001 PREBLEED < 600 < zso < 100 < 100 
011 INJ 1 CR13Z lS NCG 
011 BLEED l 18296 < 250 210 1647 
021 INJ z CRUZ 15 NCG 
021 BLEED 2 32938 < 250 < 100 2977 

F HISP ZH 011 INJ 1 CP298 15 HCG 
::, 
::> ...., 
.:;) 

.::: 
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TABLE 2 (cont.) 

DEHOGRAPKICS / EVENTS LISTING 

INVESTl"TOR a 
STUDY 
VACCINE 
REGIHEN a 
PATIENT CUSS, 

SHEHAB, ZIAD H. 
000410 
KIB CONJUGATE 
Z INJ . THO ttOS. APAJU' 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH A1iE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

·····························-·~·-································································································ • 
" CAUC 5H 0 011 INJ 1 CRUZ 15 HCG 

H 021 INJ z CRUZ . 15 ttCG 

F CAUC Jilt 0 011 INJ 1 CP749 15 HCG 
56 021 INJ z CP749 15 ttCG 

" CAUC 4" 0 001 PREBLEED < 250 < 100 < 100 
0 011 INJ 1 CRUZ 15 ttCG 

62 011 BLEED 1 < 250 138 295 
6Z 021 INJ z CRUZ 15 ttC8 
90 021 BLEED Z < 250 154 821 

f CAUC '" 0 011 INJ 1 CRUZ 15 ttCG 
63 021 INJ z CRUZ 15 ttCQ 

F CAUC 5H 0 001 PREBLEED < 600 
0 011 INJ 1 CP749 15 ttCG 

56 021 INJ z CP749 15 ttCG 
84 021 BLEED 1 5528 

" CAUC ZN 0 011 INJ 1 CPZ98 15 ttCG 
56 021 INJ z CPZ98 15 ttCQ 

f CAUC ZN 0 001 PREBLEED < 600 < 250 < 100 < 100 
0 011 INJ 1 CP749 15 ttCG 

56 011 BLEED 1 11360 < 250 117 885 

56 021 INJ z CP7~9 15 ttCG 
98 021 BLEED Z 15101 < 250 208 1170 

" CAUC Jilt 0 011 INJ 1 CP298 15 ttCG 
56 021 INJ z CPZ98 15 ttCQ 

F CAUC 11" 0 001 PREBLEED < 600 < 250 < 100 < 100 

0 011 INJ 1 CRUZ 15 ttCG 
56 011 BLEED 1 2692 < 250 503 398 

56 021 INJ z CRUZ 15 ttCG 
98 021 BLEED Z 10479 < 250 1040 1240 

CAUC SH 0 001 PREBLEED < 600 < 250 < 100 < 100 

" 0 011 INJ 1 CP749 15 HCG 
::::, 
::::> 
~ 
.:::, 
.Jl 
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TABLE 2 (cont.) 

DEHDGRAPHICS / EVENTS LISTING 

INVESTIGATOR SHEHAB, ZIAD H. 
STUDY 000410 
VACCINE I HIB CONJUGATE 
REGIHEN 1 2 INJ. THO HOS. APART 
PATIENT CLASS: HEALTHY CHI~~ 

CASE SEX RACE BIRTH Mill l(IAY . DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL ................................................................................................................................... 
H CAUC lilt &Z 011 BLEED l 6164 < 250 161 834 

liZ on INJ 2 CP749 15 HCG .. on BLEED 2 9597 < Z50 111 ZOU 

H CAUC ~ 0 001 PREBLEED < 600 < zso < 100 < 100 
0 011 INJ 1 CP749 15 HCG 

77 011 BLEED l 05/ 4793 05/ < zso 05/ < 100 05/ 508 
77 on INJ 2 CP749 15 HCG 

105 on BLEED 2 05/ 9081 05/ < zso 05/ < 100 05/ 595 

H CAUC lOH 0 011 INJ 1 CPZ98 15 HCG 
63 on INJ 2 CPZ98 15 HCG 

H CAUC 7H 0 001 PREBLEED < 600 < Z50 < 100 < 100 
0 011 INJ 1 CR132 15 HCG 

77 011 BLEED 1 05/ &764 05/ < Z50 05/ < 100 05/ 1346 
77 on INJ z CR132 15 HCG 

119 on BLEED z 05/ 19233 05/ 528 05/ 417 05/ 3242 

H CAUC 3H 0 011 INJ 1 CP298 15 HCG 
63 021 INJ 2 CP298 15 HCG 
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INVESTIGATOR 1 
sruov 
VACCINE 
REGIHEN 1 
PATIENT CUSS: 

CASE SEX RACE 

SHEHAB, ZIAD H, 
000410 
HIB CONJUQATE 
ONE INJECTION 
HEALTHY CHILDREN 

BIRTH Aa DAY DATE PHS 

TABLE 2 (cont.) 

DEttOGRAPHICS / EVENTS USTING 

EVENT LOT DOSE CODE/ IGGl COOE/ IGGZ COOE/ IGGH COOE/IGG TOTAL 
••••••••••••••••••••••••••■•■•-■•■~~••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••M■NNNNNNNNNNNNNNNNNNNNNNNNNNNNN 

' 
" CAUC UN 0 011 INJ l CPZ41 15 tlCQ 

" CAUC •v 0 011 INJ l CPZ41 15 ttc& 

" CAUC 21N 0 011 INJ l CPZ'tl 15 tlCQ 

f CAUC ZOH 0 011 INJ 1 CPZ41 15 tlCQ 

F CAUC 21" 0 011 INJ 1 CPZ41 15 ttc& 

" CAUC l!ilt 0 011 INJ 1 CPZltl 15 tlCG 

f CAUC lZN 0 011 INJ l CPZ'tl 15 tlCG 

" CAUC 2Y 0 011 INJ 1 CPZltl 15 tlC6 

" CAUC 12" 0 011 INJ l CPZltl 15 ttc& 

N CAUC 13N 0 011 INJ l CP241 15 ttc6 

F CAUC 12" 0 011 INJ l CPZ41 15 ttc6 

f CAUC 4Y 0 011 INJ l CPZ'tl 15 tlCG 

f CAUC 2Y 0 011 INJ l CPZ41 15 ttc6 

F CAUC •v 0 011 INJ l CPZ'tl 15 ttc& 

F CAUC 2Y 0 011 INJ l CPZ41 15 l1C8 

f CAUC 13H 0 001 PREBLEED < 600 < Z50 2569 < 100 
0 011 INJ l CPZ98 15 ttc6 

28 D11 BLEED l 5949 < 250 3466 2502 

" CAUC 14" 0 011 INJ l CPZ98 15 tlCG 

F HISP 16H 0 001 PREBLEED < 600 < 250 < 100 < 100 

0 011 INJ l CPZ98 15 tlCG 
35 011 BLEED 1 < 600 < 250 1134 200 

" CAUC Z1" 0 001 PREBLEED < 600 < 250 326 < 100 

::> 
'.:) 

-.J 
::> 
'-..I 
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INVESTIGATOR 1 
STUDY 
VACCINE 
REGIHEN 1 
PATIENT CUSS1 

SHEHAB, ZIAD H. 
OOO'tlO 
HIB CONJUlilATE 
ONE INJECTION 
HEAL THY CHILDREN 

CASE SEX RACE BIRTH A&E DAY 

TABLE i (cont.) 

DENOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL ......•................••.• , ..•.•........... ,,., .. ,.,.,, .................•.......................................................... 
H CAUC 

H CAUC 

H CAUC 

f CAUC 

H CAUC 

N CAUC 

f 

f 

Z»t 

13H 

17N 

Z'ttt 

l'ttt 

lZN 

HH 

ZY 

16" 

zy 

1811 

0 
u 
0 
0 

• 
0 
0 

za 

0 
0 

za 
0 
0 

JS 

0 
0 

ltZ 

0 
0 

za 
0 

0 
0 

so 

0 
0 

28 

0 
0 

56 

011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ l 
011 BLEED 1 

CPZ98 lS HCG 

CPZ98 15 HCG 

CPZ98 15 ttCG 

CPZ98 15 HCQ 

CP298 lS HCC. 

CP298 15 HCC. 

CPZ98 15 HCG 

CPZ98 15 HC& 

CPZ98 lS HCG 

CPZ98 15 HCC. 

CPZ98 IS ttCG 

17286 < zso 

< 600 < zso 

6166 < 250 

< 600 

ltZ81t 

< 600 

Z:Sltl 

< 600 

191t:S 

< 600 

1989 

< 600 

1164 

< 600 

l8/tlt9 

< 600 

ZJ9Jlt 

< 100 

760lt 

< 100 

< 100 

< 100 

< 100 

114 

9ltlt 

1598 

410 

81t6 

01/ 

6609 

< 100 

1306 

< 100 

798 

< 100 

389 

< 100 

379Z 

< 100 

QNS 

< 100 

54Z 

::> 
::> 
...... 
0 
'.X> 
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INVESTIGATOR 1 
STUDY 
VACCINE 
REGittEN 1 
PATIENT CUSS1 

SHEHAB, ZIAD"• 
000410 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

f CAUC 22" 0 
0 

36 

f CAUC ZZN 0 
0 

36 

F CAUC 19tt 0 
0 

29 

" CAUC lZH 0 
0 

22 

" CAUC 12" 0 
0 

29 

f 8UC ZZN 0 

" BUC l'ttt 0 

" BLAC SY 0 

" CAUC 14" 0 

f CAUC 24" 0 

" CAUC 15N 0 
0 

29 

F CAUC 1811 0 
0 

28 

F CAUC 20H 0 
0 

TABLE 2 (cont.) 

DENOGRAPHICS / EVENTS LISTI NG 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

001 PREBLEED < 600 266 < 100 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 72~ 1043 6485 

001 PREBLEED < 600 < 100 < 100 
011 INJ l CP298 lS HC& 
011 8LEED l 19387 1006 7225 

001 PRE8LEED < 600 343 < 100 
011 INJ l CP298 lS HCG 
011 8LEED l 15839 2471 1990 

001 PREBLEED < 600 < 250 < 100 < 100 
011 INJ l CP7lt9 15 HCG 
011 BLEED l 1389 < 250 635 197 

001 PREBLEED < 250 < 100 01/ QNS 

011 INJ l CR132 15 HCG 
011 BLEED l < 250 1126 01/ QNS 

011 INJ l CP7lt9 15 HCG 

011 INJ l CPZ98 15 HCG 

011 INJ l CRUZ 15 HC& 

011 INJ l CPZ98 15 HCG 

011 INJ l CP7lt9 15 HCG 

001 PREBLEED < 600 < 250 < 100 < 100 
011 INJ 1 CP749 15 HCG 
011 &LEED 1 4996 269 1030 1234 

001 PREBLEED 1139 < zso 
011 INJ 1 CRUZ lS HCG 
011 BLEEO 1 78527 1484 

001 PREBLEED < 600 < 250 
011 INJ 1 CR13Z 15 HCG 

0 
0 ..., 
:::> 
-0 
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INVESTIGATOR SHEHAB, ZIAD H. 
ST\JOY a 000410 
VACCINE , HI8 CONJUGATE 
REGittEN , ONE INJECTION 
PATIENT cuss, HEALTHY CHIUREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH MlE DAY DAR PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F CAUC J4 011 BLEED 1 

" CAUC 0 Dll INJ 1 

F CAUC 4Y 0 001 PREBLEED 
0 011 INJ 1 

za 011 BLEED 1 

F CAUC 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 

F CAUC 0 011 INJ 1 

" OTHE 0 011 INJ 1 

" CAUC lZtt 0 001 PREBLEED 
0 011 INJ 1 

28 011 BLEED 1 

F CAUC 0 011 INJ 1 

F CAUC 19H 0 001 PREBLEED 
0 011 INJ 1 

4Z 011 BLEED 1 

F 13H 0 011 INJ l 

F CAUC Zott 0 001 PREBLEED 
0 011 INJ l 

28 011 BLEED 1 

F Z'tH 0 011 INJ 1 

F CAUC 4Y 0 001 PREBLEED 
0 011 INJ 1 

35 011 BLEED 1 

zv 0 001 PREBLEED 
0 011 INJ 1 

CPZ98 

CP749 

CP749 

CPZ98 

CPZ98 

CRUZ 

CRlU 

CRUZ 

CPZ98 

CP749 

CP298 

CP749 

CRUZ 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCQ 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

18587 

< 600 

5063 

< 600 

7699 

< 600 

3046 

< 600 

8088 

< 600 

3088 

< 600 

< 600 

< 600 

772 

< 250 

< Z50 

< 250 

< 250 

< 250 

452 

< 250 

< 100 

1981 

< 100 

546 

161 

605 

< 100 

1017 

< 100 

489 

< 100 

< 100 

2292 

< 100 

793 

< 100 

803 

< 100 

170 

181 

10388 

< 100 

0 
::, 
..... 
~ 

0 
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INVESTIGATOR SHEHAB, ZIAD H. 
STUDY 000410 
VACCINE I HIB CONJUGATE 
REGIHEN I ONE INJECTI<II 
PATIENT CUSS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 
.. . 

" HISP zy u 
f CAUC 24tt 0 

" CAUC Utt 0 
0 

ze 

" HISP 17" 0 

" CAUC 3Y 0 
0 

36 

" HISP ftY 0 

" HISP 23" 0 

" HISP ZlH 0 
0 

29 

" CAUC ftY 0 
0 

42 

f CAUC lZH 0 

" CAUC lZH 0 

" CAUC zv 0 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

011 BLEED 1 

011 INJ 1 CPZ98 

001 PREBLEED 
011 INJ l CP749 
011 BLEED l 

011 INJ l CP298 

001 PREBLEED 
011 INJ l CR13Z 
011 BLEED l 

011 INJ l CP749 

011 INJ l CR13Z 

001 PREBLEED 
011 INJ l CR13Z 
011 BLEED l 

001 PREBLEED 
011 INJ l CR132 
011 BLEED l 

011 INJ l CP749 

011 INJ l CPZ98 

011 INJ 1 CPZ98 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

4691ft 

< 600 

37891 

< 600 

1769 

3845 

11280 

< 600 

34733 

1672 1374 

240 

1323 

140 

338 

< 100 

< 100 

246 

1992 

1387ft 

< 100 

4179 

< 100 

310 

< 100 

978 

< 100 

24057 

0 
0 
~ --
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TABL;E 3 
A N T I B O D V R E S P O N S E S 

INVESTIGATOR 
STUDV 
VACCINE 
ASSAV 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

7- 11 MOS . 

12-11 MOS. 

SHEHAB, ZIAD M. 
000410 
HIB CONJUGATE 
RIA 
CP241 
15 MCG 
HEALTHY CHILDREN 

• 

~ WITH ANTI-PRP 
TIME ----------------------------------

(MONTHS) >.15 MCG AB/ML >1 . 0 MCG AB/ML 
•••••••••••• ••••••••••••••• ••••••••••••••• 

PRE INJ 14 1/ 7) 0 ( 0/ 7) 
MONTH 2 100 6/ 6) 100 ( 6/ 6) 
MONTH 3 100 7/ 7) 100 ( 7/ 7) 

PRE INJ 14 ( 1 / 7) 0 ( 0/ 7) 
MONTH 2 100 ( 11 7) 71 ( 5/ 7) 
MONTH 3 100 ( 4/ 4) 100 ( 4/ 4) 
MONTH 7-10 100 ( 1 / 1 ) 0 ( 0/ I ) 

PRE INJ 60 ( 9/ 15) 33 ( 5/ 15) 
MONTH I 100 ( 15/ 15) 93 ( 14/ 15) 
MONTH 12-13 100 ( 3/ 3) 33 ( 1/ 3) 

FOOTNOTE(S): 

FOLD RISE 
------------------------

~ >2 FOLD MEAN 
••••••••••••••• • ••••• 

100 6/ 6) 41 . 2 
100 7/ 7) 60 . 9 

86 6/ 7) 26. 1 
100 4/ 4) 69.2 
100 1/ 1 ) 2.2 

93 14/ 15) 26.7 
33 1/ 3) 1. 8 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

••••••••••••••••• 

0 . 072 7) 
5.430 6) 
7.970 7) 

0 . 069 7) 
3.608 7) 

10.293 4) 
0 . 279 I ) 

0 . 437 15) 
14.684 15) 
I. 218 3) 

IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HFLU/L~~46210/07/19/88/25 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAV 
LOT NUMBER 
DOSE 
POPULATION 

SHEHAB, ZIAD M. 
000410 
HIB CONJUGATE 
RIA 
CP298 
15 MCG 
HEALTHV CHILDREN 

TABLE 4 
A N T I B O O V R E S P O N S E S 

• 

~ WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >.15 MCG AB/ML >1.0 MCG AB/ML ~ >2 FOLD MEAN 
•••••••••• • ••••••••••• ••••••••••••••• • •••••••••••••• • •••••••••••••• • ••••• 

1- 6 MOS. PRE JNJ 35 ( 8/ 23) 0 ( 0/ 23) 
MONTH 2 100 ( 20/ 20) 60 ( 12/ 20) 90 18/ 20) 7 . 3 
MONTH 3 95 ( 21/ 22) 82 ( 18/ 22) 95 21/ 22) 21.9 

. 7-11 MOS. PRE INJ 17 1/ 6) 0 (. 0/ 6) 
MONTH 2 100 6/ 6) 67 ( 4/ 6) 100 ( 6/ 6) 14.3 
MONTH 3 100 5/ 5) 80 ( 4/ 5) 100 ( 5/ 5) 43 . 1 
MONTH 7-10 100 1 / 1 ) 100 ( 1/ 1) 100 ( 1 / 1) 17 . 7 

12-71 MOS. PRE JNJ 45 10/ 22) 18 4/ 22) 
MONTH 1 100 22/ 22) 91 20/ 22) 100 22/ 22) 23.5 

FOOTNOTE ( S) : 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

o. 112 23) 
1. 310 20) 
3.586 22) 

0 . 078 6) 
1 . 995 6) 
6. 145 5) 
2.207 1 ) 

0.203 22) 
6.775 22) 

JF A TITER IS REPORTED AS <.125, THEN . 125 JS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 JS USED TO CALCULATE THE GEOMETRIC MEAN TITER . 

-



INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS . 

7-11 MOS. 

12-71 MOS. 

TABLE 5 
A N T I B O D Y R E S P O N S E S 

SHEHAB, ZIAD M. 
000410 
HIB CONJUGATE 
RIA 
CP749 
15 MCG 
HEALTHY CHILDREN 

• 

1' WITH ANTI-PRP 
TIME ----------------------------------

(MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML 
•••••••••••• ••••••••••••••• ••••••••••••••• 

PRE INJ 20 1 / 5) 0 0/ 5) 
MONTH 2 100 4/ 4) 100 4/ 4) 
MONTH 3 100 4/ 4) 100 4/ 4) 

PRE INJ 0 0/ 2) 0 0/ 2) 
MONTH 2 100 2/ 2) 100 2/ 2) 
MONTH 3 100 2/ 2) 100 2/ 2) 

PRE INJ 14 1/ 7) 14 1 / 7) 
MONTH I 100 11 7) 71 5/ 7) 

FOLD RISE 
------------------------

,. >2 FOLD MEAN 
• •••••••••••••• • ••••• 

100 4/ 4) 17 . 4 
100 4/ 4) 30.6 

100 2/ 2) 48 . 6 
100 2/ 2) 108.4 

100 ( 1/ 7) 15.4 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 091 5) 
2 . 477 4) 
4 . 316 4) 

0.063 2) 
6.072 2) 

13.545 2) 

0. 130 7) 
3 . 273 7) 

FOOTNOTE ( S) : 
JF A TITER IS REPORTED AS<. 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

-



HFLU, J46210/07/19/88/27 

INVESTIGATOR 
STUOY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

SHEHAB, ZIAD M. 
000410 
HIB CONJUGATE 
RIA 
CR132 
15 MCG 
HEALTHY CHILDREN 

TABLE 6 
A N T I B O D Y R E S P O N S E S 

• 

1' WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML " >2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• ••••••••••••••• ••••••••••••••• •••••• 

I- 6 MOS. PRE INJ 100 3/ 3) 0 0/ 3) 
MONTH 2 100 3/ 3) 67 2/ 3) 67 ( 2/ 3) 3 . 0 
MONTH 3 100 3/ 3) 67 2/ 3) 67 ( 2/ 3) 5 . 8 

7-11 MOS. PRE INJ 50 1/ 2) 0 ( 0/ 2) 
MONTH 2 100 2/ 2) 50 ( 1/ 2) 50 1/ 2) 8.9 
MONTH 3 100 2/ 2) 100 ( 2/ 2) 100 2/ 2) 32.9 

12-71 MOS. PRE INJ 44 4/ 9) 22 2/ 9) 
MONTH 1 100 9/ 9) 89 8/ 9) 100 9/ 9) 36.7 

FOOTNOTE(S): 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCJNEES 

• •••••••••••••••• 

0. 272 3) 
0.820 3) 
1. 574 3) 

0 . 139 2) 
1 . 748 2) 
6.449 2) 

o. 186 9) 
10 . 039 9) 

Jf A TITER JS REPORTED AS <.125, THEN .125 JS USED TO CALCULATE THE MEAN FOLD RISE, 
AND . 063 JS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HfLUIL- .. 0210/07/22/88/13 

INVESTIGATOR 
STullV 
1/ACCIHE 
ASSAV 
1.0T NUMBER 
POSE 
POPULATION 

AGE 
•••••••••• 

I - 6 MOS. 

7- I I MOS. 

IJ,-11 MOS. 

SHEHAB , ZIAD M. 
000410 
HIB CONJUGATE 
RIA 
CP298 
15 MCG 
HEALTHY CHILDREN 

TABLE 7 
A N T I 8 0 D Y R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTENCY LOTS - ALL 

,r. WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

(MONTHS) >.15 MCG AB/ML >1.0 MCG A8/ML ,,. >2 FOLD MEAN 
•••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• • ••••• 

PRE INJ 57 ( 4/ 7) 0 ( 0/ 7) 
MONTH 2 100 ( 6/ 6) 67 ( 4/ 6) 83 5/ 6) 5.2 
MONTH 3 100 ( 6/ 6) 83 ( 5/ 6) 100 6/ 6) 29.0 

PRE INJ 0 0/ 2) 0 ( 0/ 2) 
MONTH 2 100 2/ 2) 50 ( I/ 2) 100 2/ 2) 6.8 
MONTH 3 100 2/ 2) 50 ( I/ 2) 100 2/ 2) 21.9 

PR£ INJ 70 1/ 10) 30 ( 3/ 10) 
MONTH I 100 10/ 10) 100 ( 10/ 10) 100 ( 10/ 10) 30 . 5 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCJNEES 

• •••••••••••••••• 

o. 158 7) 
I . 201 6) 
5.527 6) 

0 . 063 ( 2) 
0.845 ( 2) 
2.735 ( 2) 

0 . 429 10) 
16. 109 10) 

FOOTNOTf(S): O O RISE If A TITER IS REPORTED AS <.125, THEN . 125 IS USED TO CALCULATE THE MEAN FL , 
AND .063 JS USED TO CALCULATE TH£ GEOMETRIC MEAN TITER . 



STUDY 004-10 



NI-LU, - - .0210/07/22/66/14 

.r,vt'iTIGATOR 
5TU0t 
VACCINE 
AS~AV 
LOT NUMBER 
t)O~f 
POPULATION 

AC.E 
•••••••••• 

I - 6 MOS. 

7- 1 I MOS. 

I 2. - 1 I MOS. 

;I'ABLE 8 
A N T I B O D V R E S P O N S E S 

CHILDREN RANDOMIZED ' TO CONSISTENCY LOTS - ALL 

SHEHAB, ZIAD M. 
000410 
HIB CONJUGATE 
RIA 
CP749 
15 MCG 
HEALTHY CH.LOREN 

1' WITH ANTI-PRP 
TIME ----------------------------------

(MONTHS) >.15 MCG AB/ML >1.0 MCG AB/ML 
•••••••••••• ••••••••••••••• • •••••••••••••• 

PRE INJ 20 I/ 5) 0 ( 0/ 5) 
MONTH 2 100 4/ 4) 100 ( 4/ 4) 
MONTH 3 100 4/ 4) 100 ( 4/ 4) 

PRE INJ 0 ( 0/ 2) 0 ( 0/ 2) 
MONTH 2 100 ( 2/ 2) 100 ( 21 2) 
MONTH 3 100 ( 2/ 2) 100 ( 2/ 2) 

PRE INJ 14 I/ 7) 14 ( 1 / 7) 
MONTH 1 100 7/ 7) 71 ( 5/ 7) 

FOLD RISE 
------------------------

" >2 FOLD MEAN 
• •••••••••••••• • ••••• 

100 4/ 4) 17 . 4 
100 4/ 4) 30 . 6 

100 2/ 2) 48 . 6 
100 2/ 2) 108.4 

100 ( 1/ 7) 15.4 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0.091 5) 
2 . 477 4) 
4.316 4) 

0 . 063 2) 
6 . 072 2) 

13 . 545 2) 

0. 130 7) 

3 . 273 7) 

FOOTNOTE(S); If A TITER IS REPORTED AS < . 125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 
0 
..... 



1 • t LU,. -~210/07/22/88/15 

J r.v~ STlCiATOR 
STUOV 
VACllNf 
ASSAY 
l UT NUMBER 
J•OSE 
l>UPULATION 

AGE 
•••••••••• 

1- b MOS. 

7- I 1 MOS. 

I 2- 71 MOS. 

TAJ3LE 9 
A N T I B O O V R E S P O N S E S 

CHILDREN RANDOMIZED TO CONSISTENCY LOTS - ALL 

SHEHAB, ZIAD M. 
000410 
HIB CONJUGATE 
RIA 
CA132 
15 MCG 
HEALTHY CHILDREN 

% 1111TH ANTI-PRP 
TIME ----------------------------------

(MONTHS) >. 15 MCG AB/ML > I . 0 MCG AB/ML 
•••••••••••• ••••••••••••••• • •••••••••••••• 

PAE INJ 100 ( 3/ 3) 0 0/ 3) 
MONTH 2 100 ( 3/ 3) 67 2/ 3) 
MONTH 3 100 ( 3/ 3) 67 2/ 3) 

PAE INJ 50 II 2) 0 DI 2) 
MONTH 2 100 2/ 2) 50 II 2) 
MONTH 3 100 2/ 2) 100 2/ 2) 

PAE INJ 44 4/ 9) 22 2/ 9) 
MONTH I 100 9/ 9) 89 8/ 9) 

FOLD RISE 
------------------------

% >2 FOLD MEAN 
• •••••••••••••• •••••• 

67 2/ 3) 3.0 
67 2/ 3) 5.8 

50 1 / 2) 8.9 
100 2/ 2) 32 . 9 

100 9/ 9) 36 . 7 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACClNEES 

••••••••••••••••• 

0 . 272 3) 
0.820 3) 
1 .574 3) 

o . 139 2) 
1 . 748 2) 
6.449 2) 

0 . 186 9) 
10 . 039 9) 

fOOTNOTE(S): lSE IF A TITER IS REPORTED AS <.125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD R , 
AND . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

O ' 
::::, ~. -()) 



HFLU/CC546330/07/18/88/93 TABLE 10 
C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH MO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEMA, INJ. SITE (<=l IN.) 
SHELLING, INJ. SITE l<=l IN.) 
ERYTHEMA, INJ. SITE l>l INCH) 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
TEETHWG 
HARM TO TOUCH 
COUGH 
DIARRHEA 
LARYNGEOTRACHEOBRONCHITIS 
NASAL CONGESTION 
PROLONGED CRYING, >l/2 HR 
HHEEZING 

HIB CONJUGATE 
INJECTION: l 

15 

4 26. 7 % ) 
11 73.3 %) 

0 

NO . OF VACCINEES % BASED 
HITH ON 15 

CLINICAL COMP. VACCINEES 

3 
3 
3 
l 

9 
s 
4 
4 
2 
l 
l 
l 
l 
l 
l 

20.0 
20 . 0 
20 . 0 
6.7 

60 . 0 
33.3 
26.7 
z~.1 
13.3 
6.7 
6.7 
6.7 
6.7 
6.7 
6 . 7 

0 
0 
...a -· .0 



HFLu/CC546330/07/18/88/l01 TABLE 10 (cont.) 

C L I N I C A L C O M P L A I N T S 8 Y F R E Q U E N C Y 

SHEHAB, ZIAD H. 
000410 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NU1BER 
POPULATION 
AGE RANGE 

HIB CONJUGATE 
CP241 

DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEHA, INJ. SITE l<=l ffl.) 
SHELLING, INJ. SITE l<=l IN.) 
ERYTHEMA, INJ . SITE l>l INCH) 
INDURATION, INJECTION SITE 
PAIN/SORENESS, INJ. SITE 
ECCHYMOSIS, INJECTION SITE 
SHELLING, INJ. SITE 1>1 INCH) 

SYSTEMIC REACTIONS 
IRRITABILITY 
DIARRHEA 
FATIGUE 
TEETHING 
CONNON COLD 
COUGH 
EAR INFECTION, NOS 
NASAL DISCHARGE 
RASH 
VOMITING 
HARM TO TOUCH 
HHEEZING 

HIB CONJUGATE 
INJECTION : 2 

14 

3 23.1 %) 
10 76.9 % ) 

1 

NO. OF VACCINEES % BASED 
HITH ON 13 

CLINICAL COMP . VACCINEES 

6 
3 
3 
2 
2 
2 
l 
l 

9 
6 
3 
3 
3 
1 
l 
l 
l 
l 
1 
l 
1 

46 . 2 
23.1 
23 . l 
15.4 
15.4 
15.4 
7.7 
7.7 

69.2 
46 . 2 
23 . 1 
23.1 
23 . l 
7.7 
7.7 
7.7 
7 . 7 
7. 7 
7. 7 
7.7 
7.7 

0 
0 
...... ' 
1\,1 
0 



HFLU/CC546330/07/18/88/94 TABLE 10 (cont.) 

CLINICAL COHPLJ!., .• TS BY FREQUENCY 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS CINJECTION SITE) 
PAIN/SORENESS, INJ. SITE 
ERYTHEHA, INJ . SITE l<=l IN.) 
STIFFNESS/TIGHTNESS, INJECTION SITE 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
TEETHING 
DIARRHEA 
PROLONGED CRYING, >l/2 HR 
HARM TO TOUCH 
ANOREXIA 
HEDIASTINAL ABSCESS 
OTALGIA 
SKIN INFLAMMATION 

HIB CONJUGATE 
INJECTION: l 

15 

4 26. 7 %1 
11 73.3 %1 

0 

NO. OF VACCINEES % BASED 
HITH ON 15 

CLINICAL COMP. VACCINEES 

7 
6 
1 
1 

7 
4 
3 
3 
2 
2 
2 
1 
l 
1 
1 

46.7 
40.0 
6.7 
6.7 

46.7 
26.7 
20.0 
20.0 
13 . 3 
13.3 
13.3 
6.7 
6.7 
6.7 
6.7 



HFLU/CC546330/07/18/88/95 TABLE 10 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHEHAB, ZIAD H, 
000410 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS !INJECTION SITE) 
ERYTHEHA, INJ. SITE (<=l IN.) 
SHELLING, INJ. SITE (<=l IN,) 
PAIN/SORENESS, INJ. SITE 
INDURATION, INJECTION SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
DIARRHEA 
HARM TO TOUCH 
TEETHING 
BRONCHIOLITIS, ACUTE 
COUGH 
FEVER 
COMMON COLD 
CONJUNCTIVITIS 
HYPERHYDROSIS 
NASAL CONGESTION 
NASAL DISCHARGE 
OTITIS MEDIA 
PHARYNGITIS 
PROLONGED CRYING, >1/Z HR 
SNEEZING 
VOMITING 
HHEEZING 

HIB CONJUGATE 
INJECTION: 1 

38 

7 21.2 %) 
26 78.8 %) 

5 

NO. OF VACCINEES % BASED 
HITH ON 33 

CLINICAL COMP . VACCINEES 

12 36.4 
6 18,Z 
5 15.2 
3 9.1 
2 6.1 

zz 66.7 
12 36.4 

9 12jl,3 
6 18.2 
6 18.2 
4 12.1 
z 6.1 
2 6.1 
z 6.1 
1 3.0 
1 3.0 
l 3.0 
l 3.0 
l 3.0 
1 3.0 
1 3.0 
l 3.0 
1 3.0 
1 3.0 
1 3.0 

:::, 
:::, 
~ 
'\J 
'.'\J 



HFLU/CC54o330/07/18/88/102 
TABLE 10 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
sruoY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHEHAB, ZIAD H. 
D00410 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCitlEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE! 
ERYTHEMA, INJ. SITE l<=l IN.I 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE l<=l IN. I 
SHELLING, INJ. SITE l>l INCH! 
ERYTHEHA, INJ. SITE (>l INCH! 
INDURATION, INJECTION SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARM TO TOUCH 
VOMITING 
DIARRHEA 
EAR INFECTION, NOS 
NASAL DISCHARGE 
UNUSUAL HIGH-PITCHED CRYING 
ATOPIC DERMATITIS 
CONJUNCTIVITIS 
FLU-LIKE ILLNESS 
GASTRITIS, ACUTE 
INSOMNIA 
NAUSEA 
OTITIS MEDIA 
PROLONGED CRYING, >l/2 HR 
RASH 
TEETHING 
VIRUS INFECTION 
HHEEZING 

I 
I 
I 
I 
I . 
I 
I 
I 

HIB CONJUGATE 
INJECTION: 

31 

11 
20 

0 

2 

35.5 %) 
64.5 % I 

I NO. OF VACCINEES % BASED 
I HITH ON 31 
I CLINICAL COMP . VACCINEES 

8 25 . 8 
5 16.1 
3 9.7 
3 9.7 
2 6.5 
1 3.2 
1 3.2 

19 61.3 
11 35.5 

8 25 . 8 
7 22.6 
4 12 . 9 
3 9.7 
2 6.5 
z 6 .5 
z 6.5 
1 3.Z 
1 3.2 
1 3 . 2 
1 3.2 
1 3 . 2 
1 3.2 
1 3.2 
1 3.2 
1 3 . 2 
1 3.2 
1 3.2 
1 3 . 2 

::, 
,::, 
--l 
!"\) 

·>l 



HFLu/CC546330/07/18/88/96 
TABLE 10 (cont. ) 

C L I N I C A L C O H P L A 1 N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS Of FOLL~P 

VACCINE 

TOTAL VACCINEES 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CPZ98 
HEALTHY CHILDREN 
lZ-71 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE l<=l IN.) 
ERYTHEMA, INJ. SITE l<=l IN.) 
INDURATION, INJECTION SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARM TO TOUCH 
RASH 
ANOREXIA 
DIARRHEA 
FUNGUS INFECTION 
SALIVATION INCREASE 
TEETHING 

HIB CONJUGATE 
INJECTION: 1 

ZS 

13 I 48.1 %) 
14 I 51.9 %) 

l 

NO. Of VACCINEES % BASED 
HITH ON Z7 

CLINICAL COMP. VACCINEES 

7 Z5.9 
6 zz.z 
3 11.1 
z 7 . 4 
z 7 .4 

9 33.3 
6 zz.z 
4 14.8 
3 11.1 
z 7.4 
1 3 . 7 
l 3 . 7 
1 3.7 
1 3.7 
1 3.7 



HFLu/CC546330/07/l8/88/97 
TABLE 10 (cont.) 

C L I N I C A L C O M P L A I N T S 8 Y F R E Q U E N C Y 

SHEHAB, ZIAD H. 
000410 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUf18ER 
POPULATION 
AGE RANGE 

HIB CONJUGATE 
I CP749 

DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

,HEALTHY CHILDREN 
1-11 MOS. 

DAYS OTO S 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
HARM TO TOUCH 
RASH 
ATOPIC DERMATITIS 
BRONCHIOLITIS, ACUTE 
CONSTIPATION 
COUGH 
HYPERKINESIA 
NASAL CONGESTION 
TEETHING 
HHEEZING 

HIB CONJUGATE 
INJECTION: 1 

16 

4 I 40.0 %) 
6 I 60.0 %) 
6 

NO. OF VACCINEES % BASED 
HITH ON 10 

CLINICAL COMP. VACCINEES 

2 20.0 
2 20.0 

6 60.0 
4 40.0 
4 40.0 
3 30.0 
2 20.0 
1 -10.0 
1 10.0 
l 10.0 
l 10.0 
l 10.0 
1 10.0 
1 10.0 
1 10.0 

::, 
0 
--4 
l'\J 
'J\ 



HFLU/CC546330/07/18/88/103 TABLE 10 (cont.) 

C L I N I C A L C O M P L A I N T S 8 V F R E Q U E N C V 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERVTHEHA, INJ, SITE l<=l IN.) 
SHELLING, INJ, SITE (<=l IN,) 
PAIN/SORENESS, INJ . SITE 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
HARM TO TOUCH 
DIARRHEA 
FEVER 
INSOMNIA 
TEETHING 
VOMITING 

HIB CONJUGATE 
INJECTION: 2 

9 

3 ( 33.3 iO 
6 I 66. 7 % J 
0 

NO. OF VACCINEES % BASED 
HITH ON 9 

CLINICAL COMP. VACCINEES 

3 33.3 
3 33,3 
2 22.2 
l 11.1 

4 44.4 
2 22.2 
2 22.2 
2 ze.z 
l 11.1 
l 11.l 
l 11.l 
l 11.l 
l 11.1 



HFLU/CC546330/07/18/88/98 TABLE 10 (cont.) 

C L I N I C A L C O H P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUHBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOl'fJP 

VACCINE 

TOTAL VACCINEES 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEHA, INJ . SITE l<=l IN.) 
PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
ATOPIC DERMATITIS 
NERVOUSNESS 
TEETHING 

HI8 CONJUGATE 
INJECTION: l 

11 

5 45.5 %) 
6 54.5 %) 
D 

NO . OF VACCINEES % BASED 
HITH ON 11 

CLINICAL COMP. VACCINEES 

3 
2 
1 

4 
2 
2 
l 
l 
l 

27 . 3 
18 . 2 

9.1 

36.4 
18 . 2 
18.2 

9.1 
9 . 1 
9.1 



I 
. ' 

HFLU/CC546330/07/18/88/99 TABLE 10 (cont.) 
C L I N I C A L C O H P L A I N T S 8 V F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLONJP 

VACCINE 

TOTAL VACCINEES 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
SHELLING, INJ. SITE l<=l IN,) 
ERYTHEMA, INJ, SITE (<=l IN. l 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
COUGH 
DIARRHEA 
PRURITUS 
VOMITING 

HIB CONJUGATE 
INJECTION: l 

16 

3 
7 
6 

30.0 % ) 
70.0 %) 

NO . OF VACCINEES % BASED 
HITH ON 10 

CLINICAL COMP. VACCINEES 

3 30.0 
2 20.0 
l 10.0 

6 60.0 
4 40 .0 
3 30 .0 
l 10.0 
1 10.0 
1 10.0 
1 10.0 

0 
0 
..... 
N 
CD 



HFLU/CC546330/07/18/88/104 TABLE 10 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUl1BER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS !INJECTION SITE) 
SHELLING, INJ. SITE (<=l IN.) 
ERYTHEHA, INJ. SITE C<=l IN.) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE C>l INCH) 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
NASAL DISCHARGE 
NERVOUSNESS 
COMMON COLD 
CONSTIPATION 
COUGH 
PROLONGED CRYING, >1/2 HR 
TEETHING 
HARM TO TOUCH 

HIB CONJUGATE 
INJECTION: 2 

10 

2 20.0 %) 
8 80.0 %) 
0 

NO. OF VACCINEES % BASED 
HITH ON 10 

CLINICAL COMP. VACCINEES 

3 30.0 
3 30.0 
2 20.0 
1 10.0 
1 10.0 

6 60.0 
2 20.0 
2 20.0 
2 20.0 
2 20.0 
1 10.0 
1 10.0 
1 10.0 
1 10.0 
1 10.0 
1 10.0 



HFLU/CC546330/07/18/88/100 TABLE 10 (cont.) 

C L I N I C A L C O H P L A 1 N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS Of FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 
12-71 MOS. 
DAYS OTO 5 

VACCINEES HITH NO COMPLAINTS 
VACCINEES HITH COMPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COMPLAINTS 

LOCAL REACTIONS IINJECTION SITE) 
ERVTHEHA, INJ. SITE l<=l IN.) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE (<=l IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
ANOREXIA 
CRYING 
DIARRHEA 
EAR INFECTION, NOS 
INFLUENZA 
NAUSEA 
lNJSUAL HIGH-PITCHED CRYING 
VOMITING 
HARM TO TOUCH 

HIB CONJUGATE 
INJECTION: l 

12 

4 ( 33.3 Y.) 
8 , 66.7 ;o 
0 

NO. OF VACCINE ES · Y. BASED 
HITH ON 12 

CLINICAL COMP. VACCINEES 

7 
4 
4 
1 

6 
5 
4 
1 
1 
1 
1 
l 
1 
1 
1 
1 

58.3 
33.3 
33.3 
8.3 

50.0 
41.7 
33.3 
8.3 
8.3 
8 . 3 
8 . 3 
8.3 
8.3 
8.3 
8.3 
8.3 
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TABLE 11 

CLINICAL Cc»tPLAINTS 

ltNESTIGATOR SHEHAB. ZIAD H. 
ST\JDV 000410 
VACCINE HIB CONJUGATE 
LOT NJHBER I CP241 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE : 1-11 HDS. 

---------------------------~-:-----------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I tu'BER OF VACCINEES C 15 VACCINEESJ - INJECTION: l I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I N.JHBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL C(l1PLAINTS I O I l I 2 I 3 I 4 I 5 I IC(l1PLAINTS 

•••••••••••••••••••••••••••••••••••1•••••••••••••••••••••1••••••••••1••••••••••1--1••••••••••1••••••••••1-•-
LOCAL REACTIONS I l I 3 I 2 I 2 I 1 I l I I 3 

I c 6. 7l0 I c 20. OlO I C 13. 3l0 I c 13 • 3l0 I c 6. 7iD I I 6. 7% J I I 20. ox J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA.INJ.SITEC>llNCHJ I O I l I l I O I O I O I I l 
I 0.0%1 I 6 . 7%1 I c 6.7%1 I 0.0%1 I 0.0%1 I o.oX> I I 6.1%1 
I I I I I I I I 

ERYTHEHA.INJ.SITEC<=lIN.J I l I 2 I O I l I l I l I I 3 
I c 6. 7% J I 13. 3% J I c o. ox J I c 6. 7% J I 6. 7% 1 I c 6. 7% J I I 1 20. ox 1 
I I I I I I I I 

SHELLING.INJ.SITEC<=lIN.) I o I 2 I l I l I o I o I I 3 
I c o. ox , I c 13. 3% 1 I c 6 . 7% > I c 6 . 7% 1 I c o. ox , I c o. o:o I I 20. ox , 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 4 I 7 I 5 I 3 I 3 I 4 I I 9 

I c 26. 7% J I c 46. 7% J I c 33. 3% J I c 20. ox J I c 20. ox J I c 26. 7% J I I 60. ox 1 

----------------------------------- ----------------------------------------------------------------- ----------
BOOY AS A HHOLE/SITE UNSPEC. 3 5 2 0 0 0 6 

20.0%) 33.3% J 13.3%) 0.0%) 0.0%) 0.0%) ( 40.0% I 

FATIGUE 2 4 l 0 0 0 5 
13.3%) 26. 7% J 6. 7%) 0.0%) 0.0%) 0.0%) ( 33.3%) 

HARH TO TOUCH 2 l l 0 0 0 2 
( 13.3%) 6. 7%) 6. 7%) 0.0%) 0.0%) ( 0.0%) ( 13.3%) 

DIGESTIVE SYSTEH 3 2 3 3 3 4 4 
20.0%) 13.3%) 20 . 0%) ( 20.0%) ( 20.0%) ( 26.7Xl ( 26.7%) 

DIARRHEA l l l 1 1 0 1 
6. 7%) 6. 7%) 6.7l0 6.7%) 6. 7%) 0.0%) 6. 7%) 

TEETHING 3 2 3 3 3 4 4 
( 20.0%) l3.3Xl 20.0%) 20.0%) 20,0XJ 26. 7XJ 26. 7%) 
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INVESTIGATOR: SHEHAB. ZIAD N. 
ST\JDY 000410 
VACCINE : HIB CONJUGATE 
LOT ta.tlBER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

---------------------------~------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

CLINICAL COHPLAINTS 

I ta.tlBER OF VACCINEES I 15 VACCINEESJ - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu-'8ER 
1----------------------------------------------------------------------------I HITH 
I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

................................... ········- ............................... ·······- ---- ........... ·······-
NERVOUS SYSTEN & PSYCHIATRIC 1 4 0 0 O O 4 

6.7%) 26.7%) 0.0%) 0.0%) 0.0%) 0.0%) 26.7%) 

IRRITABILITY 4 1 4 0 0 0 0 
6. 7%) 26. 7%) 0.0%) 0.0%) 0.0%) o.o:o 26.7i0 

PROLONGED CRYING, >1/Z HR 1 1 0 0 0 0 0 
6. 7%) 0.0%) 0.0iO 0.0%) 0.0%) 0.0%) 6.7%) 

RESPIRATORV SVSTEN l 0 1 0 0 0 0 
0.0%) 6. 7%) 0.0%) 0.0%) 0.0%) 0.0%) 6.7%) 

COUGH 1 0 1 0. 0 0 0 
0.0%) 6. 7%) 0.0%) I 0.0%) 0.0%) 0.0%) 6. 7%) 

LARYNGEOTRACHEOBRONCHITIS 1 0 1 0 0 0 0 
0.0%) 6.7%) 0.0%) 0.0%) 0.0iO 0.0%) 6. 7%) 

0 1 0 0 0 0 NASAL CONGESTION 1 
0.0%) 6. 7%) 0.0%) 0.0%) 0.0%) 0.0%) 6. 7%) 

NHEEZING 0 l 0 0 0 0 1 
I 0.0%) I 6.7%) I 0 . 0%) I 0.0%) I 0.0%) I 0.0%) 6.7%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEfS HITH COHPLAINTS I 5 I 10 I 7 I 5 I 4 I 5 I I 11 

I I 33. 3% I I I 66. 7% > I I 46. 7% J I I 33. 3% > I I 26. 7% > I I 33 • 3% > I I 73. 3% I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO CONPLAINTS I 10 I 5 I 8 I 10 I 11 I 10 I I 4 
I I 66. 7% ) I I 33. 3% I I I 53 • 3% J I I 66. 7% J I I 73. 3% I I I 66 . 7% J I I I 26 . 7% ) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINE ES Rf PORTING I 15 I 15 I 15 I 15 I 15 I 15 I I 15 

I I I I I I I I 

, --. 
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INVESTIGATOR I SHEHAB, ZIAD H. 
ST\JDY 000410 
VACCINE HIB CONJUGATE 
LOT t&MBER a CP241 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE I 1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

-------------------------,-~-----------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE ' . I t&MBER OF VACCINEES I IS VACCINEES l - INJECTION: l I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tu-tiER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I S I I COHPLAINTS 

-----------------------------------1----------l----------l----------t----------l----------l----------l----------l••••••••-t 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I o I 

I I I I I I I I I 
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INVESTIGATOR SHEHAB, ZIAD H. 
ST\JDY 000410 
VACCINE : HIB CONJUGATE 
LOT MRER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE I MRER OF VACCINEES C 14 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tumER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I .5 I ICOHPLAINTS 

·································••l••······••l••······••l••······••l••······•·l••····•--1tHHHt•tHtttititl••······••1----LOCAL REACTIONS I 3 I 4 I 4 I 4 I 3 I 2 I I 6 
I c 23.1%) I c 30.8%) I c 30.8%) I , 30.8%) I , 23.Un I , 1.5.4%) I I 46.2%) 

----------------------------------- ---------- ---------- ---------- ---------- ---------- ---------- ----------ECCHYHDSIS, INJECTION SITE 0 0 0 0 0 l l 
o.o:o o.o:o ( o.o:o ( o.o:o o.o:o 7.7%) I 7.7%) 

ERYTHEHA, INJ. SITE ( >l INCH) 0 1 l l 0 1 2 
0.0%) ( 7. 7%) 7. 7%) I 7.7%) 0.0%) I 7. 7%) I 15.4%) 

ERYTHEHA, INJ. SITE (<=l IN.) 2 2 1 1 1 l 3 
1.5.4%) 1.5.4iD 7. 7%) 7. 7%) 7. 7%) 7.7%) 23.1%) 

INDURATION, INJECTION SITE 0 1 1 2 l l 2 
0.0%) 7. 7%) 7, 7%) 1.5.4%) 7. 7%) 7.7%) I 1.5.4%) 

PAIN/SORENESS, INJ. SITE 1 1 1 1 0 0 2 
7. 7%) 7. 7Y.) 7.7%) 7.7%) o.o:o 0.0%) 1.5.4%) 

SHELLING, INJ. SITE ( >l INCH) 0 0 0 0 0 1 l 
0.0%) 0.0%) I 0.0%) 0.0%) 0.0%) I 7.7%) I 7.7%1 

SHELLING, INJ. SITE (<=l IN,) 1 2 3 3 2 0 3 
( 7.7%) I ( 15.4%) C 23.1%) I 23.1%) ( 1.5.4%) C 0 . 0%) I C 23.1:0 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 9 I 9 I 7 I 6 I 6 I 6 I I 9 

I , 69.2%) I c 69.2%) I c 53.8%) I , 46.2%) I l 46.2i0 I l 46.2%) I I 69.2%) 

---------------------------------------------------------------------------------------------------------------I I I I I 
BODY AS A HHOLE/SITE UNSPEC. I 3 I 3 I 2 2 0 I 0 I 3 

I 23.1% l I 23.1%) I 15.4%) 15.4%) 0.0%) I 0.0%) I 23.UO 
I I I I I 

FATIGUE I 3 I 2 I 2 2 0 I 0 I 3 
I I 23.VO I ( 15.4%) I ( 15.4%) 1.5.4%) 0.0%) I I 0.0%) I I 23.1%) 
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INVESTIGATOR: SHEHAB, ZIAD H. 
STUDY : 000410 
VACCINE Hl8 CONJUGATE 
LOT tf.JteER : CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttDS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

---------------------------·------------------------------------------------------------------------------------------------VACCINE I Hl8 CONJUGATE I tf.JteER OF VACCINEES ( 14 VACCINEESJ - INJECTION: z I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tu-mER 

1----------------------------------------------------------------------------I HITH CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I I COHPLAINTS ..........................••................. --- .......... •••••••••• •••••••-I•••••••--•••••••••• ----
HARN TO TOUCH 0 1 0 0 0 I 0 1 o.o,o 7.7%) 0.0%) 0.0%) 0.0%) I 0.0%) 7.7%) 

I 
DIGESTIVE SYSTEM 4 4 4 4 4 I 4 6 

30.8%) 30.8%) 30.8%) 30.8%) 30.8%) I 30.8%) 46.z:o 
I 

DIARRHEA 0 1 z 3 3 I 3 3 
0.0%) 7. 7Y.) l.5.4iD Z3.1%) Z3.1%) I Z3.1%J Z3.1%J 

TEETHING 3 3 z z z z 3 
Z3.1%) Z3.1%) 15.4%) 15.4%) 15.4Y.) 15.4%) Z3.l%J 

VOHITING 1 1 1 0 0 0 1 
7. 7%) 7.7%) 7. 7%) 0.0%) 0.0%) 0.0%) 7.7%) 

NERVOUS SYSTEM & PSYCHIATRIC 6 4 3 3 1 l 6 
46.Z%) 30.8%) Z3.1%) Z3.1%) 7. 7%) 7.7%) 46.Z%J 

IRRITABILITY 6 4 3 3 1 1 6 
46.ZX) 30.a:o Z3.1%) Z3.1%) 7.7%) 7.7%) 46.2%) 

RESPIRATORY SYSTEM 1 z z 1 1 1 2 
7. 7%) 15.4%) 15.4%) 7.7%) 7. 7Y.) 7.7%) 15.4%) 

C~ COLD 1 l l 1 1 1 1 
7.7%) 7.7%) 7.7Y.) 7. 7%) 7. 7%) 7. 7%) 7,7%) 

COUGH l 1 1 1 1 1 l 
7, 7Y.) 7.7%) 7. 7%) 7. 7Y. J 7. 7Y.) 7. 7%) I 7. 7%) 

NASAL DISCHARGE 1 1 1 1 1 1 1 
7. 7Y. J 7. 7%) 7. 7%) 7. 7Y. J 7. 7Y.) 7. 7Y. J 7. 7Y. J 

HHEEZING 0 1 1 0 0 0 1 
0.0%) 7. 7%) 7.7%) 0.0%) 0.0%) 0.0%) 7.7%) 
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INVESTIGATOR I SHEHAB, ZIAD H. 
ST\JDY 000410 
VACCINE HIB CONJUGATE 
LOT 111.ttiER : CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttDS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

---------------------------~------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I 111.ttiER OF VACCINEES I 14 VACCINEESJ - INJECTION: 2 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I 111.ttiER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

••••••••••••••••••••••••••••••••••• •••••••--••••••••••••••••••••I•••••••••• IHHHHHflftttttt -•--1•••••••••• •••••••••• 
SKIN & SKIN APPENDAGE 1 1 1 I 1 l l I l 

1.1%1 1.1%1 1.1%1 I 1.1%1 1.1%1 1.1%1 I l 1.n1 
I I 

RASH 1 1 1 I 1 1 1 I 1 
7.7%) 7.7%) 7.7%) I 7. 7%) I 7.7%) I 7.7%) I 7.7%) 

I I 
SPECIAL SENSES O O 1 I O O O I 1 

l o.o%J 0.0%> 1.1%1 I o.o%J 0.0%1 l 0.0%> I 7 . 7%> 
I I 

EAR INFECTION, NOS O O l I O O O I l 
( 0.0%) ( 0.0%) f 7.7%) If 0.0%) f 0.0%) I 0.0%) I 7.7%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES MITH COHPLAINTS I 9 I 10 I 8 I 8 I 8 I 7 I I 10 

I I 69,2%1 I c 76,9%1 I c 61.5%> I c 61.SXJ I c 61.5%) I I 53.8%1 I I 1 76.9%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES MITH ND CONPLAINTS I 4 I 3 I 5 I S I 5 I 6 I I 3 

I I 30.8%) I I 23,1%> I I 38.SXJ I I 38.5%) I c 38.5%) I I 46.2%) I I 23.1%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 13 I 13 I 13 I 13 I 13 I 13 I I 13 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES HITH ND DATA I l I l I 1 I 1 I 1 I 1 I I 1 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT N..ttiER 1 
PATIENT CLASS: 
AGE RANGE 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 
12-71 ttDS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

--------------------------~~. -----------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I N..ttiER OF VACCINEES ( lS VACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tl.ltfiER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I 0 I l I 2 I 3 I 4 I S I ICOHPLAINTS 

·································••l••······••l••······••l••······••l••····•--1••····•--l••·····•Hl••······••l•---LOCAL REACTIONS I 6 I S I Z I 1 I o I 0 I I 7 
I , 40. 0% > I , 33. 3% J I , 13. 3% > I , 6. 7% > I , o. 0% > I , o. 0% > I I 46. 7% > 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
ERYTHEHA,INJ.SITE(<:slIN.l I l I o I o I o I o I o I I 1 

I 6.7%) I 0.0%1 I 0.0%) I 0.0%1 I o.o;o I , o.o;o I I 6.7i:> 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 6 I 4 I 2 I l I 0 I o I I 6 
I , 40. 0% > I 26. 7% > I , 13. 3% > I 6. 7% > I o. o;,: > I , o. 0% > I I , 40. o;o 
I I I I I I I I 

STIFFNESS/TIGHTNESS, INJECTION SI I 0 I l I D I 0 I 0 I 0 I I 1 
I ( o.o:o I ( 6.7X) I l 0.0X) I ( 0.0X) I ( 0.0X) I ( o.o;o I I 6.7%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 3 I s I 4 I 4 I Z I 3 I I 7 

I , zo. ox > I l 33. 3% > I l 26. Tl. , I I 26. 1,0 I , 13. 3X , I , zo. ox , I I 46 • 7% , 

--------------------------------------------------------- ---------- -------------------------------------------
BOOY AS A HHOLE/SITE lltSPEC. z z 2 1 1 z 4 

13.3%) 13.3%) 13.3%) 6. 7i:) 6. 7%) 13.3%) 26.7%) 

FATIGUE z 1 l 0 0 l 4 
13.3%) 6. 7%) 6. 7X) 0.0%) 0.0%) 6.7%) 26.7%) 

HARH TO TOUCH 0 2 2 l 1 1 2 
0.0%) 13.3:o ' 13.3,O ' 6.7%) 6. 7%) 6. 7%) ' 13.3%) 

DIGESTIVE SYSTEH 1 3 z z l l 4 
6. 7%) 20.0%) 13.3%) 13.3X) 6. 7%) 6. 7%) 26. 7%) 

ANOREXIA 0 0 0 0 0 1 1 
o.o:o o.o,o o.o,o 0.0%) 0.0%) 6. 71.) 6. 7%) 

DIARRHEA 0 0 1 0 0 1 z 
0.0%) 0.0%) 6. 7%) 0.0%) 0.0%) ' 6.7%) ' 13.3%) 
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INVESTIGATOR SHEHAB, ZIAD H. 
STUDY 000410 
VACCINE I HIB CONJUGATE 
LOT M.teER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 12-71 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

--------------------------~-------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I M.teER OF VACCINEES C 15 VACCINEESJ - INJECTION: 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tutBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS ........................................................................... --- .................... ········-
TEETHitG 1 3 1 2 1 1 3 

6. 7.iO 20.0Y.J 6. T.I.J 13.3%) 6. 7%) 6. 7%1 20.0Y.J 

NERVOUS SYSTEM & PSYCHIATRIC 4 2 2 2 1 0 0 
13.3%) 13.3%) 13.3%) 6. 7%) 0.0%) 0.0%) 26. 7%) 

IRRITABILITY 3 2 1 2 1 0 0 
13.3%) 6. 7%) 13.3%) 6. 7%) 0.0%) 0.0%) 20.0%) 

PROLONGED CRYitG, . >1/2 HR 2 l l 0 0 0 0 
6.T.I.> 6.7%) 0.0%) 0.0%) 0.0%) 0.0%) 13.3%) 

RESPIRATORY SYSTEH 1 0 0 0 0 1 0 
0.0%) 0.0%) 0.0%) 0.0%) 6.7i0 0.0%) 6. 7%) 

0 0 0 0 l 0 HEDIASTINAL ABSCESS 1 
0.0%) 0.0%) 0.0%) 0.0%) 6.7%) 0.0%) ,. 7%) 

0 0 0 0 1 0 SKIN & SKIN APPENDAGE 1 
0.0%) 0.0%) 0.0%) 0.0%) 6.7%) 0.0%) 6.7%) 

0 0 0 0 l 0 SKIN INFLAHHATION 1 
o. 0%) 0.0%) 0.0%) 0. 0%) 6. 7%) 0.0%) 6.7%) 

0 1 1 1 0 0 SPECIAL SENSES 1 
0.0%) 6. 7%) ,. 7%) 6. 7%) 0.0%) 0.0%) 6.7%) 

OTALGIA O 1 l l O O 1 11 o.o:o I 6.7%) I 6.71.) 11 6.71.) 11 0.0%) I 0.01.) I 6.7%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 7 I 9 I 5 I 4 I 2 I 3 I I 11 

I c 46 • 7% J I c 60. 0% l I c 33. 3% l I c 26. 7% J I c 13. 3% l I I 20. 0% l I I 73. 3% l 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO COHPLAINTS I 8 I 6 I 10 I 11 I 13 I 12 I I 4 

I C 53. 3%) I C 40. 0% J I C 66. 7%) I C 73. 31.) I C 86. 7%) I C 80. 0%) I I 26. 7%) 
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INVESTIGATOR SHEHAB, ZIAD H. 
ST\JOY 1 000410 
VACCINE I HIB CONJUGATE 
LOT M.ttBER I CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

---------------------------~------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I M.ttBER OF VACCINEES t 15 VACCINEES) - INJECTION: 1 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I N.H3ER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICC11PLAINTS 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------l-•-••-I 
TOTAL YACCINEES REPORTINlil I 15 I 15 I 15 I 15 I 15 I 15 I I 15 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES MITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 
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INVESTIGATOR SHEHAB, ZIAD H. 
STUDY 000410 
VACCINE HIB CONJUGATE 
LOT l'LtmER I CPZ98 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

---------------------------·--~--------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I l'LtmER OF VACCINEES C 38 VACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tutiER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 

•••••••••••••••••••••••••••••••••••l•••••••••••••••••••••l••••••••••l•••••••tHHt••••••••••••••••••••••l-••••••••1---•tHHt 
LOCAL REACTIONS I 7 I 7 • 3 I 4 I 4 I 4 I I lZ 

-----------------------------------
ERYTHEHA, INJ. SITE (<=1 IN.) 

INDURATION, INJECTION SITE 

PAIN/SORENESS, INJ. SITE 

I c ZZ.6%1 I C Zl.Z%l I C 9.V.l I C lZ.V.l I C lZ.1%1 I I lZ.1%1 I I 36.4%) 

---------- ---------- ---------- ----------
3 5 2 2 

,.no 15.2% l 6.lX) 6.1%) 

0 1 1 z 
O.OX) 3.0Xl 3.0%) 6.1%) 

z 2 1 1 
6.5%) 6.lXl 3.0Xl 3.0%) 

----------
2 

6.1:1.) 

2 
6.1%) 

1 
3.0Xl 

----------
1 

3.0%) 

z 
6.1%) 

l 
3.0Xl 

----------
6 

18.Z%l 

z 
6.1%) 

3 
9.1:0 

SHELLING, INJ. SITE C<=l IN.) 3 3 Z Z 2 2 5 
I 9. 7%) C 9 .1%) I 6 .1%) C 6 .1%) C 6, 1%) I 6 .1%) 15. Z% l 

---- · ~-----------------------------1----------1----------I----------I----------I----------I----------I----------I 
SYSTEHIC I 9 I 15 I 1Z I 11 I 11 I 1Z I I 22 

I c 29.0%1 I I 45.5%1 I c 36.4%1 I I 33.3%1 I I 33.3%1 I c 36.4:1.l I I 66.7%1 

----------------------------------------------------------------------------------------------------------------
BODY AS A HHOLE/SITE UNSPEC. 5 8 3 

16.1%) Z4.V.l 9.1%) 

FATIGUE 5 4 3 
16.lXl 12.lXl 9.1:1.) 

FEVER 0 2 0 
0.0%) 6.1%) 0.0%) 

HARN TO TOUCH 0 4 0 
O.OXJ lZ.V.J 0.0%) 

DIGESTIVE SYSTEH 3 6 4 
9.7:1.) 18.2%) lZ,lXJ 

I 
I 2 3 
I 6.1%) 9.1%) 
I 
I 2 z 
I 6.lXJ 6.lXJ 
I 
I 0 0 
I ( 0.0%) 0 . 0%) 
r 
I 1 1 
I 3.0%) 3.0%) 
I 
I 5 5 
I 1s.z:o 15.2%) 

1 
3.o:o 

0 
o.o:o 

0 
0.0%) 

1 
3.0XJ 

6 
18.2%) 

13 
39.4%) 

9 
27.3%) 

z 
6.1%) 

6 
18.ZXl 

9 
Z7.3%) 
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INVESTIGATOR SHEHAB, ZIAD H. 
STUDY 000410 
VACCINE I Hl8 CONJUGATE 
LOT N.l'llER I CPZ98 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE : H18 CONJUGATE 

CLINICAL COHPLAINTS 

••••••••••••••••••••••••••••••••••• 
DIARRHEA 

TEETHING 

VOHITING 

NERVOUS SYSTEH & PSYCHIATRIC 

IRRITABILITY 

PROLONGED CRYING, >1/Z HR 

RESPIRATORY SYSTEM 

BR<H:HIOLITIS, ACUTE 

Cot'ftON COLD 

COUGH 

NASAL CONGESTION 

NASAL DISCHARGE 

I N.l'llER OF VACCINEES ( 38 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tut3ER 

l----------------------------------------------------------------------------1 HITH 
I o I 1 I Z I 3 I 4 I s I I COHPLAINTS 
•••••••••• •••••••••• • ••••••••• • ••••••••• •••••••••• •••••••••• •••••••••• •••••••••• 

1 z z z z 3 6 
3.Z%) 6.1%) 6.1%) 6.1%) 6.1%) 9.1%) 18,Zi!J 

z 3 3 4 4 4 4 
6.5%) 9,1%) 9.1%) lZ.llO 1Z.1%J lZ.llO lZ.1%) 

0 1 0 0 0 0 1 
0.0%) 3.0%) 0.0%) 0.0%) 0.0%) 0.0%) 3.0%) 

4 7 s 3 z 3 13 
1Z.9%J Zl,Z%J 15.Z%) 9.1%) 6.1%) , .1%) 39.4% J 

4 7 4 3 z 3 lZ 
lZ, 9%) Zl,VO 1Z,1%J 9,1%) 6.1%) 9.1% J 36.4%) 

0 0 1 0 0 0 1 
0.0%) 0.0%) 3.0%) 0.0%) 0.0%) 0.0%) 3.0%) 

1 z z 4 4 4 4 
3.ZXJ 6.1%) 6.1%) lZ.1%) lZ, 1% l 12.1%) 12.1%) 

1 1 1 2 2 z 2 
3,Z%) 3.0%) 3.0%) 6.1%) 6.1%) 6.1%) 6 .1% J 

0 0 0 1 1 1 1 
0.0%) 0.0%) 0,0%) 3.0%) 3.0%) 3.0%) 3.0%) 

0 1 0 2 z 1 z 
0.0%) 3.0%) 0.0%) 6.1%) 6.1%) 3.0%) 6.1%) 

0 1 1 1 1 1 1 
0.0%) 3.0%) 3.0%) 3.0%) 3.0%) 3.0%) 3.0%) 

0 0 0 1 1 1 1 
0.0%) 0.0%) 0.0%) 3.0%) 3.0%) 3.0%) 3.0%) 

.::, 
:) ...., 
.::: ,... 

. I 
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INVESTIGATOR I SHEHAB, ZIAD H. 
STUDY 1 000410 
VACCINE I HIB CON.Ju;ATE 
LOT MNER CP298 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL CONPLAINTS 

---------------------------·------------------------------------------------------------------------------------------------
I MNER OF VACCINEES ( 38 VACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I MNER 

l----------------------------------------------------------------------------1 HITH 
I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

VACCINE I HI8 CON.Ju;ATE 

CLINICAL CottPLAINTS 
*•*••lti•IH•HNHINrttN*NNltiNIH•IHNHINrttN*N•it,NltiNIHNHl•tt1••••••1ti·IH•H•Hl•'*•*••lti•IH·Ht• •••••••••• •••••••••• •••••••••• •••••••••• ••••••••- •••••••••• •••••••••• •NNNNNNN•• 

PHARYNGITIS O O O 1 1 1 1 
0.0%) 0.0%) 0.0%) 3.0%) 3.0%) 3.0%) 3.0%) 

SNEEZING l 0 0 0 1 1 l 
o.o,o 0.0%) 0.0%) 3.0%) 3.0%) 3.o;o 3.0%) 

HHEEZING 1 0 0 0 l 1 0 
0.0%) 0.0%) 0.0%) 3.0%) 3.0%) 0.0%) 3.o:o 

SKIN & SKIN APPENDAGE 1 0 0 0 0 0 1 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 3.0%) 3.0%) 

HYPERHYDROSIS 1 0 0 0 0 0 l 
0.0%) 0.0%) 0.0%) ' 0.0%) 0.0%) 3.0%) 3.0%) 

SPECIAL SENSES 2 1 2 2 2 2 2 
3.2%) 6.1%) 6.1%) 6.1%) 6.1%) 6.1%) 6.1%) 

0 1 l 1 1 l CONJU«:TIVITIS l 
0.0%) 3.0%) 3.0%) 3.0%) 3.0%) 3.0%) 3.0%) 

OTITIS HEDIA 1 1 1 1 1 l l 
I , 3.2%1 , 3.0%1 c 3,0%1 c 3.o,o , 3.o:o , 3.o%> 3.o%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 12 I 19 I 13 I 12 I 13 I 14 I I 26 

I c 38.7%> I c 57.6%1 I c 39.4%1 I c 36.4%1 I c 39.4%1 I c 42.4%1 I I 78.V.J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO CottPLAINTS I 19 I 14 I 20 I 21 I 20 I 19 I I 7 
I c 61.3%1 I c 42.4%> I c 60.6%J I c 63.6%> I c ,o.,;o I c 57.6%J I I c 21.2%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 31 I 33 I 33 I 33 I 33 I 33 I I 33 

I I I I I I I I 
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INVESTIGATOR I SHEHAB, ZIAD H. 
STUDY 1 000410 
VACCINE I HIB COHJUGATE 
LOT N.1-BER CPZ98 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1-11 HOS. . 

,. , ,.,,. 

TABLE 11 (cont.) 

CLINICAL CO.LAINTS 

---------------------------~-----------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE . , I N.1-BER OF VACCINEES I 38 VACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu1BER 

1----------------------------------------------------------------------------I HITH 
CLINICAL CO.LAINTS I O I 1 I Z I 3 I 4 I S I ICOHPLAINTS 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-•--1 
YACCINEES HITH ND DATA I 7 I S I 5 I 5 I S I S I I 5 I 

I I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 

1 SHEHAB, ZIAD H. 

LOT tu-BER 1 
PATIENT CLASS: 
AGE RANGE 

000410 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 11 (cont . ) 

CLINICAL COHPUINTS 

--------------------------~-~---------------------------------------------------------------------------------------------
VACCINE I HIB CWUJGATE . I tu-BER OF VACCINEES ( 31 VACCINEESI - INJECTION: 2 I 

l----------------------------------------------------------------------------1 I DAYS .POST VACCINATION I tl.t1BER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

•••••••••••••••••••••••••••••~•••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••I•••••••••• 
LOCAL REACTIONS I 5 I 7 I 4 I 3 I 3 I 2 I I 8 I c 16. 7% I I c 23. 3% 1 I c 13. 3% 1 I , 9. 7% 1 I c 9. 7% 1 I , 6. sx I I I 25. a% 1 

ERYTHEHA, INJ. SITE (>l INCH) 0 1 l 0 0 0 0 
0.0%) ( 3.2%) 3.3%) 0.0%) ( 0.0%) 0.0%) ( 0.0%) 

ERYTHEHA, INJ. SITE (<=l IN.) 2 5 3 3 2 2 0 
6.7%) ( 16.1%) 10.0%) 10.0%) 6.5%) 6.5%) I 0.0%) 

INDURATION, INJECTION SITE O l 1 1 1 1 1 
0.0%) 3 . 2%) 3.3%) 3.3%) 3.2%) 3.2%) 3.2%) 

PAIN/SORENESS, INJ. SITE 3 3 2 1 0 0 0 
10.0%) 9.7%) 6.7%) 3.3%) 0.0%) 0.0%) 0.0%) 

2 1 l 0 0 SHELLING, INJ. SITE (>l INCH) 1 Z 
,. 7%) 3.3%) 3.2%) I 0.0%) 0.0%) 3.3%) 6.5%) 

SHELLING, INJ. SITE l<=l IN.) 2 2 1 1 2 2 3 
I 6. 7%) ( 6. 7%) I 3. 3% J I 3. 2% I I I 6. 5%) I ( 6. 5%) ( 9. 7%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 8 I 13 I 10 I 5 I 6 I 6 I I 19 

I c 26.7%1 I c 43.3%> I c 33.3%> I I 16.V.J I c 19.4%> I c 19.4%> I I 61.3%> 

-----------------------------------------------------------------------------------------------------------------
BODY AS A HHOLE/SITE ~PEC. 6 3 2 2 3 3 

20.0%) 10.0%) 6. 7%) 6.5%) 9. 7%) 9.7%) 

FATIGUE 5 2 z 1 l z 
16. 7%) 6.7%) 6.7%) 3.2%) 3.2%) 6.5%) 

FLU-LIKE ILLNESS 0 0 1 1 1 1 
0.0%) 0.0%) 3.3%) 3.2%) 3.2%) 3.2%) 

10 
32.3%) 

8 
25.8%) 

1 
3.2%) 
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INVESTIGATOR I SHEHAB, ZIAD H. 
STUDY 000410 
VACCINE I HIB CONJUGATE 
LOT t«.IBER I CP298 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL CONPLAINTS 

---------------------------~·-----------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL COHPLAINTS 
••••••••••••••••••••••••••••••••••• 

VIRUS INFECTION 

HARH TO TOUCH 

DIGESTIVE SYSTEH 

DIARRHEA 

GASTRITIS, ACUTE 

NAUSEA 

TEETHING 

YCl1ITING 

NERVOUS SYSTEH & PSYCHIATRIC 

IRRITABILITY 

PROLONGED CRYING, >l/2 HR 

I t«.IBER OF VACCINEES C 31 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tueER 

1----------------------------------------------------------------------------I HITH 
I 0 I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
•••••••••• • ••••••••• • ••••••••• ······••1ttt .......... llllllllllllllllllll IHlllllllll.llllll IIHHHHHHHHHf 

0 0 0 0 0 l l 
O.OiO 0.0%) 0.0%) 0.0%) 0.0%) 3.2%) 3.2%) 

2 2 l 0 3 3 7 
6.7i:) 6.7i0 3.3%) 0.0%) 9. 7%) 9.7i:) 22.6%) 

l 3 3 2 2 2 5 
3.3%) 10.0%) 10.0%) 6.5%) 6.5%) 6.5%) 16.liO 

0 1 2 0 0 l 3 
0.0%) 3.3%) 6.7%) 0.0%) o.o,o 3.2%) 9.7%) 

0 0 l 0 0 0 l 
O.OiO 0.0%) 3.3%) O.OiO 0.0%) 0.0%) 3.2%) 

0 0 1 l 0 0 1 
0.0%) 0.0%) 3.3%) 3. 2%) o:oi, 0.0%) 3.2%) 

1 1 1 1 1 1 1 
3.3%) 3.3%) 3.3%) 3.2%) 3.2%) 3.2%) 3.2%) 

0 2 1 1 1 0 4 
0.0%) 6.7%) 3.3%) 3.VO 3.2%) 0.0%) 12.9%) 

5 6 4 3 3 3 13 
16. 7%) 20.0%) 13.3%) 9.7%) 9. 7%) 9. 7%) 41.9%) 

1 0 0 0 0 0 1 
3.3%) 0.0%) 0.0%) 0.0%) 0.0%) ( o.o:o 3.2i0 

4 5 3 3 3 3 11 
13.3%) 16. 7%) 10.0%) 9.7%) 9.7%) 9.7%) 35.5%) 

0 0 1 0 0 0 1 
0.0%) 0.0%) 3.3%) 0.0%) 0.0%) 0.0%) 3.2%) 

·:::> 
0 __, 
J::> 
\JI 
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INVESTIGATOR SHEHAB, ZIAD H. 
STUDY 000410 
VACCINE I HIB CONJUGATE 
LOT NLtBER CPZ98 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL CQHl>LAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE 

CLINICAL COHPLAINTS 

I NLtBER OF VACCINEES ( 31 VACCINEESI - INJECTION: Z I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tumER 

1----------------------------------------------------------------------------I HITH I 0 I 1 I Z I 3 I 4 I s I ICOHPLAINTS 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

lHJSUAL HIGH-PITCHED CRYINQ O 1 Z O O O z 
0.0%) 3.3%) 6.7%) 0.0%) 0.0%) 0.0%) 6.5%) 

RESPIRATORY SYSTEH 0 z 3 z 1 1 3 
o.o;o ,. 7%) 10.0,0 6.5%) 3.Z%1 3.Z%J ,. 7%) 

NASAL DISCHARGE 0 1 z 1 0 0 z 
0.0%) 3.3%) ,. 7%) 3.Z%) 0.0%) 0.0%) 6.5%) 

HHEEZING 0 1 1 1 1 1 1 
0.0%) 3.3%) 3.3%) 3.Z%J 3.2%) J.z:o 3.Z%) 

SKIN & SKIN APPENDAGE 0 1 2 0 0 0 z 
0.0%) 3.3%) ,. 7%) 0.0%) 0.0%) 0.0%) 6.5%) 

ATOPIC DERHATITIS 0 0 1 0 0 0 1 
o.o,o 0.0%) 3.3%) 0.0%) 0.0%) 0.0%) 3.Z%1 

RASH 0 1 1 0 0 0 1 
0.0%) 3.3%) 3.3%) 0.0%) 0.0%) 0.0%) 3.2%) 

SPECIAL SENSES z 2 0 0 1 0 4 
6.7%) ,. 7%) 0.0%) 0.0%) 3.Z%) 0.0%) lZ.9%1 

CONJlKTIVITIS 1 0 0 0 0 0 1 
3.3%) o.o,o 0.0%) 0.0%) o.o,o 0.0%) 3.2%) 

EAR INFECTION, NOS 0 1 0 0 1 0 2 
0.0%) 3.3%) 0.0%) 0.0%) 3.Z%1 0.0%) 6.5%) 

OTITIS HEDIA 1 1 0 0 0 0 1 
I ( 3.3%) I f 3.3%) I ( 0.0%) ( 0.0%) I 0.0%) I 0.0%) 3.2%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 10 I 15 I 11 I 6 I 8 I 7 I I 20 

I I 33.3%) If 50.0Y.J I I 36.7%1 If 19.4%> I I ZS.8%J If ZZ.6%J I I 64.5%) 

0 
,o 
...... 
~ 
C7' 
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INVESTIGATOR SHEHAB, ZIAD N. 
STUDY 000410 
VACCINE I HIB CONJUGATE 
LOT NU1BER I CPZ98 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RAN;E 1 1-11 NOS. 

TABLE 11 (cont.) 

CLINICAL COHPUINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE I N.11BER OF VACCINEES l 31 VACCINEES) - INJECTION: Z I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu-eER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPUINTS I O I l I Z I 3 I 4 I .5 I ICOHPLAINTS 
--------------------------------- --1----------I---------- I----------I----------I----------I----------I----------I---I 

VACCINEES MITH t«J COHPUINTS I ZO I 15 I 19 I Z.5 I Z3 I Z4 I I 11 I 
I c 66.7.iO I c .5D,OXJ I c 63.3%1 I c 80.6%1 I c 74.ZXJ I c 77.4%1 I I c 35 • .5%1 I 

-----------------------------------1----------I---------- I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTitG I 30 I 30 I 30 I 31 I 31 I 31 I I 31 I 

I I I I I I I I I 

-----------------------------------1----------1---------- 1----------1----------1----------1----------1----------1 
VACCINEES MITH t«J DATA I 1 I 1 I l I O I O I O I I 0 

I I I I I I I I 
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INVESTIGATOR SHEHAB, ZIAD N. 
STUDY 000410 
VACCINE HIB CONJUGATE 
LOT HlnER CP298 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 12-71 NOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

---------------------------~------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I tutBER OF VACCINEES ( 28 VACCINEES l - INJECTION: 1 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tutiER 

1----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 

•••••••••••••••••••••••••••••••••••1••••••••••1••••••••••1••••••••••1--.1••••••••••1••••••••••1••••••••••1•---
LOCAL REACTIONS I 3 I 6 I 1 I O I O I O I I 7 

I ( 11.i;o I ( 22.z:o I ( 3.7%) I ( 0.0%) I ( 0.0%) I ( 0.0%) I I 25.9%) 

-----------------------------------1----------I---------- ---------- ---------- ---------- ---------- ----------
ERYTHENA, INJ. SITE (<o:l IN. I I 2 I 1 0 0 0 0 Z 

I 7.4%1 I 3.Tl.l o.ox, o.ox, o.o;o o.ox, 7.4Xl 
I I 

INDURATI(l,I, INJECTI(l,I SITE I O I 2 O O O O 2 
I o.o%l I 7,4%1 o.ox, o.ox, 0.0%1 o.ox, 7.4%> 
I I 

PAIN/SORENESS, I~. SITE I 3 I 5 O O O O 6 
I 11.1%l I 18.5%l o.oXl o.oXl o.o%l o.ox, 22.zx, 
I I 

SHELLING, INJ. SITE (<=l IN. l I Z I 2 1 0 0 0 3 
I, 7.4%l I, 7.4%l , 3.7%l , o.o%l , o.o%l , o.ox• 11.1x, 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTENIC I 5 I 6 I 3 I 4 I 2 I 1 I I 9 

I, 18.5%l I I ZZ . 2%> I l 11.lXl I I 14.8%) I l 7,4%l I l 3.7%> I I 33.3%> 

-----------------------------------------------------------------------------------------------------------------
BOOY AS A HHOLE/SITE lMSPEC, 4 2 1 2 1 1 6 

14.8%) 7 . 4%) 3. 7%) 7.4%) 3. 7%) 3.7%) 22.2%) 

FATIGUE 3 1 0 1 0 0 4 
11.V.J 3 . 7%) 0.0%) 3. 7%) 0.0%) 0.0%) 14.8%) 

FUGJS INFECTI(l,I 0 1 1 1 1 1 1 
0.0%) 3.7%) 3. 7%) 3.7%) 3. 7%) 3.7%) 3.7i0 

HARN TO -TOUCH 1 1 0 1 1 1 3 
3. 7%) 3. 7%) 0.0%) 3. 7%) 3.7%) 3.7%) 11.1%) 

DIGESTIVE SYSTEN 0 1 1 2 2 1 2 
0.0%) 3. 7%) 3 . 7%) 7.4%) 7.4%) 3. 7%) 7.4%) 
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INVESTIGATOR: SHEHAB, ZIAD H. 
ST\JDY 000410 
VACCINE : HIB CONJUGATE 
LOT M11BER I CP298 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 12-71 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

------------------------ ---~------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I M11BER OF VACCINEES l 28 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu1BER 
1----------------------------------------------------------------------------I HITH 
I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS CLINICAL COHPLAINTS 

••*••lti·IH•tti•Hl·••*••lti•IH·Hl•H1•••*••*•1ti·IH·Hl•Hl•••*••lti·IH·Hl·Hl·••*••lti·IH•HI· ·······••· •·•···•••• ••··••·••• ····•••••• ·••••••··· •••••••·•• •····•·••· •·•••••••· 
ANOREXIA 0 0 0 0 1 o 1 

0.0%) 0.0%) 0.0%) 0.0%) 3.7%) 0.0%) 3.7%) 

DIARRHEA 1 0 1 1 1 1 1 
0.0%) 3. 7%) 3.7%) 3. 7% J 3. 7% J 3. 7% J 3. 71. J 

SALIVATION INCREASE 1 0 0 0 1 1 0 
0.0%) 0.0l.) 0.0% J :s. 7%) 3. 71.) 0.0%) 3. 7%) 

TEETmNG 1 0 1 1 1 1 1 
0.0%) 3.7i0 3. 7% J 3. 7%) 3.7%) 3. 7% J 3. 71. J 

NERVOUS SYSTEH & PSYCHIATRIC 6 2 5 3 2 0 0 
7.4%) 18.5%) 11.1%) 7 .4% J 0.0% J 0.0%) 22. 21.) 

IRRITABILITY 6 2 5 3 2 0 0 
7.4%) 18.5%) 11.1%) 7.4%) 0.01. > 0.0%) 22. 21.) 

0 1 1 2 1 0 SKIN & SKIN APPENDAGE 2 
0.0%) 5. 7%) ' 3. 7%) 7 Jtl.) 3.71.) ' o.o:o 7 .41.) 

RASH O 1 1 2 1 0 2 
l 0.0l.) I l 3.7%) l 3.7%) l 7.41.) l 3.7%) I l 0.0%) I 7.4%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 8 I 11 I 4 I 4 I 2 I 1 I I 14 

I, 29.6%> I l 40.7%> I l 14.8%> I l 14.8%> I l 7.4%> I l 3.7%> I I 51.91.J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO C<l1PLAINTS I 19 I 16 I 23 I Z3 I 25 I 26 I I 13 
I l 70.4%> I l 59.31.> I l es.2%> I l es.21.1 I l 92.6%> I l 96.3%> I I 48.1%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 27 I 27 I 27 I 27 I 27 I 27 I I 27 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT MRER 
PATIENT CLASS: 
AGE RANGE 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

VACCINE : HIB CONJUGATE I MRER OF VACCINEES I 28 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I IU1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------l----------1----------l-1HUHHHHtitl 

VACCINEES HITH t«> DATA I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 
I I I I I I I I I 

0 
:::> ..... 
,Jl 
::> 
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INVESTIGATOR I SHEHAB, ZIAD H. 
S11JDV 000410 
VACCINE HIB CONJUGATE 
LOT t-l.tlBER I CP749 
PATIENT .CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 11 {cont.) 

CLINICAL COHPLAINTS 

---------------------------:--.~----------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I t-l.tlBER OF VACCINEES I 16 VACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL CotlPUINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 

·································••l••······••l••······••l••······••l••······••l••······••ltttHHHUHHHHfltttt••····••l••·····•-1 
LOCAL REACTIONS I Z I o I o I o I o I o I I z I 

I I zo.o:o I I o.o:o I I 0.0%) I I 0.0%) I I o.o:o I I 0.0%) I I zo.0%) I 
-----------------------------------1----------I----------I----------I----------I----------I-------- --I----------I I 

PAIN/SORENESS, INJ. SITE I Z I o I o I o I o I o I I Z I 
I I zo • 0% , I I o. 0% ) I I o. 0% , I I o. 0% , I I o. 0% , I I o. 0% , I I zo • 0% 1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SYSTEHIC I 3 I 4 I 5 I 4 I 3 I 4 I I 6 I 

I 1 30.0%) I I 40.0%) I I 50.0%) I 1 40.0%) I I 30 . 0lO I I 40 . 0%) I I 60.0;0 I 

BODV AS A HHOLE/SITE ....SPEC. z 3 3 1 1 1 5 
Z0.0%) 30.0%) 30.0%) 10.0%) 10.0%) 10.0%) 50.0iO 

FATIGUE 1 z 0 0 1 1 4 
10.0%) Z0.0%) o.o:o 0.0%) 10.0;0 10.0%) 40.0%) 

HARN TO TOUCH 1 z 3 1 0 0 3 
10,0%) Z0,0%J 30.0%) 10,0%) 0.0%) 0.0%) 30.0%) 

DIGESTIVE SYSTEH 1 z z 1 1 1 z 
10.0%) Z0.0%) Z0.0%) 10.0%) 10.0%) 10.0%) Z0,0%) 

CONSTIPATION 0 1 1 0 0 0 1 
0.0%) 10.0%) 10.0%) 0.0%) 0.0%) 0,0%) 10.0%) 

TEETHING 1 1 1 1 1 1 1 
10.0%) 10.0%) 10.0%) 10.0%) 10.0:0 10.0%) 10.0:0 

NERVOUS SYSTEH & PSYCHIATRIC 1 1 z 1 1 z 4 
10.0%) 10.0%) Z0,0%) 10.0%) 10.0%) Z0,0%) 40.0%) 

HYPERKINESIA 0 0 1 0 0 0 1 
0.0%) 0.0%) 10.0:0 0 . 0%) 0.0%) 0.0%) 10.0iO 
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TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

INVESTIGATOR: SHEHAB, ZIAD H, 
ST\JDY 000410 
VACCINE HIB CONJUGATE 
LOT tl.leER I CP749 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS, 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE I tl.leER OF VACCINEES l 16 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tueER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 

---····························· •••••••••••••••••••••••••••••• tHHHHHftHHHt -- •••••••••••••••••••••••••••••• 
IRRITABILITY 1 1 2 1 1 2 4 

RESPIRATORY SYSTEH 

BRONCHIOLITIS, ACUTE 

COUGH 

NASAL CON.ESTION 

HHEEZIN. 

SKIN & SKIN APPENDAGE 

ATOPIC DERMATITIS 

10.or., 10.or., 20.or., 10.or., 10.or., 20.or., 40,0%, 

1 1 l 
10.0%) 10.0%) 10.0%) 

0 0 l 
0.0%) 0.0%) 10.0%) 

0 0 l 
0.0.% J 0.0.%) 10.0.%) 

0 0 0 
0.0%) 0.0.%) 0. 0.%) ' 

1 l 1 
10.0.%) 10.0.%) 10.0.% J 

0 0 2 
0.0%) 0.0%) 20.0.iO 

0 0 0 
0.0%) 0.0%) o.o.iO 

1 2 
10.0,0 20.0%) 

1 0 
10.0%) 0.0%) 

0 0 
0.0.%) o.or. J 

0 l 
0.0.%) 10.0%) 

1 1 
10.0%) 10.0%) 

z l 
20.0%) 10.0%) 

0 1 
0.0%) 10.0%) 

2 
20.0%) 

1 
10.0%) 

0 
0. 0.% J 

l 
10.0.%) 

l 
10.0%) 

l 
10.0%) 

1 
10.0%) 

2 
20.0%) 

1 
10.0%1 

1 
10.0%) 

1 
10.0%) 

1 
10.0%) 

3 
30.0%) 

1 
10 . 0%) 

RASH O O 2 2 0 O 2 
, o. 0% J , o. or. J , 20 • or. J , zo. or. J , o. o.% l , o. 0% J zo. o.% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 4 I 4 I S I 4 I 3 I 4 I I 6 

I , 40. 0% J I c 40. 0% l I c so • o,o I c 40. or. J I c 30. 0% J I c 40. 0% l I I 60 • 0% l 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COHPLAINTS I 6 I 6 I 5 I 6 I 7 I 6 I I 4 
I c 60.0:0 I , 60.0%l I c so.or., I c 60.0%l I 1 10.0:0 I l ,0.0%1 I I 40.0%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTIN. I 10 I 10 I 10 I 10 I 10 I 10 I I 10 

I I I I I I I I 

:::, 
:::> ...., 
·.Jl 
N 
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TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

INVESTIGATOR: SHEHAB, ZIAD H. 
STUDY 000410 
VACCINE : HIB CONJUGATE 
LOT N.tlBER : CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttDS~ 

VACCINE : HIB CONJUGATE I N.tlBER OF VACCINEES C 16 VACCINEES J - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tl.l'eER 

1----------------------------------------------------------------------------I HITH 
CLINICAL CotlPLAINTS I O I 1 I Z I 3 I 4 I 5 I IC011PLAINTS 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------l••••••••••I 
VACCINEES HITH NO DATA I 6 I 6 I 6 I 6 I 6 I 6 I I 6 I 

I I I I I I I I I 
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INVESTIGATOR 1 
STUDY 
VACCINE 
LOT tu1BER 1 
PATIENT CLASS: 
AGE RANGE 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL CONPLAINTS 

VACCINE : HIB CONJUGATE I tu1BER OF VACCINEES ( 9 VACCINEESJ - INJECTION: 2 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tu'BER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPUINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 

•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••-1••••••••••1••••••••••1•••••••••• •••••••••* 
LOCAL REACTIONS I l I 3 I l I l I l I l I 3 

I , 11.1%1 I , 33.3%1 I I 11.1%> I , 11.1%> I , 11.1%> I , 11.1%> I 33.3%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------

ERYTHEHA, INJ. SITE ( <al IN. > I 1 I 3 I l I 1 I 1 I 1 I 3 
I 1 11.1%> I 33.3%> I 1 11.1,0 I 11.1%1 I 11.1%J I 11.11., I 1 33.31.J 
I I I I I I I 

PAIN/SORENESS, I,._,. SITE I o I 1 I l I 1 I 1 I 1 I l 
I 0.01., I 11.11., I 11.v., I 11.v., I 11.11., I 1 11.11.1 I 1 11.11., 
I I I I I I I 

SHELLING, INJ. SITE C<■l IN.> I 1 I 2 I 1 I l I 1 I 1 I 2 
I , 11.1%> I , 22.2%> I , 11.1%J I , 11.1%> I , 11.1%> I , 11.1%> I 22.21.1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SVSTEHIC I l I 2 I 2 I 2 I 2 I 2 I I 4 

I , 11.1%, I , 22.2%> I , 22.21., I , 22.2%> I , 22.2%> I , 22.2%> I I 44.4%1 

----------------------------------- ----------------------------------------------------------------- ----------
BODY AS A toltOLE/SITE Lt6PEC. 0 2 2 0 1 1 4 

0.0%) 22.2%) 22.2%) 0.0%) 11.1%) 11.11., 44.4%) 

FATIGUE 0 0 1 0 l 1 2 
0.0%) 0.0%) 11.1%) 0.0%) 11.1%) 11.1%) ( 22. 21. J 

FEVER 0 l 0 0 0 0 l 
0.0%) 11.1%) ' 0.0%) 0.0%) 0.0%) 0.0%) ' 11.1%) 

NARH TO TOUCH 0 1 1 0 1 1 2 

' 0.0%) 11.1%) ' 11.1%) 0.0%) 11.1%) ' 11.1%) ( 22. 21.) 

DIGESTIVE SYSTEH l 1 1 1 2 2 2 
11.1%) 11.1%) 11.1%) 11.1%) 22.2%) 22.2%) 22.2%) 

DIARRHEA 0 0 0 0 1 1 1 
0.0%) 0.0%) 0.0%) 0.01. J 11.1%) 11.1%) ( 11.11.1 

0 
0 ...., 
\JI 
:::: 
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ItNESTIGATOR SHEHAB, ZIAD H. 
STUDY 1 000410 
VACCINE I HIB CONJUGATE 
LOT N.JteER I CP749 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RAtGE 1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

---------------------------~-·----------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL COHPLAINTS 

I N.JteER OF VACCINEES ( 9 VACCINEES J - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I l'UeER 
l----------------------------------------------------------------------------1 HITH 
I O I 1 I 2 I 3 I 4 I s I ICOHPLAINTS ................................... ----- .................... ------ ·······-- ............................. . 

TEETHitG l l l l l l l 
11.l.X) 11.1%) 11.1%) 11.1%) 11 , 1%) 11.1%) 11.1%) 

YOHITitG 0 0 0 0 l l l 
0.0%) 0.0%) 0.0%) 0.0%) 11.l.X) ' 11.1%) 11.1%) 

NERVOUS SYSTEM & PSYCHIATRIC 0 l 2 z 0 0 2 

' 0.0%) 11.1%) 22.2%) ' 22,2%) ' 0.0%) 0.0%) ' 22.2%) 

INSOtflIA 0 0 0 l 0 0 l 
0.0%) 0.0%) 0.0.iO 11.l.X) 0.0%) 0.0%) 11.1%) 

IRRITABILITY O l Z 2 0 0 2 
( 0.0%) ( 11.1%) ( 22.2%) ( 22.2%) I 0.0%) ( 0.0%) I Z2.Z%l 

----· -----------------------------1----------1----------I----------I----------I----------I----------I----------I 
YACCINEES HITH COHPLAINTS I 2 I 4 I Z I Z I 2 I Z I I 6 

I ( 22.2%) I ( 44.4.iO I ( 22.2%) I ( 22.2;0 I ( 22.2%) I I 22.2%) I I ( 66.7%) 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

YACCINEES HITH NO COHPLAINTS I 7 I 5 I 7 I 7 I 7 I 7 I I 3 
I , 77.e:o I , 55.6%> I , 77.8%> I , 77.8%1 I , 77.8%1 I c 77.8%1 I I , 33.3%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL YACCINEES REPORTitG I 9 I 9 I 9 I 9 I 9 I 9 I I 9 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
YACCINEES HITH NO DATA I 0 I 0 I 0 I O I 0 I 0 I I 0 

I I I I I I I I 

0 
:::, ...., 
\JI 
\JI 
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INVESTIGATOR SHEHAB, ZIAD H. 
STUDY 000410 
VACCINE I HIB CONJUGATE 
LOT H.1'13ER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE l 12-71 HOS. 

TABLE 11 (cont.) 

CLINICAL CotFLAINTS 

-------------------------------- .-------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I H.1'13ER OF VACCINEES ( 11 VACCINEES J - INJECTION: 1 f 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I N..tlBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I 0 I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

•••••••••••••••••••••••••••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1-----1••••••••••1••••••••••1--
LOCAL REACTIONS I 2 I 3 I 1 I 1 I 1 I o I I 3 

I c 1a.ZY.1 I 1 27.3%1 I 1 9.1%1 I 1 9.1%1 I 1 ,.1%1 I 1 0.0%1 I I 27.3%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA,INJ.SITEl<=lIN.J I 1 I 2 I 1 I 1 I 1 I 0 I I 2 
I 9.1%J I 18.ZY.l I c 9.1%J I 9.llO I 9.llO I l o.o,o I I l 18.2%l 
I I I I I I I I 

PAIN/SORENESS, INJ, SITE I 1 I 1 I o I o I o I o I I 1 
I I 9.1%) I I 9.1%) I I 0.0%) I I 0.0%) f C 0.0%) I C 0.0%) I I I 9.1%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 2 I 3 I 1 I l I 1 I 3 I I 4 

I I 18.ZY.J I I 27.3%1 I l 9.1%1 I I 9.1%1 I I 9.1%1 I l 27.3%1 I I 36.4%> 

BODY. AS A NIOLE/SITE LffSPEC. 0 0 0 0 0 2 z 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 18.2%) I 18.2%) 

FATIGUE 0 0 0 0 0 2 2 
0.0%) 0.0% J 0.0%) 0.0%) 0.0%) 18.2%) 18.2%) 

DIGESTIVE SYSTEN 0 0 0 0 0 l l 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 9.1%) I 9.1%) 

TEETHING 0 0 0 0 0 1 1 
0.0%) I 0.0%) 0.0%) 0.0%) 0.0%) 9.1% J 9.1%) 

NERVOUS SYSTEN & PSYCHIATRIC z 2 l l 1 2 3 
18.2%) 18.2%) 9.1%) 9.1%) 9.1%) 18.2%) 27.3%) 

IRRITABILITY 1 l 0 0 0 l 2 
I 9.1%) 9.1%) 0.0%) 0.0%) 0.0%) 9.1%) 18.2%) 

NERVOUSNESS l 1 l 1 1 l l 
9.1%) 9.1%) ( 9.1%) 9.llD 9.1%) I 9.1%) I 9.1%) 

0 
0 ...., 
\J1 
a-
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tf.HlER 1 
PATIENT CLASS: 
AGE RANGE 

SHEHAB, ZIAD N. 
000410 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
lZ-71 l'OS. 

TABLE 11 (cont.) 

CLINICAL CONPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I tf.HlER OF VACCINEES I 11 VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I t-ueER 
1----------------------------------------------------------------------------I HITH 

CLINICAL CONPLAINTS I O I l I Z I 3 I 4 I S I ICOHPLAINTS 

·································••l••······••l••······••l••······••lllHHHHHHHHHtl••······••l••······••l••······••l•---·-SKIN & SKIN APPENDAGE I O I l I O I O I O I O I I l 
I o.o,o I 9.1%, I o.o:o I o.o;o I 0.0%, I 0.0%1 I I , 9.1% 1 
I I I I I I I I 

ATOPIC DERMATITIS I O I l I o I O I O I o I I l 
I I o.ox, I I 9.1%) I I o.ox, I I 0.0%1 I I o.ox, I I o.ox, I I 1 9.1%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH CONPLAINTS I 4 I 6 I Z I Z I Z I 3 I I 6 

I I 36.4%) I I .54.S%> I I 18.Z%> I I 18.2%> I I 1a.2%1 I I Z7.3%J I I , 54.s:o 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO CotlPLAINTS I 7 I S I 9 I 9 I 9 I 8 I I S 
I c 63.6%> I c 45.5%1 I I a1.v.1 I, a1.a%1 I I 81.8%1 I I 7Z.7%J I I, 45.5%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 11 I 11 I 11 I 11 I 11 I 11 I I 11 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I o I O I O I O I O I O I I 0 

I I I I I I I I 



HFLu/Z3546030/07/lU88/PAGE 232 

INVESTIGATOR: SHEHAB, ZIAD M. 
ST\JDY 000410 
VACCINE Hl8 CONJUGATE 
LOT Nl.tBER I CR132 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 1 1-11 MOS. 

TABLE 11 (cont. ) 

CLINICAL COl'FLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : Hl8 CONJUGATE I Nl.tBER OF VACCINEES I 16 VACCINEES) - INJECTION: 1 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I t-LtBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPUINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l•••••••-1-•••••••l••••••••••I---. 
LOCAL REACTIONS I 1 I 3 I O I o I o I o I I 3 

I I 10.0%1 I I 30.0%) I I 0.0%1 I I 0.0%1 I I 0.0%1 I I 0.0%1 I I 30.0%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA,INJ.SITEl<a:llN.J I O I 1 I o I o I o I o I I 1 
I o.o:o I 10.0:0 I 0.0%1 I 0.0%1 I 0.0%1 I I o.o:o I I 1 10.0;0 
I I I I I I I I 

SHELLING, INJ. SITE I <=l IN. J I 1 I 2 I o I o I o I o I I z I I 10. 0% ) I I 20. 0% l I I O. 0% l I I O. 0% l I I O. 0% l I I O. 0% ) I I I 20. 0% l 

-----------------------------------1----------1----------1----------1-- ·-------1----------1----------1----------1 
SYSTEHIC I 3 I 3 I O I O I O I 1 I I 6 I I 30.0%) I I 30.0%) I I 0.0%1 I I 0.0%1 I I 0.0%1 I I 10.0%1 I I 60.0%1 

BODY AS A NHOLE/SITE ll'lSPEC, 1 2 0 0 0 1 4 
10.0%) 20.0%) 0.0%) 0.0%) 0.0%) 10.0%) I 40.0%) 

FATIGUE 1 2 0 0 0 1 4 
10.0%) 20.0%) 0.0%) 0.0%) 0.0%) 10.0%) I 40.0%) 

DIGESTIVE SYSTEH 2 0 0 0 0 0 z 
20.0%) 0.0%) o.o:o o.o:o 0.0%) 0.0%) I 20.0%) 

DIARRHEA 1 0 0 0 0 0 1 
10.0%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) I 10.0%) 

VOHITING 1 0 0 0 0 0 1 
10.0%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 10.0%) 

NERVOUS SYSTEH & PSYCHIATRIC 1 z 0 0 0 0 3 

I 10.0%) 20.0%) 0.0%) 0.0%) 0.0%) 0.0%) 30.0%) 

IRRITABILITY 1 z 0 0 0 0 3 
I 10.0%) 20.0%) I 0.0%) I 0.0%) 0.0%) 0.0%) I 30.0%) 
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INVESTIGATOR SHEHAB, ZIAD N. 
STUDY 000410 
VACCINE HIB CONJUGATE 
LOT tl.ltSER I CR132 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttDS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

--------------------------·-------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

CLINICAL COMPLAINTS 

I tl.ltSER Of VACCINEES I 16 VACCINEES} - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu1BER 
l----------------------------------------------------------------------------1 HITH 
I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAitITS ........................................................................... ---·- ----- .......... ---··-

RESPIRATORY SYSTEN 0 0 0 0 0 1 1 
0.0%} 0.0%} 0.0%} 0.0%} 0.0%} 10.0%} 10.0%) 

COUGH 

SKIN & SKIN APPENDAGE 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
10.0%) 

0 
0.0%) 

0 
0.0%) 

0 0 l l 
o.o;o • 0.0%> • 10.0,0 I 10.0%} 

0 0 0 l 
0.0%} 0.0%) 0.0%} I 10.0%} 

PRURITUS 0 l 0 0 0 0 1 
I 0 • 0% } I 10. 0% } I 0. 0% } I 0. 0% } I 0. 0% } I 0. 0% > I 10. 0% ) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COMPLAINTS I 4 I 6 I 0 I 0 I 0 I 1 I I 7 

I 1 40.o,o I 1 ,o.o:o I 1 0.0%> I t 0.0%> I 1 0.0%> I 1 10.0%> I I 10.0:0 
--- ·-------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COtlPLAINTS I 6 I 4 I 10 I 10 I 10 I 9 I I 3 
I 1 60.0.iO I I 40.0%> I 1100.0%> I 1100.0%> I 1100.0%> I c 90.0%> I I 30.0%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 10 I 10 I 10 I 10 I 10 I 10 I I 10 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I 6 I . 6 I 6 I 6 I 6 I 6 I I 6 

I I I I I I I I 
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INVESTIGATOR SHEHAB, ZIAD H. 
STUDY 000410 
VACCINE HIB CONJUGATE 
LOT Nl.t-BER CR132 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 1-11 ttDS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

---------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I Nl.t-BER OF VACCINEES C 10 VACCINEES) - INJECTION: 2 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I l'U1BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I S I ICOHPLAINTS 

·································••l••······••l••·······•1--1••····•--1••····•-1-••-l••······••ltHHHHHHHHt* LOCAL REACTIONS I 2 I 3 I 2 I 2 I 2 I 2 I I 3 

-----------------------------------
ERYTHEHA, INJ. SITE C<=l IN.) 

PAIN/SORENESS, INJ. SITE 

SHELLING, INJ. SITE C >l INCH) 

I c zo. 0% I I c 30. 0% I I c 20 • 0% I I c 20. 0% I I c 20. 0% l I I 20. 0% 1 I I 30. 0% , 

---------- ---------- ----------
1 z 2 

10.0%) 20.0%) 20.0:0 

1 1 0 
10.0%) 10.0%) 0.0%) 

0 1 1 
o.o:o 10.0%) 10.0%) 

---------- ----------
0 0 

0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

1 0 
10.0%) 0.0%) 

----------
0 

0.0%) 

0 
0.0%) 

0 
0.0%) 

----------
2 

20.0:0 

1 
10.0:0 

1 
10.0%) 

SHELLING, INJ. SITE C<=l IN.) 2 2 1 1 2 2 3 
C Z0.0%) C Z0.0%) C 10.0%) C 10.0%) C Z0,0%) C Z0.0%) 30.0%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I Z I 4 I 4 I 4 I 3 I 3 I I 6 

BODY AS A HHOLE/SITE lMSPEC. 

FATIGUE 

HARH TO TOUCH 

DIGESTIVE SYSTEH 

CONSTIPATION 

I I zo. 0% ) I I 40. 0% ) I I 40. 0% ) I I 40. 0% ) I I 30. 0% ) I C 30. 0% ) I I 60. 0% ) 

1 1 1 
10.0%) 10.0%) 10.0%) 

1 1 1 
10.0%) 10.0%) 10.0%) 

0 0 0 
0.0%) 0.0%) 0.0%) 

1 z 1 
10.0%) Z0.0%1 10.0%) 

0 1 0 
0.0%) 10.0%) 0.0%) 

z 0 
Z0.0%) 0.0%) 

1 0 
10.0%) 0.0%) 

1 0 
10.0%) 0.0%) 

1 1 
10.0%) 10.0%) 

0 0 
0.0%) 0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
10.0%) 

0 
0.0%) 

3 
30.0%) 

z 
zo.o:o 

1 
10.0%) 

2 
20.0%) 

1 
10.0% I 
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INVESTIGATOR 
sruoy 
VACCINE 
LOT tueER 
PATIENT CLASS: 
AGE RANGE 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CRUZ 
HEALTHY CHILDREN 

1-11 tl)S, 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL COHPLAINTS 

I NLteER OF VACCINEES C 10 VACCINEESJ - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tueER 

l----------------------------------------------------------------------------1 HITH 
I O I 1 I 2 I 3 I 4 I s I ICOHPLAINTS 

••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
TEETHING 1 1 1 1 1 1 1 

10.0%) 10.0%) 10.0%) 10.0%) 10.0%) 10.0%) 10.0%) 

NERVOUS SYSTEM & PSYCHIATRIC 3 2 2 1 1 1 1 
20.0%) 20.0%) 10.0%) 10.0%) 10.0%) 10.0%) 30.0%) 

IRRITABILITY 2 1 2 1 1 1 1 
10.0%) 20.0%) 10 . 0%) 10.0%) 10.0%) 10.0,0 20.0%) 

NERVOUSNESS 2 1 1 1 1 1 1 
10.0%) 10.0%) 10.0%) 10.0%) 10.0%) 10.0%) 20.0:0 

PROLONGED CRYING, >l/2 HR 1 1 0 0 0 0 0 
10.0%) 0.0%) 0. OY.) 0.0%) 0.0%) 0. OY.) 10.0:0 

RESPIRATORY SYSTEH 2 0 1 2 2 2 2 
0.0%) 10.0%) 20.0%) 20.0%) 20.0%) 20.0%) 20.0%) 

0 0 1 1 1 1 CotHlN COLD 1 
0.0%) 0.0%) 10.0:0 10.0Y.) 10.0%) 10.0Y.) 10.0%) 

0 0 1 1 1 1 COUGH 1 
0.0%) 0.0%) 10.0%) 10.0%) 10.0%) 10.0%) 10.0%) 

NASAL DISCHARGE 0 1 2 2 2 2 2 
C 0.0%) I 10.0%) I I 20.0%) I 20.0%) I 20.0%) I 20,0Y.J I 20,0Y.J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 4 I 6 I 6 I 6 I S I S I I 8 

I C 40.0%) I C 60.0%) I C 60.0%) I C 60.0%) I C 50.0%) I I 50.0%) I I 80.0%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO COHPLAINTS I 6 I 4 I 4 I 4 I S I S I I 2 

I I 60. 0% ) I C 40. OY. ) I I 40. OY. J I C 40. OY. J I I 50. OY. ) I I 50 . OY. ) I I 20. 0% J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL YACCINEES REPORTING I 10 I 10 I 10 I 10 I 10 I 10 I I 10 

I I I I I I I I 

-
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INVESTIGATOR SHEHAB, ZIAD H. 
ST\JDY 000410 
VACCINE I HIB CONJUGATE 
LOT H.J1BER I CR132 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1-11 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

--------------------------~-------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I H.J1BER OF VACCINEES I 10 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tueER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l-••••I 

VACCINEES HITH NO DATA I O I o I O I O I O I O I I O I 
I I I I I I I I I 
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INVESTIGATOR 1 
STUDY 
VACCINE 
LOT Nll1BER 1 
PATIENT CLASS1 
AGE RANGE 

SHEHAB, ZIAD H. 
000410 
HI8 CONJUGATE 
CR13Z 
HEALTHY CHILOREN 
lZ-71 HDS. 

TABLE 11 (cont.) 

CLINICAL CmtPLAINTS 

------------------------~-~-------------------------------------------------------------------------------------------------
VACCINE I HI8 CONJUGATE I tueER OF VACCINEES ( lZ VACCINEES l - INJECTION: l I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu18ER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I ICOHPLAINTS 

········IHHHl·····················••l••······••l••······••l••······••ltHHHHHHHHt•l••······•·l••······••l••······••l•--·-
LOCAL REACTIONS I 5 I 6 I 4 I l I o I o I I 7 

I , so.0%1 I , so.0%1 I 1 33.3%1 I , 8.3%1 I I 0.0%1 I , 0.0%1 I I 58.3%1 

-----------------------------------1----------1--. -------1----------1----------1----------1----------1----------1 
ERVTHEHA, INJ. SITE l<=l IN. l I Z I 4 I 3 I l I o I o I I 4 

I Z0.0%) I 33.3%) I ZS.0%) I 8.3%) I o.o;o I I 0.0%) I I 33.3%) 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 4 I 3 I Z I O I O I O I I 4 
I 40. 0% l I I ZS. 0% > I 16. 7% > I o. 0% l I o. 0% l I I o. 0% l I I I 33. 3% > 
I I I I I I I I 

SHELLING,INJ,S~TE(<=lIN.l I o I 1 I 1 I 1 I o I o I I 1 
I , 0.0%> I I 8.3%) I I 8.3%) I ( 8.3%1 I I 0.0%> I I 0.0%1 I I 8.3:1.> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 4 I 5 I Z I Z I 1 I Z I I 6 

I I 40,0%1 I I 41,7l0 I I 16,7%> I I 16.7%> I I 8.3,0 11 16.7%> I I I so.0%> 

----------------------------------------------------------------------------------------------------------------
BODY AS A HHOLE/SITE ~EC. l 3 0 0 0 l s 

10.0%) zs.o,o 0.0%) 0.0%) 0.0%) 8.3%) 41. 7%) 

FATIGUE l 3 0 0 0 0 4 
10.0%) ZS,0%) 0.0%) 0.0%) 0.0%) 0.0%) 33.3%) 

HARH TO TOUCH 0 0 0 0 0 l l 
0.0%) I 0.0%) 0.0%) 0.0%) 0.0%) 8.3%) 8.3%) 

DIGESTIVE SYSTEH l 1 l l l z z 
10.0iO 8.3%) 8.3%) 8.3%) 8.3%) I 16.7%) ( 16. 7%) 

ANOREXIA l l l l l l l 
10.0%) 8.3%) 8.3%) 8.3%) 8.3%) 8.3%) 8.3%) 

DIARRHEA 0 0 0 0 0 l l 
0.0%) 0.0%) 0.0%) ( 0.0%) ( 0.0%) ( 8.3%) 8.3%) 



HFLU/Z3546030/07/12/88/PAGE Z38 

SHEHAB, ZIAD H. INVESTIGATOR 
STUDY 
VACCINE 

I 000410 

LOT Nl.teER 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CR13Z 
HEALTHY CHILDREN 
lZ-71 HOS. 

TABLE 11 (cont,) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I Nl.teER OF VACCINEES I lZ VACCINEES) - INJECTION: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPUINTS I O I 1 I Z I 3 I 4 I 5 I ICOl1PLAINTS 

••••••••••••••••••••••••••••••••••• •••••••••• M-tHHHHUHHHl --- •••••••••• -•••••••• ••••KKKKH •••••••••• ---NAUSEA 0 0 0 1 1 0 0 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 8.3%) 8.3%) 

VOHITING 0 0 0 0 0 1 1 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 8.3%) 8.3%) 

NERVOUS SYSTEH & PSYCHIATRIC z 4 1 0 0 1 5 
Z0.0%) 33.3%) 8.3%) 0.0%) 0.0%) 8.3%) 41.7%) 

CRYING 1 0 0 0 0 0 1 
10.0iO 0.0%) 0.0%) 0.0%) 0.0%) 0 .0% J 8.3%) 

IRRITABILITY z 4 1 0 0 0 5 
Z0.0%) 33.3%) 8.3%) 0.0%) 0.0%) 0.0%) 41. 7%) 

lt&JSUAL HIGH-PITCHED CRYING 0 0 0 0 0 1 1 
0.0%) 0.0%) 0.0%) o.o;o 0 .0%) 8.3%) 8.3%) 

RESPIRATORY SYSTEH 0 0 0 0 0 1 1 
0.0%) o.o:o o. 0%) 0.0%) 0.0%) 8.3% J 8.3%) 

INFLUENZA 0 0 0 0 0 1 1 
0.0%) 0.0%) 0.0%) 0 . 0%) 0.0%) 8 . 3%) 8.3%) 

SPECIAL SENSES 1 1 1 1 0 0 1 
10.0%) 8.3%) 8.3%) 8.3%) 0.0%) 0.0%) 8.3%) 

EAR INFECTION, NOS 1 1 1 1 0 0 1 
I 10.0%) I 8.3%) I 8.3%) I 8.3%) I 0.0%) I 0.0%) 8.3%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 5 I 8 I 5 I 3 I 1 I Z I I 8 

I I so.o%J I I 66.7%) I I 41.7%J I I ZS.OY.J I I 8.3%) I I 16.7%) I I 66. 7%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO COMPLAINTS I 5 I 4 I 7 I 9 I 11 I 10 I I 4 

I I so. 0% J I I 33. 3% J I I 58. 3% J I I 75. 0% ) I I 91. 7% J I I 83 • 3% J I I 33.3%) 

0 
:::> .... 
0-
C 



·, 
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INVESTIGATOR SHEHAB, ZIAD H. 
ST\JDY 000410 
VACCINE HIB CONJUGATE 
LOT ~ER CR13Z 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

TABLE 11 (cont.) 

CLINICAL COHPLAINTS 

VACCINE : HIB CONJUGATE I ~ER OF VACCINEES I lZ VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tfJMBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I !COMPLAINTS 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------l••••••••••I 
TOTAL VACCINEES REPORTING I 10 I lZ I lZ I 1Z I lZ I lZ I I 1Z I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I Z I O I O I O I O I O I I O 

I I I I I I I I 

0 
0 
'-4 
0" 
1.11 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu18ER 
PATIENT CLASS: 
AGE RANGE 

SHEHAB, ZIAO H. 
000410 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 

1-11 ttOS. 

TABLE 12 
tw<Itut TEHPERATURES 

VACCINE : HIB CONJUGATE I tu18ER Of VACCINEES I 15 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NUltiER 

HAX TEHPERAT\JRE 1----------------------------------------------------------------------------I HITH 
I DEG f • ORAL ) I O I 1 I Z I 3 I 4 I 5 I I HAX TEMP 

••••••••••••••••••••••••••••••••••• ••••••••••I•••••••••• ••••••••••I•••••••••••••••••••• -•--1--••••••• ••----•-
NORMAL o I 1 1 I 1 1 1 I o 

0.0%1 I 6.7%1 6.T/.1 I 6.7%1 6.7%1 1.1%1 I 0.0%1 
I I I 

< 99 10 I 9 lZ I lZ lZ 10 I 7 
71.4%> I 60.0%) 80.0%) I 80.0%) 80.0%) 71.4%) I 46.7XI 

I I I 
99 - 99., 4 I 4 z I z z z I 7 

Z8 . 6% ) I Z6. 7% ) 13. 3% ) I 13. 3% ) 13. 3% ) 14. 3% I I 46. 77. I 
I I I 

100 - 100. 9 o I l o I O O l I l 
I o. 0% ) I I 6. 7% I I O. 0% ) I I O. 0% ) I O. 0% > I 7 .1% I I I 6 • 7% I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERAT\JRE TAKEN I 14 I 15 I 15 I 15 I 15 I 14 I I 15 I 

I , 93.3%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I uoo.o;o I l 93.3%1 I I 1100.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERAT\JRE NOT TAKEN I l I o I o I O I O I 1 I I O I 
I l 6. 7% ) I l O. 0% ) I O. 0% ) I I O. 0% I I l O. 0% ) I l 6 • 77. ) I I I O • ox I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-eER 
PATIENT CLASS: 
AGE RANGE 

SHEHAB, ZIAD H. 
000410 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 12 (cont.) 

HAXIKlt TEHPERATURES 

-----------------------------------------------------------------------------~----------------------------------------------
VACCINE : HIB CONJUGATE I NUteER OF VACCINEES I 14 VACCINEES) - INJECTION Z I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tueER 

HAX TEttPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL ) I O I 1 I Z I 3 I 4 I 5 I I HAX TEMP 

............................................. ········••l••······••l••······••I••········ tHHHHHtlHHHll••········ ·······-
NORMAL 1 1 I 1 I 1 I 1 1 I 1 

7.7%J 7,7%J I 7.7%J I 7.7%J I a.3%J 7.7%J I 7.7%J 
I I I I 

< 99 8 8 I 10 I 11 I 10 10 I 7 
61.s;o u.sx, I c 76.9%J I c 84.6%) I c 83.3%) c 76.9%J I c 53.8%) 

I I I I 
99 - 99.9 4 3 I z I 1 I 1 z I 4 

30.8%) c Z3.1%J I 15.4%> I 7.7%J I 8.3%J c 15.4%J I 30.8%J 
I I I I 

101 - 101. 9 o 1 I o I o I o o I 1 
c o. 0% > c 7. 7% J I c o. o,o I c o. 0% , I c o . 0% J c o. o:o I c 7. 7% , 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERATURE TAKEN I 13 I 13 I 13 I 13 I lZ I 13 I I 13 I 

I c 92 • 9% J I c 9Z. 9% J I t 9Z. 9% I I c 92 • 9% I I c 85 . 7% l I c 9Z. 9% J I I I 92 • 9% l I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERATURE NOT TAKEN I 1 I 1 I 1 I 1 I 2 I 1 I I 1 I 
I c 7, 1% > I t 7 .1% > I t 7 .1% > I t 7. 1% J I t 14. 3% 1 I c 7 .1% 1 I I c 7 .1% 1 I 
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INVESTIGATOR SHEHAB, ZIAD N. 
STUOY 000410 
VACCINE HI8 CONJUGATE 
LOT NJtllER CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : lZ-71 ttoS, 

TAllLE 12 (cont.) 

HAXItU1 TENPERAT\IRES 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I tu-13ER OF VACCINEES C 15 VACCINEES J - INJECTION 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu1BER 

HAX TENPERAl\JRE l----------------------------------------------------------------------------1 HITH 
C DEG F, ORAL J I 0 I 1 I Z I 3 I 4 I S I I HAX TEMP 

·································••l••······••l--ltHHHHHHHHHtl••······••l1HHHHHHHHHtl••······••l••······••l••····•-1 
NORNAL I o I o I 1 I 1 I 1 I 1 I I o I 

I 0.0%1 I 0.0%1 I 7.7%> I 7.7%> I 7,7%> I 1.1%1 I I o.ox, I 
I I I I I I I I I 

< 99 I 11 I 7 I 10 I 9 I 10 I 11 I I s I 
I 78.6iO I 53.8%1 I 76.9%1 I 69.Z%l I 76.9%1 I 84.6%) I I t 35.7%> I 
I I I I I I I I I 

99 - 99.9 I 3 I 6 I z I 3 I z I 1 I I 9 I 
IC Zl.4%) I I 46.2%) I I 15.4%) I I 23.1%) IC 15.4%) I I 7.7%) I I I 64.3%) I 

-----------------------------------1----------l----------l----------1--·-------I----------I----------I----------I----------I 
TENPERAT\JRE TAKEN I 14 I 13 I 13 I 13 I 13 I 13 I I 14 I 

. I I 93. 3% J I C 86. 7% ) I C 86. 7% ) I I 86 • 7% J I I 86. 7% J I I 86 • 7% ) I I I 93 • 3% I I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TENPERATURE NOT TAKEN I 1 I Z I Z I Z I Z I 2 I I 1 I 
I c 6. 7% l I I 13. 3% > I , 13. 3% I I , 13. 3% I I , 13. 3%) I I 13. 3% > I I I 6. 7% J I 
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INVESTIGATOR 1 
STUDY 
VACCINE 
LOT tu-eER 
PATIENT CLASS: 
AGE RANGE 

SHEHAB. ZIAD H. 
000410 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 HOS. 

VACCINE : HIB CONJUGATE 

HA>< TEHPERATURE 
(DEG Fo ORALJ 

••••••••••••••••••••••••••••••••••• 
NDRHAL 

< 99 

99 - 99.9 

100 - 100.9 

TABLE 12 (cont.) 

HAXItUI TEMPERATURES 

f tLt1BER OF VACCINEES C 38 VACCINEESJ - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tf.1-eER 

1----------------------------------------------------------------------------I HITH I o I 1 I 2 I 3 I 4 I 5 I I HA>< TEHP 

•••••••••• •••••••••• NiHHHfttttiHtif --- •••••••••• • ••••••••• •••••••••• ·······-· 1 1 l 1 l l l 
3.41.) 3.o;o 3.01.) 3.01.) 3.01.) 3.01.) 3.o:o 

16 14 14 17 19 16 8 
55.2%) 42.4%) 42.4%) 51.5% J 57 : 6%) 48.5%) 24.2%) 

12 15 17 14 11 15 19 
41.4%) 45.5%) 51.5%) 42.4%) 33.3%) 45.5%) 57.6%) 

0 2 1 1 2 l 4 
0.01. J 6.11.) 3 . 01.) 3.0%) 6.1%) 3.0%) 12.1% J 

101 - 101, 9 0 l O O O O l I C 0.0%) I I 3.01.) I I 0.0%) I I 0.0%) I 0.0%) I I 0.0%) I I 3.0%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERATIJRE TAKEN I 29 I 33 I 33 I 33 I 33 I 33 I I 33 I 

I I 76.31.l I I 86.8%> I c 86.8%) I c 86.&iO I I 86.8%) I I 86.8%) I I I 86.8%> I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERAT\JRE NOT TAKEN I 9 I 5 I 5 I 5 I 5 I 5 I I 5 I I c 23. 7% l I c 13. 21. l I c 13. 21. l I c 13. Z% l I C 13. Z% l I C 13. Z% l I I I 13. Z% l I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT N.JteER 
PATIENT CLASS: 
AGE RANGE 

SHEHAB, ZIAD H, 
000410 
HIB CONJUGATE 
CPZ98 
HEALTHY CHILDREN 

1-11 HDS. 

VACCINE: HIB CONJUGATE 

ttAX TEHPERAT\JRE 
IDEG F, ORAL) 

TABLE 12 (cont.) 

HA><Itut TEHPERAT\JRES 

I N.JteER OF VACCINE ES I 31 VACCINE ES I - INJECTION 2 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NJtlBER 

l----------------------------------------------------------------------------1 HITH 
I o I l I 2 I 3 I 4 I 5 I I HAX TEHP ........................................................................... --- .................... ---

NDRHAL 3 2 2 2 Z Z Z 
10.7%) 7.1%) 7.1%) 6.7%) 6.7%) 6.5%) 6.5%) 

< 99 9 lZ 13 13 14 15 9 
32.1%) 4Z.9%) 46.4%) 43.3%) 46. 7%) 48.4%) 29.0%) 

99 - 99.9 14 9 10 14 10 lZ 13 
50.0%) 32.1%) 35. 7%1 46. 7%) 33.3%) 38. 7%) 4l.9i0 

100 - 100.9 l 4 z l 2 0 3 
3.6i0 l4.3i0 7.1%) 3.3iD 6.7%) 0.0%) 9. 7%) 

101 - 101.9 l l 0 0 0 l z 
3.6%) 3.6%) 0.0%) 0.0%) 0.0%) 3.2%) 6.5%) 

lOZ - 102.9 0 0 0 0 z 0 l 
0.0%) 0.0%) 0.0%) 0.0%) 6. 7%) 0.0%) 3.2%) 

103 - 103 • 9 0 0 l O O l l 
I O. 0% ) I O • 0% I I 3. 6% ) I I O. 0% ) I I O • 0% ) I I 3 • z;o I 3 • 2% ) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEHPERAT\JRE TAKEN I 28 I 28 I Z8 I 30 I 30 I 31 I I 31 

I I 90.3%) I I 90.3%) I I 90.3%) I I 96.8%) I I 96.8%) I 1100.0%) I I 1100.0%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERATURE NOT TAKEN I 3 I 3 I 3 I l I l I O I I O I I I 9.7%1 I I 9,7;0 I I 9.7%1 11 3,2%1 I I 3.2%1 11 0.0%1 I I I 0 . 0%1 I 
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INVESTIGATOR 
STUDY 

SHEHAB, ZIAD H. 
000410 

TABLE 12 {cont.) 

HAXItul TEMPERATURES 

VACCINE 1 HIB CONJUGATE 
CPZ98 LOT N.tBER 

PATIENT CLASS: 
AGE~ 

HEALTHY CHILDREN 
lZ-71 HOS. 

VACCINE I HIB CONJUGATE I N.JoeER OF -VACCINE ES ( Z8 VACCINE ES) - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I N.H3ER 

HAX TEHPERAT\JRE l----------------------------------------------------------------------------1 HITH 
( DEG F, ORAL ) I O I 1 I Z I 3 I 4 I 5 I I HAX TEHP ................................... ·······- .................... , _____ .................... , ....... _ --····-

NORMAL l Z Z I Z Z Z I Z 
4.0X> 7.7%> a.ox> I a.0%> a.0%> &.3%> I 7.7%> 

I I 
< 99 15 lZ 13 I 11 14 13 I 10 

60.0%) 46.2%) 5Z.O%) I 44.0%) 56.0% J 54.Z%) I 38.5% J 
I I 

99 - 99. 9 8 11 9 I 10 8 8 I lZ 
3Z.0%) 4Z.3%) 36.0%) I 40.0%) 3Z.O%) 33.3%) I 46.2%} 

I I 
100 - 100. 9 l l l I 2 l l I 2 

, 4.0%J , 3.8%> , 4.0%) I, 8.0%> , 4.0%> l 4.2%> I , 7.7%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE TAKEN I 25 I 26 I 25 I 25 I 25 I 24 I I 26 I 
I, 89.3%> I, 9Z.9%> I, 89.3%> I, 89.3%> I, 89.3%> I, 85.7%> I I, 92.9%> I 

-- ·--------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE NOT TAKEN . I 3 I Z I 3 I 3 I 3 I 4 I I 2 I 

I l 10. 7% > I l 7. u > I , 10. 7% > I l 10. 7% > I , 10. 7% > I , 14. 3% > I I t 7. 1% > I 



HFLu/Z3546070/07/12/88/PAGE 91 

TABLE 12 (cont.) 

HAXItll1 TEHPERAl\JRES 

INVESTIGATOR SHEHAB, ZIAD H. 
STUDY 
VACCINE 

I 000410 

LOT tu18ER 
PATIENT CLASS: 
AGE RAt«;E 

HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS, 

VACCINE : HIB CONJUGATE I tu-eER OF VACCINEES I 16 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NU1BER 

HAX TEHPERAl\JRE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL ) I O I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

•••••••••••••••••••••••••••••••••••I•••••••••• ----- ••••••••••l••••••••••t-•••••••• ••••••••••I•••••••••••••--
< 99 I 4 4 s I 4 I 6 6 I z 

I 44. 4% J 40. 0% J so • 0% J I so. 0% J I 66. 7% J 60 • 0% J I zo. 0% J 
I I I I 

99 - 99. 9 I 4 4 4 I 3 I z 3 I 6 
I 44.4%J 40.0%J 40.0%J I 37.S%J I 22.2%J 30.0%1 I 60.0:0 
I I I I 

100 - 100. 9 I 1 l l I 1 I 1 1 I 1 
I 11.un 10.0%) 10.0%) I 12.5%) I 11,1%) 10.0%) I 10.0%) 
I I I I 

101 - 101. 9 I o 1 o I o I o o I 1 
f I O. o:o I 10 . 0% I I O. 0% ) I I O. 0% ) I I O. 0% ) I O • 0% ) I I 10 • 0% ) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEHPERAl\JRE TAKEN I 9 I 10 I 10 I 8 I 9 I 10 I I 10 

I I 56.3%1 I I 62.5%1 I I 62.5%) I. I so.O%J I I 56.3%1 I I 62.5%1 I I I 62.5%) 

-- ---------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERAl\JRE NOT TAKEN I 7 I 6 I 6 I 8 I 7 I 6 I I 6 I 

f I 43.8%) I I 37.5%) I I 37.5%) I I 50.0%) I I 43.8%) I I 37.5%) f f I 37 . 5%) I 
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INVESTIGATOR SHEHAB, ZIAD H. 
ST\JOY 000410 
VACCINE HIB CONJUGATE 
LOT tf..tmER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 12 (cont.) 

IW<Itut TEHPERATURES 

-------------------------~--------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE 

ttAX TEMPERATURE 
I DEG F, ORAL) 

••••••••••••••••••••••••••••••••••• 
NORttAL 

< 99 

99 - 99.9 

100 .- 100.9 

I tf..tmER OF VACCINEES I 9 VACCINEESl - INJECTION 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 

l----------------------------------------------------------------------------1 HITH 
I o I l I 2 I 3 I 4 I 5 I IHAXTEHP 
•••••••••• •••••••••• . ......... -- .......... •••••••••• •••••••••• •••••••••• 

0 1 l 1 1 1 0 
0.0%) 11,1%) 11,1%) 12.5%) 12,5%) 12.5%) O.OiO 

2 4 4 4 2 2 0 
28,6,0 44.4,0 44.4%) 50,0lO 25.07. I 25. 07. I 0.07.) 

5 3 2 3 4 4 6 
71,47. I 33.3%) 22,2%) 37.5%) 50.0%) 50.07. I 66, 77. > 

0 1 1 0 1 l 2 
0 . 0%) 11.1%) 11.1%) 0.0%) 12.5%) 12.5%) 22. 27. > 

102 - 102, 9 0 0 1 0 0 0 l 
I 1 0.0%1 I c 0.0%1 c 11.1%1 c 0.0%1 I 0.0%1 I 1 0.0%1 I c 11.1%1 

-- ·--------------------------------1----------l----------l----------l----------l----------t----------l----------l----------l 
TEHPERATURE TAKEN I 7 I 9 I 9 I 8 I 8 I 8 I I 9 I 

I c 77. 8% 1 I 1100. 0% 1 I 1100. 0% 1 I , 88 . 9% J I c 88. 9% 1 I c 88. 9% I I I 1100. 01. > I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I 2 I o I O I 1 I 1 I 1 I I O I 
I c 22.21.1 I c 0.0%1 I c 0.0%1 I c 11,lZJ I c 11.1:0 I c 11.11.1 I I c 0.01.1 I 

0 
0 
...... 
...... 
1.14 ' 
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INVESTIGATOR SHEHAB, ZIAD H. 
STUDY I 000410 
VACCINE 
LOT tu'BER 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
lZ-71 tm. 

VACCINE : HIB CONJUGATE 

tw< TEHPERATURE 
(DEG F, ORALJ 

T4'-BLE 12 (cont.) 

HAXItU1 TEMPERATURES 

I N.teER OF VACCINEES C 11 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu1BER 
1----------------------------------------------------------------------------I HITH 
I o I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

........................................................................... ----- ········- ·······- ·-··-
NORHAL 0 1 0 0 0 0 1 

0.0%) 9.1%) 0.0%) 0.0%) 0.0%) 0.0%) 9.1%) 

< 99 5 7 6 5 5 6 3 
62.5%) 63.6%) 60.0%) 55.6%) 50.0%) 6D.0%) 27.3%) 

,, - "·' 2 2 3 4 4 2 4 
Z5.0% J 18.Z%J 30.0%) 44.4%) 40.0%) 20.0%) I 36 .4%) 

100 - 100., 0 1 1 0 1 1 2 
0.0%) 9.1%) 10.0%) 0.0%) 10.0%) 10.0%) 18.2% J 

101 - 101., l 0 0 0 0 0 0 
1Z.5%J 0.0%) 0.0%) 0.0%) 0.0%) O.OiD 0.0%) 

102 - lOZ. 9 0 0 0 0 0 1 1 
I I O. 0% ) I O. 0% I I O. 0% ) I I O • 0% ) I I O. 0% ) I 10. 0% I I I 9. 1% I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERATURE TAKEN I 8 I 11 I 10 I 9 I 10 I 10 I I 11 I 

I I 72.7%) I 1100.0%) I I ,o.,:o I I 81.8%) I I 90.9%) I I 90.9%) I I 1100.0%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERATURE NOT TAKEN I 3 I O I 1 I 2 I 1 I 1 I I O I 
I c Z7.3%J I c 0.0%> I c 9.1%1 I c 18.2%1 I I 9.1%1 I I 9.1%1 I I c 0.0%1 I 
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TABLE 12 (cont.) 

HAXItl.lt TEMPERATURES 

INVESTIGATOR SHEHAB, ZIAD H. 
STUDY 000410 
VACCINE HIB CONJUGATE 
LOT NU-eER CR132 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 1-11 HOS. 

-------------------------~--------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I NU-eER OF VACCINEES I 16 VACCINEES l - INJECTION l I 

1----------------------------------------------------------------------------I 
I OAYS POST VACCINATION I tu1BER 

HAX TEHPERATlJRE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL > I o I l I 2 I 3 I 4 I 5 I I HAX TEHP ................................... --- ·······•-1•--- ............................................... ... 
NORHAL O O I 1 l l 1 o 

0.0% > o .0% > I 10.0% > 10 .0% > 10 .0% l 10.0% > 0.0% > 
t 

<99 4 s I 7 6 s , 4 
57.1%) 50.0%) I 70 . 0%) 60.0%) 50.0%) 60.0%) I 40.0%) 

I 
99 - 99. 9 3 3 I l 3 4 3 3 

42.9% l 30.0iO I 10.0%1 30.0% l 40.0%) 30.0%1 30.0% l 
I 

100 - 100. 9 0 l I l O O O 2 
0.0%1 10.0%> I 10.0%1 0.0%1 0.0%1 0.0%1 20.0%1 

I 
101 - 101. 9 o 1 I o o o o 1 

I 0.0%) I 10.0%) I I 0.0%) I I 0.0%) I 0.0%1 I 0.0%) I I 10.0%1 
--· --------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE TAKEN I 7 I 10 I 10 I 10 I 10 I 10 I I 10 I 
I I 43.8%) I t 62.5%) I I 62.5%) I t ,z.s:o I I 62.5%) I t 62.5%) I I I 62.5%) I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE NOT TAKEN I 9 I 6 I 6 I 6 I 6 I 6 I I 6 I 

I t 56.3%1 I I 37.5%) I t 37.5%1 I I 37.5%1 I I 37.5%1 I t 37.5%1 I I t 37.5%> I 

::> 
-::, 
-.I 
---I 
·.Jl 



HFLu/Z3546070/07/lZ/88/PAGE 95 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUtmER 
PATIENT CLASS: 
AGE RANGE 

SHEHAB, ZIAD N. 
000410 
HIB CONJUGATE 
CR13Z 
HEALTHY CHILDREN 

1-11 ttDS. 

TABLE 12 (cont.) 

HAXItLtl TEMPERATURES 

VACCINE : HIB CONJUGATE I M.ttBER OF VACCINffS I 10 VACCINffS) - INJECTION Z I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 

HAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL) I o I 1 I Z I 3 I 4 I 5 I I NAX TEHP 

·································••I••········ .................... ······•-lff•·····••llHHHHHHHHHt •••••••••• -···-NORMAL I 1 1 1 l I 1 I 1 1 
I 12.5%) 10.0%) 10.0%) 10.0%) I 10.0%) I 10.0%) 10.0%) 
I I I 

<99 I 3 3 4 3 I s I 5 3 
I 3 7. 5% ) I 30. o:o 40. 0% ) 30. 0% ) I I 50. 0% ) I 50. 0% ) 30 • 0% ) 
I I I 

99 - 99. 9 I 4 5 4 6 I 4 I 4 s 
I 50.0%) 50.0%) 40.0%) 60.0%) I 40 . 0%) I 40.0%) I 50.0%) 
I I I 

100 - 100. 9 I o 1 1 o I o I o 1 
I I O. 0%) I 10. 0%) I 10. 0%) I O. o:o I I O. 0%) I I O. 0%) I 10. 0%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------
TEMPERATURE TAKEN I 8 I 10 I 10 I 10 I 10 I 10 I I 10 

I I ao.o%J I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I I 1100.0%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I Z I O I O I O I O I O I I O I 
I I Z0 . 0%) I I o.o:o I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I I 0.0%) I 
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INVESTIGATOR I SHEHAB, ZIAD H. 
STUDY 1 000410 
VACCINE HIB CONJUGATE 
LOT NlnER CR13Z 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE lZ-71 HOS. 

VACCINE I HIB CONJUGATE. 

HA>< TEHPERATURE 
I DEG f, ORAL) 

••••••••••••••••••••••••••••••••••• 
NORHAL 

< 99 

99 - 99.9 

100 - 100,9 

TABLE 12 (cont.) 

HAXItut TEHPERATURES 

I Nl.nER OF VACCINEES I lZ VACCINEES) - INJECTION l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu1BER 

1----------------------------------------------------------------------------I HITH 
I o I l I Z I 3 I 4 I 5 I I HAX TEHP 
•••••••••• •••••••••• • ••••••••• .......... .......... .......... .......... -··-

0 l 0 0 0 0 l 
o.o,o 8.3,0 0.0%) 0.0%) 0.0%) 0.0%) 8.3%) 

4 5 8 7 8 8 4 
66. 7%) 41. 7%) 7Z. 7%) ' 63.6%) 7Z. 7%) 7Z. 7%) ' 33.3%) 

z 6 3 3 z 2 6 
33.3%) 50.0%) 27.3%) Z7.3,0 18.2%) 18.2%) so.o:o 

0 0 0 l 1 0 0 
0.0%) 0.0%) 0.0%) 9.1%) 9.1%) 0.0%) 0.0%) 

104 - 104. 9 0 0 0 0 0 l l 
. I I 0.0%) I I 0.0%1 I I 0.0%1 I 0.0%1 I 0,0%1 I 9.1%) I 8.3%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERATURE TAKEN I 6 I 12 I 11 I 11 I 11 I 11 I I 12 I 

I I so.0%1 I 1100.0%1 I 1 91.7%1 I 1 91.7%1 I 1 91.7%> I 1 91.7%1 I I 1100.0%1 I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERATURE NOT TAKEN I 6 I O I 1 I l I l I l I I O I I I so.oio I I 0.0%1 I I 8.3%) I I a.3%l I I 8.3%> I I 8.3%> I I I 0.0%> I 
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(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

DATE INITIATED: 

DATE COMPLETED: 

62641/ 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Comp~ex), 
Study #0004-11. 

To evaluate the safety and immunogenicity of 
Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex) in 
healthy infants 2 months to 5 years of age. 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex). 

Lot 1069/C-P241 - mcg polysaccharide/ml 

~-- mcg meningococcal protein/ml 

Diluent 
Aluminum h droxide diluent 
Lot 

Trudy Murphy, M.D. 
University of Texas Health Science Center 
Department of Pediatrics 
5323 Harry Hines Blvd. 
Dallas, Texas 75235-9063 

Mark Clanton, M.D. 

University of Texas Health Science Center 
Carver Clinic 

Dallas, Texas 75235-9063 

May 21, 1987 

In progress. 

26AUG88 

0077P, 



STUDY POPULATION: 

STUDY PROCEDURE: 

RESULTS: 

- 2 -

Healthy infants 2 to 5 months of age are included in 
the study. 

Infants 2 to 5 months 
(15 mcg polysaccharide) 
vaccine reconstituted 
months apart. 

of age received two O. 75 ml 
intramuscular injections of 

in aluminum hydroxide, two 

Parents or guardians are required to record the 
vaccinee 's temperature and any systemic or injection 
site reactions for 5 days after each injection. 
Unexpected or serious reactions are to be reported 
immediately to the study physician. 

A blood sample is obtained immediately before each 
injection and at 1 month and 7-10 months after the 
last injection. 

All serum samples are assayed by Merck Sharp & Dohme 
Research Laboratories for antibody to H, influenzae 
type b capsular polysaccharide by radioimmunoassay 
(RIA). 

Demographic information and individual pre and 
postvaccination antibody data for each vaccinee 
enrolled in the study is reported in Table 1. 

1. Number Vaccinated: 

Injection No. 
Lot _l ~ 

1069/C-P241 26 25 

2. Serologic Results 

Antibody responses (RIA) prior to vaccination and 
at 2, 3 months are as follows: 

% With Anti-PRP GMT (mcg Ab/ml) 
Time >Q. 15 mcg Ab/ml >1.0 mcg Ab/ml All Vaccinees 

Pre 
2 mo. 
3 mo. 

33 ( 5/15) 
100 ( 15/15) 
100 (13/13) 

0 ( 0/15) 
93 ( 14/15) 
92 ( 12/13) 

o. 11 
4.56 
7.02 

Antibody responses prior to vaccination through 
12 months are included in Table 2. 

62641/ 26AUG88 

0077Q 



RESULTS: 
(CONT.) 

6264!/ 

- 3 -

3. Clinical Results: 

The frequencies of selected injection site and 
systemic reactions during the 48 hours after 
vaccination are as follows: 

Type of Reaction 

Injection Site 
Erythema >1 inch 
Swelling >l inch 
Pain/Soreness 

Systemic 
Irritability 
Sleepiness/ 
Lethargy/Fatigue 

% Vaccinees with Reactions 
Injection 1 Injection 

0.0 ( 0/26) 
0.0 ( 0/26) 

15.4 ( 4/26) 

26. 9 ( 7 /26) 
23.1 ( 6/26) 

o.o (0/25) 
o.o (0/25) 

12.0 (3/25) 

4. 0 (1/25) 
4.0 (1/25) 

Reaction frequencies and maximum temperatures 
recorded during the five days following each 
injection of vaccine are reported in Tables 3-5. 

No serious or alarming reactions attributable to 
the vaccine were reported. 

26AUG88 

00780 
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ItNESTIGATOR 
STUDY 
VACCINE 
REGIHEN 1 
PATIENT CLASS: 

,-,RPHY, TRUDY 
000411 
HIB CONJUGATE 
Z INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 
DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F BLAC 3H 0 001 PREBLEED < 125 
0 011 INJ 1 CPZ41 15 HCG 

67 011 BLEED 1 5838 
67 021 INJ z CPZ41 15 HCG 

103 OZl BLEED 2 9974 
236 071 BLEED 3 5755 
Z77 071 BLEED 4 34ZZ 

4N 0 001 PREBLEED 401 
0 011 INJ 1 CPZ41 15 HCG 

75 011 BLEED 1 05/ 3181 
75 OZl INJ z CPZ41 15 HCG 

4N 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 HCG 

61• 011 BLEED 1 9690 
61 OZl INJ z CP241 15 HCG 
9Z 021 BLEED Z 9896 

Z77, 071 BLEED 3 1089 

3H 0 001 PREBLEED 155 
0 011 INJ 1 CPZ41 15 HCG 

64 011 BLEED 1 8204 
64 OZl INJ z CPZ41 15 HCG 
95 OZl BLEED Z 12744 

Z74 071 BLEED 3 818 

SH 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 HCG 

61 011 BLEED 1 2016 
61 021 INJ z CPZ41 15 HCG 

llZ 021 BLEED 2 31730 
180 071 BLEED 3 18177 
279 071 BLEED 4 3906 

ZH 0 001 PREBLEED 196 
0 011 INJ 1 CP241 15 HCG 

99 011 BLEED 1 05/ 1352 
99 021 INJ z CP241 15 HCG 

129 OZl BLEED Z 05,' 4881 

. 

CODE/ SBA CODE/ OPSO 

~ 

0 
--.I 
0, -
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INVESTIGATOR KIRPHY, TRUDY 
STUDY 000411 
VACCINE I HIB CONJUGATE 
REGIHEN 1 2 INJ. THO HOS. APART 
PATIENT CLASS1 HEALTHY CHILDREN 

TABLE l (cont.) 

DEHOGRAPHlCS / EVENTS llSTit«; 

CASE SEX RACE BIRTH Ast; DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

N BUC 

F BUC 

F BLAC 

F BLAC 

F BLAC 

N BLAC 

F BLAC 

F BLAC 

ZN 274 

4H 0 
0 

62 
62 
93 

216 
274 

2" 0 
0 

99 
99 

155 

2" 0 

3H 0 
0 

61 
61 
96 

208 

ZN 0 
0 

80 
80 

119 

2" 0 
0 

92 
92 

148 

3H 0 
0 

100 

071 BLEED 3 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 
071 BLEED 3 
071 BLEED 4 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 IN.I 1 

001 PREBLEED 
011 IN.I 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 
071 BLEED 3 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 IN.I 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

05/ 252 

< 125 
CP241 15 HCG 

3624 
CP241 15 HCG 

15779 
2665 
1660 

202 
CP2ftl 15 HCG 

05/ 5026 
CP241 15 HCG 

05/ 7165 

CP241 15 HCG 

< 125 
CP241 15 HCG 

45408 
CP241 15 HCG 

74951 
9562 

< 125 
CP241 15 HCG 

05/ 26113 
CP241 15 HCG 

05/ 33765 

< ·125 
CP241 15 HCG 

05/ 2242 
CP241 15 HCG 

05/ 3237 

534 
CP241 15 HCG 

05/ ; 2328 

CODE/ SBA CODE/ OPSO 

0 
0 .... . 
c.o 
N 
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HFLv/23546090/07/14/88/PAGE 118 

INVESTIGATOR tlJRPHY. TRUDY 
STUDY 000411 
VACCINE I HIB CONJUGATE 
REGIHEN I 2 INJ. THO ttOS. APART 
PATIENT CLASS1 HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F BLAC 3H 100 021 INJ 2 CP241 15 HCG 
136 021 BLEED 2 05/ 5073 

H BLAC 3H 0 001 PREBLEED 327 
0 011 INJ l CP24l 15 HCG 

62 011 BLEED l 49945 
62 021 INJ . 2 CP241 15 HCG 

119 021 BLEED 2 99453 

F BLAC 211 0 001 PREBLEED 180 
0 011 INJ l CP241 15 HCG 

87 011 BLEED l 05/ 1791 
87 021 INJ 2 CP24l 15 HCG 

119 021 BLEED 2 05/ 4966 

H BLAC 211 0 001 PREBLEED 290 
0 011 INJ l CP24l 15 HCG 

8't 011 BLEED l 05/ 1499 
8't 021 INJ 2 CP24l 15 HCG 

119 021 BLEED 2 05/ 18427 

H CAUC 211 0 001 PREBLEED 844 
0 011 INJ l CP24l 15 HCG 

62 011 BLEED l 2255 
62 021 INJ 2 CP24l 15 HCG 
92 021 BLEED 2 1165 

H BLAC 3H 0 001 PREBLEED < 125 
0 011 INJ l CP24l 15 HCG 

62 011 BLEED l 148ft 
62 021 INJ 2 CP24l 15 HCG 
95 021 BLEED 2 3831 

F BLAC 3H 0 001 PREBLEED 290 
0 011 INJ l CP24l 15 HCG 

61 011 BLEED 1 1836 
61 021 INJ 2 CP24l 15 HCG 
96 021 BLEED 2 10208 

H BLAC 2H 0 001 PREBLEED c: 125 

CODE/ SBA CODE/ OPSO 

0 
0 
~ 
co 
u,I 
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INVESTIGATOR HURPHY, TRUDY 
ST\JDY : 000411 
VACCINE t HIB CONJUGATE 
REGIHEN t Z INJ, Tl«> tl>S. APART 
PATIENT CLASS: HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGI! GAY DATE PHS EVENT LOT DOSE CODE/ RIA 

N BUC ZN 0 011 INJ 1 CPZ41 15 NCG 
62 011 BLEED l Z652 
62 021 INJ 2 CP241 15 NCG 
95 OZl BLEED Z 6Z3Z 

N BUC ZN 0 001 PREBLEED < 1Z5 
0 011 INJ 1 CP241 15 NCG 

61 011 BLEED 1 194 
61 021 INJ 2 CPZ41 15 NCG 
96 021 BLEED Z 443 

f BUC ZH 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 NCG 

62 011 BLEED 1 2651 
62 021 INJ z CP241 15 NCG 
92 021 BLEED 2 1587 

H BLAC ZH 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 NCG 

64 011 BLEED 1 4272 
64 021 INJ 2 CP241 15 ttCQ 

93 OZl BLEED Z 15147 

3H 0 001 PREBLEED 330 
0 011 INJ 1 CPZ41 15 NCG 

61 011 BLEED 1 275ZZ 
61 OZl INJ 2 CP241 15 NCG 
96 021 BLEED 2 ZZZZ2 

ZN 0 001 PREBLEED 136 
0 011 INJ 1 CPZ41 15 NCG 

88 011 BLEED 1 05/ 959 
88 021 INJ 2 CPZ41 15 NCG 

141 OZl BLEED Z 05/ 7358 

ZN 0 001 PREBLEED 166 
0 011 INJ 1 CP241 15 NCG 

88 011 BLEED 1 05/ 783 
88 021 INJ 2 CP241 15 ttCG 

141 OZl BLEED 2 OS/ : 4357 

CODE/ SBA CODE/ OPSO 

::, 
:::, 
~ 
:JJ 
t:: 
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INVESTIGATOR 
STUDV 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

MURPHV, TRUOV 
000411 
HIB CONJUGATE 
RIA 
CP241 
15 MCG 
HEALTHV CHILDREN 

~ 

TABLE 2 
A N T I B O D V R E S P O N S E S 

• 

WITH ANTI-PRP FOLD RISE 
TIME ----------------------------------

(MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML ~ >2 FOLD MEAN 
•••••••••••• ••••••••••••••• 

PRE INJ 33 ( 5/ 15) 
MONTH 2 100 ( 15/ 15) 
MONTH 3 100 ( 13/ 13) 
MONTH 7-10 100 ( 6/ 6) 

••••••••••••••• 

0 0/ 15) 
93 14/ 15) 
92 12/ 13) 
83 5/ 6) 

••••••••••••••• 

93 ( 
92 ( 

100 ( 

14/ 15) 
12/ 13) 
6/ 6) 

•••••• 

26 . 3 
41 .5 
18.5 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 109 
4 . 556 
7.017 
2.396 

15) 
15) 
13) 
6) 

FOOTNOTE( S) : 
IF A TITER IS REPORTED AS <.125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

.:::> 
~ ....., 
'.ll _.,, 
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HFLu/CCS46330/07/l8/88/105 
TABLE 3 

C L I N I C A L C O H P L A I N T S a V F R E q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT Nl.HlER 

tlJRPHY, TRUDY 
000411 
HIB CONJUGATE 
CP241 

POPULATION 
AGE RANGE 

1 HEALTHY CHILDREN 
1-11 HOS, 

DAYS OF FOLLCNJP 1 DAYS OTO 5 

VACCINE 

TOTAL YACCINEES 

VACCINEES HITH NO C0HPLAINTS a 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ , SITE l<=l IN,J 
ERYTHEHA, INJ. SITE (<=l IN.J 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
YOHITING 
HARH TO TOUCH 
PROLONGED CRYING, >l/2 HR 
ANOREXIA 
DIARRHEA 
TEETHING 
GASTROENTERITIS, NONINFECTIOUS 
NAUSEA 
RASH 

HIB CONJUGATE 
INJECTION: 1 

26 

11 42.3 %) 
15 57. 7 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 26 

CLINICAL COHP. VACCINEES 

7 26.9 
4 15.4 
3 11.5 
1 3.8 

13 50.0 
7 26.9 

' 23.1 
5 19.2 
4 15.4 
3 11.5 
2 7.7 
2 7.7 
2 7. 7 
1 3 .8 
1 3.8 
1 3.8 



HFLu/CC546330/07/18/88/106 
TABLE 3 (cont.) 

C L I N I C A L C D N P L A I N T S a Y F R E Q U E N C Y 

ItNESTIGATDR 
STUDY 
VACCINE 
LOT IU1BER 
POPULATION 
AGE RANGE 

1 ttURPHY, TRUDY 
I 000411 

HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OF FDLLOKJP 1 DAYS O TD 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH NO COHPLAINTS 1 
VACCINEES HITH COHPLAINTS ·1 

VACCINEES HITH NO DATA 1 

CLINICAL COHPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ, SITE 
SHELLING, INJ. SITE l<=l IN.) 
ERYTHEHA, INJ, SITE l>l INCH) 

SYSTEHIC REACTIONS 
HARM TO TOUCH 
DIARRHEA 
TEETHING 
FATIGUE 
FEYER 
IRRITABILITY 
RASH 

HIB CONJUGATE 
INJECTION: Z 

ZS 

18 7Z.O ,0 
1 Z8.o X> 
0 

ND. OF VACCINEES X BASED 
HITH ON ZS 

CLINICAL COHP. VACCINEES 

s zo.o 
3 lZ.O 
3 12 .0 
1 4.0 

6 Z4.0 
4 16.0 
z 8.0 
2 8.0 
1 4.0 
1 4.0 
1 't.O 
1 4.0 

:=, 
:, 

...... 
:::0 
-.a 
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TABLE 4 
PATIENT COl.NT CLINICAL Cotl'LAINTS 

INVESTIGATOR tlJRPHY, TRUDY 
STUDY 000411 
VACCINE I HIB CONJUGATE 
LOT NI-BER I CP241 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 1-11 HOS. 

-- - -------~~~-------. -----------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE ·\ , I NKER OF VACCINEES I 26 VACCINEESJ - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I ......SER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COl1PLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••--1••••••••-l••••••••••l--••--
LOCAL REACTIONS I 6 I l I l I l I o I o I I 7 

I I 23. 1% J I I 3 • 8% J I c 3. 8% I I c 3. 8% I I c o. ox I I I o. ox J I I 26 • 9X I 
-----------------------------------1----------1- ---------I----------I----------I----------I----------I----------I 

ERYTHEHA, INJ. SITE I <=1 IN. I I o I l I l I l I o I o I I l 
I o.ox1 I 3.8%1 I 3.8%1 I 3.a:o I o.ox1 I o.oXJ I I 3.SXJ 
I I I I I I I I 

PAIN/SORENESS, JNJ. SITE I 4 I o I o I o I o I o I I 4 
I 15.4XI I o.ox1 I o.ox1 I o.oXJ I t o.oXJ I o.ox1 I I 1 15.4XJ 
I I I I I I I I 

SHELLING, INJ. SITE C <=l IN. J I 3 I o I O I O I O I O I I 3 
I I 11.5%1 I c o.o:o I c o.o:o I I o.o:o I I o.o:o I I o.o:o I I 11.51/.J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 10 I 10 I 6 I 2 I l I l I I 13 

I I 38. 5% J I I 38. 5% J I I 23. lX J I I 7. 7% J I I 3. 8% J I I 3. 8% I I I 50. ox J 

------------------------------------------------------------------------------- --------------------------------
BODY AS A NHOLE/SITE UNSPEC. 7 4 1 0 0 0 8 

26.9%) l5.4X) 3.8%) 0.0%) 0.0%) 0.0%) I 30.81/.) 

FATIGUE 6 2 0 0 0 0 6 
23.lX) 7.T/.1 O.OX) O.OX) O.OX) O.OX) 23.lXJ 

HARN TO TOUCH 3 2 1 0 0 0 4 
11.5%) 7.7%) 3.8%) 0. 01. I O.OX) O.OX) 15.4X) 

DIGESTIVE SYSTEH 5 6 5 2 1 l 8 
19.2X) 23.lX) 19.2%) 7. 7X) 3.8%) 3.8%) 30.81/.) 

ANOREXIA 0 2 0 0 0 0 2 
0.0%) 7.7XJ O.OXJ o.ox, 0.0%) O.OXI 7.7%) 

DIARRHEA 2 2 2 l ' 0 0 2 
I 7.7XJ 7. 7X) 7. 7X) 3.8%) o.ox, O.OXJ I 7. 7%) 
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ItNESTIGATOR KJRPHY, TRUDY 
~TUDY 
VACCINE 

I 000411 

LOT tueER 1 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 4 (cont.) 

PATIENT COlffT CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE ; I tueER OF VACCINEES ( 26 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t-AJHBER 

l----------------------------------------------------------------------------1 HITH CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 
...........................••...... -- .......... ········- -·-- .............................. -····· 

GASTROENTERITIS, NONINFECTIOUS 1 1 1 O O O 1 
3.8%) 3.8%) 3.8%) 0.0%) 0.0%) 0.0%) 3.8%) 

NAUSEA 1 1 1 0 0 0 
3.8%) 3.8%) 3.8%) o.o;o o.o:o o.o:o 

TEETHING z z z 1 1 1 
7.7%) 7. T/. J 7.7%) 3.8%) 3.8%) 3.8%) 

Y011ITING 3 2 3 0 0 0 
11.5%) 7. 7%) 11.5%) 0.0%) 0.0%) 0.0%) 

NERVOUS SYSTEH & PSYCHIATRIC 5 3 2 1 0 0 
19.2%) 11.5%) 7.7%) 3.8%) 0.0%) 0.0%) 

IRRITABILITY 5 3 2 1 0 0 
19.2%) 11.5%) 7.7%) 3.8%) 0.0%) 0.0%) 

PROLONGED CRYING, >1/2 HR 2 2 1 1 0 0 
7.7%) 7.T/.J 3.8%) 3.8%) o.o:o 0.0%) 

SKIN & SKIN APPENDAGE 0 0 0 1 0 0 
0.0%) o.o:o 0.0%) 3.8%) 0.0%) 0.0%) 

RASH 0 0 0 1 0 0 
, o.O%J ( O.O%J , O.O%J I C 3.8%) C o.o%J c o.o%J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 12 I 10 I 6 I 3 I 1 I 1 I I 

I , 46.2%1 I , 38.5%1 I , 23.1%> I , 11.5%1 I , 3.8%1 I , 3.8%1 I I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO COHPLAINTS I 14 I 16 I 20 I 23 I 25 I 25 I I 
I , 53.SlJ I , 61.5%> I , 76.9%1 I c 88,5%1 I , 96.2%1 I , 96,2%> I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 26 I 26 I 26 I 26 I 26 I 26 I I 

I I I I I I I I 

1 
3.8%) 

2 
7.7%) 

5 
19.2%) 

7 
26.9%) 

7 
26.9%) 

3 
11.5%) 

1 
3.8%) 

1 
3.8%) 

15 
57. 7%) 

11 
42.3%) 

26 

0 
·O 
..... 
:0 
..0 
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TABLE 4 (cont.) 

PATIENT COlMT CLINICAL CottPLAINTS 

INVESTIGATOR a tfJRPHY, TRUDY 
STUDY : 000411 
VACCINE : HIB CONJUGATE 
LOT t&JteER CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttJS, 

-------------------------.--------. -----------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE , I tu-BER OF VACCINEES I 26 VACCINEESJ - INJECTION: l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tlJMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL CONPLAINTS I O I l I 2 I 3 I 4 I S I ICOHPLAINTS 
--------------------------- ·-------1----------1----------1----------1----------1----------1----------1----------l•·•iHHHtlt_, 

VACCINEES HITH ND DATA I o I o I O . I O I O I O I I o I 
I I I I I I I I I 
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TABLE 4 (cont.) 

PATIENT COLNT CLINICAL CONPLAINTS 

INVESTIGATOR KJRPHY, TRUDY 
ST\JDY 000411 
VACCINE I HIB CONJUGATE 
LOT N..ttiER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

VACCINE I HIB CONJUGATE , I N..ttiER OF VACCINEES C 25 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l•••••••---1••••••••••1---•--l••••••••••l••••••••••l••••••••••l--•-
LOCAL REACTIONS I 5 I 2 I 2 I 2 I 2 I 1 I I s 

I c 20.0;0 I c e.o%J I c e.0%> I c e.0%> I c 8.3%J I c 4.2%J I I 20.0%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
ERYTHEHA,INJ.SITEC>lINCHJ I 1 I 1 I 1 I 1 I 1 I 1 I I 1 

I 4.0%) I 4.0.iO I 4.0%) I I 4.0%) I I 4.2i0 I I 4.2i0 I I I 4.0iO 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 3 I 1 I 1 I 1 I 1 I O I I 3 
I I 12.0%) I 4.0%) I I 4.0%) I I 4.0%) I I 4.2%) I I 0.0%) I I I 12.0%) 
I I I I I I I I 

SHELLitG, INJ. SITE c <:::l IN. J I 3 I 1 I o I o I o I o I I 3 
I I 12.0%> I c 4.0iO I I 0.0%1 I c 0.0%) I I 0.0%1 I 1 0.0%1 I I 12.0%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 5 I 6 I 4 I 3 I 2 I 2 I I 6 

I c 20.0%1 I 1 24,0%1 I c 16.0%1 I c 12.0%J I c 8.3%> I c 8.3%J I I 24.0%> 

----------------------------------------------------------------------------------------------------- ----------
BODY AS A HHOLE/SITE ~PEC. 3 3 2 0 1 1 5 

12.0%) 12.0%) 8.0%) 0.0%) 4.2%) 4.2%) 20.0%) 

FATIGUE 1 0 0 0 0 0 1 
4.0%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 4.0%) 

FEYER 1 0 0 0 0 0 1 
I 4.0%) o.o;o 0.0%) 0.0%) o.o;o I 0.0%) 4.0%) 

HARN TO TOUCH 2 3 2 0 1 1 4 
I 8.0%) 12.0%) 8.0%) 0.0%) 4.2%) 4.2%) ( 16.0%) 

DIGESTIVE SYSTEH 2 4 2 3 1 1 4 
8.0%) 16.0%) 8.0%) 12.0%) 4,2%) 4.2%) 16.0%) 

DIARRHEA 0 z 1 1 0 0 z 
I 0.0%) 8.0%) 4.0%) ( 4.0%) I 0.0%) I 0.0%) I 8.0%) 

0 
0 ..... 
'° -
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INVESTIGATOR 
ST\JDY 
VACCINE 

tfJRPHY, TRUDY 
000411 

1 HIB CONJUGATE 
CP241 LOT NHSfR 

PATIENT CLASS: HEALTHY CHILDREN 
1-11 HOS. AGE RANGE 

TABLE 4 (cont.) 

PATIENT CQUIIT CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE , I NHSfR OF VACCINfES I 25 VACCINEESJ - INJfCTION1 2 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I t-aJHBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

••••••••••••••••••••••••••••••••••• ••••••••••••••••••••••••••••••I••••••••••--••••••••••••••••••••••••••••---••-
TEETHING 2 2 1 I 2 1 1 2 

NERVOUS SYSTEH & PSYCHIATRIC 

IRRITABILITY 

SKIN & SKIN APPENDAGE 

e.o%J e.D%J 4.0%J I e.o%J 4.2%J 4.2%J e.0%1 

1 0 0 
4.0X) O.OXJ O.OXJ ( 

1 0 0 
4.0X) O.OXJ D.DXJ 

1 1 1 
4.0X) 4.0X) 4.0%) 

0 
O.OXJ ( 

0 
O.OXJ ( 

1 
4.0X) 

0 
O.OXJ 

0 
0. ox J 

1 
4.Zl.) 

0 
O.OXJ 

D 
D.OXJ 

1 
4.2XJ 

1 
4.0X I 

1 
4.0%) 

1 
4.0%) 

RASH 1 1 1 1 1 1 1 
I c 4.0%J l 4.0%1 c 4.0Y.J c 4.0Y.J c 4.2Y.J 1 4.2Y.J 4.0Y.J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES MITH COHPLAINTS I 6 I 6 I 4 I 3 I 3 I 2 I I 7 

I I 24. ox J I l 24. ox J I l 16. OY. J I l 12. ox J I l 12. SY. J I l e. 3Y. J I I 28. oY. J 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINffS MITH NO COHPLAINTS I 19 I 19 I 21 I 22 I 21 I 22 I I 18 
I c 76.0Y.J I c 76.0Y.J I 1 84.0Y.J I c ee.oY.J I c 87.SY.J I 1 91. 7Y.J I I c 72.0Y.l 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL YACCINEES REPORTING I 25 I 25 I 25 I 25 I 24 I 24 I I 25 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES MITH NO DATA I O I O I O I O I 1 I 1 I I O 

I I I I I I I I 

0 
0 -., 
,0 
N 
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INVESTIGATOR 
STUDY 
VACCINE 

tlJRPHY, TRUDY 
: 000411 
: HIB CONJUGATE 

CPZ'tl LOT t-l.HSER 
PATIENT CLASS: HEALTHY CHILDREN 

1-11 KJ$. I , AGE~ 

TABLE 5 

PATIENT COLNT IW<Itut TEttPHAl\JRES 

-------------·---~--------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE :' 

twC TENPERATURE 
(DEG F, ORAL) 

••••••••••••••••••••••••••••••••••• 
NORHAL 

< 99 

99 - 99.9 

100 - 100.9 

I t-l.HSER OF VACCINEES ( 26 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NA-BER 
l----------------------------- ·----------------------------------------------1 HITH I o I 1 I 2 I 3 I 4 I 5 I I HAX TEHP 
•••••••••• • ••••••••• • ••••••••• • ••••••••• •••••••••• .......... .......... --

0 1 1 0 1 1 0 
o.ox, 3.&i!) 4.0i!) O.Oi!) ft.Oi!) ft.OX J 0.0%) 

23 18 24 25 23 23 17 
88,.s;',) 69.2i!) 96.0%) 96,2i!) 92.0%) 92.0%) 65.4i0 

2 6 0 1 0 1 6 
7. 7i!) 23,li!) O.Oi!) 3.&i!) O.Oi!) 4.0iO 23.1%) 

1 1 0 0 0 0 2 
3.&i!) 3.&i!) O.Oi!) O.Oi!) O.Oi!> O.Oi!) 7. 7%) 

101 - 101. 9 0 0 0 0 l O l 
( O.Oi!J ( 0.0%) ( O.Oi!) I t O,Oi!) ( 4.0i!) I ( O.Oi!J I 3.8%) 

-----------------------------------1----------I----------I----------I----------I------- · --l----------1----------1----------1 
TENPERATURf TAKEN I 26 I 26 I 25 I 26 I 25 I 25 I I 26 I 

I 1100. Oi! J I 1100. Oi! J I t 96. 2i! J I 1100 . 0% J I C 96 . 2% J I I 96. 2i! J I I 1100. 0% J I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERATURE NOT TAKEN I O I O I 1 I O I 1 I l I I O I 
I c o.oi!J I c o.Oi!J I c 3.&i!J I f o.oi!J I c 3.ei!> I C 3.&i!J I I t 0 . 0%) I 
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INVESTIGATOR 
STUDY 
VACCINE 

KJRPHY, TRUDY 
000411 

r HIB CONJUGATE 
CPZ41 LOT Nl.teER 

PATIENT CLASS: HEALTHY CHILDREN 
1-11 HOS. AGE RANGE 

TABLE 5 (cont.) 

PATIENT COllff HAXltU1 TEHPERAT\JRES 

VACCINE : HIB CONJUGATE i I NLteER OF VACCINEES ( ZS VACCINEES) - INJECTION Z I 

HAX TEHPERATURE 
(DEG F, ORAL> .................................... 

< 99 

99 - 99.9 

100 - 100.9 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tl.tlBER 

1----------------------------------------------------------------------------I HITH I o I l I Z I 3 I 4 I s I I HAX TEHP 
•••••••••• •••••••••• •••••••••• •••••••••• • ••••••••• •••••••••• • ••••••••• ---·-Z3 21 ZS ZS Z't Z3 zo 

9Z.0%) M.0%) U00.0%) (100.0%) uoo.o:o (100.0%) 80.0%) 

l 3 0 0 0 0 3 
4.0%) lZ.01.J 0.0%) 0. 0% J 0.0%) 0.0%) lZ. 0% J 

0 l 0 0 0 0 l 
0.0%) 4.0%) 0.0%) 0.0%) 0.0%) 0.0%) 4.0%) 

101 - 101. 9 1 0 0 0 0 0 1 
( 4.0%) ( 0.0%) ( o.o:o ( 0.0%) ( 0.0%) ( 0.0%) ( 4.0%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I ZS I ZS I 25 I ZS I 24 I Z3 I I 25 I 

I uoo. 01. t I uoo. 01. l I uoo. 01. t I uoo. 01. t I c 96. 01. 1 I c 9Z. 01. t I I uoo . 01. t I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERATURE NOT TAKEN I o I o I O I O I l I Z I I O I 
I c o. 01. 1 I c o. 01. 1 I c o. 01. l I c o. 01.1 I c 4. 01. 1 I c a. 01. 1 I I , o. 01. t I 
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BLACK INFANTS WIil LACK ICM( 1) IG ALLOTYPE 
SHOW HIGH ANTICAPSULAR ANTIBODY RESPONSES TO 
H; INFLUEMZAE B - N. MENINGITIDIS OUTER 

MEMBRANE PROTEIN CONJUGATE VACCINE (Hib PS-a4P)- MS 
Clanton, OM Granoff, B Pilot, JP Pandey, TV Muw,,hy. U. Tx 
Southwestern Med. Ctr., Dallas, TX, Med. Univ. of S.C., 
Charleston, SC, Wash. U., St. Louis, Mo. 

Blacks hck:1ng Km(l) have a higher relative risk. of 
Nningitis and lower cone. of antibody following 
vaccinat.ion with plain Hfb-PS vaccine than blacks with the 
Kni(l). However, 7-17 mo. old blacks lacking Kni(l) had a 
good antibody response to a sfngle injection of Hib PS-oMP 
conjugate vaccine (Study fl, J Infect Dfs, in press). The 
purpose of study #2 was to compare the responses of 2-5 mo 
old black infants given 2 doses of Hfb PS-oMP, given 2 
mo . apart. In study #2, black infants lacking Km(l) had 
higher tota 1 antibody responses. IgG responses were not 
signfficantly different. (5.8 vs 3.0 ug/ml, p=0.24). 

Total anti-PS antibody (Geo. mean, ug/ml) 
Study KmCll Ng. Mean Age<ma} Pre Past-dgse fl P0st-dase12 
1 Pos. 22 11.5 ND 5.0 p> 5 ND 

Neg, 27 11,9 ND 4.1 • ND 
2 Pos. 10 2.9 0.10 2.0 p• 09 5.1 pa 03 

Neg, 13 2,4 0,12 4.8 • 14,8 . 
l.&ck of the 1<111(1) a 11 otype does not corre 1 ate with 1 ower 
total or IgG responses to conjugate vaccine. Infants 
lacking Km(l), a phenotype associated with increased risk 
of meningitis, have comparable or higher antibody 
responses to 2 doses of conjugate than infants with Knl(l). 
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PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

DATE INITIATED: 

DATE COMPLETED: 

62651/ 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex), 
Study #0004-12. 

To evaluate the safety and immunogenicity of 
Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex) in 
healthy infants and children 2 months to 5 years of 
age. 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex). 

Lot 1069/C-P241 - polysaccharide/ml 

Lot 1072/C-P298 -
mcg meningococcal protein/ml 

polysaccaride/ml 

Lot 1080/C-P749 -
mcg meningococcal protein/ml 

me~ polysaccharide/ml 

Lot 1085/C-Rl32 -
mcg meningococcal protein/ml 

polysaccharide/ml 
___ mcg meningococcal protein/ml 

inum Ydrox·de diluent 

Harry L. Keyserling, M.D. 
Dept. of Pediatrics 
Emory University School of Medicine 
69 Butler Street, S.E. 
Atlanta, Georgia 30303 

A. Russell Gerber, M.D. 
Hervey W. Froehlich, Jr., M.D. 

Emory University Clinic 
2032 Ridgewood Dr. 
Atlanta, Georgia 30322 

Grady Hospital Clinic 
80 Butler St., S.E. 
Atlanta, Georgia 30303 

July 11, 1987 

In progress. 

26AUG88 



STUDY POPULATION: 

STUDY PROCEDURE: 

6265I/ 

- 2 -

Healthy infants and children 2 to 71 months of age 
are included in the study. 

Infants 2 to 11 months of age receive 2 injections of 
the vaccine given 2 months apart, while children 12 
months of age and older receive a single injection. 
Vaccine is reconstituted in aluminum hydroxide and 
administered by intramuscular route. The dose for 
each injection is 15 mcg polysaccharide in the 
appropriate volume - 0.75 ml for Lot 1069/C-P241 and 
0.5 ml for Lots 1072/C-P298, 1080/C-P749, and 
1085/C-Rl32. 

Parents or guardians are required to record the 
vaccinee 's temperature and any systemic or injection 
site reactions for 5 days after each injection . 
Unexpected or serious reactions are to be reported 
immediately to the study physician. 

A blood sample is obtained immediately before each 
injection and one month after the last (or only) 
injection. Additional samples are obtained 7 to 10 
months after the last injection for infants 2 to 11 
months of age and at 15 to 18 months postvaccination 
for children 12 to 71 months of age. 

All serum samples are assayed by Merck Sharp & Dahme 
Research Laboratories for antibody to fl. influenzae 
type b capsular polysaccharide by radioimmunoassay 
(RIA). Selected samples are also tested for serum 
bactericidal activity, and quantitation of IgG1 
subclass. 

26AUG88 



RESULTS: 

62651/ 

- 3 -

Demographic information and individual pre and 
postvaccination antibody data for each vaccinee 
enrolled in the study is reported in Table 1. 

1. Number Vaccinated: 

In faction NQ. 
Lot Age _l _l 

1069/C-P241 2-11 mo. 9 9 
12-71 mo. 16 

1072/C-P298 2-11 mo. 21 21 
12-71 mo. 13 

1080/C-P749 2-11 mo. 69 31 
12-71 mo. 75 

1085/C-R132 2-11 mo. 3 0 
12-71 mo. 6 

2. Serologic Results 

Antibody responses (RIA) prior to and after 
vaccination are as follows: 

' 

% With Anti-PRP ~MT (mcg Ab/ml) 
Age Time >0. 15 mcg Ab/ml >1.0 mcg Ab/ml All Vaccinees 

2-11 mo. Pre 25 (13/53) 2 ( 1/53) o. 10 
2 mo. 98 (52/53) 83 (44/53) 2 .83 
3 mo. 100 (42/42) 90 (38/42) 5.93 

No serology was done for children 12 months of 
age and older. 

Antibody responses (by lot per age group) prior 
to vaccination through 10 months postvaccination 
are included in Tables 2-4. 

26AUG88 



RESULTS: 
(CONT.) 

6265!/ 

- 4 -

3. Clinical Results: 

The frequencies of selected injection site and 
systemic reactions during the 48 hours after 
vaccination are as follows: 

¾ Vaccinee~ with Reacti2ns 
2 - 11 12 - 71 

M2nth:i Qf Age M2nth:i Qf Age 
Type 2f Reacti2n InjectiQn 1 InjectiQn 2 Injection 1 

Injection Site 
Erythema >1 inch 2 . 0 2/102) 0.0 0/61) 1.8 ( 2/109) 
Swelling > 1 inch 2.0 2/102) 0 . 0 0/61) 0.9 ( 1/109) 
Pain/Soreness 8.8 9/102) 9.8 ( 6/61) 24.8 (27/109) 

Systemic 
Irritability 43. 1 (44/102) 32.8 (20/61) 31.2 (34/109) 
Sleepiness/ 25.5 (26/102) 16.4 (10/61) 19.3 (21/109) 
Lethargy/Fatigue 

Reaction frequencies and maximum temperatures 
recorded during the five days following each 
injection of vaccine are reported in Tables 5-7. 

No serious or alarming reactions attributable to 
the vaccine were reported. 

26AUG88 

no7QQ 
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TABLE 1 
DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR : KEVSERLING, HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGGl 

··············································································································•.•···~················ 
M CAUC 16M 0 011 INJ CP241 15 MCG 

M CAUC SM •0 001 PREBLEED < 125 < 5 
0 011 INJ 1 CP241 15 MCG 

70 011 BLEED 1 16415 >= 80 
70 021 INJ 2 CP241 15 MCG 

105 021 BLEED 2 14196 >= 80 

F CAUC 5M 0 001 PREBLEED < 125 < 2 
0 011 INJ 1 CP241 15 MCG 

70 011 BLEED 1 6330 8 
70 021 INJ 2 CP241 15 MCG 

105 021 BLEED 2 9989 8 
294 071 BLEED 3 2178 

F CAUC 10M 0 011 INJ 1 CP241 15 MCG 
70 011 BLEED 1 1597 
70 021 INJ 2 CP241 15 MCG 

105 021 BLEED 2 6406 
294 071 BLEED 3 1492 

M 12M 0 011 INJ CP241 15 MCG 

M 5M 0 001 PREBLEED 264 < 2 
0 011 INJ 1 CP241 15 MCG 

63 011 BLEED 1 4500 < 2 
63 021 INJ 2 CP241 15 MCG 

105 021 BLEED 2 15383 2 

M 4M 0 001 PREBLEED 345 < 2 
0 011 INJ 1 CP241 15 MCG 

63 011 BLEED 1 1579 < 2 
63 021 INJ 2 CP241 15 MCG 

105 021 BLEED 2 4622 < 2 

M 12M 0 011 INJ CP241 15 MCG 

F 12M 0 011 INJ CP241 15 MCG 

F 21M 0 011 INJ CP241 15 MCG 

F 19M 0 011 INJ CP241 15 MCG 

0 
0 
a, 
0 
0 
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR KEYSERLING, HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGGl •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
M CAUC 0 011 INJ CP241 15 MCG 

F OTHE 6M •0 001 PREBLEED < 125 < 5 
0 011 INJ 1 CP241 15 MCG 

63 011 BLEED 1 43387 20 
63 021 INJ 2 CP241 15 MCG 

112 021 BLEED 2 25038 5 

M CAUC 0 011 INJ CP241 15 MCG 

F HISP 0 011 INJ CP241 15 MCG 

M CAUC 0 011 INJ CP241 15 MCG 

F CAUC 0 011 INJ CP241 15 MCG 

M CAUC 0 011 INJ CP241 15 MCG 

F CAUC 3M 0 001 PREBLEED 135 
0 011 INJ 1 CP241 15 MCG 

63 011 BLEED 1 1871 
63 021 INJ 2 CP241 15 MCG 

112 021 BLEED 2 11305 

M CAUC 0 011 INJ CP241 15 MCG 

F CAUC 18M 0 011 INJ CP241 15 MCG 

M CAUC 3M 0 001 PREBLEED 303 
0 011 INJ I CP241 15 MCG 

77 011 BLEED I 05/ 56570 
77 021 INJ 2 CP241 15 MCG 

112 021 BLEED 2 05/ 34749 

F CAUC 17M 0 011 INJ CP241 15 MCG 

F CAUC 16M 0 011 INJ CP241 15 MCG 

M CAUC 2M 0 001 PREBLEED 150 
0 011 INJ 1 CP241 15 MCG 

70 011 BLEED 1 1484 

0 
0 
()) 

0 -
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR : KEVSERLING, HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGGl 

··············································································································~······················· 
M CAUC 2M 70 INJ 2 CP241 15 MCG 

105 BLEED 2 1387 

M CAUC 0 INJ CP298 15 MCG 

F CAUC 5M -10 PREBLEED 214 < 600 
0 INJ 1 CP298 15 MCG 

63 BLEED I 1804 1804 
63 INJ 2 CP298 15 MCG 

102 BLEED 2 3099 4630 

F CAUC 3M 0 001 PREBLEED 259 < 600 
0 011 INJ 1 CP298 15 MCG 

63 011 BLEED 1 2681 1829 
63 021 INJ 2 CP298 15 MCG 
98 021 BLEED 2 7272 9413 

F OTHE 12M 0 011 INJ CP298 15 MCG 

F CAUC 2V 0 011 INJ CP298 15 MCG 

M CAUC 13M 0 011 INJ CP298 15 MCG 

M CAUC 2M 0 001 PREBLEED 284 < 600 
0 011 INJ 1 CP298 15 MCG 

77 011 BLEED 1 05/ 463 05/ < 600 
77 021 INJ 2 CP298 15 MCG 

119 021 BLEED 2 05/ 4911 05/ 5627 

M CAUC 3M 0 001 PREBLEED 160 < 600 
0 011 INJ 1 CP298 15 MCG 

63 011 BLEED 1 1600 902 
63 021 INJ 2 CP298 15 MCG 
91 021 BLEED 2 3099 6460 

M CAUC 21M 0 011 INJ CP298 15 MCG 

M CAUC 21M 0 011 INJ CP298 15 MCG 

M CAUC 6M 0 001 PREBLEED 584 
0 011 INJ I CP298 15 MCG 

:::, 
-:> 
..0 

0 
i\J 
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR : KEVSERLING, HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
PA TI ENT CLASS : HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGGl 

··············································································································~······················ 
M CAUC 6M 63 011 BLEED 1 999 

63 021 INJ 2 CP298 15 MCG 

F CAUC 20M 0 011 INJ CP298 15 MCG 

F CAUC 13M 0 011 INJ CP298 15 MCG 

M CAUC 2M 0 001 PREBLEED 134 < 600 
0 011 INJ 1 CP298 15 MCG 

56 011 BLEED 1 1979 1375 
56 021 INJ 2 CP298 15 MCG 
84 021 BLEED 2 1125 2865 

M CAUC 3M 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

77 011 BLEED 1 05/ 468 
77 021 INJ 2 CP298 15 MCG 

112 021 BLEED 2 05/ 610 

F CAUC 6M 0 001 PREBLEED < . 125 
0 011 INJ 1 CP298 15 MCG 

70 011 BLEED 1 1584 
70 021 INJ 2 CP298 15 MCG 

112 021 BLEED 2 3795 

F CAUC 13M 0 011 INJ CP29B 15 MCG 

F CAUC 4M 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

70 011 BLEED 1 16018 
70 021 INJ 2 CP29B 15 MCG 

112 021 BLEED 2 11733 

"' M BLAC 3V 0 011 INJ CP298 15 MCG 

F CAUC 6M 0 001 PREBLEED < 125 
0 011 INJ 1 CP29B 15 MCG 

63 011 BLEED 1 4472 
63 021 INJ 2 CP29B 15 MCG 

105 021 BLEED 2 14858 

M CAUC 2M 0 001 PREBLEED < 125 

. ; . ., 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont.) 
DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR : KEVSERLI NG, HARRY 
STUDY 000412 
VACCINE HIS CONJUGATE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGG1 

··············································································································~······················ 
M CAUC 2M 0 INJ 1 CP298 15 MCG 

56 BLEED 1 2987 
56 INJ 2 CP298 15 MCG 
9B BLEED 2 10495 

F CAUC 6M 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

63 011 BLEED 1 18571 
63 021 INJ 2 CP298 15 MCG 
98 021 BLEED 2 44397 

M CAUC 3M 0 001 PREBLEED 252 
0 011 INJ 1 CP298 15 MCG 

63 011 BLEED 1 39499 
63 021 INJ 2 CP298 15 MCG 

105 021 BLEED 2 63559 

F BLAC 10M 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

63 011 BLEED 1 11584 
63 021 INJ 2 CP29B 15 MCG 

105 021 BLEED 2 15529 

F CAUC 5M 0 001 PREBLEED 255 
0 011 INJ 1 CP298 15 MCG 

63 011 BLEED 1 < 125 
63 021 INJ 2 CP298 15 MCG 
98 021 BLEED 2 1378 

M CAUC 10M 0 001 PREBLEED 138 
0 011 INJ 1 CP298 15 MCG 

70 011 BLEED 1 3573 
70 021 INJ 2 CP298 15 MCG 

105 021 BLEED 2 4774 

F CAUC 9M 0 001 PREBLEED 1796 
0 011 INJ 1 CP298 15 MCG 

63 011 BLEED 1 2685 
63 021 INJ 2 CP298 15 MCG 
98 021 BLEED 2 8898 

M CAUC 13M 0 011 INJ CP298 15 MCG 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR : KEYSERLING, HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGGl •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
' ' 

F CAUC SM 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

63 011 BLEED I 5100 
63 021 INJ 2 CP298 15 MCG 

M CAUC SM 0 001 PREBLEEO < 125 
0 011 INJ 1 CP298 15 MCG 

67 011 BLEED 1 37598 
67 021 INJ 2 CP298 15 MCG 
98 021 BLEED 2 75009 

M CAUC 21M 0 011 INJ CP298 15 MCG 

F BLAC 2Y 0 011 INJ CP298 15 MCG 

M CAUC 11M 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

56 011 BLEED I 3899 
56 021 INJ 2 CP29B 15 MCG 
98 021 BLEED 2 2874 

F CAUC 4M 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

56 011 BLEED 1 284 
56 021 INJ 2 CP298 15 MCG 
91 021 BLEED 2 230 

F CAUC 2M 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

70 011 BLEED 1 1497 
70 021 INJ 2 CP749 15 MCG 

112 021 BLEED 2 2661 

F CAUC 12M 0 011 INJ CP749 15 MCG 

F lOM 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

70 011 BLEED 1 10484 
70 021 INJ 2 CP749 15 MCG 

119 021 BLEED 2 7524 

F 2M 0 001 PREBLEED < 125 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR : KEVSERLING, HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
PA Tl ENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGG1 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• . . 
F CAUC 2M 0 011 INJ 1 CP749 15 MCG 

77 011 BLEED 1 05/ 7164 
17 021 INJ 2 CP749 15 MCG 

126 021 BLEED 2 05/ 10047 

F CAUC 2V 0 011 INJ CP749 15 MCG 

M CAUC 16M 0 011 INJ CP749 15 MCG 

M CAUC 15M 0 011 INJ CP749 15 MCG 

F CAUC 3V 0 011 INJ CP749 15 MCG 

F CAUC 6M 0 06'1 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

70 011 BLEED 1 2753 
70 021 INJ 2 CP749 15 MCG 

105 021 BLEED 2 4013 

M CAUC 2V 0 011 INJ CP749 15 MCG 

M CAUC 14M 0 011 INJ CP749 15 M.CG 

M CAUC 4M 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

70 011 BLEED 1 205 
70 021 INJ 2 CP749 15 MCG 

105 021 BLEED 2 2061 

M CAUC 13M 0 011 INJ CP749 15 MCG 

F CAUC 18M 0 011 INJ CP749 15 MCG 

M CAUC 10M 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

63 011 BLEED 1 1597 
63 021 INJ 2 CP749 15 MCG 
98 021 BLEED 2 5491 

M CAUC 2V 0 011 INJ CP749 15 MCG 

M CAUC 2M 0 001 PREBLEED < 125 



(b) (6) (b) (6) (b) (6)
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TABLE l (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR KEYSERLI NG, HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGGl •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• . . 
M CAUC 2M 0 011 INJ 1 CP749 15 MCG 

63 011 BLEED 1 32014 
63 021 INJ 2 CP749 15 MCG 
98 021 BLEED 2 48326 

M CAUC 0 011 INJ CP749 15 MCG 

M CAUC 7M 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

58 011 BLEED 1 1328 
58 021 INJ 2 CP749 15 MCG 

119 021 BLEED 2 1726 

M CAUC 3M 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

70 011 BLEED 1 2299 
70 021 INJ 2 CP749 15 MCG 
95 021 BLEED 2 2624 

F CAUC 0 011 INJ CP749 15 MCG 

M CAUC 2M 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

63 011 BLEED 1 727 
63 021 INJ 2 CP749 15 MCG 

105 021 BLEED 2 3273 

M CAUC 6M 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

63 011 BLEED 1 1002 
63 021 INJ 2 CP749 15 MCG 
98 021 BLEED 2 989 

M CAUC 7M 0 001 PREBLEED 159 
0 011 INJ 1 CP749 15 MCG 

70 011 BLEED 1 4152 
70 021 INJ 2 CP749 15 MCG 

105 021 BLEED 2 7046 

M BLAC BM 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTI NG 

I NVESTIGATOR : KEVSERLING , HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
PATIENT CLASS : HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE / RIA CODE/ SBA CODE/ lGG l 

···············································································································~···~················ 
M BLAC BM 63 BLEED 1 4949 

63 I NJ 2 CP749 15 MCG 
105 BLEED 2 40078 

F CAUC 3M 0 PREBLEED < 125 
0 INJ 1 CP749 15 MCG 

63 BLEED 1 3956 
63 INJ 2 CP749 15 MCG 
98 BLEED 2 4176 

M CAUC 12M D 011 INJ CP749 15 MCG 

M CAUC 7M D 001 PREBLEED < 125 
0 011 !NJ 1 CP749 15 MCG 

63 011 BLEED 1 3650 
63 021 INJ 2 CP749 15 MCG 
91 021 BLEED 2 10488 

F CAUC 2M 0 00 1 PREBLEED < 125 
0 011 !NJ 1 CP749 15 MCG 

63 0 1 1 BLEED 1 523 
63 02 1 INJ 2 CP749 15 MCG 
91 021 BLEED 2 993 

F CAUC 13M 0 011 INJ CP749 15 MCG 

F CAUC 18M 0 011 INJ CP749 15 MCG 

F OTHE 2M 0 001 PREBLEED < 125 
0 01 1 I NJ 1 CP749 15 MCG 

70 011 BLEED 1 13283 
70 021 I NJ 2 CP749 15 MCG 
98 021 BLEED 2 838B 

F CAUC 24M 0 011 INJ CP749 15 MCG 

F CAUC 5M 0 001 PREBLEED < 125 
0 0 1 1 INJ 1 CP749 15 MCG 

63 0 11 BLEED 1 2318 
63 D21 INJ 2 CP749 15 MCG 

105 021 BLEED 2 2548 

0 
0 
0, 
0 
(XI 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR : KEVSERLING, HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGG1 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
F CAUC 15M 0 011 INJ CP749 15 MCG 

M CAUC 14M •O 011 INJ CP749 15 MCG 

F CAUC 2M 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

70 011 BLEED 1 596 
77 021 INJ 2 CP749 15 MCG 

M BLAC 2V 0 011 INJ CP749 15 MCG 

M CAUC SM 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

63 011 BLEED 1 307 
63 021 INJ 2 CP749 15 MCG 
98 021 BLEED 2 479 

F CAUC 3M 0 001 PREBLEED 168 
0 011 INJ 1 CP749 15 MCG 

63 011 BLEED 1 9410 
63 021 INJ 2 CP749 15 MCG 
98 021 BLEED 2 22477 

F CAUC 16M 0 011 INJ CP749 15 MCG 

F CAUC 23M 0 011 INJ CP749 15 MCG 

F 2V 0 011 INJ CP749 15 MCG 

F 24M 0 011 INJ CP749 15 MCG 

M 3V 0 011 INJ CP749 15 MCG 

M 2M 0 001 PREBLEED 146 
0 011 INJ 1 CP749 15 MCG 

70 011 BLEED 1 1365 
70 021 INJ 2 CP749 15 MCG 

F 18M 0 011 INJ CP749 15 MCG 

F 18M 0 011 INJ CP749 15 MCG 

0 
0 
CJ> 
0 
,4 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont .) 

DEMOGRAPH I CS / EVENTS LI STING 

INVESTIGATOR : KEVSERLING, HARRY 
STUDY 000412 
VACCI NE HIB CONJUGATE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE / SBA CODE/ IGG I •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• . ' 

F CAUC 0 I NJ CP749 15 MCG 

M CAUC •o I NJ CP749 15 MCG 

F CAUC 3M 0 011 I NJ 1 CP 749 15 MCG 
70 021 INJ 2 CP749 15 MCG 

F CAUC 0 01 1 I NJ CP749 15 MCG 

F CAUC 6 M 0 001 PREBLEED 226 
0 011 IN J 1 CP749 15 MCG 

62 01 1 BLEED 1 1079 
63 021 INJ 2 CP749 15 MCG 

M CAUC 4V 0 011 INJ CP749 15 MCG 

F CAUC 19M 0 011 INJ CP749 15 MCG 

F CAUC 17M 0 011 INJ CP749 15 MCG 

M CAUC 4M 0 001 PREBLEED 252 
0 011 INJ 1 CP749 15 MCG 

63 011 BLEED 1 3827 
63 021 INJ 2 CP749 15 MCG 

F CAUC 3V 0 011 INJ CP749 15 MCG 

M CAUC 4 M 0 001 PREBLEED < 125 
D 01 1 INJ 1 CP749 15 MCG 

63 011 BLEED 1 4375 
63 021 INJ 2 CP749 15 MCG 

M BLAC 2V 0 011 INJ CP749 15 MCG 

M BLAC !3M 0 011 INJ CP749 15 MCG 

F BLAC 17M 0 011 INJ CP749 15 MCG 

M BLAC 3V 0 011 INJ CP749 15 MCG 

M BLAC 3V 0 011 INJ CP749 15 MCG 

0 
0 
O> .-
0 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR : KEYSERLING, HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGG1 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
M BLAC 21M 0 011 INJ CP749 15 MCG 

F BLAC 15M ,o 011 INJ CP749 15 MCG 

F BLAC 14M 0 011 INJ CP749 15 MCG 

M CAUC 7M 0 011 INJ 1 CP749 15 MCG 
63 021 INJ 2 CP749 15 MCG 

F CAUC 4M 0 001 PREBLEEO < 125 
0 011 INJ 1 CP749 15 MCG 

70 011 BLEED 1 3741 
70 021 INJ 2 CP749 15 MCG 

F CAUC 2Y 0 011 INJ CP749 15 MCG 

M BLAC 18M 0 011 INJ CP749 15 MCG 

M 16M 0 011 INJ CP749 15 MCG 

F 24M 0 011 INJ CP749 15 MCG 

M 24M 0 011 INJ CP749 15 MCG 

F 5M 0 011 INJ CP749 15 MCG 

F 18M 0 011 INJ CP749 15 MCG 

M 15M 0 011 INJ CP749 15 MCG 

F 4M 0 011 INJ CP749 15 MCG 

M 2Y 0 011 INJ CP749 15 MCG 

M 2Y 0 011 INJ CP749 15 MCG 

M 10M 0 001 PREBLEEO 135 
0 011 INJ 1 CP749 15 MCG 

63 011 BLEED 1 19023 

M 2M 0 001 PREBLEEO < 125 

.... 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont.) 
DEMOGRAPH I CS / EVENT S LI STING 

INVESTIGATOR : KEVSERLING , HARR Y 
STUDY 000412 
VACCINE I HIB CONJUGATE 
PATIENT CLASS : HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RI A CODE/ SBA CODE / I GG l 

··············································································································~~·•·.•················ 
M CAUC 2M 0 0 11 INJ 1 CP749 15 MCG 

63 011 BLEED 1 3795 
i 3 021 INJ 2 CP749 15 MCG 

M CAUC 4M 0 0 11 I NJ CP749 15 MCG 

f CAUC 12M D 011 INJ CP749 15 MCG 

M CAUC 5M 0 001 PREBLEED < 125 
0 01 1 I NJ 1 CP749 15 MCG 

63 01 1 BLEED 1 661 
63 021 I NJ 2 CP749 15 MCG 

M CAUC 3M 0 001 PREBLEED < 125 
0 0 11 IN J 1 CP749 15 MCG 

63 011 BLEED 1 12 268 

M CAUC 3M 0 011 IN J CP749 15 MCG 

M CAUC 6M 0 011 INJ CP749 15 MCG 

f CAUC 3V 0 01 1 INJ CP749 15 MCG 

M CAUC 2V 0 01 1 INJ CP749 15 MCG 

f CAUC 4M 0 011 IN J 1 CP749 15 MCG 
63 021 I NJ 2 CP749 15 MCG 

M CAUC 18M 0 011 I NJ CP749 15 MCG 

M CAUC 2M 0 0 1 1 INJ CP749 15 MCG 

f CAUC 12M 0 01 1 INJ CP749 15 MCG 

f CAUC 3M 0 01 1 INJ CP749 15 MCG 

f BLAC 2V 0 0 11 INJ CP749 15 MCG 

f BLAC 2V 0 0 11 INJ CP749 15 MCG 

f CAUC 2M 0 011 INJ CP749 15 MCG 

i\J 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR KEVSERLING, HARRV 
STUDV 000412 
VACCINE HIB CONJUGATE 
PATIENT CLASS: HEALTHV CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGGl •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
M OTHE lBM 0 INJ CP749 15 MCG 

f CAUC 18M ,o INJ CP749 15 MCG 

f CAUC 19M 0 INJ CP749 15 MCG 

f CAUC 20M 0 INJ CP749 15 MCG 

f CAUC 7M 0 011 INJ CP749 15 MCG 

f CAUC 6M 0 011 INJ CP749 15 MCG 

M CAUC 6M 0 011 INJ CP749 15 MCG 

M CAUC 12M 0 011 INJ CP749 15 MCG 

M CAUC 3M 0 011 INJ CP749 15 MCG 

M CAUC 5M 0 011 INJ CP749 15 MCG 

M CAUC 15M 0 011 INJ CP749 15 MCG 

f CAUC 5M 0 011 INJ CP749 15 MCG 

M CAUC 2M 0 011 INJ CP749 15 MCG 

M BLAC 2V 0 011 INJ CP749 15 MCG 

f CAUC 3M 0 011 INJ CP749 15 MCG 

f CAUC 3V 0 011 INJ CP749 15 MCG 

M CAUC 2V 0 011 INJ CP749 15 MCG 

f CAUC 4M 0 011 INJ CP749 15 MCG 

M CAUC 3M 0 011 INJ CP749 15 MCG 

M CAUC 2M 0 011 INJ CP749 15 MCG 

M CAUC 9M 0 011 INJ CP749 15 MCG 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont.) 

DEMOGRAPHICS I EVENTS LISTING 

INVESTIGATOR : KEVSERLING, HARRV 
STUDV 000412 
VACCINE HIB CONJUGATE 
PATIENT CLASS: HEALTHY CHILOREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGGl •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
F BLAC 0 011 INJ CP749 15 MCG 

M CAUC 4M ,o 011 INJ CP749 15 MCG 

M CAUC 0 011 INJ CP749 15 MCG 

F CAUC 2V 0 011 INJ CP749 15 MCG 

F CAUC 4M 0 011 INJ CP749 15 MCG 

F CAUC 2M 0 011 INJ CP749 15 MCG 

F CAUC 9M 0 011 INJ CP749 15 MCG 

M CAUC 0 011 INJ CP749 15 MCG 

F CAUC 0 011 INJ CP749 15 MCG 

F CAUC 0 011 INJ CP749 15 MCG 

F CAUC 2V 0 011 INJ CP749 15 MCG 

M CAUC 6M 0 011 INJ CP749 15 MCG 

M CAUC 3M 0 011 INJ CP749 15 MCG 

F BLAC 7M 0 011 INJ CP749 15 MCG 

F CAUC 6M 0 011 INJ CP749 15 MCG 

M CAUC 2V 0 011 INJ CP749 15 MCG 

F CAUC 1M 0 011 INJ CP749 15 MCG 

F CAUC 9M 0 011 INJ CP749 15 MCG 

F CAUC 9M 0 011 INJ CP749 15 MCG 

F CAUC 1M 0 011 INJ CP749 15 MCG 

F CAUC 6M 0 011 INJ CP749 15 MCG 



(b) (6) (b) (6) (b) (6)
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I NVESTIGATOR : 
STUDY 
VACCINE 
PA T IENT CLASS : 

KEVSERLI NG, HARR Y 
0004 12 
HIB CONJUGATE 
HEALTHY CHILDREN 

CASE SE X RACE BIRTH AGE DAV DATE 

TABLE l (cont . ) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

CODE/ SBA CODE/ I GG l 

M CAUC 3M 0 01 1 I NJ CP749 15 MCG 

F CAUC SM ,o 011 IN J CP749 15 MCG 

F CAUC SM 0 011 INJ CP749 15 MCG 

F OTHE 2M 0 011 INJ CR132 15 MCG 

F CAUC 2M 0 011 INJ CR132 15 MCG 

M CAUC 1M 0 011 INJ CR13 2 15 MCG 

F CAUC 15M 0 011 INJ CR132 15 MCG 

M CAUC 12M 0 011 INJ CR132 15 MCG 

M CAUC 12M 0 011 INJ CR132 15 MCG 

F CAUC 2V 0 011 INJ CR132 15 MCG 

M CAUC 12M 0 0 1 1 INJ CR132 15 MCG 

M CAUC 12M 0 011 INJ CP749 15 MCG 

M CAUC 2V 0 011 INJ CR132 15 MCG 

J1 



HFLU/ . ,46210/07/19/88/29 

INVESTIGATOR 
STUDV 
VACCINE 
ASSAV 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

7-11 MOS. 

KEVSERLING, HARRV 
000412 
HIB CONJUGATE 
RIA 
CP241 
15 MCG 
HEALTHY CHILDREN 

TABLE 2 
A N T I B O D V R E S P O N S E S 

• 

" WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

(MONTHS) >.15 MCG AB/ML >1.0 MCG AB/ML " >2 FOLD MEAN 
•••••••••••• ••••••••••••••• • •••••••••••••• • •••••••••••••• •••••• 

PRE INJ 33 ( 21 6) 0 0/ 6) 
MONTH 2 100 ( 6/ 6) 100 6/ 6) 100 ( 6/ 6) 23.9 
MONTH 3 100 ( 6/ 6) 100 6/ 6) 100 ( 6/ 6) 46.2 
MONTH 7-10 100 ( I/ 1) 100 l / I ) 100 ( I/ 1) 17.4 

PRE INJ 0 0/ I ) 0 ( 0/ 1 ) 
MONTH 2 100 I/ 1) 100 ( I/ I ) 100 ( I/ I ) 131 . 3 
MONTH 3 100 I/ 1 ) 100 ( I/ 1) 100 ( I/ I ) 113.6 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

o . 139 6) 
4 . 191 6) 
8 . 083 6) 
2. 178 I ) 

0 . 063 I ) 
16.415 I ) 
14. 196 1 ) 

FOOTNOTE(S): 
IF A TITER IS REPORTED AS <.125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

NO SEROLOGY WAS OBTAINED FOR CHILDREN I@ MONTHS OF AGE OR OLDER. 

. 
0 
.::, 
':)) -0- ,· 



HFLU , ,46210/07/19/88/30 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 

. LOT NUMBER 
DOSE 
POPULATION 

KEVSERLING, HARRY 
000412 
HIB CONJUGATE 
RIA 
CP298 
15 MCG 
HEALTHY CHILDREN 

TABLE 3 
A N T I B O D V R E S P O N S E S 

• 

~ WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML >1.0 MCG AB/ML ~ >2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• •••••• 

I- 6 MOS. PRE INJ 40 6/ 15) 0 0/ 15) 
MONTH 2 93 14/ 15) 80 12/ 15) 87 13/ 15) 18.4 
MONTH 3 100 13/ 13) 92 12/ 13) 92 12/ 13) 41. 3 

, 7-11 MOS. PRE INJ 25 ( II 4) 25 ( II 4) 
MONTH 2 100 ( 4/ 4) 100 ( 4/ 4) 75 ( 3/ 4) 18 . 3 
MONTH 3 100 ( 4/ 4) 100 ( 4/ 4) 100 ( 4/ 4) 26.5 

FOOTNOTE ( S) : 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 117 15) 
2 . 979 15) 
6.495 13) 

0 . 176 4) 
4 . 562 4) 
6 . 599 4) 

IF A TITER IS REPORTED AS < . 125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

NO SEROLOGY WAS OBTAINED FOR CHILDREN I@ MONTHS OF AGE OR OLDER. 

0 
0 
'JI> -



HfL~ j46210/07/19/88/31 

TABLE 4 
A N T I B O D V R E S P O N S E S 

INVESTIGATOR 
STUOV 
VACCINE 
ASSAV 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

7-11 MOS. 

KEVSERLING, HARRV 
000412 
HIB CONJUGATE 
RIA 
CP749 
15 MCG 
HEALTHV CHILDREN 

• 

1' WITH ANTI-PRP 
TIME ----------------------------------

(MONTHS) >.15 MCG AB/ML >1.0 MCG AB/ML 
•••••••••••• ••••••••••••••• • •••••••••••••• 

PRE INJ 14 ( 3/ 21) 0 ( 0/ 21) 
MONTH 2 100 ( 21/ 21) 71 ( 15/ 21) 
MONTH 3 100 ( 13/ 13) 77 ( 10/ 13) 

PRE INJ 17 1/ 6) 0 0/ 6) 
MONTH 2 100 6/ 6) 100 6/ 6) 
MONTH 3 100 5/ 5) 100 5/ 5) 

FOLD RISE 
------------------------

" >2 FOLD MEAN 
• •••••••••••••• •••••• 

95 20/ 21) 14 . 3 
100 13/ 13) 26.7 

100 ( 6/ 6) 26.5 
100 ( 5/ 5) 79.4 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• ••••••••••••••• • 

0 . 077 ( 21) 
1 . 944 ( 21) 
3.416 ( 13) 

0 . 073 6) 
3.444 6) 

10.412 5) 

FOOTNOTE ( S) : 
IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

NO SEROLOGY WAS OBTAINED FOR CHILDREN I@ MONTHS OF AGE OR OLDER. 



H. :C546330/07/18/88/107 TA.1.. J 5 
I 

C L I N I C A L C O H ~ L A I N T S 8 Y f R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

KEYSERLING, HARRY 
00041Z 
HIB CONJUGATE 

1 CPZ41 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO 5 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEMA, INJ. SITE l<=l IN.) 
PAIN/SORENESS, INJ, SITE 
ERYTHEMA, INJ. SITE l>l INCH) 
SHELLING, INJ. SITE (<=l IN.J 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
EAR INFECTION, NOS 
PHARYNGITIS 
TEETHING 
HARM TO TOUCH 

HIB CONJUGATE 
INJECTION: 1 

9 

4 44,lt lO 
5 55.6 lO 
0 

NO. OF VACCINEES X BASED 
HITH ON 9 

CLINICAL COHP. VACCINE ES 

3 33.3 
2 22.2 
2 22.2 
1 11.1 
1 11.1 

4 44.4 
3 33.3 
2 22 . 2 
1 11.l 
l 11.l 
1 11.1 
1 11.1 

0 
0 
i)') ... 
,Q 



• 

• . 

HFLIJ/CC.546330/07/18/88/llS TABLE 5 (cont.) 

C L I N I C A L C O N P L A l N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT N.HSER 
POPULATION 
AGE RANGE 

1 KEYSERLING, HARRY 
I 000412 

HIB CONJUGATE 
CP2~1 
HEALTHY CHILDREN 
1-11 NOS. 

DAYS OF FOLLOKJP 1 DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH NO COMPLAINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

HIB CONJUGATE 
INJECTION: 2 , 

S SS.6 lO 
4 44.lt lO 
0 

NO. OF VACCINEES X BASED 
HITH ON 9 

CLINICAL COHP. VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS f INJECTION SITE I 

ERYTHEHA, INJ. SITE f<=l IN.I 

SYSTEMIC REACTIONS 
BRONCHIOLITIS, ACUTE 
C0tt10N COLD 
FATIGUE 
IRRITABILITY 
TEETHING 
TONSILLITIS 

I I 
I 1 11.1 I 
I 1 11.1 I 
I I 
I 4 44.4 I 
I 1 11.1 I 
I 1 11 . 1 I 
I 1 11.1 I 
I 1 11.1 I 
I 1 ,l~.l I 
I 1 11.1 I 

'/ 



HFLU/CC546330/07/l8/88/108 
TABLE 5 (cont.) 

C L I N I C A L C O N P L I.. :- '.l T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT M.teER 
POPULATION 
AGE RANGE 

1 KEYSERLING, HARRY 
I 00041Z 

HIB CONJOOATE 
1 CPZ41 

HEALTHY CHILDREN 
lZ-71 HOS. 

DAYS OF FOLLCINJP 1 DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

HIB CONJOOATE 
INJECTION: l 

16 

4 
lZ 

0 

zs.o X) 
75.0 X) 

NO, OF VACCINEES X BASED 
HITH ON 16 

CLINICAL COHP . VACCINE ES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS ( INJECTION SITE ) 

PAIN/SORENESS, INJ. SITE 
ERYTHENA, INJ. SITE (<=l IN.) 
SHELLING, INJ. SITE (<=l IN.) 

SYSTEHIC REACTIONS 
IRRITABILITY 
TEETHING 
FATIGUE 
HARN TO TOUCH 
Cotl10N COLD 
DIARRHEA 
SUTURES 
HHEEZING 

5 
4 
z 
l 

10 
7 
4 
3 
z 
l 
l 
l 
l 

31.3 
25.0 
u.s 
6,3 

6Z.5 
43.8 · 
zs .o 
18.8 
lZ . S 
6.3 
6 . 3 
6.3 
6.3 

._, 

::, 
0 
'.XI 
V -



. . 

HFLv/CCS46330/07/18/88/109 
TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S 8 Y F R E q U E N C y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NlJ18ER 
POPULATION 
AGE RAN;E 

KEYSERLING, HARRY 
I 000412 
1 HIB CONJUGATE 

CP298 
HEALTHY CHILDREN 

1-11 HOS. 
DAYS OF FOLLMJP 1 DAYS OTO S 

' .. . 
' . < 

VACCINE 

TOT.AL VACCINEES 

VACCINEES HITH NO COHPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS C INJECTION SITE ) 
ERYTHEHA, INJ. SITE l<=l IN.) 
ERYTHEHA, INJ. SITE l>l INCH) 
SHELLING, INJ. SITE C<=l IN.) 
SHELLING, INJ . SITE C>l INCH) 

SYSTEHIC REACTIONS 
IRRITABILITY 
FATIGUE 
TEETHING 
HARH TO TOUCH 
COtfflN COLO 
NASAL CONGESTION 
NERVOUSNESS 
VOHITING 
HHEEZING 
HDLFF-PARKIHSON-HHITE SYHOROHE 

HIB CONJUGATE 
INJECTION: 1 

21 

6 28.6 i!) 
1s 71.4 :o 

0 

NO. OF VACCINEES X BASED 
HITH ON 21 

CLINICAL COHP. VACCINEES 

7 33.3 
5 23.8 
1 4.8 
1 4.8 
1 4.8 

13 61.9 
9 42.9 
4 :l,9.0 
4 19.0 
3 14, 3 
1 4 . 8 
l 4.8 
1 4.8 
1 4.8 
l 4.8 
l 4.8 

' ! , • ., 



. . · 
HFLu/CC546330/07/18/88/116 

TABLE 5 (cont.) 

C L I N I C A L C O H P L A I ~ T S 8 Y F R E ij U E N C y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tueER 
POPULATION 
AGE RANGE 

KEYSERLING» HARRY 
I 00041Z 
1 HIB CONJUGATE 

CP298 
1 HEALTHY CHILDREN 

1-11 HOS. 
DAYS OF FOLLOKJP 1 DAYS OTO & 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH NO C0HPLAINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS !INJECTION SITE) 
ERYTHEHA, INJ. SITE l<:l IN.) 
PAIN/SORENESS» INJ, SITE 
SHELLING, INJ. SITE l<•l IN. ) 

SYSTEHIC REACTIONS 
IRRITABILITY 
TEETHING 
Cotl10N COLD 
FATIGUE 
BRONCHIOLITIS» ACUTE 
DIARRHEA 
ENDOPHTHALHITIS 
NASAL CONGESTION 
OTITIS HEDIA 
PROLONGED CRYING, >l/Z HR 
LNJSUAL HIGH-PITCHED CRYING 
HARH TO TOUCH 
HHEEZING 
HOLFF-PARKINSON-HHITE SYNDROHE 

HIB CONJUGATE 
INJECTION: 2 

Zl 

7 33.3 %) 
14 66.7 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON Zl 

CLINICAL COHP, VACCINEES 

8 
5 
2 
l 

12 
8 
7 
4 
3 
1 
1 
l 
l 
l 
1 
1 
1 
1 
l 

38.1 
23.8 
9.5 
4.8 

57.1 
38.1 
33.3 
19.0 
14.3 
4.8 
4.8 
4 .8 
4.8 
4.8 
4 . 8 
4.8 
4.8 
4.8 
4.8 

· i= 
·.I 



HFLU/CC546330/07/18/88/ll0 
TABLE 5 (cont.) 

CLINICAL COHPLAI'<iTS av FREQUENCY 

INVESTIGATOR 
STUDY 
VACCINE 
LOT N.teER 
POPULATION 
AGE RANGE 

: KEYSERLING, HARRY 
00041Z 

: HIB CONJUGATE 
I CPZ98 
1 HEALTHY CHILDREN 

12-71 HOS. 
DAYS OF FOLLONJP: DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH NO Ca1PLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES NITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS ( INJECTION SITE ) 
PAIN/SORENESS, INJ. SITE 
ERYTHEHA, INJ. SITE (<:l IN.) 
SHELLING, INJ. SITE (>l INCH) 

SYSTEHIC REACTIONS 
IRRITABILITY 
FATIGUE 
Cotf10N COLD 
DIARRHEA 
NASAL DISCHARGE 
TEETHING 
YOHITING 
BRONCHITIS, ACUTE 
COUGH 
OTITIS HEDIA 
PROLONGED CRYING, >1/2 HR 
RASH 
HARN TO TOUCH 

HIB CONJUGATE 
INJECTION: l 

13 

3 Z3. l Y.) 
10 76. 9 Y.) 

0 

NO. OF VACCINEES Y. BASED 
HITH ON 13 

CLINICAL COHP. VACCINEES 

5 38.5 
3 Z3.l 
z 15.4 
l 7.7 

8 61.5 
6 46.2 
4 30.8 
3 Z3.l 
z 15.'t 
2 15. llt 
2 15.llt 
2 15.'t 
l 7.7 
l 7.7 
l 7. 7 
l 7.7 
l 7.7 
l 7.7 

-1 1• 

' ! 



HFLU/CCS46330/07/18/88/lll 
TABLE 5 (cont.) 

C L I N I C A L C O N P L A I N T S a Y F R E ~ U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 

1 KEYSERLING, HARRY 
I 00041Z 

LOT tf.Jt8ER 
POPULATION 
AGE RANGE 

1 HIB CONJUGATE 
I CP749 

HEALTHY CHILDREN 
1-11 HOS. 

DAYS OF FOLLOKJP 1 DAYS OTO & 

\. , r 

VACCINE 

TOTAL YACCINEES 

YACCINEES NITH NO CottPLAINTS 1 
YACCINEES HITH COl1PLAINTS 
YACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS ( INJECTION SITE ) 
ERYTHEHA, INJ. SITE (<cl IN.) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE (<=l IN.) 
SHELLING, INJ. SITE (>l INCH) 

SVSTEHIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARH TO TOUCH 
DIARRHEA 
VOHITING 
C0tt10N COLD 
PROLONGED CRYING, >1/2 HR 
EAR INFECTION, NOS 
TEETHING 
COUGH 
FEYER 
NASAL DISCHARGE 
HHEEZING 
ATOPIC DERHATITIS 
BRONCHIOLITIS, ACUTE 
GASTROENTERITIS, NONINFECTIOUS 
NASAL CONGESTION 
POLYDIPSIA 
RASH 
lHJSUAL HIGH-PITCHED CRYING 

HIB CONJUGATE 
INJECTION: 1 

69 

lZ 17.4 ,0 
57 8Z.6 ,O 

0 

NO. OF VACCINEES % BASED 
HITH ON 69 

CLINICAL COHP. VACCINEES 

Z9 
Z4 

7 
6 
1 

51 
34 
22 
20 

9 
8 
5 
5 
... 
... 
3 
3 
2 
2 
1 
1 
1 
1 
1 
1 
1 

42.0 
34.8 
10.1 
8.7 
1.4 

73.9 
49.3 
3jl..9 
29.0 
13.0 
11.6 
7.2 
7.2 
&.8 
5.8 
4.3 
4.3 
2.9 
2.9 
1.4 
1.4 
1.4 
1.4 
1.4 
1.4 
1,4 

, .11: 
•) 



HFLU/CCS46330/07/18/88/117 
TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 

1 KEYSERLING, HARRY 
000412 

LOT tuBER 
POPULATION 
AGE RANGE 

: HIB CONJUGATE 
1 CP749 

DAYS OF FOLLONJP 1 

VACCINE 

TOTAL VACCINEES 

HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO 5 

VACCINEES HITH NO COHPUINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS I INJECTION SITE ) 
ERYTHEHA, INJ. SITE C<=l IN.J 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE C<=l IN.) 

SYSTEHIC REACTIONS 
IRRITABILITY 
HARH TO TOUCH 
FATIGUE 
DIARRHEA 
RASH 
Cott10N COLD 
EAR INFECTION, NOS 
VOHITING 
ASTHHA 
INFECTIOUS GASTROENTERITIS 
INFLUENZA 
NASAL CONGESTION 
ORAL CANDIDIASIS 
PROLONGED CRYING, >1/2 HR 
TEETHING 
lHJSUAL HIGH-PITCHED CRYING 
HHEEZING 

HIB CONJUGATE 
INJECTION: Z 

31 

7 ZZ.6 ,0 
Z4 77.4 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 31 

CLINICAL COHP. VACCINE ES 

13 41.9 
10 3Z.3 

4 lZ,9 
z 6.5 

zz 71.0 
13 41.9 
10 3Z.3 
6 19.4 
5 16,1 
3 9,7 
z 6.5 
z 6.5 
2 6.5 
1 3,Z 
1 3.Z 
1 3,Z 
1 3.2 
1 3.2 
1 3. 2 
1 3.2 
1 3.2 
1 3.2 



HfLU/CC546330/07/18/88/llZ 
TABLE 5 (cont.) 

C L I N I C A L C 0 H P L A I ~ T S 8 Y f R E Q U E N C V 

INVESTIGATOR 
STUDY 
VACCINE 

: KEYSERLING, HARRY 
00041Z 

LOT Nl.ttiER 
POPULATION 
AGE RANGE 
DAYS Of FOLLotlJP 

VACCINE 

TOTAL YACCINEES 

HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
lZ-71 HOS. 
DAYS O T9 Ii 

YACCINEES HITH NO COMPLAINTS 1 
YACCINEES HITH COHPLAINTS 
YACCINEES HITH NO DATA 

CLINICAL CCl1PLAINTS 

LOCAL REACTIONS l INJECTION SITE ) 
PAIN/SORENESS, INJ. SITE 
ERYTHEHA, INJ. SITE l<=l IN.> 
SHELLING, INJ. SITE l<=l IN.) 
ERYTHEHA, INJ. SITE l > 1 It«:H l 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
DIARRHEA 
HARN TO TOUCH 
NASAL DISCHARGE 
PROLONGED CRYING, >l/2 HR 
VCIHITING 
ANOREXIA 
PHARYNGITIS 
TEETHING 
ASTHMA 
CCHiON COLD 
CCINJlH:TIYITIS 
COUGH 
FEYER 
HYPERSENSITIVITY 
NASAL CONGESTION 
NAUSEA 
OTITIS MEDIA 
SLEEP DISORDERS 
UPPER RESPIRATORY INFECTION, NOS 
HHEEZING 

HIB CONJUGATE 
INJECTION: l 

75 

Z8 37.8 %1 
46 6Z.Z %) 

l 

NO. Of VACCINEES % BASED 
HITH ON 74 

CLINICAL CCl1P. YACCINEES 

31 
19 
11 

5 
z 

33 
26 
16 

8 
7 
3 
3 
3 
2 
2 
2 
1 
l 
1 
l 
l 
l 
l 
l 
l 
l 
l 
l 

41.9 . 
25.7 
14.9 
6.8 
2.7 

44.6 
35.1 
21.6 
10.8 
9.5 
4.1 
4.1 
4.1 
2.7 
2.7 
2.7 
1.4 
1.4 
1.4 
1.4 
1.4 
1,4 
1.4 
1.4 
1.4 
1.4 
1.4 
1.4 



• 

• . 

HFLU/CC546330/07/18/88/113 TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S 8 Y F R E q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT Nl.ttBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLONJP 

VACCINE 

TOTAL VACCINEES 

1 KEYSERLING, HARRY 
000<tlZ 

1 HIB CONJUGATE 
I CR132 
1 HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO S 

VACCINEES HITH NO COHPUINTS 1 
VACCINEES NITH CCIHPLAINTS 
VACCINEES NITH NO DATA 

CLINICAL COHPLAINTS 

HIB CONJUGATE 
INJECTION: l 

3 

3 (100,0 Y.J 
O ( o.o X J 
0 

NO. OF VACCINEES Y. BASED 
HITH ON 3 

CLINICAL COHP. VACCINE ES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

I I 
LOCAL REACTIONS (INJECTION SITEJ I 0 0. 0 I 

I : I 

• ,I 



HFLU/CC.546330/07/18/88/114 TABLE 5 (cont.) 

CLINICAL COHPLAJIITS BY FREQUENCY 

INVESTIGATOR 
STUOY 
VACCINE 
LOT t-U-SER 
POPULATION 
AGERAN;E 
DAYS OF FOLLOtl.lP 

VACCINE 

TOTAL VACCINEES 

I KEYSERLING, HARRY 
000412 

I HIB CONJUGATE 
1 CRUZ 
1 HEALTHY CHILDREN 

lZ-71 ttOS. 
DAYS OTO & 

VACCINEES HITH ND COHPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS l INJECTION SITE ) 
ERYTHEHA, INJ. SITE l<:l IN.) 
PAIN/SORENESS, INJ. SITE 
SNELLING, INJ. SITE (<al IN.) 

SYSTEMIC REACTIONS 
DIARRHEA 
FATIGUE 
IRRITABILITY 
VOHITING 
CONJlH:TIVITIS 
COUGH 
EAR INFECTION, NOS 
NASAL DISCHARGE 
NAUSEA 
PAIN 
HARH TO TOUCH 

HIB CONJUGATE 
INJECTION: 1 

6 

0 I 0.0 l) 
6 1100.0 l> 
0 

ND . OF VACCINEES l BASED 
HITH ON 6 

CLINICAL COHP. VACCINE ES 

3 50.0 
z 33.3 
z 33.3 
1 16.7 

4 66.7 
z 33.3 
z 33.3 
z 33.3 
z 33.3 
1 16.7 
1 16.7 
1 16.7 
1 16.7 
1 16.7 
1 16.7 
1 16.7 
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TABLE 6 
CLINICAL CCJNILAINTS 

INVESTIGATOR I KEVSERLIN», HARRY 
STUDY 00041Z 
VACCINE I HIB CONJUliATE 
LOT NLtBER I CP241 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 1 1-11 tmS. 

- --- ---~-------------------------------------------------------------------------------------------------
VACCINE I HIB C~TE J ' I N.IBER OF VACCINEES ( 9 VACCINEES) - INJECTION: l I 

,' l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu-eER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I S I ICOHPLAINTS 

•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••-1••••••••••1•••••••-
LOCAL REACTIONS I l I 2 I l I o I O I o I I 3 

I ( 11.i;o I ( ZZ.V.J I ( 11.i;o I ( 0.0%) I ( 0.0%) I ( 0.0%) I I 33.3%) 

----------------------------------- ----------1---------- ---------- ---------- ---------- ---------- ----------
ERYTHEHA, INJ. SITE t >l INCH) 0 I l O O O O l 

o.o%J I 11.v., o.ox, 0.0%) o.ox, o.o%J 11 . 1%, 
I 

ERVTHEHA, INJ. SITE t<=l IN.) 0 I l l O O O Z 
0.0%) I 11.1%) 11.1%) 0.0%) 0.0%) 0.0%) ZZ.Z%l 

I 
PAIN/SORENESS, INJ. SITE l I l O O O O 2 

11.1%) I 11.1%) 0.0%1 0.0%) o.ox, 0.0%1 zz.z;o 
I 

SHELLIN», INJ. SITE t<=l IN.) 0 I l l O O O l 
t 0.0%) I t 11.1%) t 11.1%1 t 0.0%1 t o.ox, t 0.0%1 11.1%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SVSTEHIC I 2 I 3 I O I l I l I l I I 4 

I t zz.v., I I 33.3%) I I 0.0%1 I t 11.1%1 I I 11.1%) I I 11.1%1 I I 44.4%) 

----------------------------------- -------------------------------- ---------- ---------- ---------------------
BODY AS A HHOLE/SITE lMSPEC. l z 0 l l l 

11.1%) ZZ.Z%) 0.0%) 11.1%) 11.1%) 11.1%) 

FATIGUE l z 0 0 0 0 
11.1%1 ZZ,Z%) 0.0%) 0.0%) 0.0%) 0.0%) 

NARtt TO TOUCH 0 0 0 l l l 
0.0%) o.o:o o.o:o 11.1%) 11.1%) 11.1%) 

DIGESTIVE SVSTEH l 0 0 0 0 0 
11,UO o.o;o 0.0%) 0.0%) 0.0%) O.OiO 

TEETHIN» 1 0 0 0 0 0 
11.1%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 

• ' . I 
I •) 

4 
44.4%) 

3 
33.3% J 

l 
11.1:0 

l 
11.1%) 

1 
11 . 1%) 



HFLu/ll546030/07/12/88/PAGE 123 

INVESTIGATOR KEYSERLING. HARRY 
STUDY 000412 
VACCINE I HIB CONJUGATE 
LOT N.t'BER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COttPLAINTS 

-------------------------~--------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATJ 

CLINICAL COHPLAINTS 

t I N.t'BER OF VACCINEES I 9 YACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUt1BER 

l----------------------------------------------------------------------------1 HITH 
I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

•••••••••••••••••••••••••••••••■■■■ ■••••••-- •••••••••• •••••••••• •••••••••• NiHHHHHHHHI NNNNNNNNNN •NNNNNNNNN tHHtlHHtNIHHf 
NERVOUS SYSTEN & PSYCHIATRIC l 2 0 0 0 O 2 

11.uo 22.zx, o.ox, o.o;o 0.0%, 0.0%, 22.2%, 

IRRITABILITY 1 · 2 0 
11.1%) 22. 2%) 0.0%) 

RESPIRATORY SYSnN 0 0 0 
0.0%) 0.0%) 0.0%) 

PHARYNGITIS 0 0 0 
0.0%) 0.0%) 0.0%) 

SPECIAL SENSES 0 0 0 
0.0%) 0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0 . 0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 
0.0%) 

l 
11.1%) 

l 
11.1%) 

l 
11.1%) 

2 
I 22.2%) 

l 
C 11.1%) 

l 
11.1%) 

l 
11.1%) 

EAR INFECTION. NOS O O O O O l l 
I 0.0%1 I 0.0%1 I 0.0%) I 0.0%1 I I 0.0%1 I 11.1%1 c 11 . 1%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES HITH COHPLAINTS I 2 I 4 I 1 I l I 1 I 1 I I 5 

I , 22.2%1 I c 44.4%1 I , 11.v.1 I 1 11.1%1 I c 11.1%1 I 1 11.1%1 I I I ss.6%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

YACCINEES HITH NO CotlPLAINTS I 7 I 5 I 8 I 8 I 8 I 8 I I 4 
I I 77.8%) I I 55.6%1 I I 88.9%1 I I 88.9%1 I I 88.9%1 I I 88.9%1 I I I 44.4%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 9 I 9 I 9 I 9 I 9 I 9 I I 9 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 
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INVESTIGATOR KEYSERLING, HARRY 
STUDY 000412 
VACCINE , HIB CONJUGATE 
LOT NMBER , CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE , 1-11 ttOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE , HIB CONJUGATE I NMBER OF VACCINEES l 9 VACCINEES) - INJECTION: 2 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPUINTS I O I l I 2 I 3 I 4 I S I !COMPLAINTS 

·································••l••······••l••······••1---,-•-•l••iHHHHfiHHtjiHHHHHHHHHtl••······••l•-··••I 
LOCAL REACTIONS I l I O I o I o I o I o I I l I 

I I 11.liD I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I r o.O%l I I 11.1:0 I 
-----------------------------------1----------I ·---------l----------l----------l----------1----------1----------1 I 

ERYTHEHA, INJ, SITE l<=l IN. l I l I o I o I o I o I o I I l I 
I r 11.1%1 I r o.O%l I r o.O%l I r o.O%l I r o.o;o I r 0.0%1 I I I 11.1%J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SYSTEHIC I l I 2 I 2 I 2 I 3 I 2 I I 4 I 

I 1 11.1%1 I r 22.2%1 I r 22.2%) I .1 22.2%1 I I 33.3%l I r 22.2%l I I 44.4%1 I 

BODY AS A HHOLE/SITE U.SPEC. 0 l l 0 0 0 l 
0.0%) 11.1%) 11.1%) 0.0%) 0.0%) 0.0%) ( 11.1%) 

FATIGUE 0 l l 0 0 0 l 
0.0%) 11.1%) 11.1%) 0.0%) 0.0%) 0.0%) 11.1%) 

DIGESTIVE SYSTEN 0 l l l l l l 
0.0%) 11.1%) 11.1%) 11.1%) 11.1%) 11.1%) 11.1%) 

TEETHING 0 l l l l l l 
0.0%) 11.1%) 11.1%) 11.1%) 11.ll.) 11.1%) 11.liO 

NERVOUS SYSTEH & PSYCHIATRIC 0 0 0 0 l 0 l 
0.0%) 0,0%) 0.0%) 0.0%) 11.1%) 0.0%) ( 11.1%) 

IRRITABILITY 0 0 0 0 l 0 l 
0.0%) 0.0%) 0.0%) 0.0%) 11.1%) 0.0%) 11.ll.l 

RESPIRATORY SYSTEN l l l l l l 2 
11.1%) 11,1%) 11,1%) 11.1%) 11.1%) 11.1%) 22.2%) 

BRONCHIOLITIS, ACUTE 0 0 0 l l l l 
( O.Ol. I 0.0%) ( o.o:o 11.1%) ( 11,ll.) ( 11.ll.) I 11.ll.l 

::, 
::> 
·..IJ 

"" N 
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INVESTIGATOR KEYSERLING, HARRY 
STUDY 000412 
VACCINE i HI8 CONJUGATE 
LOT tlJteER i CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HD$. 

TABLE 6 (cont.) 

CLINICAL eot9'LAINTS 

-----------------------•-- .P-----------------------------------------------------------------------------------------------VACCINE i HI8 CONJUGATE I NJtBER OF VACCINEES I 9 VACCINEES J - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tueER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••I---

CCH10N COLD I 1 I 1 I 1 I o I o I o I I 1 
I 11.JZl I 11.JZl I 11.JZl I o.oi!l I o.oi!J I o.oi!J I I 11.1%J 
I I I I I I I I 

TONSILLITIS I o I o I o I 1 I 1 I 1 I I 1 
I I o.oll I I o.oi!J I c o.oi!l I c 11.1%J I 1 11.li!J I c 11.1%J I I 11.1%J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 1 I 2 I 2 I 2 I 3 I 2 I I 4 

I 1 11.li!l I 1 22.2%J I c 22.2%l I 1 22.2%l I c 33.3%l I 1 22.2%J I I 44.4%1 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO CottPLAINTS I 8 I 7 I 7 I 7 I 6 I 7 I I 5 
I 1 88.9%l ·I c 11.ex, I c 77,8%l I c 77.8%J I c 66.7%l I c 11.exJ I I 1 55.6%J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 9 I 9 I 9 I 9 I 9 I 9 I I 9 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 

. . · / 

' 
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INVESTIGATOR KEYSERLING, HARRY 
STUDY 000412 
VACCINE , HIB CONJUGATE 
LOT N..tl3ER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

TABLE 6 (cont.) 

CLINICAL CCJtllLAINTS 

---------------------------------------------------------------------------------------------------------------------------
VACCINE I HIB CONJU&ATE I N..teER OF VACCINEES C 16 VACCINEES) - INJECTION: l I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NM3ER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••1••••••••••1••••••••••1••••••••••1----1---•-.1--l••••••••••I•••••••••• 
LOCAL REACTIONS I 4 I 2 I O I o I O I o I I 5 

I c 25,0%> I I 12,5%> I I 0.0%> I c 0.0%1 I I 0.0%> I I 0.0%> I I 31.3%> 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

ERYTHEHA, INJ. SITE C <=l IN. l I l I 2 I O I O I O I O I I 2 
I 6. 31.) I I 12. 51.) I I O. 01.) I I O. 01.) I C O. 01.) I O. 01.) I I 12. 5% ) 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 3 I l I o I o I o I o I I 4 
I 18.8%) I 6.31.) I o.ol.> I 0.0%> I 0.0%) I 1 0.01.1 I I c 25.0%) 
I I I I I I I I 

SHELLING,INJ.SITEl<=llN.> I l I l I O I O I O I o I I l 
I I 6.3%) I c 6.31.) I I 0.0%> I I 0.0%> I I 0.0%> I I 0.0%) I I I 6.31.) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I 5 I 4 I 4 I 5 I 4 I 5 I I 10 

I I 31.31.J I C 25.0%) I c 25.0%> I I 31 . 3%) I c 25.01.J I c 31.31.J I I I 62.5%) 

BODY AS A HHOLE/SITE IMSPEC. 2 2 l 0 l 2 6 
12.51.) 12.5%) 6.3%) 0.01.) 6.31.) 12,51.) I 37 .5%) 

FATIGUE 2 l l 0 0 0 3 
12.51.) 6.3%) 6.31.) 0.01.) 0.0%) 0.0%) 18.8%) 

SUTURES 0 0 0 0 0 1 l 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) I 6.3%) 6.3% J 

NARH TO TOUCH 0 1 0 0 1 1 2 
0.0%) 6.3%) I 0.01.) 0.01.) 6.31.) I 6. 31. J 12.5%) 

DIGESTIVE SYSTEH 3 3 4 2 3 2 5 
18.8%) 18.8%) 25.01.) 12.5%) 18.8%) 12.5%) 31.3%) 

DIARRHEA 0 0 1 0 0 0 l 
0.0%) 0.0%) 6.3%) 0.0%) 0.0%) 0.0%) I 6.3%) 

' / 

=> 
0 
CD 
Joi 
l::: 
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INVESTIGATOR KEYSERLING, HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
LOT M.teER I CP241 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 1 12-71 HOS. 

TABLE 6 (cont.) 

CLINICAL C<l1PLAINTS 

------------------------~~~-------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL C<l1PLAINTS 

I M.teER OF VACCINEES I 16 VACCINEESJ - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJMBER 
l----------------------------------------------------------------------------1 HITH 
I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS ..................................................................................... -·--- .......... ---

TEETHING 3 3 3 2 3 2 4 
18.V.) 18.V.) 18.V.) 12.SY.J 18.V.) 12.5%) 2s.o:o 

NERVOUS SYSTEM & PSYCHIATRIC 3 3 1 
18.V.) 18.V.) 6.3%) 

IRRITABILITY 3 3 l 
18.V.) 18.V.) 6.3%) 

RESPIRATORY SYSTEM 0 0 0 
0.0%) 0.0%) 0.0%) 

~COLD 0 0 0 
0.0%) 0.0%) 0.0%) 

2 1 
12.5%) 6.3%) 

2 l 
12.SY.) 6.3%) 

1 1 
6.3%) 6.3%) 

l 0 
6.3%) 0.0%) 

1 
6.3%) 

l 
6.3%) 

l 
6.3%) 

0 
0.0%) 

7 
I 43.8%) 

7 
I 43.8%) 

l 
6.3%) 

l 
6.3%) 

HHEEZING O O O l l l l 
( 0.0%) I 0.0%) I 0.0%) ( 6.3%) I 6.3%) I 6.3%) I 6.3%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 7 I 5 I 4 I 5 I 4 I 5 I I 12 

I 1 43.V.J I 1 31.3%1 I I zs.0%1 I 1 31.3%1 I I zs.o:o I I n.3%l I I 75.0%> 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

YACCINEES HITH NO CCl1PLAINTS I 9 I 11 I 12 I 11 I 12 I 11 I I 4 
I l 56.3%1 I I 68.V.J I I 75.0%1 I I 68.8%1 I t 75.0%1 I l 68.8%l I I 2s.0%> 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL YACCINEES REPORTING I 16 I 16 I 16 I 16 I 16 I 16 I I 16 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES HITH NO DATA I O I O I O I O I O I O I I O 

I I I I I I I I 
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INVESTIGATOR KEYSERLING, HARRY 
STUDY 000412 
VACCINE I HI8 CONJUGATE 
LOT tutBER I CP298 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

- --------------------~--~---------------------------------------------------------------------··-------------------------
VACCINE I HI8 CONJUGATE I tutBER Of VACCINEES l 21 VACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I t-lJMBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 

•••••••••••••••••••••••••••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1--.1••••••••••1--•••-• 
LOCAL REACTIONS I 2 I 6 I 2 I o I o I o I I 7 

I , 9.5%, I l 28.6%) I , 9.5%, I , o.ox, I l o.ox, I , o.o;o I I 33.3%) 

----------------------------------- ---------- ---------- ---------- ----------1---------- ----------1----------
ERYTHEHA, INJ. SITE l>l INCH) 0 1 0 0 I O O I 1 

0.0%> 4.V.> 0.01., , 0.01.J I 0.01., , o.o%J I , 4.V., 
I I 

ERYTHEHA, INJ. ~ITE l<=l IN.) 2 4 1 O I O O I 5 
9.5%> , u.01., 4.V.> 0.01.> I 0.01., , 0.01.> I , 21.v., 

I I 
SHELLING, INJ. SITE l >l INCH) O O 1 0 I O O I 1 

0.01.> o.o;o 4.V.> 0.0%> I o.o%J 0.01., I 4.V.J 
I I 

SHELLING, INJ. SITE l<=l IN.J O 1 0 0 I O O I l 
, 0.0%> l 4.V.> l 0.01.> , 0.01.J I l 0.01.> l 0.0%> I 4.V.J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTENIC I 9 I 10 I 8 I 8 I 8 I 7 I I 13 

I , 42.91.> I , 47.6%> I , 38.11.> I , 38.11.) I l 38,1%> I l 33.31.J I I 61.9%) 

----------------------------------------------------------------------------------------------------- -----------
BODY AS A tetOLE/SITE u-,sJtEC. z 5 l z 0 0 6 

9.5%) ' 23.8%) ' 4.8%) ' 9.5%) ' 0.0%) 0.01.) 28.6%) 

FATIGUE 1 4 0 0 0 0 4 
4.8%) 19.01.) 0.0%) 0.0%) 0.0%) 0.0%) 19.0%) 

NARH TO TOUCH 1 1 1 2 0 0 3 

' 4.8%) 4.8%) 4.8%) ' 9.5%) 0.0%) ' 0.0)0 ( 14.31.) 

CARDIOVASCULAR SYSTEN 1 l 1 1 1 l l 
4.8%) 4.8%) 4.8%) 4,8%) 4.8%) 4.8%) 4.81.) 

NOLFF-PARKl"5(JN-HHITE SYNDR<l1E l 1 1 1 ' 1 1 l 
4.8%) 4.8%) ' 4.8%) 4.8%) 4.8%) 4,81.) 4.8%) 
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INVESTIGATOR KEYSERLINh HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
LOT t111BER I CP298 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL C<l'IPLAINTS 

-----------------------~~--~-----------------------------------------------------------------------------------------------
VACCINE : HIB CONJOOATE I tl.t1BER OF VACCINEES C 21 VACCINEESJ - INJECTION: 1 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tueER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

·•••·••···•·••••••·•·••······•····· •··••••··· ··•••••••· ·•••··•••• ••••·•·••• IHHfftlHHtlHHt tttHHHt-lHHt ••····•••• IHtlHHtNNN-DIGESTIV£ SYSTEH 2 5 5 4 4 4 5 
9.V.) 23.8%) 23.8%) 19.0%) 19.0%) 19.0%) 23.8%) 

TEETHING 2 4 4 4 4 4 4 
9.V.) 19.0%) t 19.0%) t 19.0%) t 19.0iO t 19.0% l 19.0% l 

YOHITING 0 1 1 0 0 0 1 
0.0%) 4.8%) 4.8%) C 0.0%) 0.0%) 0.0%) ( 4.8%) 

NERVOUS SYSTEH I PSYCHIATRIC s 4 2 3 3 1 9 
23.8%) 19.0%) 9.5") 14.3%) 14.3%) 4.8%) 42.9%) 

IRRITABILITY 5 4 2 2 2 0 9 
23.8%) 19.0%) 9,5") 9.5%) 9.V.) 0.0%) 42.9% J 

NERVOUSNESS 0 1 1 1 1 1 1 
0.0%) 4.8%) 4.8%) 4.8%) 4.8%) 4.8%) 4.8%) 

RESPIRATORY SYSTEH 0 1 2 2 2 2 2 
0.0%) 4.8%) 9.V.) 9.V.) 9.5%) 9.5%) ( 9.5%) 

Cotl10N COLD 0 1 1 1 1 1 1 
O.OiO 4.8%) 4.8%) 4.8%) 4.8%) 4.8%) ( 4.8%) 

NASAL CONGESTION 0 0 1 1 1 1 1 
0.0%) 0.0%) 4.8%) 4.8%) 4.8%) 4.8%) 4.8%) 

HHEEZING O 1 1 1 1 1 1 
I 0.0%) I C 4.8%) t 4 . 8%) I 4.8%) I 4.8%) I 4.8%) I 4.8%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 10 I 13 I 8 I 8 I 8 I 7 I I 15 

I 1 47.6XJ I 1 61.9%1 I 1 38.lXI I 1 38.lXJ I t 38.lXl I 1 33.3XJ I I 1 71.4%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES HITH NO COHPLAINTS I 11 I 8 I 13 I 13 I 13 I 14 I I 6 

I t s2.4Xl I 1 38.1%1 I I u.,:o I 1 61.9%1 I t 61.9%1 I t 66.7%1 I I 2a.6%l 
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INVESTIGATOR, KEYSERLING, HARRY 
STIJOY 000412 
VACCINE , HIB CONJUGATE 
LOT tu-BER , CP298 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

VACCINE : HIB CONJUGATE I tueER OF VACCINEES I 21 VACCINEES I - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu18ER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I S I !COMPLAINTS 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------l-.-*-**I 
TOTAL VACCINEES REPORTING I 21 I Zl I 21 I 21 I 21 I Zl I I 21 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I O 

I I I I I I I I 
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INVESTIGATOR: KEYSERLING, HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
LOT MJtBER I CPZ98 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

------------ --------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I MJtBER OF VACCINEES C 21 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I 1\1.teER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I !COMPLAINTS 
-•••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l•••••••--1••••••••••1••••••••••1••••••••••1-••-
LOCAL REACTIONS I 7 I 3 I o I o I o I o I I 8 

I c 33. 3X > I c 14. 3X > I c o. ox> I c o. ox> I c o. ox> I c o. ox> I I c 38. lX > 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA,INJ.SITEC<=lIN.) I 4 I 3 I O I O I O I o I I 5 
I 19. ox > I 14. 3X > I o. ox > I o. ox > I o. o:o I c o • o.io I I 23. 8% > 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 2 I o I o I o I o I o I I 2 
I 9.SY.) I O.OX) I O.OX> I O.OX) I c O.OX) I c O.OX) I I 9.5X) 
I I I I I I I I 

SHELLING, INJ. SITE C <=l IN, ) I 1 I o I o I O I o I o I I 1 
I C 4.8%) I C o.oX> I C O.O.iO I C o.oX> I c o.oX> I c o.o.%> I I c 4.8%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 11 I 10 I 9 I 9 I 8 I 8 I I 12 

IC 52.4X) IC 47.6%) IC 42.9%) IC 4Z.9X) IC 38.lX) IC 38.lX) I IC 57.UD 

BODY AS A HHOLE/SITE lMSPEC. z 0 1 0 0 0 3 
9,SXI O.OXI 4.8%) O.OX) 0.0%) O.OX) 14.3%) 

FATIGUE 2 0 1 0 0 0 3 
9.SY.) O.OX) 4.8%) 0.0%) 0.01.) 0.01.) ( 14.3%) 

HARN TO TOUCH 0 0 1 0 0 0 1 
0.0%) .( 0.0%) 4.8%) O.OX) 0, 01.) O.OX) 4.8%) 

CARDIOVASCULAR SYSTEH 1 1 1 1 1 1 1 
4.8%) 4.8%) 4.8%) 4.8%) 4.8%) 4.8%) 4.8%) 

HOLFF-PARKINSON-.etITE SYNDROHE 1 1 1 1 l 1 1 
4.8%) 4.8%) 4.8%) 4.8%) 4.8%) 4.8%) 4.8%) 

DIGESTIVE SYSTEH 5 6 6 5 5 5 7 
( 23.8%) ( Z8.6X) ( 28.6%) ( 23.8%) 23.8%) ( 23.81.) ( 33.3%) 

,: , 
' / 

::> 
::> 
'.Xl 
J-4 
D 
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INVESTIGATOR 
STUDY 
VACCINE 

KEYSERLING, HARRY 
I 000412 
I HIB CONJUGATE 

CP298 LOT tu-BER 
PATIENT CLASS: HEALTHY CHILDREN 

1-11 ttDS. AGE RAt«;E 

TABLE 6 (cont. ) 

CLINICAL COHPLAINTS 

-------------------~---------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I M.teER OF VACCINEES ( 21 VACCINEES) - INJECTION: z I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I 0 I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
••••••••••••••••••••••••••••••••••• •••••••••• •••••••••• • ••••••••• • ••••••••• •••••••••• •••••••••• .......... -----

DIARRHEA l 0 0 0 0 0 l 
4.8,0 o.o:o O.DY.) 0.0%) 0.0%) 0.0%) 4.8%) 

TEETHING 5 6 6 5 5 5 7 
23.8%) 28.6%) 28.6%) 23.8%) 23.8%) 23.8%) 33.3%) 

NERVOUS SYSTEH I PSYCHIATRIC 4 5 3 3 2 l 9 
19.0%) 23.8%) 14.3%) 14.3%) 9.5%) 4.8%) 42.9%) 

IRRITABILITY 3 4 3 3 2 l 8 
14.3%) 19.0%) llt.3%) 14.3%) 9.5%) 4.8%) 38.1%) 

PROLONGED CRYING, >l/2 HR l l 0 0 0 0 l 
4.8%) 4.8%) 0.0%) 0.0%) 0.0%) 0.0%) 4.8%) 

lHJSUAL HIGH-PITCHED CRYING l 0 0 0 0 0 l 
4.8%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 4.8%) 

RESPIRATORY SYSTEH 3 3 3 4 4 3 6 
14.3%) 14.3%) 14.3%) 19.0%) 19.0%) 14.3%) 28.6%) 

BRONCHIOLITIS, ACUTE l l 0 0 0 0 l 
4.8%) 4.8%) 0. 0%) 0.0%) 0.0%) 0.0%) 4.8%) 

C~ COLD 2 2 3 4 3 2 4 
9.5%) 9.5%) 14.3%) 19.0%) 14.3%) 9.5%) 19.0%) 

NASAL CONGESTION 0 0 0 0 l l l 
0.0%) 0.0%) 0.0%) 0.0%) 4.8%) 4.8%) 4.8%) 

HHEEZING l l 0 0 0 0 l 
4.8%) 4.8%) 0.0%) 0.0%) 0.0%) I 0.0%) 4.8%) 

SPECIAL SENSES 0 0 1 1 l l 2 
0.0%) 0.0%) 4.8%) 4.8%) 4.8%) 4.8%) I 9.5%) 

' ,·,,/ 
' ! 

::> 
::> 
'.XI 
.t:: 
-::> 
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INVESTIGATOR KEVSERLING, HARRY 
Sl\JDV 
VACCINE 

I 000412 

LOT tu'eER 1 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CPZ98 
HEALTHY CHILDREN 

1-11 toS. 

TABLE 6 (cont.) 

CLINICAL CONPLAINTS 

-----------------------·~---------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I tu'eER OF VACCINEES ( Zl VACCINEES) - INJECTION: Z I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu-lBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

·································••l••······••l••······••l••······••l••·····•-1••······••ltHHHHHHHHt•l••······••1-•-ENDOPHTHALHITIS I o I o I 1 I 1 I 1 I o I I l 
I O.OiO I o.olO I 4,8l0 I 4.8i0 I 4,8%) I O.OiO I I 4.8%) 
I I I I I I I I 

OTITIS HEDIA I o I o I o I o I o I 1 I I 1 
I t o.oiO I t O.OlO I t o.o:o I t O,OlO I I 0.0%) I I 4.8%> I I 4.8%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES HITH COHPLAINTS I 13 I 11 I 9 I 9 I 8 I 8 I I 14 

I 1 61.9%) I 1 52.4%> I 1 42.9%> It 42.9%> It 38.1%> It 38.1%> I I 66,7%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO C<l'tPLAINTS I 8 I 10 I 12 I 12 I 13 I 13 I I 7 

I c 38.1%> I t 47.6%> I 1 57.1%> I I s1.1%J I 1 61.9%> I , 61.9%> I I , 33.3%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I Z1 I Zl I Zl I Z1 I Zl I Zl I I Zl 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I O I . O I O I O I O I I O 

I I I . I I I I I 
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INVESTIGATOR KEYSERLING, HARRY 
ST\JDY I 000412 
VACCINE 
LOT l'U'BER 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

---------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I N..teER OF VACCINEES I 13 VACCINEES) - INJECTION: 1 I 
1---------------------------- .-----------------------------------------------1 
I DAYS POST VACCINATION I NlklBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
············-··················••1--1-----1••······••1-----1••······••1••······••1----1---•·· 
LOCAL REACTIONS I 2 I 3 I l I 1 I 1 I o I I 5 

11 15.4%1 I I 23.lll 11 7.7%1 I 1 7.7%1 11 7.7%1 11 0.0%1 I I 38.5%1 
-----------------------------------1----------I ·---------l----------1----------1----------1----------I----------

ERYTHEHA, INJ. SITE t<=l IN.) I O I 2 I 1 I 1 I 1 I O I 2 
I o.oiO I 15.4,0 I 7.7,0 I I 7. 7,0 I I 7.7%1 I 0.0%) I I 15.4%1 
I I I I I I I 

PAIN/SORENESS, INJ. SITE I 2 I 1 I O I O I O I O I 3 
I 15.4%1 I I 7.7%> I 0.0%1 I .1 0.0%1 I 0.0%1 I 0.0%1 I 1 23.1%1 
I I I I I I I 

SHELLING, INJ. SITE 1>1 INCH> I o I l I O I o I o I o I l 
11 0.0%1 11 7.7i0 I 1 0.0%1 11 0.0%1 11 0.0%1 I 1 0.0%1 I 7.7%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
SYSTEHIC I 5 I 6 I 5 I 7 I 6 I 5 I 8 

I I 38.5%) I I 46.2%) I I 38.5%) I I 53.8%) I I 46.2%1 I I 38.5%) I I 61.5%) 

------------------------------------------------------------------------------------------ ---------------------I 
BODY AS A HHOLE/SITE ll'6PEC. 2 0 3 1 I 2 2 4 

15.4i0 0.0%) 23.1%) 7. 7%) I 15.4%) 15.4%) 30.8%) 
I 

FATIGUE 2 0 3 1 I 2 2 4 
15.4%) 0.0%) 23.lll 7.7%) 15.4%) 15.4%) I 30.8%) 

HARH TO TOUCH 0 0 0 0 1 0 1 
0.0%) 0.0%) O.OiO 0.0%) 7. 7%) 0.0%) 7.7%) 

DIGESTIVE SYSTEN 2 3 2 3 3 2 4 
I 15.4%) I 23.1%) I 15.4%) 23.1%) 23.liO I 15.4%) 30.8%) 

; DIARRHEA 0 1 0 1 1 0 2 

0.0%) 7. 7%) 0.0%) 7.7%) 7.7%) 0.0%) 15.4%) 

TEETHING 2 2 2 2 2 2 2 
I 15.4%) 15.4%) 15.4%) 15.4%) 15.4%) 15.4%) I 15.4%) 
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INVESTIGATOR 
STUDY 
VACCINE 

1 KEYSERLING. HARRY 

LOT NUHBER 1 
PATIENT CLASS: 
AGE RANGE 

000412 
HIB C<HJUGATE 
CPZ98 
HEALTHY CHILDREN 
lZ-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I NRER OF VACCINEES I 13 VACCINEESl - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu1BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL CottPLAINTS I O I l I Z I 3 I 4 I 5 I I COMPLAINTS ........................................................................... ---- .......... ·······-- ----
VOHITING 1 1 0 0 1 O Z 

NERVOUS SYSTEH & PSYCHIATRIC 

IRRITABILITY 

PROLONGED CRYING. >1/Z HR 

RESPIRATORY SYSTEH 

BRONCHITIS• ACUTE 

COtH»,1 COLD 

COUGH 

NASAL DISCHARGE 

SKIN & SKIN APPENDAGE 

RASH 

SPECIAL SENSES 

7. 7%) 7. 7%) 0. 0%) 0. 0%) 7. 7%) 0. 0%) 15. 4%) 

4 
30.8%) 

4 
30.8%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
7. 7%) 

1 
7. 7%) 

0 
0.0%) 

3 
Z3.1%) 

3 
Z3.1%) 

0 
0.0%) 

z 
15.4%) 

0 
0.0%) 

1 
7.7%) 

1 
7. 7%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

3 
Z3.1%l 

3 
Z3.1%) 

0 
0.0%) 

3 
Z3.1%) 

0 
0.0%) 

3 
23.1%) 

0 
0.0%) 

0 
0.0%) 

1 
7. 7%) 

l 
7. 7%) 

0 
0.0%) 

2 
15.4%) 

z 
15.4%) 

0 
0.0%) 

4 
30.8%) 

0 
0.0%) 

2 
15.4%) 

0 
0.0%) 

2 
15.4%) 

0 
0.0%) 

0 
0.0%) 

1 
7, 7%) 

l 
7. 7%) 

1 
7.7%) 

1 
7. 7%) 

3 
23.1%) 

l 
7. 7%) 

2 
15.4%) 

0 
o.o;o 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
7. 7%) 

3 
23.1%) 

z 
15.4%) 

1 
7.7%) 

3 
23.1%) 

l 
7.7%) 

2 
15.4%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

l 
7. 7%) 

6 
I 46.2%) 

6 
46.Z%l 

l 
7.7%) 

6 
46. Z%) 

l 
7.7%) 

3 
23.1%) 

1 
7. 7%) 

2 
15.4%) 

1 
7. 7%) 

1 
7. 7%) 

l 
7.7%) 
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ltNESTIGATOR KEYSERLltG, HARRY 
STUDY 00041Z 
VACCINE : HIB CONJUGATE 
LOT tutBER : CPZ98 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

TABLE 6 (cont.) 

CLINICAL C0t1PLAINTS 

----------------------------------------------------------------------------------------------------------------------------. < 
VACCINE: HIB CONJUGATE I tutBER OF VACCINEES I 13 VACCINEES) - INJECTION: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tutBER 
•----------------------------------------------------------------------------1 HITH CLINICAL C0t1PLAINTS I O I l I Z I 3 I 4 I 5 • ICOHPLAINTS 

................................... l••······••l••····························••l••······••l••·················••I••········ 
OTITIS ttEDIA I o I O • o I l • 1 I l • I 1 

• t o.o:o • t o.o:o • 1 o.o:o I t 7.7%> I 1 7.7%> I 1 7.7%> I I 7.7%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH C0t1PLAINTS I 5 • 8 I 6 I 8 I 7 I 5 • I 10 
I I 38.5%) I I 61.5%> • 1 46.Z%> I I 61.5%) I I 53.8%) I 1 38.5%> I I 76.9%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO COHPLAINTS I 8 I 5 I 7 I 5 I 6 I 8 I I 3 

I I 61.5%) • I 38.5%) I I 53.8%) I I 38.5%) I I 46.Z%) I I 61.5%) I I I 23.1%) 
-----------------------------------1----------1-------- .-l----------•----------l----------•----------1----------1 
TOTAL VACCINEES REPORTINa • 13 • 13 • 13 • 13 • 13 I 13 I I 13 

• I I I I I I I 

-----------------------------------•----------l----------•----------•----------•----------•----------1----------1 
VACCINEES NITH NO DATA • 0 • 0 • 0 • O • 0 • 0 I I 0 

I I I I I I I I 

.. . ., 
' 
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INVESTIGATOR: 
ST\JDY 
VACCINE 
LOT NJ-BER : 
PATIENT CLASS: 
AGE RANGE 

KEYSERLING, HARRY 
000412 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL CQHPLAINTS 

--------------------------------------------------------------------------------------------------·--------------------------
VACCINE : HIB CONJUGATE I t«ffER OF VACCINEES C 69 VACCINEES J - INJECTION: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 
1----------------------------------------------------------------------------I · HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I S I ICOHPLAINTS 

·································••l••······••l---•--··········•l••······••l••······••l••····••Hl••······••l---•--LOCAL REACTIONS I 20 I 16 I S • 1 I o I o I I 29 
I c 29,0XJ I c 23.2%> I , 7,2%J I c 1,4%> I , 0.0%1 I c 0.0%> I I 42.0%1 

----------------------------------- ---------- ---------- ---------- ---------- ---------- ----------1----------ERYTHEHA, INJ, SITE C<=l IN, J 16 15 S 1 o O I 24 
23.2,0 21. 7%) 7 .2%) 1.4%) 0.0% J 0.0%) • 34.8%) 

I 
PAIN/SORENESS, INJ. SITE 5 2 1 0 0 0 I 7 

1. 2% J z. 9% J 1. 4% J o. 0% > o. 0% J o. ox J I 10. 1%, 
I 

SHELLING, INJ, SITE (>l INCH) 1 0 0 0 0 0 I 1 
l.4%J 0.0%> 0.0%> o.o%J 0.0%> o.o%J I l.4%J 

I 
SHELLING, INJ, SITE C<=l IN.) 3 3 1 0 0 0 I 6 

c 4.3%) c 4.3%J c l.4%J , 0.0%1 c o.ox, , o.o,o I 8.7%J 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTENIC I 40 I 27 I 18 I 17 I 20 I 16 I I 51 

I t 58.o,o I t 39.1%> I , 26.lXJ I t 24.6%> I t 29,0%> I t 23.Z%J I I 73.9%> 

---------- ---------- ---------------------
BODY AS A HHOLE/SITE lMSPEC, ZS 18 8 7 4 4 34 

36.2%) 26.1%) 11.6%) 10.1%) 5.8%) 5.8%) 49.3%) 

FATIGUE 17 11 5 4 3 3 22 
24.6%) 15.9%) 7,2%) 5.8%) 4.3%) 4.3%) 31.9i0 

FEVER 0 2 1 0 1 1 3 
0.0%) 2.9%) 1.4%) 0.0%) 1.4%) 1.4%) 4.3%) 

HARN TO TOUCH 11 9 s 3 1 0 20 
15.9%) 13.0%) 7,2%) 4.3%) 1.4%) 0.0%) 29.0%) 

DIGESTIVE SYSTEH 5 6 8 8 10 8 18 
7.2%) 8. 7%) 11.6%) 11.6%) 14.5%) 11.6%) 26.1%) 

0 
0 
:x, 
~ 
\JI 
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INVESTIGATOR KEYSERLING, HARRY 
STUDY 000412 
VACCINE HIB CONJUGATE 
LOT N.tBER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I 1-11 tlOS. 

TABLE 6 (cont.) 

CLINICAL CCIIPLAINTS 

-- ----------- .---------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I N.tBER OF VACCINEES ( 69 VACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu1BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

••••••••••••••••••••·••••••••••·••• •••••••••• ••••••••••••••••••••••••••••••I•••••••••• tHtlHHHHHHHI •••••••••• IHHHHHHHHHf 
DIARRHEA O 3 5 5 I 4 4 9 

o.oY.J 4.3%) 1.2%) 1.2%) I s.V.J s.V.J n . oY.J 
I 

GASTROENTERITIS, NONINFECTIOUS 0 0 0 1 1 1 1 
0.0%) 0.0%) o. 0%) 1.4%) ' 1.4%) 1 . 4%) 1.4%) 

POLYDIPSIA 0 1 1 1 1 1 1 
o. 0%) 1.4%) 1.4,0 1.4%) 1.4%) 1.4%) 1.4%) 

TEETHING 4 3 2 2 2 2 4 
5.V.) 4.3%) 2. 9% J 2. 9%) 2. 9% J 2.9%) 5.8%) 

YOHITING 2 1 1 2 4 3 8 
2.9%) 1.4%) l.'t%) 2.9%) 5.8%) 4.3%) 11.6%) 

NERVOUS SYSTEH & PSYCHIATRIC 24 14 10 4 6 3 36 
34.V. l 20.3%) 14 • .5%) s.v.1 8.7%) 4.3%) 52.2%) 

IRRITABILITY 23 14 10 3 5 2 34 
33.3%) 20.3%) 14,.5%) 4.3%) 7.2%) 2.9%) ' 49.3%) 

PROLONGED CRYING, >1/2 HR 3 1 1 1 1 1 5 
4.3%) 1.4%) 1.4%) 1.4%) 1.4%) 1.4%) 7.2%) 

lHJSlJAL HIGH-PITCHED CRYING 0 0 l 0 0 0 l 
0.0%) 0,0%) 1.4%) 0.0%) 0.0%) 0.0%) 1.4%) 

RESPIRATORY SYSTEH 5 6 6 6 5 5 9 
7.2%) 8 . 7%) 8.7%) ' a.no 7.2%) 7.2%) 13.0%) 

BRONCHIOLITIS, ACUTE 0 0 0 1 1 1 1 
0.0%) 0.0%) 0 . 0%) 1.4%) 1.4%) 1.4%) 1.4,0 

Cott10N COLD 3 4 3 3 2 2 5 

' 4.3%) 5 . V.) 4.3%) 4.3%) 2.9%) 2.9%) 7. 2% I 

0 
0 
;:JI 

.c 
a-
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INVESTIGATOR 
STUDY 
VACCINE 

1 KEYSERLING, HARRY 

LOT tu-EER 1 
PATIENT CLASS: 
AGE RANGE 

000412 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HDS. 

TABLE 6 (cont.) 

CLINICAL Cott»LAINTS 

------------------ .~ .--------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL COMPLAINTS 

I tu-EER OF VACCINEES ( 69 VACCINEES) - INJECTION: 1 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tl.JttBER 

1----------------------------------------------------------------------------I HITH 
I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS ............................................................................................... -········ ......... . 

COUGH O 1 Z Z Z z 3 
0.0%) 1.4%) Z,9%) 2.9%) 2.9%) 2,9%) 4.3%) 

NASAL CONGESTION 1 0 1 1 1 1 1 
O.OiO 1.4%) 1.4%) 1.4%) 1.4%) 1.4%) 1.4%) 

NASAL DISCHARGE z 1 1 1 1 1 1 
1.4%) 1.4%) 1.4%) ., 1.4%) 1 . 4%) 1.4%) Z.9%) 

NHEEZING Z 2 2 2 1 1 1 
2.9%) 2.9%) 2.9%) 1.4%) 1.4%) 1.4%) Z.9%) 

SKIN & SKIN APPENDAGE Z 0 0 0 z z 1 
0.0%) 0.0%) 0.0%) 2.9%) 2.9%) 1.4%) Z.9%) 

ATOPIC DERMATITIS 1 0 0 0 1 1 1 
D.0%) 0.0%) o.o;o 1.4%) 1.4%) 1.4%) 1.4%) 

0 0 0 1 1 0 RASH 1 
0.0%) 0.0%) 0.0%) 1.4%) 1.4%) 0.0%) 1.4%) 

D 0 1 4 4 4 SPECIAL SENSES 4 
0.0%) 0.0%) 1.4%) .&.8%) 5.8%) 5.8%) 5.8%) 

EAR INFECTION, NOS O O 1 4 4 4 4 
I 0.0%) l 0.0%) I l,4%J C 5.8%) I C 5.8%) l .&.8%J I 5.8%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COMPLAINTS I 45 I 36 I Zl I 18 I ZO I 16 I I 57 

I ( 65.Z%) I ( 5Z . 2%) I ( 30.4%) I ( Z6.1%) I ( Z9.0%) I ( Z3.2%) I I 82.6%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO COMPLAINTS I Z4 I 33 I 48 I 51 I 49 I 53 I I 12 

I c 34.8%) I , 47.8%> I , 69.6%) I , 73.9%1 I c 11.0%> I 1 76 . 8%J I I t 17.4%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 69 I 69 I 69 I 69 I 69 I 69 I I 69 

I I I I I I I I 
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INVESTIGATOR KEYSERLING, HARRY 
ST\JDY 000412 
VACCINE HIB CONJUGATE 
LOT N.teER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COtFLAINTS 

VACCINE I HIB CONJUGATE I NUHBER OF VACCINEES ( 69 VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tu18ER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 

-----------------------------------1----------1----------1----------1----------1----------l----------1----------ltHHHtititit!HHtl 
VACCINEES HITH NO DATA I o I O I O I O I O I O I I o I 

I I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 

1 KEYSERLING, HARRY 

LOT tu-eER 1 
PATIENT CLASS: 
AGE RANGE 

00041Z 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-11 ttOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

VACCINE : HIB CONJUGATE I tu-eER OF VACCINEES I 31 VACCINEESJ - INJECTION: Z I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I N.J1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I S I ICONPLAINTS 

-•••••••••••••••••••••••••••••l••••••••••l••••••••-1••••••••••1••••••••••1-••••••••l••••••••••I-- --•••-
LOCAL REACTIONS I 9 I 9 I Z I O I o I o I 13 

I C 30.0%) I I 29.0%) I C 6.5%) I C 0.0%) I C 0.0%) I C 0.0%) I I 41.9%) 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------
ERYTHEHA, INJ. SITE 1<=1 IN. J I 6 I 8 I Z I O I O I O I 10 

I 20.0%) I ZS.8%) I I 6.5%) I I 0.0%) I 0.0%) I 0.0%) I I 32.3%) 
I I I I I I I 

PAIN/SORENESS, INJ. SITE I 3 I Z I 1 I O I O I O I 4 
I 10.0%1 I 6.S%J I 3.V.J I 0.0%1 I 0.0%1 I c 0.0%1 I 1 12.9%) 
I I I I I I I 

SHELLING, INJ. SITE I <=l IN. J I 1 I Z I o I o I o I o I 2 
I C 3.3%) I C 6.5%) I C o.o:o I C 0.0%) I C 0.0%) I I o.o:o I 6.s:o 

-----------------------------------1----------1----------1---------· 1----------1----------1----------1----------1 
SYSTEHIC I 17 I 16 I 9 I 10 I 8 I 8 I I 22 

I c S6.7%J I I Sl.6%1 I I 29.0%) I c 32,3%1 I I 25.8%1 I I 26.7%1 I I 11.0%1 

-------------------------------------------------------------------- -------------------------------- -----------
BODY AS A HHOLE/SITE I.NSPEC. 9 3 3 4 z z 12 

30.0%) ,. 7%) 9.7%) 12.,:0 6.5%) 6. 7%) C 38.7iD 

FATIGUE 6 3 z z 1 1 6 
20.0%) 9.7%) C 6.5%) 6.5%) C 3.2%) 3.3%) C 19.4%) 

HARM TO TOUCH s z z 3 2 1 10 
C 16. 7%) 6.5%) ' 6.5%) 9.7%) I 6.S%J 3.3%) 32.3%) 

DIGESTIVE SYSTEM 3 4 4 4 4 3 6 
C 10.0%) 12.9%) C 12.9%) C 12.9%) 12.9%) C 10.0%) I 19.4%) 

DIARRHEA 2 2 3 3 3 2 5 

6. 7%) 6.5%) 9.7%) ,. 7%) 9.7%) 6. 7%) 16.1%) 

INFECTIOUS GASTROENTERITIS 1 1 1 1 l 0 l 

I 3.3%) 3.2%) 3.2%) 3.2%) C 3.2%) I o.o:o 3.2%) 
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INVESTIGATOR KEYSERLING, HARRY 
STUDY 
VACCINE 

I 000412 

LOT N.HlER 1 
PATIENT CLASS: 
AGERAN;E 

HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I N.HlER OF VACCINEES C 31 VACCINEESJ - INJECTION: 2 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I t-aJMBER 

CLINICAL COHPLAINTS 1------------------------------------------·---------------------------------I HITH I O I l I 2 I 3 I 4 I S I I COMPLAINTS 
••••••••••••••••••••••••••••••••••• •••••••••• • ••••••••• • ••••••••• ········- .......... •••••••••• .......... --

ORAL CANDIDIASIS 0 0 0 0 l l l 
o.o;o 0.0%) 0.0%) 0.0%) 3.2%) 3.3%) 3.2%) 

TEETHING 0 l l l l l l 
0.0%) 3.ZX) 3.2%) 3. 2%) 3.2%) 3.3%) 3.2%) 

V<l1ITING l l 0 0 0 0 2 
3.3%) 3.2%) O.O.iO 0.0%) 0.0%) 0.0%) 6 . .5%) 

NERVOUS SYSTEH I PSYCHIATRIC 9 11 4 s 3 l 13 
C 30.0%) 35.5%) 12.9%) 16.1%) 9.7%) 3.3%) 41.9%) 

IRRITABILITY 9 10 4 s 3 1 13 
30.0;0 32.3%) 12. 9%) 16.1%) ,. 7%) 3.3%) 41.9%) 

PROLONGED CRYING, >1/2 HR 0 1 0 0 0 0 1 
0.0%) 3.2%) 0.0%) o.o;o o.o:o 0.0%) 3.2%) 

lHJSUAL HIGH-PITCHED CRYING 0 1 0 0 0 0 1 
0.0%) 3.ZXJ 0.0%) 0.0%) o. 0%) 0.0%) 3.2%) 

RESPIRATORY SYSTEH 1 2 2 2 4 4 .5 
3.3%) 6.5%) 6.5%) 6.5%) 12.9%) 13.3%) 16.1%) 

ASTHMA 0 0 0 0 1 1 l 
0.0%) 0.0%) 0.0%) o. 0%) 3,2;0 3.3%) 3.2%) 

CotltON COLD 0 0 0 0 l 2 2 
0.0%) 0.0%) 0.0%) o.o:o 3.2%) 6. 7%) 6.5%) 

INFLUENZA 1 1 1 1 1 1 1 
3.3%) 3.2%) 3.2%) 3.2%) 3.2%) 3.3%) 3.2%) 

NASAL CONGESTION 0 1 1 1 1 0 l 
0.0%) 3.2,0 3.2%) 3.2%) 3.2%) 0.0%) 3.2%) 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUttiER 1 
PATIENT CLASS: 
AGE RANGE 

KEYSERLING, HARRY 
00041Z 
HI8 CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAIHTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HI8 CONJUGATE I Nlt8ER OF VACCINEES I 31 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 

CLINICAL COHPLAIHTS 

I DAYS POST VACCINATION I IU1BER 
1----------------------------------------------------------------------------I HITH 
I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS ........................................................................... -----··- .......... ·--·-

HHEEZING O O O O 1 l l 
D.0%) 0.0%) 0.0%) 0.0%) 3.V.) 3.3%) 3.2%) 

SKIN & SKIN APPENDAGE 3 1 1 0 0 0 3 
10.0%) ( 3.2%) 3.2%) ( 0.0%) ( 0.0%) 0.0%) 9. 7%) 

RASH 3 1 1 0 0 0 3 
10.0%) 3.V.) ( 3.2%) 0.0%) ( 0.0%) ( 0.0%) ( 9.7%) 

SPECIAL SENSES 1 1 0 0 0 1 2 
3.3%) 3.2%) 0.0%) 0.0%) 0.0%) 3.3%) ( 6.5%) 

EAR INFECTION, NOS 1 1 0 0 0 1 2 
c 3.3%1 I c 3.2%1 c 0.0%1 I c 0.0%1 c 0.0%1 c 3.3%1 6.5%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
VACCINEES HITH COHPUIHTS I 17 I 19 I 10 I 10 I 8 I 8 I 24 

I 1 56.7%1 I c 61.3%1 I c 32.3%1 I 1 32.3%1 I c 25.8%1 I 1 26.7%> I c 77.4%1 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO COHPUIHTS I 13 I 12 I 21 I 21 I 23 I 22 I I 7 
I I it3.3%1 I c 38.7%1 I c 67.7%1 I I 67.7%1 I c 74.2%1 I c 73.3%1 I It 22.6%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 30 I 31 I 31 I 31 I 31 I 30 I I 31 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I 1 I O I O I O I O I 1 I I 0 

I I I I I I I I 
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INVESTIGATOR KEYSERLING, HARRY 
STUOY I 000412 
VACCINE HIB CONJUGATE 
LOT Nll1BER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : lZ-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

VACCINE I HIB CONJUGATE I tueER OF VACCINEES ( 75 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJteER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I !COMPLAINTS 

-·······························••l••······••l••······••l••······••l••······••l1HHHHHUHHHtl••····•-l••······•·I•--····· 
LOCAL REACTIONS I 19 I 16 I 5 I Z I o I o I I 31 

I C ZS. 7l0 I c Zl.6l0 I c 6.8%) I c z. 7%) I C o.olO I C 0.0%) I I 41.9%) 

-----------------------------------1---------- ---------- ---------- ---------- ---------- ---------- ----------
ERVTHEHA, INJ. SITE ( >l INCH) I O Z 1 0 0 0 Z 

I 0.0%) Z.7%) 1.4%) 0.0%) o.o:o 0.0%) 2.7%) 
I 

ERYTHEHA, INJ. SITE (<=l IN.) I 3 9 3 1 0 0 11 
I 4.1%) 1Z,Z%) 4.11.) 1.4%) 0.0%) 0.0%) l 14.9%) 
I 

PAIN/SORENESS, INJ. SITE I 15 5 1 1 0 O 19 
I Z0.3%) 6.8%) 1.4%) 1.4%) 0.0%) 0.0%) 25. 7%) 
I 

SHELLING, INJ. SITE l<=l IN.) I 4 1 0 0 0 0 5 
I I 5.4%) ( 1.4%) I 0.0%) ( 0.0%) I o.o:o I 0.0%) 6.8%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
SYSTEHIC I 19 I ZZ I 15 I lZ I 14 I 13 I 33 

I c zs.71.) I c 29.7%) I c Z0.3%) 11 16.2%) I c 18.9%) I c 17.6%) I 44.6%) 

----------------------------------------------------------------------------------------------------------------
BODY AS A HHOLE/SITE UNSPEC. 11 7 3 z z 4 19 

14.9%) 9.5%) 4.1%) z. 7%) z. 7%) 5.4%) ZS.7%) 

FATIGUE 10 4 3 2 1 z 16 
13.5%) 5.4%) 4.1%) Z,7%) 1.4%) 2.7%) Zl.6%) 

FEVER 0 1 1 1 1 1 1 
0.0%) 1.4%) 1.4%) 1.4%) 1.4%) 1.4%) 1.4%) 

HARN TO TOUCH 3 4 1 1 1 1 7 
4.1%) 5.4,0 l,4l0 l,4l0 l,4l0 l.4l0 9.5%) 

DIGESTIVE SYSTEH l 7 5 5 4 3 12 
1.4%) 9.5%) 6.8%) 6.8%) 5.4%) ( 4.1%) 16.2%) 

0 
0 
CD ,..,, 
N 



. . 
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INVESTIGATOR KEYSERLING, HARRY 
STUDY 000412 
VACCINE I HIB CONJUGATE 
LOT N.J1BER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 12-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

---- -------------------·---------------------------------------------------------------------------------------------------VACCINE I HIB Coo.JUGATE I N.tBER OF VACCINEES ( 75 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL CottPLAINTS I 0 I 1 I 2 I 3 I 4 I 5 I ICottPLAINTS 
••••••••••••••••••••••••••••••••••• •••••••••• .......... ----- ----- .......... •••••••••• .......... ---ANOREXIA 0 2 1 1 1 1 2 

0.0%) 2. 7%) l.ft%) 1.4%) 1.4%) 1.4%) 2. 7%) 

DIARRHEA 1 4 4 3 2 1 8 
1.4%) 5.4%) 5.4%) 4.1:0 2. 7%) 1.4%) 10.8%) 

NAUSEA 0 1 1 1 0 0 1 
0.0%) 1.4%) 1.4%) 1.4%) 0.0%) 0.0%) 1.4%) 

TEETHING 0 0 1 1 0 1 2 
0.0%) 0.0%) 1.4%) 1.4%) O.OiO 1.4%) 2.7%) 

VDttITING 0 2 0 2 1 0 3 
0.0%) 2. 7%) 0.0%) 2. 1r, J 1.4%) 0.0%) 4.1%) 

HETABOLIC/NITRITIONAVltHH l 1 l 1 1 1 1 
1.4%) 1.4%) 1.4%) 1.4%) 1.4%) 1.4%) 1.4%) 

HYPERSENSITIVITY l l 1 l l l 1 
1.4%) 1.4%) 1,4%) 1.4%) 1.4%) 1.4%) 1.4%) 

NERVOUS SYSTEN & PSYCHIATRIC 14 13 4 3 4 4 27 
18.9%) 17 .6%) 5.4%) 4.1%) 5.4%) 5.4%) I 36.5%) 

IRRITABILITY 14 13 4 3 3 3 26 
18.9%) 17.6%) 5.4%) 4.1%) 4,1%) 4.1%) 35.1%) 

PROLONGED CRYING, >1/Z HR 1 0 0 1 1 1 3 
1.4%) 0.0%) 0.0%) 1.4%) 1Jt%) 1.4%) I 4.1%) 

SLEEP DISORDERS 0 1 0 0 0 0 1 
0.0%) 1.4%) ( 0.0%) 0. 0%) 0.0%) 0.0%) 1.4%) 

RESPIRATORY SYSTEN z s s s 1 6 8 
2. 7%) 6.8%) 6.8%) 6.8%) 9.5%) 8.1%) 10.8%) 

~ 

0 
.:JI 

JI 
~ 



HFlu/Z3546030/07/lZ/88/PAGE 146 

INVESTIGATOR KEYSERLING, HARRY 
STUDY 1 000412 
VACCINE I HIB CONJUGATE 
LOT NUtBER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

TABLE 6 (cont.) 

CLINICAL CCN'LAINTS 

-------------------------~--------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE . . I NHER OF VACCINEES ( · 75 VACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tLltBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I ICOHPLAINTS 

-••••••••••••••••••••••••••••••••••••••••••••••••••I••••••••••••••••••••••••••••- --- ----- ---*.-
ASTHHA l l I l 1 l l l 

1.4%) l.'t%> I 1.4%) 1.4%> 1.4%> · l,4%J 1.4%1 

Cott10N COLD 0 l l l l l l 
O.OiO 1.4%) 1.4%) 1.4%) 1.4%) 1.4%) 1.4%) 

COUGH 0 0 0 l 0 l 1 
0.0%) 0.0%) 0.0%) 1.4%) 0.0%) 1.4%) 1.4%) 

NASAL CONGESTION 0 0 0 l l l 1 
0.0%) 0.0%) 0.0%) 1.4%) 1.4%) 1.4%) 1.4%) 

NASAL DISCHARGE l z z 2 2 l 3 
l,4l0 Z,7%J 2.1:0 2.7%) 2.7%) 1.4%) 4.1%) 

PHARYNGITIS 0 0 l l 2 2 2 
0.0%) 0.0%) 1.4%) 1.4%) 2.7%) z. 7%) 2.7%) 

UPPER RESPIRATORY INFECTION, NOS 0 l 0 0 0 0 l 
0.0%) 1.4%) 0.0% J 0.0%) 0.0%) o.o:o 1.4%) 

HHEEZING 0 0 0 0 l l 1 
0.0%) 0.0%) 0.0%) 0.0%) 1.4%) 1.4%) 1.4%) 

SPECIAL SENSES 0 0 1 1 2 2 2 
0.0%) 0.0%) 1.4%) 1.4%) 2.7%) z. 7%) z. 7%) 

CONJ\KTIYITIS 0 0 l l l l 1 
0.0%) 0.0%) 1.4%) 1.4%) 1.4%) 1.4%) 1.4%) 

OTITIS HEDIA O O O O l l l 
I 0 . 0%) I 0.0%) I 0.0%) I 0.0%) I 1.4%) I 1.4%) 1.4%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 29 I 33 I 19 I 13 I 14 I 13 I I 46 

I ( 39.ZY.1 11 44.6%> I I ZS.7%> I c 17,6%1 IC 18.9%1 I l 17.6%1 I I 62.2%) 

0 
.-:, 
(XI ..,, 
C 
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INVESTIGATOR: KEYSERLING, HARRY 
Sl\JDY 000412 
VACCINE HIB CONJUGATE 
LOT NRER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS, 

TABLE 6 (cont.) 

CLINICAL COttPLAINTS 

VACCINE I HIB CONJUGATE I NRER OF VACCINEES I 75 VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu-EER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I I COHPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------l-tHtlOt-**I 

VACCINEES HITH NO COttPLAINTS I 45 I 41 I 55 I 61 I 60 I 61 I I 28 I 
I I 60.8%) I I 55.4%) I I 74.3%) I I 82.4%) I I 81 . 1%) I I 82.4%) I I I 37.8%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 74 I 74 I 74 I 74 I 74 I 74 I I 74 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH NO DATA I l I l I 1 I l I l I l I I l 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT Nl.teER 1 
PATIENT CLASS1 
AGE RANGE 

KEYSERLING, HARRY 
000412 
HIB CONJUGATE 
CRUZ 
HEALTHY CHILDREN 

1-11 tlDS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------·--------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I IU'eER OF VACCINEES ( 3 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l-•--••-I 

VACCINEES HITH COHPLAINTS I O I O I O I O I O I O I I O I 
. I f o.oY.> I f o.oY.> I f O.OY.> I f O.OY.l I f o.oY.> I f 0.0%) I I f 0.0%> I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
VACCINEES HITH NO COHPLAINTS I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 

I uoo.oY.> I uoo.o;o I uoo.oY.> I uoo.oY.> I uoo.oY.> I uoo.oY.> I I uoo.oio I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I 0 

I I I 1. I I I I 
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ItNESTIGATOR 
STUDY 
VACCINE 

: KEYSERLING, HARRY 
I 000412 

LOT N.RER 1 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CR132 
HEALTHY CHILDREN 
lZ-71 tlDS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

------------------------~---------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I tueER OF VACCINEES I 6 VACCINEES) - INJECTION: l I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tu18ER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I S I ICOHPLAINTS 

·································••l••······••l••······••l••······••l••······••l•iHHHHHHttHfl••······••l••······••I--LOCAL REACTIONS I 2 I 2 I o I o I o I o I I 3 
I I 33. 3X > I I 33. 3X > I I o. OX l I I o. ox > I I o. OX > I t o • OX > I I I so. OX > 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
ERYTHEHA, INJ. SITE t <=l IN.) I l I 2 I O I O I O I O I I 2 

. I 16. 7Xl I 33.3Xl I O.OX) I O.OXl I o.oX> I o.oX> I I I 33.3%) 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I l I l I O I O I O I O I I 2 
I 16.7Xl I 16.7Xl I o.oX> I 0.0%) I 0.0%) I 0.0%> I I I 3:S.3i0 
I I I I I I I I 

SHELLING,INJ.SITEt<=llN.l I l I o I O I O I O I O I I l 
I I 16. 7Xl I t O.OXl I t O.OX> I I 0.0%) I I O.OX) I I 0.0%) I I 16. 7%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 2 I 2 I 2 I 2 I 2 I l I I 4 

I I 33. 31! l I I 33. 31! l I I 33. 31! ) I t 33. 31! ) I t 33. 3X > I I 16 • 71! > I I I 66 • 7% 1 

----------------------------------- -------------------------------- ---------- --------------------------------
BODY AS A HHOLE/SITE lMSPEC. 2 2 0 0 0 0 :s 

33.3%) 33.3Xl O.OX) 0.0%) 0.0%) 0.0%) so.o:o 

FATIGUE l l 0 0 0 0 2 
16. 71!) 16. 71!) 0.0%) 0.0%) 0.0%) 0.0%) 33.3%) 

PAIN l l 0 0 0 0 1 
16. 7%) 16. 7%) ( 0.0%) ( 0.0%) I o.o:o I 0.0%) I 16. 7%) 

HARN TO TOUCH l l 0 0 0 0 l 
16. 7Xl 16. 7Xl O.OX) 0. 0%) 0.0%) o.o:o 16.7%) 

DIGESTIVE SYSTEM 0 l 2 l 1 0 2 
O.OX) 16. 7X) 33.3Xl 16.7%) 16. 7%) O,OX) 33.3%) 

DIARRHEA 0 l 2 l l 0 2 

I O.OiO 16. 71.) I 3:S.3% l 16. 7Xl I 16.7%) I 0.0%) I :s:s. :5%) 



HFLu/Z3546030/07/lZ/88/PAGE 150 

ltNESTIGATOR 
STUDY 
VACCINE 

: KEYSERLING, HARRY 
000412 

: HIB CONJUGATE 
CRUZ LOT MffiER 

PATIENT CLASS: HEALTHY CHILDREN 
lZ-71 ttOS. AGE RANGE 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

- -------- .---------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE 

CLINICAL COHPUINTS 

I MffiER OF VACCIN:ES f 6 VACCINEES) - INJECTION: l I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu1BER 

1----------------------------------------------------------------------------I HITH 
I O I l I Z I 3 I 4 I 5 I ICOHPLAINTS 

-----····························· .................... --- ·······-- .......... ·---- .......... --·---NAUSEA O 1 1 1 0 0 l 

VONITING 

NERVOUS SYSTEH & PSYCHIATRIC 

IRRITABILITY 

RESPIRATORY SYSTEH 

COUGH 

NASAL DISCHARGE 

SPECIAL SENSES 

C<»I..JlKTIVITIS 

0. 0% J 16. 7% J 16. 7% J 16. 7% J O. 0% J O, 0% J 16. 7% J 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
16. 7%) 

1 
16. 7%) 

1 
16. 7%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

l 1 
16. 7%) 16. 7%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 l 
0.0%) 16. 7%) 

0, l 
0.0%) 16.7%) 

0 1 
0.0%) 16. 7%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0 . 0%) 

0 0 
0.0%) 0.0%) 

1 0 
16. 7%) 0.0%) 

1 0 
16. 7% J 0.0%) 

l l 
16. 7%) 16. 7%) 

l l 
16, 7%) 16.7%) 

0 0 
0.0%) 0.0%) 

1 l 
16.7,0 16. 7%) 

1 1 
16. 7%) 16. 7%) 

z 
33.3%) 

z 
33.3%) 

l 
16. 7%) 

1 
I 16.7%1 

l 
16. 7%1 

l 
16.7%) 

1 
16.7%) 

EAR INFECTION, NOS O O O O 1 l 1 
I O • 0% J I I O. 0% J I f O. 0% J I I O. 0% J I 16. 7% J I 16. 7% J 16 • 7% ) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
VACCINEES HITH COHPLAINTS I 4 I 3 I Z I Z I Z I 1 I 6 

I c 66. 7% I I I 50. 0% I I I 33. 3% I I I 33. 3% I I c 33. 3% I I c 16. 7% I I 1100. 0% l 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I Z I 3 I 4 I 4 I 4 I 5 I I 0 
I c 33 • 3% , I c so . 0% J I c 66. 7% J I c 66. 7% J I I 66. 7% • I 1 83. 3% • I I o . 0% J 

::, 
0 
(X) 

J1 
r:,, 
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INVESTIGATOR: KEYSERLING, HARRY 
STUDY 000412 
VACCINE : HIB CONJUGATE 
LOT N..tBER : CR132 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 12-71 ttDS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

------------------------~---------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I N..tBER OF VACCINEES I 6 VACCINEES) - INJECTION: l I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUl1BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL CDNPLAINTS I O I l I 2 I 3 I 4 I 5 I ICDHPLAINTS 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1--••***I 
TOTAL VACCINEES REPORTING I 6 I 6 I 6 I 6 I 6 I 6 I I 6 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I o I O I O I O I O I O I I 0 

I I I I I I I I 

• 

:::> 
.::> 
Jl 
.Jl 
0 
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INVESTIGATOR KEYSERLING, HARRY 
ST\JDY 000412 
VACCINE HIB CONJUGATE 
LOT H.JtBER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttDS. 

.; 

TABLE 7 

HAXItut TENPERATURES 

------------------------·---------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE 

HAX TENPERATURE 
I DEG f, ORAL J 

I H.JtBER OF VACCINEES I 9 VACCINEES J - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I Nlt1BER 

l----------------------------------------------------------------------------1 HITH I o I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 
..............................•.................................. -------- ·······-- .......... ·-·-

< 99 4 2 4 1 2 2 1 
44.ltlO 22.2l0 44.4%) 11.1%) 22.2l0 22.2%) 11.llO 

99 - 99.9 5 6 5 7 5 6 5 
55.6%) 66. 7Z) 55.6%) 77.8,0 55.6%) 66. 7Z) 55. 6%) 

100 - 100.9 0 1 0 0 1 0 2 
0.0%) 11.1%) 0.0%) 0.0%) 11.1%) 0.0%) 22.2%) 

101 - 101.9 0 0 0 1 1 0 0 
0.0%) 0.0%) 0.0%) 11.1%) 11 . 1.:0 0.0%) 0.0%) 

102 - 102. 9 0 0 0 0 0 1 1 
1 o.o%J 1 0.0%1 1 0.0%1 I I o.o%J 1 0.0%1 I 1 11.1%> c 11.1%> 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 9 I 9 I 9 I 9 I 9 I 9 I I 9 I 

I 1100.0%> I 1100.0%> I 1100.0%1 I 1100.0%> I 1100.0%> I 1100.0:t.1 I I 1100.0:0 I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I o I O I O I O I O I O I I O I 
I I o . o:t.> I c 0.0%1 I I o.o:t.J I c 0.0%> I 1 0.0%> I 1 0.0%1 I I I 0.0%> I 
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TABLE 7 (cont.) 

HAXItUt TEMPERATURES 

INVESTIGATOR 
STUDY 
VACCINE 

t KEYSERLING, HARRY 

LOT Nl.tBER I 

PATIENT CLASS: 
AG£ RANGE . 

000412 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 tm. 

-----------------------•4?•-----------------------------------------------------------------------·--------------------------
VACCINE : HIB CONJUGATE I Nl.tBER Of VACCINEES ( 9 VACCINE ES) - INJECTION 2 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I N.t1BER 

t1AX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
C DEG F, ORAL l I O I 1 I 2 I 3 I 4 I 5 I I t1AX TEMP 

•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l--•-1 
< .99 I 4 I 6 I 4 I 4 I s I 4 I I 2 I 

I 44,4% J I 66. 7l. J I 44.4l.l I 44.4% J I ss.6Y. J I 44.4l.l I I z2. Zl. l I 
I I I I I I I I I 

99 - 99.9 I 4 I 3 I 5 I s I 4 I s I I 6 I 
I 44.41.J I 33.3l0 I 55.61.l I 55.6%> I 44.41.J I 55.6,0 I I 66.7Xl I 
I I I I I I I I I 

100 - 100. 9 I 1 I o I o I o I o I o I I 1 I 
I I 11.ll.J I c 0.0%) I c o.Ol.J I c o.ol.J I I o.ol.J I I o.ol.J I I I 11.ll.J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 9 I 9 I 9 I 9 I 9 I 9 I I 9 I 

I 1100.0%> I 1100.0%> I 1100.01., I 1100.0%) I 1100.0%) I 1100.01., I I 1100.01., I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I o I o I O I O I O I O I I O I 
I I o.ol.J I c o.ol.J I I 0.0%) I I o.ol.J I I O.Ol.J I I 0.0%) I I I 0.0%) I 

0 
,::> 
(XI 

0-..... 
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It-NESTI GATOR 
STUDY 
VACCINE 

1 KEYSERLING, HARRY 

LOT tu'BER 1 

PATIENT CLASS: 
AGE RANGE 

000412 
HI8 CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 ttOS. 

TABLE 7 (cont.) 

HAXIK.11 TENPERATURES 

------------------------~---------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE 

twC TEMPERATURE 
CDEG f, ORAL) 

••••••••••••••••••••••••••••••••••• 
< 99 

99 - 99.9 

100 - 100.9 

101 - 101.9 

I tu'BER OF VACCINEES C 16 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NJHBER 

l----------------------------------------------------------------------------1 HITH I o I 1 I 2 I 3 I 4 I s I I twe TEHP 
•••••••••• •••••••••• .......... ---- .......... • ••••••••• .......... --·--· 

10 8 10 10 10 10 7 
62,SlO 50.0iO 62 .SY.) 62,SY.) 62.SY.) 62,SiO 43.8i0 

s 6 6 s 4 s 6 
31.3%) 37.SY.) 37 .SY.) 31.3%) 25.0.%) 31.3%) 37 .5%) 

0 1 0 0 0 0 1 
O.OiO 6.3%) O.OlO O.OiO O.OlO O.OlO 6.3%) 

0 0 0 1 2 1 1 
O.O.iO 0.0%) 0.0%) 6.3%) 12.5%) 6.3%) 6. 3.%) 

102 - 102 • 9 1 1 0 0 0 0 1 
( 6.3.iO ( 6.3.iO ( 0.0%) C O.OiO C 0.0%) I I O.OiO I 6.3%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TENPERATURE TAKEN I 16 I 16 I 16 I 16 I 16 I 16 I I 16 I 

I 1100.0.%J I uoo.o.%J I 1100.0.%1 I 1100.0.io I 1100.0.%1 I 1100.ox, I I 1100.0%1 I 
-----------------------------------1-- .-------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I o I o I O I O I O I O I I O I 
I t 0.0.%1 I I o.0.%1 I I o.0.%1 I I o.olo I I 0.0%1 I I o.o.%> I I I 0.0%> I 

0 
;:, 
co 
r:r,. 
N 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tueER 1 

PATIENT CLASS: 
AGE RANGE 

KEYSERLING, HARRY 
000412 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 NOS. 

TABLE 7 (cont.) 

tW<ItUt TEttPERATURES 

VACCINE : HIB CON.AJGATE I tu1BER OF VACCINEES C 21 VACCINEESJ - INJECTION 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I Nl.tlBER 

ttAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL J I o I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

••••••••••••••••••••••••••••••••••• ••••••••••-••••••••••••••••••I•••••••••• -- •••••••••• •••••••••• ••----
< 99 9 11 11 I 10 11 10 5 

42.9iO s2.1t%J 57.9%1 I 47.6%1 s2.<t%J 47.6%1 23.8%1 
I 

99 - 99. 9 11 a 7 I 10 9 10 14 
52.4%1 38.1%1 36.8%1 I 47.6%1 42.9%1 47.6%1 66.7%1 

I 
100 - 100 • 9 1 2 1 I 1 1 o 1 

4.8%1 9.5%1 5 . 3¼1 I 4.8%1 4.8%J I o.ox, 4.aio 
I 

101 - 101. 9 o o o I o o 1 1 
c 0.0%1 c 0.0%1 c 0.0¼1 I c 0 . 0%1 c o.o%J c 4.a¼J c 4.8%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERATURE TAKEN I 21 I 21 I 19 I 21 I 21 I 21 I I 21 I 

I uoo.o¼J I uoo.0%1 I c 90.5%1 I uoo.o¼J I uoo.o%J I uoo . o¼J I I uoo.o%J I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERATURE NOT TAKEN I o I o I 2 I o I o I o I I o I 
I c o.o¼J I c o.o;o I c 9.5%1 I c o.o¼J I c o.o%J I c o.o¼J I I c o.o¼J I 
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INVESTIGATOR 
Sl\JOY 
VACCINE 
LOT NlHJER 
PATIENT CLASS: 
AGE RANGE 

KEYSERLINGt HARRY 
000412 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 

1-11 tm. 

. TABLE 7 (cont.) 

HAXItUt TEtftERAl\JRES 

------------------------~---------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I t-UeER OF VACCINEES ( 21 VACCINEES J - INJECTION 2 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NU1BER 

MAX TEHPERATURE l----------------------------------------------------------------------------1 HITH 
( DEG F • ORAL J I O I 1 I 2 I 3 I 4 I 5 I I HA>< TEHP 

·································••1---1---1••······••1••·····•-1-•-1-••-1•--1•-··-·-
< 99 I 16 I 15 I 13 I 17 I 12 I 13 I I a 

I 76.Z%J I 71Jt%J I 61.9%) I 85.0iO I 57.llO I 65.0%J I I 38.1%) 
I I I I I I I I 

99 - 99. 9 I s I 6 I a I 3 I 8 I 7 I I 12 
I l 23.SXJ I za.6%J I 38.1%J I l 15.0%J I l 38.1%J I l 35.0%J I I , 57.1%J 
I I I I I I I I 

100 - 100 • 9 I o I o I o I o I l I o I I 1 
I , o.o%J I , o.o%J I , o.o%J I , o.o%J I , 4.SXJ I , o.o%J I I , 4.8%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEHPERAl\JRE TAKEN I Zl I 21 I Zl I ZO I Zl I ZO I I 21 

I uoo.o%J I uoo.o:o I uoo.o%J I , 95.Z%J I uoo.o%J I , 95.2%J I I uoo.o%J 
-----------------------------------1----------I----------I----------I-------- .-I----------I----------I----------I----------I 

TEHPERAl\JRE NOT TAKEN I O I o I o I l : I o I l I I O I 
I , o.o%J I , o.oXJ I , o.o%J I , 4.8%J I , o.o%J I , 4,8%J I I , o.o%J I 
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INVESTIGATOR 
STUDY 

KEYSERLING, HARRY 
000412 

TABLE 7 (cont.) 

HAXItUt TEMPERATURES 

VACCINE 1 HIB CONJUGATE 
CP298 LOT NU1BER 

PATIENT CLASS: 
AGE RANGE 

HEALTHY CHILDREN 
12-71 ttOS. 

------------------------~---------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I NU1BER Of V4CCINEES l 13 VACCINEES) - INJECTION 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION ' I NMBER 

HAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
l DEG F • ORAL ) I O I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

·································••I••········ .............................. ·-----,---IHUHHt .......... ----NORHAL I 0 0 0 0 1 I 1 0 
I o.o,o o.ox, o.ox, o.ox, 7.7%) I 7.7%) o.ox, 
I I 

<99 I a 5 6 a 7 I 7 z 
I 61.5%) 38.5%) 46.ZiO 61.5%) 53.8%) I 53.8%) 15.4%) 
I I 

99 - 99.9 I 3 a 7 <t <t I <t 9 
I Z3. 1%) 61.5%) 53.8%) 30.8%) 30.8%) I 30.8%) 69. 2%) 
I I 

100 - 100. 9 I z o o 1 1 I 1 z 
I I 15. 4%) I O. 0%) I O. 0%) l 7. 7%) l 7. 7%) I l 7. 7%) l 15, 4%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEHPERATURE TAKEN I 13 I 13 I 13 I 13 I 13 I 13 I I 13 

I 1100.0%) I 1100.0%) I 1100.ox, I 1100.0%) I 1100.ox, I 1100.ox, I I 1100.ox, 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEHPERATURE NOT TAKEN I O I O I O I O I O I O I I 0 

I l o.ox, I l o.ox, I I o.o:o I l 0.0%) I l o.ox, I o.ox, I I l o.ox, 
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INVESTIGATOR KEYSERLING, HARRY 
STUDY I 00041Z 
VACCINE 
LOT N.teER 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-11 HOS. 

VACCINE I HIB CONJUGATE 

HAX TEHPERAT\JRE 
(DEG F, ORAL) 

TABLE 7 (cont. ) 

tw<Itut TEtlPERATIJRES 

I taRER OF VACCINEES ( 69 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NU1BER 
l----------------------------------------------------------------------------1 HITH 
I o I 1 I Z I 3 I 4 I 5 I IHAXTEMP ....................................................... -- .......... ----··- .................... -··-

< .99 41 za 38 34 36 39 16 

99 - 99.9 

100 - 100.9 

101 - 101., 

1oz - lOZ.9 

61.ZXJ 41.8%) 55.9XJ 50.7,0 SZ.9%J 58,Z%J Z3,2%) 

zo 
Z9,9%) 

1 
1.5%) 

3 
4.5%) 

2 
3.0%) 

31 
46.3%) 

s 
7.5%) 

2 
3.0%) 

0 
O.OXl 

ZS Z8 
36.8%) 41.8%) 

4 3 
s. 9%) 4.5%) 

0 0 
0.0%) 0. OY.) 

0 1 
0.0%) 1.5%) 

Z9 
4Z.6Y.) 

z 
Z.9%) 

0 
0. OY. l 

1 
1.5%) 

Z4 
35.&l) 

3 
4.5%) 

l 
l.SY. l 

0 
O.OY.) 

37 
53.6%) 

6 
8. 7%) 

4 
5.8%) 

3 
4.3%) 

103 - 103 • 9 0 1 1 1 0 0 3 
I ( O.OY.) I ( 1.5%) ( 1.5%) ( 1.5%) ( O.OY.) ( 0.0%) I I 4.3%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERAT\JRE TAKEN I 67 I 67 I 68 I 67 I 68 I 67 I I 69 I 

I , 97 .1% 1 I 1 97. 1% l I c 98. 6% l I , 97. 1% 1 I , 98. 6% 1 I 1 97 .1% 1 I I 1100. 0% 1 I 
-----------------------------------1----------1----------1----------1----------1----------1----------1---------- 1----------1 

TEMPERATURE NOT TAKEN I 2 I 2 I l I 2 I l I 2 I I O I 
I 1 2.9%1 I , Z.9%1 I , 1.4%1 I I Z.9%1 I , 1.4%1 I , Z.9Y.l I I I o.oY.1 I 
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INVESTIGATOR 
sruov 
VACCINE 
LOT N.nER 1 
PATIENT CLASS: 
AGE RANGE 

KEYSERLING. HARRY 
000412 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-11 NOS. 

VACCINE I HIB CONJUGATE 

HAX TENPERATURE 
(DEG F. ORALJ 

••••••••••••••••••••••••••••••••••• 
< 99 

99 - 99.9 

100 - 100.9 

101 ~ 101,9 

102 - 102.9 

TABLE 7 (cont.) 

tW<ItUt TEHPERAT\JRES 

I N.nER OF VACCINE ES ( 31 VACCINE ES) - INJECTION 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 

l----------------------------------------------------------------------------1 HITH I o I 1 I 2 I 3 I 4 I s I I HAX TEMP 
····••11••· 1111•••1111111111 •11••11111111•• 11•11•111111•11• •111111111111111111 -·-- •11••111111111111 ********** 

16 15 17 14 14 17 7 
51.6%) SO.OX) .58. 6X I 46.7%) 46. 7%) 60. 7XI 22.6%) 

11 11 8 15 14 9 15 
35.SX I 36. 7%) 27.6%) 50.0%) 46.7%) 32.V.) 48.4%) 

0 2 3 0 1 1 3 
0.0%) ,. 7%) 10.3%) 0.0%) 3.3%) 3.6,0 9. 7%) 

3 2 1 1 1 0 4 
9. 7%) 6. 7X> 3.4%) 3.3%) 3.3%) 0.0%) 12. 9%) 

1 0 0 0 0 0 1 
3.2%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 3.2%) 

103 - 103. 9 0 0 0 0 0 1 1 
l O.O.iO I l O.OX> I l O.OX> l O.OX> l O.OX) I l 3.6X> l 3.2X> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 31 I 30 I 29 I 30 I 30 I 28 I I 31 I 

I noo.ox1 I , 96.SXJ I , 93.SXI I , 96.8%1 I , 96.SX> I , 90.3,0 I I 1100.0:0 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I o I 1 I 2 I 1 I 1 I 3 I I O I 
I l o.OX> I l 3.ZXI I l 6.SX> I 3.2%) I l 3.2%> I I 9.7%> I I l o.ox, I 
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INVESTIGATOR 
ST\JDY 

KEYSERLING, HARRY 
000412 

TABLE 7 (cont.) 

twmu, TEMPERATURES 

VACCINE 1 HIB CONJUGATE 
CP749 LOT tu-eER 

PATIENT CLASS: 
AGE RANGE 

HEALTHY CHILDREN 
12-71 HOS. 

VACCINE I HIB CONJUGATE I M.teER OF VACCINEES I 75 VACCINEES) - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tueER 

l1AX TEHPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL J I o I l I 2 I 3 I 4 I 5 I I 11AX TEMP 

................................... . ......... --- .................... --·-•••••••••• •••••••••• •••••••••• 
~L 3 3 3 2 2 3 3 

Z,7%1 4.1%) 4,1%) 4.UO 4, lX J 4.1% J 2. 7% J 

< 99 42 43 49 47 51 51 20 
56.8%) 58.9%) 66.2%) 64.4%) 69.9%) 69.9%) 27 .0%) 

99 - 99.9 24 zz 20 22 16 17 39 
32.4%) 30.1.X) 27.0%) 30.1%) 21.9%) 23.3%) 52, 7%) 

100 - 100.9 4 3 2 1 2 1 8 
5.4%) 4.1%) 2. T.I. J 1.4%) 2. 7%) 1.4%) 10.8%) 

101 - 101.9 1 l 0 0 0 1 2 
1.4%) 1.4%) 0.0%) 0.0%) 0.0%) 1.4%) 2. 7%) 

1oz - 1oz,9 l 0 0 0 l 0 2 
1.4%) 0.0%) 0.0%) 0.0%) 1.4%) 0.0%) 2. 7%) 

103 - 103. 9 0 1 0 0 0 0 l 
I 0.0%) ( 1.4%) I 0.0%) I O.OiO C 0.0%) I 0.0%) I I I 1.4%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERATURE TAKEN I 74 I 73 I 74 I 73 I 73 I 73 I I 74 I 

I 1 98.7%> I I 97,3;0 I I 98.7%> I I 97.3%> I I 97.3%> I I 97.3%) I I I 98.7%> I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERAT\JRE NOT TAKEN I 1 I Z I l I 2 I 2 I Z I I l I 
I c l.3%J I I Z,7%> I I 1.3%> I I 2.7%> 11 2.7%J I c 2.7%J I 11 1.3%) I 
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TABLE 7 (cont.) 

HAX.ltU1 TEMPERATURES 

INVESTIGATOR KEYSERLING, HARRY 
STUDY 
VACCINE 

I 00041Z 

LOT t-UBER 1 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CR13Z 
HEALTHY CHILDREN 

1-11 HOS. 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I tu-BER OF VACCINEES I 3 VACCINEES) - INJECTION 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu-tiER 

HA>< TEtl>ERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL ) I 0 I 1 I Z I 3 I 4 I S I I HAX TEMP 

•••••••••••••••••••••••••••••••••••l--l••••••••••l••••••••••l••••••••••l-•••••••l••••••••••l••••••••••l---1 
< 99 I z I z I z I z I z I z I I z I 

I 66. 7% , I 66. Tl. , I 66. 7% , I 66. 7% , I 66. 7% , I 66. 7% 1 I I 66. 7% , I 
I I I I I I I I I 

99 - 99. 9 I 1 I 1 I 1 I o I 1 I 1 I I o I 
I 33 • 3% , I 33. 3% , I 33 • 3% , I o. 0% , I 33 • 3% , I 33. 3% , I I , o • oi! , I 
I I I I I I I I I 

100 - 100. 9 I o I o I o I 1 I o I o I I 1 I 
I l o. o;.: , I l o • o;.: , I l o. 0% J I , 33. 3% 1 I , o. 0% , I l o. 0% 1 I I , 33 • 3% 1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 

I 1100.0;.:, I 1100.0%) I 1100.0;.:, I 1100.0;.:, I 1100.0%, I 1100.0%1 I I 1100.0%, I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I o I o I O I O I O I O I I O I 
I , o.o%J I , o.o%J I , o.oi!J I , 0.0%1 I , 0.0%1 I l o.o%J I I , 0.0%1 I 

·:::> 
:::> 
Cl:> 
J' 
-0 
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INVESTIGATOR KEYSERLING, HARRY 

TABLE 7 (cont.) 

HAXItll'I TEHPERATURES 

STUDY 
VACCINE 

I 000412 

LOT NU'SER 1 
PATIENT CLASS: 
AGE RANGE 

HIB COHJUGATE 
CR13Z 
HEALTHY CHILDREN 
lZ-71 HOS. 

VACCINE : HIB CONJUGATI I NU'SER OF VACCINEES I 6 VACCINEESJ - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NUMBER 

HAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL J I O I 1 I Z I 3 I 4 I s I I HAX TEMP 

•••••••••••••••••••••••••••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1••••••••••1---1••••••••••1•••••••••• 
<99 I 4 I 4 I 4 I 3 I 4 I 4 I I 3 

I 66. 71. > I 66 • 11. > I 66. 71. > I 60 • 01. > I 66. 71. > I 66. 11. > I I so. o:o 
I I I I I I I I 

99 - 99. 9 I z I 1 I z I 1 I 1 I z I I 1 
1 n. 3% , I 16 • no I 1 33. 3% 1 I zo. ox > I 1 16. 1x • I 1 33 • 3% > I I 16 • 1% 1 
I I I I I I I I 

100 - 100. 9 I o I l I o I l I l I o I I z 
I I o. 01. > I ( 16 . 71. > I I o. 01. > I I ZO. 01. l I I 16 • 1:0 I ( o. 0% I I I I 33 • 3% l 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEHPERATURE TAKEN I 6 I 6 I 6 I S I 6 I 6 I I 6 

I 1100.0%> I 1100.0%J I 1100.0%> I 1 83.3%) I 1100.0%> I 1100.0%> I I 1100.0%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERATURE NOT TAKEN I O I O I O I l I O I O I I O I 

I , o. ox> I , o. 01. > I , o. 01. > I , 16. 71. > I , o. 01. > I , o. ox I I I , o. 01. > I 

0 
0 
•.)) 

..... 
0 
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STUDY (104-i3 



(b) (4)

(b) (4)
(b) (4)
(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

DATE INITIATED: 

DATE COMPLETED: 

62661/ 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex), 
Study #0004-13. 

To evaluate the safety and immunogenicity of 
Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex) in 
heal thy infants and children 2 months to 5 years of 
age. 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex). 

Lot 1069/C-P241 - polysaccharide/ml 

Lot 1080/C-P749 -
mcg meningococcal protein/ml 

polysaccharide/ml 

---~ mcg meningococcal protein/ml 

Diluent 
Aluminum h droxide diluent 
Lot 

Georges Peter, M.D. 
Division of Pediatric Infectious Diseases 
Rhode Island Hospital 
593 Eddy Street 
Providence, Rhode Island 02902 

Fernando J. Indacochea, M.D. 

Rhode Island Hospital 
593 Eddy Street 
Providence, Rhode Island 02902 

June 9, 1987 

In progress. 

26AUG88 

00871 



STUDY POPULATION: 

STUDY PROCEDURE: 

62661/ 

- 2 -

Healthy infants and children 2 to 71 months of age 
are included in the study. 

Infants 2 to 11 months of age receive 2 injections of 
the vaccine given 2 months apart, while children 12 
months of age and older receive a single injection. 
Vaccine is reconstituted in alwninum hydroxide and 
administered by intramuscular route. The dose for 
each injection is 15 mcg polysaccharide in the 
appropriate volume - 0.75 ml for Lot 1069/C-P241 and 
0.5 ml for Lot 1080/C-P749. 

Parents or guardians are required to record the 
vaccinee 's temperature and any systemic or injection 
site reactions for 5 days after each injection. 
Unexpected or serious reactions are to be reported 
immediately to the study physician. 

A blood sample is obtained immediately before each 
injection and one month after the last (or only) 
injection. Additional samples are obtained 7 to 10 
months after the last injection for infants 2 to 11 
months of age and at 15 to 18 months postvaccination 
for children 12 to 71 months of age. 

All serwn samples are assayed by Merck Sharp & Dahme 
Research Laboratories for antibody to .H, influenzae 
type b capsular polysaccharide by radioimmunoassay 
(RIA). Selected samples are also tested for serum 
bactericidal activity, quantitation of IgG1 and 
IgG2 subclass, and IgM and total IgG antibodies. 
Testing for opsonophagocytic activity was done at the 
University of Alabama. 

26AUG88 

00872 



RESULTS: 

62661/ 

- 3 -

Demographic information and individual pre and 
postvaccination antibody data for each vaccinee 
enrolled in the study is reported in Table 1 and 2. 

1. Number Vaccinated: 

J_nje~tion Nq. 
Lot Age _l _z 

1069/C-P241 2-11 mo. 5 4 
12-71 mo. 17 

1080/C-P749 2-11 mo. 10 7 
12-71 mo. 15 

2. Sero logic Results 

Antibody responses (RIA) prior to and after 
vaccination are as follows: 

% With Anti-PRP GMT (mcg Ab/ml) 

Age Time >0. 15 mcg Ab/ml >1.0 mcg Ab/ml All Vaccinees 

2-11 mo. Pre 20 (1/5) 0 0/5) 0.09 
2 mo. 100 (5/5) 80 4/5) 2.04 
3 mo. 100 (4/4) 100 4/4) 9. 11 

12-71 mo. Pre 17 ( 4/23) 4 ( 1/23) 0. 10 
1 mo. 100 (23/23) 96 (22/23) 7.06 

Antibody responses (by lot per age group) prior 
to vaccination through 3 months postvaccination 
are included in Tables 3 and 4. 

26AUG88 
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RESULTS: 
(CONT.) 

62661/ 

- 4 -

4. Clinical Results: 

The frequencies of selected injection site and 
systemic reactions during the 48 hours after 
vaccination are as follows: 

% Vaccinees with Reactions 
2 - 11 12 - 71 

Month~ of Age Month~ of Age 
Tvpe of Reaction Injection 1 Injection 2 Injection l 

Injection Site 
Erythema >l inch o.o 0/15) 0.0 0/11) 0.0 0/30) 
Swelling > l inch 0.0 0/15) o.o 0/11) 0.0 0/30) 
Pain/Soreness 0.0 0/15) 0.0 0/11) 6.7 2/30) 

Systemic 
Irritability 26.7 4/15) 18.2 2/11) 30 . 0 9/30) 
Sleepiness/ 33.3 5/15) 18.2 2/11) 13.3 4/30) 
lethargy/fatigue 

Reaction frequencies and maximum temperatures 
recorded during the five days following each 
injection of vaccine are reported in Tables 5-7. 

No serious or alarming reactions attributable to 
the vaccine were reported. 

26AUG88 
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TABLE 1 

DEHOGRAPHICS / EVENTS LISTIIG 

INVESTIGATOR 
SruDY 
VACCINE 
RE&IttEN 1 
PATIENT CLASS: 

GEORGES PETER 
OOOitU 
HI8 CONJUGATE 
2 INJ. THO 110S. APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH A'2 QAY DATE PHS EVENT 

llH 0 001 PREBLEEO 
0 011 INJ 1 

28 011 BLEED 1 

F CAI.JC lott 0 001 PREBLEED 
0 011 INJ 1 

61 011 BLEED 1 
81 on INJ 2 

134 on BLEED z 

H CAUC UH 0 001 PREBLEED 
0 011 INJ 1 

61 011 BLEED 1 
74 on INJ z 

116 021 BLEED Z 

F CAI.JC 9H 0 001 PREBLEED 
0 011 INJ 1 

61 011 BLEED 1 
61 021 INJ z 
89 021 BLEED 2 

lOH 0 001 PREBLEED 
0 011 INJ 1 

8Z 011 BLEED 1 
8Z on INJ z 

124 OZl BLEED Z 

'" 0 001 PREBLEED 
0 011 INJ 1 

59 011 BLEED 1 
59 021 INJ z 
92 OZl BLEED Z 

lOH 0 001 PREBLEED 
0 011 INJ 1 

69 011 BLEED 1 
69 OZl INJ 2 
98 OZl BLEED 2 

7N 0 001 PREBLEED 

LOT DOSE CODE/ RIA 

< 125 
CP241 15 ttCG 

1573 

< 125 
CP241 15 HCG 

41561 
CP241 15 NCG 

05/ Z9Z93 

< 125 
CP241 15 NCG 

1789 
CPZ41 15 ttClii 

05/ 7140 

317 
CP241 15 ttCG 

3581 
CP241 15 ttCG 

4946 . 
< 125 

CP241 15 ttCG 
05/ 7214 

CP241 15 ttCG 
05/ 59631 

< 125 
CP749 15 ttCG 

1067 
CP749 15 t«:G 

930Z 

< 1Z5 
CP749 15 tl:6 

11584 
CP749 15 ttCG 

6~7Z3 

. IC JZI. 

CODE/ SBA CODE/ OPSO 

0 

76 

< z 

< z 

>= 3Z 

< 2 

>= 32 

>= 32 

< 2 ::, 
::> 
OI 
--.j 

.11 



(b) (6) (b) (6) (b) (6)

HFLU/Z35't6090/07/12/88/PAGE 141 

INVESTIGATOR I GEORGES PETER 
STUDY 1 000413 
VACCINE I HIB CONJUGATE 
REGIHEN 1 2 INJ. TNO HDS. APART 
PATIENT CUSS1 HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH Al;E DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 

F CAUC 

F CAUC 

" CAUC 

" CAUC 

f CAUC 

f CAUC 

" CAUC 

1" 

8H 

2H 

4" 

4" 

1" 

!iH 

0 
65 
65 
99 

0 
0 

55 
71 

1~ 

0 
0 

63 
63 

0 
98 

0 

0 
0 

73 
73 

0 

0 

011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ z 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ z 

011 INJ 1 
021 INJ 2 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

011 INJ 1 

011 INJ 1 

CP749 15 HCG 
2163 

CP749 15 HCG 
2281 

< 125 
CP749 15 HCG 

230 
CP749 15 HCG 

05/ 694 

< 125 
CP749 15 HCG 

373 
CP749 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CP749 15 HCG 

< 1Z5 
CP749 15 HCG 

05/ 1511 
CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CODE/ SBA CODE/ OPSO 

8 

>= 32 

< z 

8 

05/ B 
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TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR I GEORGES PETER 
sruov , ooou1 
VACCINE HIB CONJUGATE 
REGitEN I ONE INJECTION 
PATIENT CUSS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH A&E qAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 

····························-··-·································································································· 
F CAUC l'ilt 0 001 PREBLEED < 125 0 

0 011 INJ l CPZ<tl 15 t«:G 
ZS 011 BLEED 1 3474 78 

f CAUC l'ilt 0 001 PREBLEED 169 0 
0 011 INJ l CPZ41 15 t«:G 

Z8 011 BLEED l 144790 97 

f CAUC 0 001 PREBLEED 1Z8 0 
0 011 INJ l CPZ<tl 15 t«:G 

30 011 BLEED l 7925 94 

F CAUC 13N D 001 PREBLEED 183 0 
0 011 INJ 1 CPZ<tl 15 t«:G 

36 011 BLEED 1 7346 97 

" CAUC l5tt 0 011 INJ l CPZ41 15 t«:G 

f CAUC lZN 0 001 PREBLEED 150 3 
0 011 INJ l CPZ41 15 t«:G 

36 011 BLEED 1 Z708 97 

" CAUC lZH 0 001 PREBLEED < 125 0 
0 011 INJ l CPZ41 15 t«:G 

36 011 BLEED l 4089 9Z 

" CAUC lZH 0 001 PREBLEED 353 
0 011 INJ l CPZ41 15 t«:G 

Z8 011 BLEED l 9436 

" CAUC lZH 0 001 PREBLEED < 1Z5 
0 011 INJ l CPZ<tl 15 t«:G 

43 011 BLEED 1 565 

f CAUC 16N -1 001 PREBLEED < 125 
0 011 INJ l CPZ<tl lS HCG 

3lt 011 BLEED l Z30Z5 

F CAUC Z3" 0 001 PREBLEED ~ lZS 
0 011 INJ l CPZ41 15 t«:G . r , , . ' 
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INVESTIGATOR GEORGES PETER 
STUDY a 000413 
VACCINE 
REGIHEN l 
PATIENT CLASS: 

HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE QAY 

F CAUC Z3tt 32 

" CAUC Z3tt 0 
0 

3Z 

F CAUC 13" 0 
0 

3Z 

F CAUC 13" 0 
0 

Z9 

F CAUC 13" 0 
0 

35 

" CAUC 14" 0 
0 

40 

" CAUC 21" 0 
0 

4Z 

F CAUC 24" 0 
0 

48 

" CAUC lZH 0 
0 

Z8 

" CAUC 13N 0 
0 

35 

" CAOO 12" 0 
0 

TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

011 BLEED 1 31351 

001 PREBLEED < 125 
011 INJ 1 CPZ41 15 HCG 
011 BLEED 1 883Z 

001 PREBLEED < 125 
011 INJ 1 CPZ41 15 HCG 
011 BLEED 1 11248 

001 PREBLEED < 1Z5 
011 INJ 1 CPZ41 15 HCG 
011 BLEED 1 8Z68 

001 PREBLEED < 1Z5 
011 INJ 1 CPZ41 15 HCG 
011 BLEED 1 60797 

001 PREBLEED < 1Z5 
011 INJ 1 CPZ41 15 HCG 
011 BLEED 1 7909 

001 PREBLEED < 125 
011 INJ 1 CPZ41 15 HCG 
011 BLEED 1 4078 

001 PREBLEED < lZS 
011 INJ 1 CP749 15 HCG 
011 BLEED 1 2Zl4Z 

001 PREBLEED < 1Z5 
011 INJ 1 CP749 15 HCG 
011 BLEED 1 1646 

001 PREBLEED < 1Z5 
011 IN.I 1 CP749 15 HCG 
011 BLEED 1 1816 

001 PREBLEED ~ lZS 
011 IN.I 1 CP749 15 HCG 

CODE/ SBA CODE/ OPSO 

< s 49 

>= 80 100 

< s 0 

>= 80 96 

< s 

zo 

< s 

::> 
0 
:XI 
-...I 
')) 
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INVESTIGATOR GEORGES PETER 
STlJOY 000413 
VACCINE I HIB CONJUGATE 
REGIHEN I ONE INJECnON 
PAnENT CUSS: HEALTHY CHILDREN 

CASE sue RACE BIRTH AGE IJAY 

" CAUC Ult ss 

f CAUC Ult 0 
0 

35 

" HISP UM 0 
0 

33 

" CAUC lZM 0 
0 

29 

f CAUC lZM 0 
3Z 

" CAUC 13" 0 

f CAUC UH 0 

f CAUC 13" 0 

" CAUC 14" 0 

f 14" 0 

" 13" 0 

" 1SM 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

011 BLEED l 2"87 

001 PREBLEED 4916 
011 INJ 1 CP749 lS HCG 
011 BLEED 1 594Z 

001 PREBLEED < 125 
011 INJ 1 CP7"9 lS HCG 
011 BLEED 1 1827 

001 PREBLEED 14Z 
011 INJ 1 CP749 lS HCG 
011 BLEED 1 9339 

011 INJ 1 CP749 15 HCG 
011 BLEED 1 890 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 lS HCG 

011 INJ 1 CP749 lS HCG 

011 INJ 1 CP749 lS HCG 

011 INJ 1 CP749 lS HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

CODE/ SBA CODE/ OPSD 

5 

< 5 

5 

< 5 

5 

< 5 

>= 80 



(b) (6) (b) (6) (b) (6)
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TABLE 2 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR I GEORGES PETER 
SruDY I 000ftl3 
VACCINE r HIB CONJUGATE 
REGIHEN I Z INJ. TM> tlOS. APART 
PATIENJ' CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AQE IIAY DATE PHS EVENT LOT DOSE COOE/ IGGl CODE/ IGGZ COOE/ IGGH CODE/IGG TOTAL 

··························••,-•·~························································································-----
F CAUC llH 0 

F CAUC lOH 0 
81 

" CAUC UH 0 
7ft 

f CAUC 9" 0 
61 

F HISP lOH 0 
az 

F CAUC 6H 0 
59 

f CAUC lON 0 
69 

f CAUC 7H 0 
65 

f CAUC lOH 0 
71 

f CAUC 8" 0 
63 

" CAUC 2ft 0 
98 

" CAUC "" 0 

F CAUC "" 0 
71 

f CAUC 7N 0 

" CAUC 5N 0 

-----, 
Dll INJ 

Dll INJ 
DZl INJ 

11 INJ 
DZl INJ 

Dll INJ 
DZl INJ 

p11 INJ 
DZl INJ 

pu INJ 
Zl INJ 

pu INJ 
DZl INJ 

pu IHJ 
DZl INJ 

pu INJ 
OZl INJ 

011 INJ 
OZl INJ 

11 INJ 

11 INJ 
021 INJ 

INJ 

INJ 

1 

1 
z 

1 
z 
1 
z 
1 
z 

1 
z 

1 
z 
1 
z 

1 
z 

1 
z 

1 
z 
1 

1 
z 

1 

1 

CPZ41 15 HCG 

CPZ41 15 HCG 
CPZ41 15 HCG 

CPZ41 15 HCG 
CPZ41 15 HCG 

CPZ41 15 HCG 
CPZ41 15 HCG 

CPZ41 15 HCG 
CPZ41 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

0 
0 
:0 
c)) 

~ 
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TABLE 2 (cont.) 

DEKIGRAPHICS / EVENTS LISTING 

INVESTIGATOR GEORGES PETER 
STUDY 000413 
YACCltE r HIB CONJUGATE 
REGIHEN r DHE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AA -.aY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL ................................................................................................................................... 
F CAUC 14" 0 

F CAUC 14" 0 

F CAUC 12H 0 

F CAUC UH 0 

" CAUC 15H 0 

F CAUC lZH 0 

" CAUC lZH 0 

" CAUC lZH 0 

" CAUC lZH 0 

F CAUC 16H 0 

F CAUC 23H 0 
0 

3Z 

" CAUC Z3" 0 
0 

32 

f CAUC UH 0 

F CAUC 13" 0 

f CAUC 13" 0 
0 

35 

" CAUC 14" 0 

" CAUC ZlH 0 
0 

1 

1 

1 

1 

1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CP241 

CPZ41 

CPZU 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

< 600 

Z3300 

< 600 

14193 

~ 600 

< 100 

386 

< 100 

1537 

Q 
0 
0: 
oc .... 
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INVESTIGATOR 1 
STUDY 
VACCINE 
REGIHEN 1 
PATIENT CLASS1 

GEORGES PETER 
000413 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

" CAUC 21N ♦2 

F CAUC 2lttl 0 
0 

48 

" CAUC 12" 0 
0 

28 

" CAUC 13tt 0 

" CAUC 12" 0 

F CAUC 12" 0 

" HISP 12" 0 

" CAUC 12" 0 

F CAUC 12" 0 

" CAUC 13N 0 

F CAUC 12" 0 

F CAUC 13" 0 

" CAUC 14" 0 

F CAUC llttl 0 

" CAUC 13" 0 

" CAUC l5tt 0 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CDDE/IGG TOTAL 

011 BLEED 1 7171 

001 PREBLEED < 600 < 250 336 < 100 
011 INJ 1 CP749 15 HCG 
011 BLEED 1 5267Z 756 1663 4262 

001 PREBLEED < 600 < 100 < 100 
011 INJ 1 CP749 15 HCG 
011 BLEED 1 1199 1069 104 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ l CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

0 
0 
il) 
0, 
l'\J 
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INVESTIGATOR 
STUDV 
VACCINE 
ASSAV 
LOT NUMBER 
DOSE 
POPULATION 

GEORGES PETER 
000413 
HIB CONJUGATE 
RIA 
CP241 
15 MCG 
HEALTHY CHILDREN 

TABLE 3 
A N T I B O D V R E S P O N S E S 

• 

" WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML > 1. 0 MCG AB/ML " >2 FOLD MEAN 
•••••••••• •••••••••••• • •••••••••••••• ••••••••••••••• • •••••••••••••• •••••• 

7- 11 MOS. PRE INJ 100 1/ 1 ) 0 0/ 1 ) 
MONTH 2 100 1 / 1 ) 100 1 / I ) 100 1/ 1) 11. 3 
MONTH 3 100 1 / I ) 100 I/ 1 ) 100 1 / 1 ) 15.6 

12-71 MOS. PRE JNJ 19 3/ 16) 0 ( 0/ 16) 
MONTH I 100 16/ 16) 94 ( 15/ 16) 100 ( 16/ 16) 64.2 

FOOTNOTE ( S): 

GMT MCG AB/ML (N) 

-----------------
ALL 

VACCINEES 
• •••••••••••••••• 

0.317 I ) 
3.581 1 ) 
4.946 1 ) 

0.088 ( 16) 
9.046 ( 16) 

IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 
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TABLE 4 
A N T I B O O V R E S P O N S E S 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

7-11 MOS . 

12-71 110S. 

GEORGES PETER 
000413 
HIB CONJUGATE 
RIA 
CP749 
15 MCG 
HEALTHY CHILDREN 

• 

,_ WITH ANTI-PRP 
TIME ----------------------------------

(MONTHS) >. 15 MCG AB/ML >1. 0 MCG AB/ML 
•••••••••••• ••••••••••••••• ••••••••••••••• 

PRE INJ 0 ( 0/ 1 ) 0 0/ 1 ) 
MONTH 2 100 ( 1 / 1 ) 100 1 / 1 ) 
MONTH 3 100 ( 1/ 1) 100 1 / 1 ) 

PRE INJ 0 ( 0/ 3) 0 0/ 3) 
MONTH 2 100 ( 3/ 3) 67 2/ 3) 
MONTH 3 100 ( 2/ 2) 100 2/ 2) 

PRE }NJ 14 ( 1 / 7) 14 1/ 7) 
MONTH 1 100 ( 7/ 7) 100 7/ 7) 

FOOTNOTE(S): 

FOLD RISE 
------------------------,. >2 FOLD MEAN 
••••••••••••••• •••••• 

100 1 / 1 ) B.5 
100 1/ 1 ) 74.4 

100 3/ 3) 16 . 9 
100 2/ 2) 98.0 

86 ( 6/ 7) 18.6 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 063 1 ) 
1 .067 1) 
9.302 1 ) 

0.063 3) 
2. 106 3) 

12 . 244 2) 

o . 131 7) 
4.011 7) 

IF A TITER IS REPORTED AS <.125, THEN .125 rs USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 
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TABLE 5 

CLINICAL COHPLAINTS BY FREQUENCY 

INVESTIGATOR 
Sl\JDY 
VACCINE 
LOT tumER 
POPULATION 
AGE RAN»E 

GEORGES PETER 
I 000413 
1 HIB CONJUGATE 
r CPZ41 

HEALTHY CHILDREN 
1-11 HOS. 

DAYS OF FOLLONJP 1 DAYS OTO Ii 

VACCINE 

TOTAL VACCINEES 

YACCINEES NITH NO COHPLAINTS 
VACCINEES NITH COHPLAINTS 
VACCINEES NITH NO DATA 

CLINICAL CQHPLAINTS 

·'· 

LOCAL REACTIONS CINJECTION SITE) 

SYSTEHIC REACTIONS 
DIARRHEA 
TEETHING 
ATOPIC DERMATITIS 
C'"10N COLD 
COUGH 
FATIGUE 
FEVER 
FLUSHING 
IRRITABILITY 
OTALGIA 
NARtt TO TOUCH 

HIB CONJUGATE 
INJECTION: 1 

5 

z 
3 
0 

40.0 .%) 
60.0 %) 

NO. OF VACCINEES % BASED 
HITH ON 5 

CLINICAL COHP. VACCINEES 

0 o.o 

3 60.0 
z 40.0 
z 40.0 
1 zo.o 
1 zo.o 
l zo.o 
l zo.o 
1 zo.o 
1 zo.o 
l zo.o 
1 zo.o 
1 zo.o 



• 

HFLU/CC546330/07/18/88/122 
TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-BER 
POPULATION 
AGE RANGE 
DAYS Of FOLLCNJP 

VACCINE 

TOTAL VACCINEES 

1 GEORGES PETER 
I 000413 

HIB CONJUGATE 
I CP241 
1 HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO S 

VACCINEES HITH NO COHPLAINTS r 
VACCINEES MITH COHPUINTS 
VACCINEES MITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 

SVSTEHIC REACTIONS 
FATIGUE 
IRRITABILITY 
TEETHING 
URTICARIA 
HARtt TO TOUCH 

I 
I 
I 
I 
I 
I 
I 
I 

HIB CONJUGATE 
INJECTION: 

4 

l 
3 
0 

2 

25.0 lJ 
75.0 lJ 

I NO. OF YACCINEES l BASED 
I HITH ON 4 
I CLINICAL COHP. YACCINEES 

I I 
I o o.o I 
I I 
I 3 75.o I 
I l zs.o I 
I l 25.D I 
I l zs.o I 
I l 25.o I 
I l is.o I 



HFLU/CC5't6330/07/18/88/119 
TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 

1 GEORGES PETER 
I 000413 

LOT N.HSER 
POPULATION 
AGE RAN;E 
DAYS OF FOLLONJP 

VACCINE 

TOTAL VACCINEES 

HI8 CONJUGATE 
CPt41 
HEALTHY CHILDREN 
lZ-71 HOS. 
DAYS OTO 5 

YACCINEES HITH NO COHPLAINTS 
YACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS ( INJECTION SITE ) 
ERYTHEt1A, INJ. SITE (<=l IN.) 
PAIN/SORENESS, INJ. SITE 

SYSTEttIC REACTIONS 
IRRITABILITY 
TEETHINI. 
DIARRHEA 
FATIGUE 
SLEEP DISORDERS 
YOHITINI. 
COUGH 
IMPETIGO 
NASAL CONGESTION 
NAUSEA 
OTITIS MEDIA 
PROLONGED CRYitt., >lit HR 
RHINITIS 
UPPER RESPIRATORY INFECTION, NOS 
URTICARIA 
HARtt TO TOUCH 

HIB CONJUGATE 
INJECTION: 1 

17 

5 29.4 iD 
lZ 70.6 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 17 

CLINICAL COHP. VACCINEES 

3 17,6 
z 11.8 
l 5.9 

lZ 70.6 
6 35.3 
6 35.3 
't 23.5 
3 17.6 
z 11.8 
z 11.8 
1 5.9 
1 5.9 
1 5.9 
1 5.9 
1 5.9 
1 5.9 
l 5.9 
l 5.9 
1 5.9 
l 5 •. 9 



HFL~/CC546330/07/18/88/1ZO 
TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
Sl\JOY 
VACCINE 

I GEORGES PETER 
I OOO'tl3 

LOT tueER 
POPULATION 
AGE RANGE 
DAYS OF FOLLONJP: 

VACCINE 

TOTAL VACCINEES 

HIB CONJUGATE 
CP7'+9 
HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO & 

VACCINEES MITH ND COHPLAINTS 1 
YACCINEES HITH COl1PLAINTS 
VACCINEES MITH ND DATA 

CLINICAL C011PLAINTS 

LOCAL REACTI<Hi I INJECTION SITE J 
ERYTHEHA. INJ, SITE t<=l IN.) 

SYSTEMIC REACTI<Hi 
FATIGUE 
IRRITABILITY 
TEETHING 
DIARRHEA 
PROLONGED CRYING• >1/2 HR 
UPPER RESPIRATORY INFECTION. NOS 
Cc:HiTIPATION 
FLATULENCE 
GASTROENTERITIS• NONINFECTIOUS 
RASH 
RHINITIS 
YOHITING 
HARM TO TOUCH 
HHEEZING 

HIB CONJUGATE 
INJECTION: 1 

10 

1 10.0 ,'.) 
9 90.0 lO 
0 

ND. Of VACCINEES % BASED 
HITH ON 10 

CLINICAL Cot1P. VACCINEES 

1 10.0 
1 10.0 

8 80.0 
5 50.0 
4 40.0 
4 40.0 
2 zo.o 
2 zo.o 
z 20.0 
1 10.0 
1 10.0 
1 10.0 
1 10.0 
1 10.0 
1 10.0 
1 10.0 
1 10.0 



HFLU/CC546330/07/18/88/1Z3 TABLE 5 (cont.) 

C L I N I C A L C O N P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
Sl\JOY 
VACCINE 
LOT N.JeER 
POPULATION 
AGE RNGE 
DAYS OF FOLLDHUP 

VACCINE 

TOTAL YACCINEES 

I GEORGES PETER 
000413 

I HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

, 1-11 NOS. 
DAYS OTO 5 

YACCINEES MITH ND COl1PLAINTS 1 
YACCINEES HITH CottPLAINTS 
YACCitEES MITH ND DATA 

CLINICAL COl1PLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHENA, INJ. Siff C<=l IN, ) 

SYSTENIC REACTIONS 
OTITIS NEDIA 
IRRITABILITY 
HARN TO TOUCH 
FATIGUE 
RHINITIS 
SEROUS OTITIS HEDIA 
TEETHING 
UPPER RESPIRATORY INFECTION, NOS 

HIB CONJUGATE 
INJECTION: Z 

7 

Z ZB.6 %> 
5 71.4 ,O 
0 

NO. OF VACCINEES % BASED 
HITH ON 7 

CLINICAL COHP. VACCINEES 

z 
z 

4 
3 
z 
z 
1 
1 
1 
1 
1 

Z8.6 
ZB.6 

57.1 
4Z.9 
28.6 
28.6 
14.3 
14.3 
14 . 3 
14.3 
14.3 



HFLU/CC546330/07/18/88/121 
TABLE 5 (cont.) 

CLINICAL COHPLAINTS BY FREQUENCY 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NKER 
POPULATION 
AGE RANGE 

1 GEORGES PETER 
000413 

1 HIB CONJUGATE 
1 CP749 
1 HEALTHY CHILDREN 

12-71 HOS. 
DAYS OF FOLLONIP 1 DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES NITH NO COHPUINTS 1 
VACCINEES NITH CONPUINTS 
VACCINEES NITH NO DATA 

CLINICAL CONPUINTS 

LOCAL REACTIONS t INJECTION SITE l 
ERYTHEHA, INJ. SITE l<=l IN.) 
PAIN/SORENESS, INJ. SITE 
SNELLING, INJ. SITE t<=rl IN. J 

SYSTENIC REACTIONS 
IRRITABILITY 
FATIGUE 
TEETHING 
INSOlflIA 
NARH TO TOUCH 

HI8 CONJUGATE 
INJECTION: l 

15 

7 53.8 .%) 
6 46.2 1. J 
2 

HO. OF VACCINEES .% BASED 
HITH ON 13 

CLINICAL COHP. VACCINEES 

4 
3 
l 
l 

6 
5 
3 
3 
l 
l 

30.8 
23.l 
1.1 
1.1 

46.2 
38.5 
Z3.l 
23.l 
7.7 
7.7 
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INVESTIGATOR GEORGES PETER 
STUDY 000413 
VACCINE : HIB CONJUGATE 
LOT t&JtlSER : CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttDS. 

TABLE 6 
CLINICAL COHPLAINTS 

--------------------------~-------------------------------------------------------------------------------------------------
VACCINE: HIB CONJUGATE I tu-BER OF VACCINEES ( 5 YACCINEES) - INJECTION: l I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NU1BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPUINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------l••--•---1 
SYSTENIC I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 

BOOY AS A NtOLE/SITE I.NSPEC. 

FATIGUE 

FEYER 

HARM TO TOUCH 

DIGESTIVE SYSTEH 

DIARRHEA 

TEETHING 

NERVOUS SYSTEH I PSYCHIATRIC 

IRRITABILITY 

RESPIRATORY SYSTEH 

I , 60.0:0 I l 60.0%> I I 60.0%> I I 60.0:0 I l 60.0%> I , 60.0%> I I 60.0%> I 

l 0 0 
20.0%) 0.0%) 0.0%) 

l 0 0 
20.0%) 0.0%) 0.0%) 

0 0 0 
0.0%) 0.0%) 0.0%) 

0 0 0 
0.0%) 0.0%) 0.0%) 

3 3 3 
60.0%) 60.0%) 60.0%) 

l l 2 
20.0%) 20.0%) 40.0%) 

2 2 2 
40.0%) 40.0%) 40.0%) 

l 0 0 
20.0%) 0.0%) 0.0%) 

l 0 0 
20.0%) o.oio 0.0iO 

0 0 0 
0.0iO 0.0%) 0.0iO 

0 l 
0.0%) 20.0%) 

0 0 
0.0%) 0.0%) 

0 l 
0.0%) 20.0%) 

0 l 
0.0%) 20.0%) 

3 3 
60.0%) 60.0%) 

2 l 
40.0%) 20.0%) 

2 2 
40.0%) 40.0%) 

0 0 
0.0%) 0.0%) 

0 0 
o.o:o 0.0%) 

0 l 
0.0%) 20.0%) 

l 
20.0%) 

0 
0.0%) 

l 
20.0%) 

l 
20.0%) 

3 
60.0%) 

l 
20.0:0 

2 
40.0%) 

0 
0.0%) 

0 
o.o:o 

l 
20.0%) 

2 
40.0%) 

l 
20.0%) 

l 
20.0%) 

l 
20.0%) 

3 
60.0%) 

2 
40.0%) 

2 
I 40.0%) 

l 
( 20.0%) 

l 
20.0%) 

l 
20.0%) 
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INVESTIGATOR: GEORGES PETER 
STUDY 000413 
VACCINE HIB CONJUGATE 
LOT N.JeER & CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 1-11 ttOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------I--------------------~----------------------------------------------------------------------------
VACCINE: HIB CONJUGATE I N.JeER OF VACCINEES ( S VACCINEES) - INJECTION: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 

1----------------------------------------------------------------------------I HITH 
CLINICAL CDHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 

••••·••·•••••·•••••·•••••·••••·••·• tHHHHHHHHHt tHHttHt*tHHHt •••••••••• lHHHttHHttHHt tHHttHttHttttttt NtHttHHt•tttttt tttttttHttHttHHt *•*tHHt**** 
COttttON COLD O O O O 1 1 1 

COUGH 

SKIN & SKIN APPENDAGE 

ATOPIC DERNATITIS 

FLUSHitG 

SPECIAL SENSES 
( 

o.o;o o.o;o o.ox, o.ox, 20.ox, 20.ox, 20.ox, 

0 0 0 0 
0.01.') o.o;o 0.0%) 0.0%) 

l l 2 2 
20.0%) 20.0%) 40.0%) ( 40.o;o 

1 l 1 1 
20.0%) 20.0%) 20.0%) 20.0%) 

0 0 1 l 
0.0%) 0.01.) 20.0%) ( 20.0%) 

1 1 l l 
20.0%) 20.0%) 20.0%) 20.0%) 

1 
( 20.0;0 

l 
20.01.') 

l 
20.0%) 

0 
o.o;o 

1 
( 20.0%) 

1 
20.0¼) 

l 
20.0;.:1 

1 
20.0%) 

0 
0.01.) 

l 
20.0%) 

1 
I 20.0%) 

2 
40.0%) 

1 
20.0iO 

1 
20.0%) 

1 
20.0%) 

OTALGIA 1 1 1 1 1 1 l 
, 20.0%1 , 20.0%, , 20.0%) , 20.0%1 I, 20.0%, , 20.ox, 20.0%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH CDHPLAINTS I 3 I 3 I 3 I 3 I 3 I 3 I I 3 

I , 60. 0% 1 I , 60. o:o I , 60. 0%, I , 60. 0% J I , 60. 0% 1 I , 60. 0%, I I 60. 0% , 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH ND COHPLAINTS I 2 I 2 I 2 I 2 I 2 I 2 I I 2 

I , 40.0%J I , 40.o%J I , 4o.o;o I , 40.0%) I , 40,0;0 I , 40.0%) I I 40.0%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTitG I S I 5 I 5 I 5 I 5 I 5 I I 5 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH ND DATA I o I o I O I O I O I O I I O 

I I I I I I I I 



HFLU/Z351t6030/07/1Z/88/PAGE 110 

INVESTIGATOR GEORGES PETER 
STUDY 000413 
VACCINE HIB CONJUGATE 
LOT tu-BER : CP241 
PATIENT CUSS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COMILAINTS 

------------------------•P~•-•----------------------------------------------------------------------------------------------VACCINE I NIB CONJUGATE I tu18ER OF VACCINEES l 4 VACCINEESJ - INJECTION: Z I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tueER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL CDHPUINTS I O I 1 I Z I 3 I 4 I 5 I I COMPLAINTS 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------l••---I 
SYSTEIUC I 1 I 3 I 3 I Z I 3 I z I I 3 I 

I l 2s.0Y.J I 1 1s.o:o I 1 1s.o:o I I so.ox, I 1 75.oXJ I , so.o;o I I , 1s.ox, I 

BODY AS A MHOLE/SITE LffSPEC. 0 1 1 0 1 0 l 
O.OX) ZS.0%) ZS.OX) 0.0%) ZS.OX) ' 0.0%) zs.oY.) 

FATIGUE 0 1 1 0 1 0 1 
o.o:o ZS.OX) ZS.0%) ' 0.0%) 25.0%) 0. 0% J ' ZS.0%) 

NARtt TO TOUCH 0 1 0 0 0 0 l 
( 0.0%) 25.0%) ( 0.0%) ' o.o;o ' 0.0%) ( 0.0%) ( zs.o;o 

DIGESTIVE SYSTEH l 1 1 1 l l l 
ZS.OY.) ( zs.0%) ZS.0% J ( ZS.OX) ZS.0%) ' 25.0iO 2s.o;o 

TEETHitG 1 1 1 1 1 1 1 
ZS.OX) zs.oY.J ZS.0%) ZS.0%) 25.0%) ZS,0%) ZS.0%) 

NERVOUS SYSTEH I PSYCHIATRIC 0 1 1 1 1 l 1 
0.0%) ( 25.0%) ZS.0%) zs.o;o 2s.o:o ZS.0%) ZS.0%1 

IRRITABILITY 0 1 1 1 1 1 l 
( o.o:o ( ZS.0%) ( ZS.0%) ZS,0%) ZS.OX) ( ZS.0%) ZS.0%) 

SKIN I SKIN APPENDAGE 0 1 · l 0 0 0 l 
0.0%) ZS.0%) ' ZS.0%) ( 0.0%) ( 0.0%) ( 0.0%) ZS.0%) 

UtTICARIA 0 1 l 0 0 0 l 
( 0.0%) ' ZS,0%) I ( ZS.0%) ' 0.0%) ' 0.0%) ' 0.0%) I ZS,0%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH CDHPLAINTS I 1 I 3 I 3 I z I 3 I z I I 3 

I ' ZS.0%) I ' 75.0%) I ( 75.0%) I ( 50.0%) I ' 75.0%) I ( 50.0%) I I 75.0%) 
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INVESTIGATOR I GEORGES PETER 
STUDY l OOO'tl3 
VACCINE HI8 CONJUGATE 
LOT N»eER l CP241 
PATIENT CLASS& HEALTHY CHILDREN 
AGE llAN.E I 1-11 ttOS, 

TABLE 6 (cont.) 

CLINICAL C<l1PLAINTS 

------------------------~-~-------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I tu-BER OF YACCINEES I 4 YACCINEES) - INJECTION: 2 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tueER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I 0 I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1--***-1 

YACCINEES MITH NO C(NllAINTS I 3 I 1 I 1 I 2 I 1 I 2 I I 1 I 
I l 75.0i:J I t 25.0i:J I t 25.0i:> I t 50.0i:J I I 25.0i:> I I so.Di:> I I I 25.0i:l I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL YACCINEES REPORTING I 4 I 4 I 4 I 4 I 4 I 4 I I 4 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES MITH NO DATA I o I O I O I O I O I O I I O 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-BER s 
PATIENT CUSS: 
AGE RANGE 

GEORGES PETER 
000413 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 6 (cont.) 

CLINICAL CottPLAINTS 

--------------------------.--------------------------------------------------------------------------------------------------VACCINE I HIB CCJHJUGATE I t«.RER OF VACCINEES ( 17 VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I MJMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL Cot1PUINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 

·································••l••······••l••······••l••······••l••······••l••·····•-1-tHHHHHHtttl••······••ltHHHHt••-1 
LOCAL REACTIONS I 3 I o I o I o I o I o I I 3 I 

I I 17.6%) I I 0.0%> I I o.o.iO I I 0.0%> I I 0.0%> I , o.O%J I I 17.6%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 

ERYTHEHA.INJ.SITE(<=lIN.) I 2 I o I O I o I O I o I I 2 I 
I 11.8%) I 0.0%) I o.o%J I 0.0%) I 0.0%) I 0.0%> I I 1 11.8%1 I 
I I I I I I I I I 

PAIN/SORENESS• INJ. SITE I 1 I o I o I o I o I o I I 1 I 
I I 5.9%) I I 0.0%) I 1 0.0%1 I I o.oXJ I c 0.0%) I I 0.0%1 I I 1 5.9%1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SYSTEHIC I 10 I 9 I 9 I 7 I 7 I 7 I I 12 I 

BODY AS A NHOLE/SITE llGPEC. 

FATIGUE 

HARtt TO TOUCH 

DIGESTIVE SYSTEH 

DIARRHEA 

NAUSEA 

TEETHIN. 

I I 58.8%) I I 52.9%) I I 52.9%> I I 41.2%) I I 41.2%) I I 41.2%) I I 70.6%1 I 

3 1 1 
17.6%) 5.9%) 5.9%) I 

3 1 0 
17.6%) 5.9%) 0.0%) 

0 0 1 
0.0%) 0.0%) 5.9.iO I 

8 6 7 
47 .1%) 35.3%) 41.2%) I 

3 0 1 
17.6%) 0.0%) I 5.9.iO I 

1 0 0 
5.9%) 0.0%) 0.0%) I 

6 6 6 
C 35.3%) C 35.3%) ( 35.3%) C 

1 1 
5.9%) 5.9%) 

0 0 
0.0%) 0.0%) 

1 1 
5.9%) 5.9%) 

5 6 
29.4%) 35.3%) 

0 0 
0.0%) 0.0.iO 

0 0 
o.o:o 0.0%) 

5 5 
29.4%) 29.4%) 

1 
5.9%) 

0 
0.0%) 

1 
I 5.9%) 

6 
35.3%) 

0 
0.0%) 

0 
0.0%) 

5 
C 29.4%) 

4 
I 23.5%1 

3 
17.6%) 

1 
I 5.9%1 

10 
58.8%) 

4 
I 23.5%1 

l 
5.9%) 

6 
I 35.3%1 
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INVESTIGATOR 
sruoy 
VACCINE 

GEORGES PETER 
I 000413 
1 HIB CONJU;ATE 

CP241 LOT N.tBER 
PATIENT CUSS: HEALTHY CHILDREN 

lZ-71 ttDS. AGE RANGE 

TABLE 6 (cont.) 

CLINICAL CQttlUINTS 

--------------------------~--·----------------------------------------------------------------------------------------------VACCINE: HIB CONJOOATE I N.tBER OF VACCINEES I 17 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NJl'8ER 
1----------------------------------------------------------------------------I HITH 

CLINICAL CONPUINTS I O I 1 I 2 I 3 I 4 I 5 '--~-ICOHPLAINTS 
•••••••••••••••••••••••••••••••o•• •••••••••• •••••••••• •••••••••• tHHHHHHHHHf •••••••••• •••••••••• •••••••••• tHHtNNtHHHHt 

WJNITINS 1 0 0 0 1 1 Z 

NERVOUS SYSTEN I PSYCHIATRIC 

IRRITABILITY 

PROLotGED CRYING. >l/Z HR 

SLEEP DISORDERS 

RESPIRATORY SYSTEN 

COUGH 

NASAL CONGESTION 

RHINITIS 

UPPER RESPIRATORY INFECTION. N>S 

SKIN I SKIN APPENDAGE 

IMPETIGO 

5.9%) 0.0%) 0.0%) 0.0%) 5.9%) 5.9%) 11.8%) 

z 
11.8%) 

z 
11.8%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
5.9%) 

1 
5. 9% > 

4 
z3.5;0 

3 
17.6%) 

0 
0.0%) 

1 
5.9%) 

1 
5.9%) 

0 
0.0%) 

0 
0,0.iO 

1 
5.9%) 

0 
0.0%) 

z 
11.8%) 

1 
5. 9%) 

4 
Z3.5%) 

3 
17.6%) 

1 
5.9%) 

z 
11.8%) 

1 
5.9%) 

0 
0.0%) 

0 
0.0%) 

1 
5.9iD 

0 
O.OiO 

z 
11.8%) 

1 
5. 9% > 

1 
5.9.iO 

l 
5. 9.%) 

0 
0.0%) 

0 
0.0%) 

1 
5.9%) 

0 
0.0%) 

0 
0. 0.%) 

1 
5.9%) 

0 
0.0%) 

z 
11.8%) 

1 
5.9%.) 

0 
0.0%) 

0 
o.o.% > 

0 
0.0%) 

0 
0.0%) 

z 
11.8%) 

1 
5.9%) 

1 
5. 9.%) 

1 
5.9%) 

0 
0.0%) 

z 
11.8%) 

1 
5.9%) 

0 
o. 0.%) 

0 
0. 0.%) 

0 
0.0%) 

0 
0. 0% > 

z 
11.8%) 

1 
5. 9.%) 

0 
0.0%) 

1 
5. 9.%) 

l 
5. 9%) 

1 
5. 9% J 

l 
5. 9%) 

7 
41.Z.%) 

6 
3.5.3%) 

1 
.5. 9%) 

z 
11.8%) 

2 
I 11.8%1 

l 
.5. 9%) 

l 
5. 9% I 

l 
.5. 9%) 

2 
11.8%) 

l 
5.9%) 
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INVESTIGATOR: GEORGES PETER 
STUDY i 000413 
VACCINE HIB CONJUGATE 
LOT 111.11BER CPZ41 
PATIENT CUSS: HEALTHY CHILDREN 
AGE RANGE r 12-71 tt0S. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

--------------------------r-------------------------------------------------------------------------------------------------VACCINE l HIB CONJUGATE I tf.JeER Of VACCINEES C 17 VACCINEESJ - INJECTION: l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NJMBER 
1------------------ ·---------------------------------------------------------1 HITH 

CLINICAL COl1PLAINTS I O I l I Z I 3 I 4 I 5 I ICOHPLAINTS 
·································••liHHHHHtlHHHfl••······••l••······••l••······••l••····•-1----1-••···••l-•tHHOHHHf URTICARIA I o I l I l I l I l I o I I 1 

I o. 0% > I 5. 9% l I s. 9% J I 5. 9% l I s. 9% l I o. 0% l I I s. 9% 1 
I I I I I I I I 

SPECIAL SENSES I o I o I o I l I l I 1 I I 1 
I c o. o;o I c o. o;o I c o. 0% J I c s. 9% • I c s. 9% • I c s. 9l. J I I c s. 9% , 
I I I I I I I I 

OTITIS HEDIA I o I o I o I 1 I l I l I I 1 
I I o . 0% J I c o . 0% J I I o . 0% J I c 5. 9% J I c 5. 9% J I I s. 9% J I I I s. 9l. I 

-----------------------------------1----------1----------1----------1 ---------1----------1----------1----------1 
YACCINEES HITH CDNPLAINTS I 10 I 9 I 9 I 7 I 7 I 7 I I 12 

I c 58.8%) I c SZ.9l.l I c SZ.9%J I c 41.Zl.J I c 41.Zl.J I c 41.Z%J I I c 70.6%) 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES MITH NO COHPLAINTS I 7 I 8 I 8 I 10 I 10 I 10 I I 5 
I c 41.Zl.J I c 47.1%1 I I 47.ll.J I I 58,8%1 I c 58.8%1 I I 58.8%1 I I I Z9.4l.J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 17 I 17 I 17 I 17 I 17 I 17 I I 17 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
YACCINEES MITH NO DATA I o I o I o I O I O I O I I O 

I I I I I I I I 

0 
0 
» 
.0 ..... 
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INVESTIGATOR s GEORGES PETER 
S1\JDY 000413 
VACCINE HIB CONJUGATE 
LOT N.11BER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE s 1-11 ttDS. 

TABLE 6 (cont.) 

CLINICAL Cm1PLAINTS 

--------------------------T-------------------------------------------------------------------------------------------------VACCINE s HIB CONJUGATE I Nlt8ER OF VACCINEES I 10 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tuSER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COtlPLAINTS I o I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
·································••l••······••ltHHHHHHHtiHilitiHttHHHHttHll••······••lititittHHHHHlitlitiHHHHtiHHHil••······••liHHHHtiHlitNNI 
LOCAL REACTIONS I 1 I 1 I o I o I o I o I I 1 I 

I I 10. o:o I I 10. 0% l I I o. 0% l I I o. 0% l I I o. 0% l I I o. o:o I I 10. 0% l I 
--------------------------- .-------1----------I----------I----------I----------I----------I----------I----------I I 

ERYTHEHA, INJ. SITE l<=l IN.l I 1 I 1 I O I O I o I O I I 1 I 
I I 10. 0% l I I 10. o:o I I o. o:o I I o. 0% l I I o. o,o I I o. O,O I I 10. 0% l I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SYSTEtllC I 7 I 6 I 6 I 6 I 6 I 6 I I 8 I 

I I 70. o:o I I 60. 0% l I I 60. 0% l I I 60 • 0% l I I 60 . 0% l I I 60. 0% l I I so . 0% l I 

BODY AS A tllOLE/SITE ~EC, 4 2 1 1 0 1 5 
40.0%) t 20.0%) 10.0%) 10.0%) 0.0%) 10.0%) 50.0%) 

FATIGUE 4 2 1 1 0 1 5 
40.0%) 20.0:0 10.0%) 10.0%) 0.0%) 10.0%) 50.0%) 

HARH TO TOUCH 1 0 0 0 0 0 1 
10.0,0 0.0%) 0.0%) 0.0%) 0.0%) o.o:o 10.0%) 

DIGESTIVE SYSTEN 6 6 6 .5 .5 5 6 
60.0Y.) 60.0%) 60.0%) 50. OY.) 50.0%) 50.0%) 60.0%) 

CONSTIPATION 1 1 1 0 0 0 1 
10.0:0 10.0:0 10.0%) 0.0%) o.o:o 0.0%) I 10.0%) 

DIARRHEA 0 1 2 1 1 1 2 
o.o:o 10.0%) 20.0% I 10.0:0 10.0%) 10.0%) 20.0%) 

FLAl\JLENCE 0 0 1 0 0 0 1 
o.o:o 0.0%) 10.0%) 0.0%) 0.0%) 0.0%) 10.0%) 

GASTROENTERITIS, NONINFECTIOUS 1 1 1 1 1 1 1 
10.0%) 10.0%) 10.0%) 10.0%) 10.0:0 10.0iO 10.0%) 

0 
0 
:D 
,0 
O> 
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TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

INVESTIGATOR I GEORGES PETER 
ST\JDY 000413 
VACCINE I HIB CONJUGATE 
LOT NJHBER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 NOS, 

f ·; 
-----------------------------------------------------------------------------------------------------------------------------VACCINE I NIB CONJUSATE I t-UBER OF VACCINEES I 10 VACCINEES> - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I t-U'BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPUINTS I O I 1 I 2 I 3 I 4 I S I ICOHPLAINTS 

••••■■■N ■NN■NN■•••••··••··••■■■N••· NNN■■••••■ •••••••••• •••••••••• ■••••••••• NNNN■NNNNN •■■NNNNN■• NiHHHHUHHHt --■-
TEETHING 4 4 4 4 4 4 4 

YOttITING 

NERVOUS SYSTEN I PSYCHIATRIC 

IRRITABILITY 

PROLONGED CRYING• >l/2 HR 

RESPIRATORY SYSTEN 

RHINITIS 

UPPER RESPIRATORY INFECTION. NOS 

NHEEZING 

SKIN & SKIN APPENDAGE 

't0.0%) 40.0%) 't0.0%) 40.0%) 40.0%) 40.0%) 40.0:0 

1 1 0 1 
10.0%) 10.0%) 0.0%) 10.0%) 

2 0 2 3 
20.0%) 0.0%) 20. 0%) 30. 0%) 

2 0 2 3 
20.0%) o.o:o 20.0%) 30.0iO 

1 0 1 0 
10.0%) 0.0%) 10.0%) 0.0%) 

0 0 1 2 
0.0%) o.o:o 10.0%) 20.0:0 

0 0 1 0 
0.0%) 0.0%) 10.0%) o.o:o 

0 0 1 2 
0.0%) 0.0%) 10.0:0 20.0:0 

0 0 1 1 
0.0%) 0.0%) 10.0%) 10.0%) 

0 0 0 0 
0.0%) 0,0%) 0.0%) 0.0%) 

1 
10.0%) 

2 
20.0%) 

2 
20.0%) 

0 
0.0%) 

2 
20.0%) 

0 
( 0.0%) 

2 
20.0%) 

1 
10.0%) 

1 
10.0%) 

1 
10.0%) 

2 
20.0%) 

2 
20.0%) 

0 
0.0%) 

2 
20.0%) 

0 
0.0%) 

2 
20.0%) 

1 
10.0%) 

0 
0.0%) 

1 
I 10.0:0 

4 
40.o:o 

4 
I 40.0ZI 

2 
20.0%) 

2 
I 20.0%) 

1 
10.0%) 

2 
20.0:0 

1 
10.0%) 

1 
C 10.0%1 

RASH 0 o o o 1 o 1 
I O. 0% ) ( 0. 0% ) I O. 0% ) I O. 0% ) I 10 • 0%) I O. 0% ) I I 10. 0% ) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
YACCINEES MITH CONPLAINTS I 8 I 7 I 6 I 6 I 6 I 6 I I 9 

I I so. 0% , I 1 10 • 0% , I 1 60. o;,. , I I 60. o:o I 1 60. o:o I 1 60 • 0% 1 I I 90. 0% , 

., 
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INVESTIGATOR GEORGES PETER 
STUDY 000413 
VACCINE I HIB CONJUGATE 
LOT Ml18ER I CP749 
PATIENT CUSS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ltDS. 

TABLE 6 (cont. ) 

CLINICAL CONPLAINTS 

--------------------------,-------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I tueER OF VACCINEES I 10 VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NlMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPUINTS I O I 1 I 2 I 3 I 4 I 5 I ICOMPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------l••iHUHHt*•*I 

VACCINEES KITH NO COHPLAINTS I 2 I 3 I 4 I 4 I 4 I 4 I I l I 
I I 20. 0% l I I 30. 0% J I I ltO. 0% J I I 40. 0% J I I 40 • 0% l I I 40. 0% J I I I 10. 0% J I 

-----------------------------------1----------I----------I ---------l----------l----------1----------1----------1 I 
TOTAL VACCINEES REPORTING I 10 I 10 I 10 I 10 I 10 I 10 I I 10 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH ND DATA I o I o I o I o I O I o I I o 

I I I I I I I I 
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INVESTIGATOR 
ST\JOY 
VACCINE 

1 GEORGES PETER 

LOT tueER 1 
PATIENT CU.SS1 
ASE RANGE 

000413 
HI8 CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 tm. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

--------------------------r-------------------------------------------------------------------------------------------------VACCINE : HIB akJOOATI! I Nl.tBER OF VACCINEES C 7 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tu1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

·································••l••······••l••····•--l••······••l••······••1--1----1••······••l•tHHHHHl***' LOCAL REACTIDNS I 2 I 2 I 1 I o I o I o I I 2 I 
I I 28.6;o I I z&.6%> I t 14.3%> I I 0.0%> I t 0.0%> I 1 0.0%> I I 28.6%> I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
ERYTHEKA, INJ. SITE f<=l IN.> I 2 I 2 I 1 I o I o I 0 I I 2 I 

I t 28. 6% > I t 28. 6% > I c 14. 3;0 I c o . 0% > I c o • o;o I c o. 0% > I I 28. 6% > I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
SYSTEHIC I 3 I 3 I 3 I 3 I 3 I 3 I I 4 I 

I I 42. 9% > I c 42. 9% > I c 42. 9% > I c 42. 9% > I c 42. 9% > I I 42. 9% > I I 1 57 .1% > I 
----------------------------------------------------------------------------------------------------- ----------

I 
BODY AS A NHOLE./SITE ~EC, 0 0 1 1 1 I 1 2 

0.0%) C 0.0%) 14.3%) 14.3%) 14.3%) I ( 14.3%) 28.6%) 
I 

FATIGUE 0 0 1 0 0 I 0 1 
0.0%) 0.0%) 14.3%) 0.0%) 0.0%) I 0.0%) 14.3%) 

I 
NARH TO TOUCH 0 0 1 1 1 I 1 2 

0.0.iO ( 0.0%) 14.3%) 14.3%) 14.3%) I 14.3%) 28.6%) 
I 

DIGESTIVE SYSTEH 0 0 0 0 1 I 1 1 
0.0%) 0.0%) 0.0%) O.OiO 14.3%) I 14.3%) ( 14.3iO 

TEETHING 0 0 0 0 1 1 1 
0.0%) 0.0%) ( 0.0%) 0.0%) 14.3%) 14.3%) C 14.3%) 

NERVOUS SYSTEH I PSYCHIATRIC 0 0 1 1 1 1 2 
0.0%) 0.0%) 14.3%) ( 14.3%) 14.3%) 14.3%) ( 28.6iO 

IRRITABILITY 0 0 1 1 1 1 2 
0.0%) 0.0%) 14,3%) 14.3%) 14.3% J 14.3%) ( 28. 67. J 

RESPIRATORY SYSTEH 0 0 1 1 1 1 2 
( o.o;o ( 0.0%) ( 14.3%) C 14.3%) 14.3%) 14. 3% J I 28.6% J 

0 
::, 
D 
.J -
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INVESTIGATOR GEORGES PETER 
STUDY 000413 
VACCINE HIB CONJUGATE 
LOT N.11BER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
.AGE RANGE l 1-11 ttDS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

--------------------------------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I tul3ER Of VACCINEES I 7 VACCINEESJ - INJECTION: 2 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tutBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 

••••••••••••••••••••••••••••••••••••••••••••• •••••••••• ·••11••···· •••••••••• •••••••••• Klllllllll(l(I( KIi !HHHH0flHHtll lllliHtlliHHHHt 

RHINITIS 0 0 l l 0 0 l 
( 0.0%) 0.0%) 14.3%) 14.3%) 0.0%) 0.0%) 14.3%) 

UPPER RESPIRATORY INFECTIOth NOS 0 0 0 0 1 1 1 
0.0%) 0.0%) 0.0%) 0.0%) 14.3%) 14.3%) I 14.3%) 

SPECIAL SENSES 3 3 3 3 2 3 4 
42.9%) 42.9%) 42.9%) 42.9%) 28.6i0 42.9%) 57.1%) 

onns HEDIA 2 2 z z z 3 3 
28.6%) 28.6%) 28.6%) 28.6%) Z8,6i0 42.9%) 42.9%) 

I 
SEROUS onns t1EDIA l l l I l O O 1 

I 14.3%) I 14.3i0 I 14.3%) I I 14.3%) I I 0.0%) I 0.0%) 14.3%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH COHPLAINTS I 5 I 5 I 4 I 3 I 3 I 3 I I 5 

I I 71.4%J I I 71.4%) I I 57.1%J I I 4Z,9%J I I 4Z.9%J I I 42.9%J I I I 71.4%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH NO COMPLAINTS I Z I 2 I 3 I 4 I 4 I 4 I I 2 

It Z8.6%J I I Z8.6%J It 4Z.9%J It 57.l%J I I 57.liO It 57.lXJ I I I 28.6%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTINi I 7 I 7 I 7 I 7 I 7 I 7 I I 7 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH NO DATA I D I O I 0 I 0 I D I D I I 0 

I I I I I I I I 
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INVESTIGATOR GEORGES PETER 
STUOY 1 000413 
VACCINE s HI8 CONJU;ATE 
LOT M.ttBER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 NOS, 

TABLE 6 (cont.) 

CLINICAL CONPUINTS 

--------------------------~-------------------------------------------------------------------------------------------------VACCINE I HI8 CONJUGATE I N.RER OF VACCINEES ( 15 VACCINEESI - INJECTION: l I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION · I NlH3ER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPUINTS I O I l I 2 . I 3 I 4 I 5 I !COMPLAINTS 

··························~······••1----1••······••1••······••1--1••····•-1••······••1•-•-1•--·-
LOCAL REACTIONS I Z I 4 I o I o I o I o I I 4 

I ( 15.4%) I ( 3o.a:o I ( 0.0%) I l 0.0%) I l 0.0%) I l 0.0%) I I 30.8%) 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA, INJ, SITE l<•l IN.I I l I 3 I o I o I o I 0 I I 3 
I 7. 7% I I Z3 • 1% I I o. 0% l I o • 0% I I o. OiO I o. 0% I I I Z3 • 1% I 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I l I l I o I o I o I o I I l 
I 7. 7iD I 7. 7% 1 I o. 0% J I l . o • 07. J I o • o¼ I I I o. 0% J I I , 7. 7% J 
I I I I I I I I 

SHELLING, INJ, SITE t<•l IN,J I 0 I l I D I 0 I 0 I 0 I I l I t o. 0% 1 I , 7. 7% I I , o. 0% 1 I l o. 0% J I , o. 0% 1 I l o. 0% I I I 7. 7l. 1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEHIC I 4 I 3 I 2 I 4 I 3 I 3 I I 6 

I l 30. ax I I I 23 .1% I I I 15. 4% I I I 30. ax J I I 23. liO I I 23. 1%) I I I 46. 2%) 

BODY AS A MtlOLE/SITE LtlSPEC. 2 0 0 l 0 l 4 
15.4%) 0.0%) 0.0%) 7.7%) 0.0%) 7,7%) 30.8%) 

FATIGUE l 0 0 l 0 l 3 
7, 7%) 0.0¼) 0.0%) 7. 7%) 0.0%) 7. 7%) I 23.1%) 

NARtt TO TOUCH l D 0 0 D 0 l 
7. 7%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 7.7%) 

DIGESTIVE SYSTEH l 2 2 3 3 3 3 
7. 7%) I 15.4%) 15.4iD I 23.1% J 23.1%) 23.1%) 23.1% J 

TEETHING l z 2 3 3 3 3 
7. 7%) 15.4%) 15.4%) 23.l,O 23.1'0 Z3,1%1 I Z3.1%J 

NERVDUS SYSTEH & PSYCHIATRIC 3 2 1 1 l 2 5 
23.1,0 ( 15.4%) 7. 7%) 7. 77.) 7. 7%) 15.4iO 38.5%) 
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INVESTIGATOR GEORGES PETER 
STUDY 000413 
VACCINE I HIB CONJUGATE 
LOT N.tlBER I CP749 
PATIENT CLASS& HEALTHY CHILDREN 
AGE RANGE & 12-71 ttOS. 

TABLE 6 (cont.) 

CLINICAL CottPL.AINTS 

--------------------------~-------------------------------------------------------------------------------------------------VACCINE & HIB CONJUGATE • N.tlBER OF VACCINEES I 15 VACCINEESJ - INJECTION: l I 
1----------------------------------------------------------------------------I 
• DAYS POST VACCINATION I tf.J1BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COl1PLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 

••••••••••••••••••••••••••••••••••••••••••••••1•••••••••••••••••••••1••••••••••1••••••••••1•••••••••••••••••••••1---
INSCH«A I 1 I o I o I o I o I o I I l 

I 7.7.%> I o.o.%> I o.o.%J I o.o.%> I o.o.%> I 0.0%> I I 7.7%> 
• I I I I I I I 

IRRITABILITY I 3 I 2 I l I l I l • z I I 5 
I I 23. UO I I 15. 4% J I I 7. 7% J I I 7. 7% J I , 7. 7% 1 I l 15. 4% J I I t 38. 5% J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH COHPUINTS I 4 I 6 • 2 I 4 I 3 I 3 I I 6 

I , 30. 8% J I , 46. 2% J I I 15. 4% J I , 30. 8% J I I z3 .1% J I I 23. V. J I I 46. 2% J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH NO COHPLAINTS I 9 I 7 I 11 I 9 I 10 I 10 I I 7 

I I 69.V.J •, 53.8%J I, 84.6%> •, 69.2.%> I, 76.9.iO I I 76.9%J I I 53.8%J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 13 I 13 I 13 I 13 I 13 I 13 I I 13 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH NO DATA I 2 I 2 I 2 I 2 I 2 I 2 I I 2 

I I I I I I I I 

::, 
::, 
C 
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TABLE 7 

HAXltUt TEl1PERATURES 

INVESTIGATOR I GEORGES PETER 
STUDY 000413 
VACCINE I HIB CONJUGATE 
LOT .....aER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANQE 1-11 HOS. 

--------------------------r--•----------------------------------------------------------------------------------------------
VACCINE: HIB CCIUJGATE I tueER OF VACCINEES ( 5 VACCINEES) - INJECTION 1 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tu1BER 

HAX TEl1PERATURE 1----------------------------------------------------------------------------I HITH 
(DEG F, ORAL) I 0 I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

·································••l••······••l .. ••····••l••······••l••····•1HHtl-•-1HHtl1H1••····••l••······••l-,IHHtMiHHHfl < 99 I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 
I uoo.oiO I uoo.0%> I uoo.0%> I uoo.0%> I 75.0%) I 75.0%> I I 75.0%> I 
I I I I I I I I I 

101 - 101.9 I o I o I o I o I 1 I o I I o I 
I o.oio I o.o:o I 0.0%> I , 0.0%> I 25,0%> I , 0.0%> I I 0.01.1 I 
I I I I I I I I I 

102 - 102. 9 I o I o I o I o I o I 1 I I 1 I 
I , o. 0% > I , o. 0% > I I o. 0% > I , o. 0% > I , o. 0% > I I 25. 0% > I I I 25. 01. > I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 3 I 3 I 3 I 3 I 4 I 4 I I 4 I 

I , 60. 0% > I , 60 . 0% > I , 60. 0% > I ( 60. 0% > I , 80. 0% > I , 80. 0% > I I l eo. 0% I I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 2 I 2 I 2 I 2 I 1 I 1 I I 1 I 
I , 40. 0% > I , 40. 0% > I 1 40 • 0% > I 1 40. 0% > I , 20. 0% > I l 20. 01. > I I , 20 • 0% > I 
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INVESTIGATOR GEORGES PETER 
Sl\JOV 000413 
VACCINE : NIB CONJOOATE 
LOT tLtBER : CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I 1-11 ttDS. 

TABLE 7 (cont.) 

HAXItut TEMPERATURES 

-------------------------7•------------------------------------------------------------------------------------------------
YACCINE : NIB CONJOOATE I tLtBER Of VACCINEES I 4 VACCINEES) - INJECTION 2 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJHBER 

MAX TE .. ERATURE 1----------------------------------------------------------------------------I HITH 
IDEG F. ORAL) I O I 1 I 2 I 3 I 4 I 5 I I MAX TEMP 

•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l•••••••-1-••••••••I 
tllRKlL I o I 1 I 1 I 1 I 1 I 1 I I o I 

I o . 0% > I 33. 3% l I 33 • 3% > I 33 • 3% > I 33 • 3% > I 33. 3% > I I o . 0% > I 
I I I I I I I I I 

<99 I 2 I 1 I 2 I 2 I 2 I 2 I I 1 I 
I 66. 7% > I 33 • 3% > I 66. 7% > I 66. 7% > I 66. 7% > I 66. 7% > I I 33 • 3% > I 
I I I I I I I I I 

99 - 99.9 I 1 I 1 I o I o I o I o I I 2 I 
11 33.3%) I 1 33.3%> I I 0.0%> I I 0.0%> I 1 0.0%> I I 0.0%) I 11 66.7%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 

I I 75.0%> I I 75.0%> I I 75.0%> I c 75.0%) I c 75.0%> I c 75.0%> I I I 1s.o:o I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERAl\JRE t«>T TAKEN I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 
I I 25.0%) I c 25.0%) I I 25.0%) I I 25.0%) I I 25,0%> I I 25.0%) I I I 25.0%1 I 

:::> 
0 
-0 
0 
0-
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TABLE 7 (cont.) 

HAXItU1 TEttPERATURES 

INVESTIGATOR 
ST1JDY 
VACCINE 

1 GEORGES PETER 
000413 

LOT IU'BER 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
lZ-71 tlDS. 

------------------------- ,--------------------------------------------------------------------------------------------------
VACCINE: HIB CONJUGATE I N.RER OF VACCINEES I 17 VACCINEESl - INJECTION l I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NU1BER 

NA>< TENPERAT1JRE l----------------------------------------------------------------------------1 HITH 
IDEG F. ORALJ I O I 1 I Z I 3 I 4 I 5 I I HAX TEHP 

••••••••••••••••••••••••••••••••••• ■--tHHHHf .......... iHHHHHHHliHll ■••·····••l~--1••········ ·······- ·--·-
NORMAL o z z I z I z I 2 o 

I 0.0%) 11.8%1 11.8%) I 11.8%) I 11.8%) I 11.8%) o.oiO 
I I I 

< 99 11 13 13 I 14 I 15 I 15 e 
64.7%) 76.5%) 76.5%) I 82 . 4%) I 88.2%) I 88.2%) l 47.1%) 

I I I 
99 - 99. 9 5 2 2 I 1 I o I o 8 

Z9.4%) 11.8%) 11.8%) I l 5.9%) I l 0.0%) I l 0.0%) l 47.liO 
I I I 

100 - 100,9 l o 0 I o I o I o l 
I 5.9%) I o.O.iO I 0.0%) I I O.OXl I I o.o:o I I o.o:o I 5.9%) 

-----------------------------------1---------- ----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 17 17 I 17 I 17 I 17 I 17 I I 17 I 

I 1100. 0% l 1100. 0% J I 1100. ox l I · 1100. 0% l I 1100. o:o I 1100. 0% l I I 1100. 0% > I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEttPERATURE NOT TAKEN I o I o I o I o I O I O I I O I 
I I o. 0% l I I o . OX l I I o. OX l I l o. 0% l I I o. ox l I I o . ox l I I I o . 0% l I 
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INVESTIGATOR I GEORGES PETER 
STUDY 000413 
VACCINE NIB COUJGAT£ 
LOT N.ttBER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
MilE RANGE 1 1-11 HOS. 

TABLE 7 (cont.) 

tW<ltUt TENPERATIJRES 

------------------------+---------------------------------------------- . --------------------------------------------------VACCINE I HI& CONJUGATE , , I IU'BER OF VACCINEES I 10 VACCINEESJ - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I M.t1BER 

HA>< TE,.ERA11JRE 1----------------------------------------------------------------------------I HITH 
IDEG F, ORAL) I o I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

••••••••••••••••••••••••••••••••••• ·····••··· •••••••••• JHHHHHltHHHi ···•··•··· ----- ·•···••·•· H•HKtHHHi ··•••••KK• 
N0RHAL 1 1 1 1 l O 0 

10.0%) 11.1%) 11.1%) 11,1%) 11,1%) 0,0%) 0.0%) 

< 99 8 7 6 8 7 6 5 
80,0%) 77,8%) 66. 7%) I 88.9%) 77.8%) I 66.7i0 ( 50.0%) 

99 - 99.9 1 0 1 0 l 2 3 
10.0% J 0.0%) 11.1%) I 0.0%) 11.1%) ZZ,2%1 ( 30.0%) 

101 - 101,9 0 0 l 0 0 l 1 
0.0%) 0.0%) 11.1%) 0.0%) 0.0%) 11.1% J I 10.0%) 

103 - 103,9 0 l O O O O l 
I 0,0%1 I 11.1%) I 0.0%) I o.o%J I 0.0%1 I I 0.0%1 I 10.0%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TE,.ERATURE TAKEN I 10 I 9 I 9 I 9 I 9 I 9 I I 10 

I 1100.0:0 I 1 90.0XJ I I 90.0%1 I I 90.0:0 I I 90.0%1 I I 90.oio I I 1100.0%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEttPERATURE l«lT TAKEN I O I 1 I . l I l I 1 I l I I O 

I I 0.0%> I I 10.0%1 IC 10.oX> I I 10.0%1 I I 10.0%1 I I 10.0%> I I I o.o:o 

0 
0 
,D 
0 
OI 
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GEORGES PETER INVESTIGATOR 
STlJDY 
VACCINE 

: 000413 

LOT N.ttBER : 
PATIENT CUSS: 
AGE RANGE 

HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11110S. 

TABLE 7 (cont. ) 

HAXIl'Llt TE .. ERATURES 

-------------------------~--------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

ttAX TE11PERATIJRE 
CDEQ F, ORAL) 

I tU18ER OF VACCINEES C 7 VACCINEESJ - INJECTION Z I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tu'BER 

1----------------------------------------------------------------------------I HITH 
I o I 1 I z I 3 I 4 I s I I MAX TEMP 

••••••••••••••••••••••••••••••••••••••••••••••••••••••• IHHHHHt•■- •••••••••••••••••• IHf ·····••lHHt -- -■-9-■-tt 

N0RHAL 1 1 1 1 0 0 0 
1,. 1;0 zo.o;o zo.0% J zo.0% J 0.0% J 0.0% 1 o.o.io 

< 99 4 3 3 3 3 3 3 
66.7%) 60.0%) 60.0%) ( 60.0%) 60.0%) 60.0%) ( 50.0%) 

99 - 99.9 0 1 0 1 1 1 0 
o.o:o Z0.0%1 0.0iO Z0,0% J Z0.0%) Z0.0%) 0.0%) 

100 - 100.9 1 0 0 0 0 0 1 
16. 7%) 0.0%) 0.0%) 0.0iO 0.0%) 0.0%) 16. 7%) 

1oz - lOZ.9 0 0 0 0 1 1 l 
0.0%) 0.0%) 0.0%) O. 0Y. J Z0.0%) Z0.0% J 16. 7.iO 

103 - 103,9 0 0 1 0 0 0 l 
I I o • o:o c o • 0iO C zo • 0% J I c o. 0% J I o. 0% J I I o • 0% l I I 16 • 7% J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TENPERATURE TAKEN I 6 I 5 I 5 I 5 I 5 I 5 I I 6 I 

I 1 85. 7% I I I 71. 4% J I I 71. 4% J I 1 11. 4% J I l 11. 4% l I 1 71. 4% > I I I es. 7% > I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERATURf NOT TAKEN I l I Z I Z I Z I Z I Z I I l I 
I 1 14.3i0 I l ze.6%1 I l ze.6i0 I I ze.6%1 I I ze.6%1 I I ze.6%1 I I I 14.3%> I 

0 
0 
.0 
0 
.() 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tutsER 
PATIENT CLASS: 
AGE RAN;E 

GEORGES PETER 
000413 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 7 (cont.) 

twm,.11 TEHPERATURES 

------------------------~~-------------------------------------------------------------------------------------------------
VACCINE l HIB CmuJGATE . • tU'BER OF VACCINE ES I 15 VACCINEES) - INJECTION 1 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NUMBER 
HA>< TEttPERATURE l----------------------------------------------------------------------------1 HITH 

IDEG F, ORAL) • 0 I 1 I 2 I 3 I 4 I 5 I I HAX TEHP 

••••••••••••••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l--•••••••1-----1--1•--~1 
< 99 I 7 I 7 I 8 I 8 I 6 I a I I 5 I 

I I 63.6%1 I I 63.6%) I I 80.0%1 I I 72.7%) I I 54.5%> I I 72.7%) I I I 45.5%> I 
I I I I I I I I I 

99 - 99.9 I 3 I 3 I 2 I 3 I s I 3 I I 4 I 
I 27,3iO I 27.3iO I 20.0%> I 27,3iO I 1 45.5%> I 27.3%) I I 36.4iO I 
I I I I I I I I I 

100 - 100. 9 I 1 I 1 I o I o I o I o I I 2 I 
I I 9. 1% > I I 9 .1% J I I o. 0% > I I o. 0% > I I o. 0% J I I o. ox> I I I 18. 2% > I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERATURE TAKEN I 11 I 11 I 10 I 11 I 11 I 11 I I 11 I 

I 1 73 • 3iO I 1 73 • 3% l I I 66 • 7% l I I 73 • 3% > I I 73. 3% J I I 73. 3% l I I 1 73. 3% J I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERATURE NOT TAKEN I 4 I 4 I 5 I 4 I 4 I 4 I I 4 I 
I I 26. 7% I I I 26. 7% l I I 33. 3% l I I 26. 7% l I I 26. 7% > I I 26. 7i0 I I I 26. 7i0 I 

0 
'::> 
-0 ,... 
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(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVEST! GATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

6275I 

Haemophilus 
men.ingit ig_i.s_ 
Study 004-14 

b Conjugate 
Outer Membrane 

Vaccine 
Protein 

(Neisseria 
Complex), 

To evaluate the safety and imrnunogenicity of 
Haemophilus b conjugate vaccine (Neisseria 
meningitidis outer membrane protein complex) in 
healthy American Indian infants 2 to 71 months of age. 

Haemophil us 
meningitidis 
(PRP-OMPC) 

b Conjugate Vaccine 
Outer Membrane Protein 

Lot 1069/C-P241 - mcg polysaccharide/ml 

(~is...s...e.ria 
Complex) 

mcg meningococcal protein/ml 

Lot 1072/C-P298 - mcg polysaccharide/ml 
mcg meningococcal protein/ml 

Lot 1080/C-P749 - mcg polysaccharide/ml 
mcg meningococcal protein/ml 

diluent 

Mathurarn Santosharn, M.D. 
Johns Hopkins University 
School of Hygiene and Public Health 
615 N. Wolfe Street 
Baltimore, MD 21205 

Raymond Reid, M.D. 
Janne Ameido-Hill 
U.S. Public Health Service 
Indian Health Service Hospitals 
P.O. Box 1240 
Route 73 
White River, Arizona 85941 

U.S. Public Health Service 
Indian Health Service Hospitals 
on the Navajo and Apache Reservation 

29AUG88 

(\ f) 0 11_ 



DATE STUDY 
INITIATED: 

DATE STUDY 
COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

62751 

-2-

May 29, 1987 

In progress. 

Healthy infants and children 2 to 71 months of age 
are included in the study. 

Infants 2 to 11 months of age receive two injections 
of PRP-OMPC vaccine given 2 months apart while 
children 12 months of age and older receive a single 
injection. Vaccine is reconstituted in aluminum 
hydroxide and administered by intramuscular route. 
The dose for each injection is 15 mcg of polysac
charide in the appropriate volume. Lot 1069/C-P241 
is reconstituted to contain 15 mcg polysaccharide in 
0. 75 ml, while Lots 1072/C-P298 and 1080/C-P749 are 
reconstituted to contain 15 mcg polysaccharide in 
0 .5 ml. 

The parent or guardian is required to record the 
vaccine recipient's temperature and any reactions at 
the injection site or systemic complaints for 5 days 
after each injection of vaccine. Unexpected or 
serious reactions are to be reported immediately to 
the study physician. Serious adverse experiences in 
the 14 days following each injection of vaccine are 
required to be reported by the investigator. 

A blood sample is obtained prior to each injection of 
vaccine and 1 and 7 to 10 months after the last or a 
single injection of vaccine. Additional follow-up 
blood samples are obtained 7 to 10 months after the 
last injection of vaccine from infants 2 to 11 months 
of age and at 15 to 18 months postvaccination from 
children 212 months of age. 

All serum samples are assayed for antibody to the 
capsular polysaccharide of Haemophilus influenzae 
type b by radioimmunoassay. Selected samples may be 
tested for bactericidal and opsonophagocytic 
activity, immunoglobulin isotype and subclass IgG. 
Opsonophagocytic assays are performed at the 
University of Alabama. All other assays are 
performed at Merck Sharp & Dohme Research 
Laboratories. 

29AUG88 
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Age 

2-11 mos 

12-71 mos 

-3-

Demographic information and individual pre and 
postimmunization antibody data for each vaccine 
recipient are presented in Tables 1 and 2. 

1. Current status: 

NQ. Vaccinated 
Lot Age Injection 1 Injection 2 

1069/C-P241 2-11 mos 14 11 
12-71 mos 49 

1072/C-P298 2-11 mos 69 54 
12-71 mos 28 

1080/C-P749 2-11 mos 17 0 
12-71 mos 36 

One infant (Case No. ___ received Lot 
1069/C-P241 as injection 1 and Lot 1072/C-P298 
in"ection 2. Thirteen subjects (Case Nos. 

received a 10.5 mcg dose of 
polysaccharide as injection 1. 

2. Serologic results: 

Anti-PRP responses prior to each injection of 
vaccine and 1 month after the last or a single 
injection of vaccine are as follows: 

% With Anti-PRP GMT {mcg/ml) 
Time >0.15 mcg/ml 

Pre 48 (13/27) 
Post 1 100 (27 /27) 
Post 2 100 (13/13) 

Pre 65 (30/46) 
Post 100 (43/43) 

Antibody responses are 
4 by lot. If vaccine 
lots or doses, they 
summaries by lot. 

>1.0 mcg/ml All Vaccinees 

7 ( 2/27) 0.18 
81 (22/27) 2.76 
77 (10/13) 4.10 

11 ( 5/46) 0.26 
95 (41/43) 11.52 

presented in Tables 3 and 
recipients received mixed 
are excluded from all 

29AUG88 
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3. Clinical results: 

The incidence of selected injection site and 
systemic reactions occurring within 2 days after 
vaccination are as follows: 

% of Vaccinees with Reaction 
2-11 Mos 12-71 Mos 

Type of Reaction Injection 1 Injection 2 

Infoction Site: 
Pain/Soreness 5 ( 5/99) 10 ( 6/63) 17 (19/109) 
Erythema >1 inch 0 ( 0/99) 0 ( 0/63) 0 ( 0/109) 
Swelling >1 inch 0 ( 0/99) 5 ( 3/63) 0 ( 0/109 
Induration 4 ( 4/99) 16 (10/63) 10 (11/109) 

Systemic: 
Irritability 17 (17/99) 16 (10/63) 13 (14/109) 
Sleepiness/Lethargy/ 9 ( 9/99) 0 ( 0/63) 7 ( 8/109) 

Fatigue 

The frequencies of all clinical reactions and 
maximum temperatures occurring during the 5 days 
following each injection of vaccine are presented 
in Tables 5 to 7 by lot. 

No serious or alarming reactions attributable to 
vaccine have been reported. Five serious adverse 
experiences unrelated to vaccination were 
reported: 

1) Case No. ___ , a 5 month old female developed 
gastroenteritis and was hospitalized with 
moderate dehydration 2 days after receiving 
an initial injection of Lot 1069/C-P241. She 
was treated with oral rehydration and Tylenol 
and discharged 2 days later. The infant was 
readmitted 2 days after discharge with the 
same symptoms and remained hospitalized for 
an additional 3 days. No bacterial pathogens 
were isolated; viral studies were not done. 

62751 29AUG88 

I) 0 Q 1 LJ 



(b) (6)

(b) (6)

(b) (6)

(b) (6)

RESULTS: 
(CONT.) 

-5-

2) Case No. --- a 3 month old female, 
developed acute watery diarrhea with minimal 
dehydration, conjunctivitis and an upper 
respiratory infection 3 days after receiving 
an initial injection of Lot 1072/C-P298. She 
was hospitalized 1 week later and an x-ray 
revealed middle lobe pneumonia and 
bronchiolitis. The child subsequently 
recovered and was discharged. 

3) Case No. ___ a 5 month old female, 
experienced mild bronchiolitis, conjunc
tivitis, and temperature of 100.1°F rectal on 
the day she received a second injection of 
Lot 1069/C-P241. Five days later the infant 
was hospitalized with a temperature of 102°F 
rectal and diagnosed as having asceptic 
meningitis. Blood and CSF cultures were 
negative. The WBC was 36,500 (59 poly, 30 
lymph). She subsequently recovered and was 
discharged in 3 days. 

4) Case No . • , a 2 month old female, was 
hospitalized with an upper respiratory 
infection 5 days after receiving an initial 
injection of Lot 1072/C-P298. She recovered 
and was discharged 3 days later. 

5) Case No. - • a 4 month old female, was 
hospitalized with an upper respiratory 
infection 14 days after receiving an initial 
injection of Lot 1072/C-P298. She recovered 
and was discharged within 4 days. 

62751 29AUG88 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIHEN 1 

PATIENT CUSS1 

SANTOSHAtt, ttATHURAH 
000414 
HIB CONJUGATE 
Z INJ. Tl«> HOS. APART 
HEALTHY CHILDREN 

TABLE 1 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH A&E DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H Att I 

H Att I 

F Att I 

F Att I 

H Att I 

3H 

3H 

Zt1 

3H 

Zt1 

2H 

1ft 

3H 

2H 

0 

0 
0 

64 
64 
98 

0 
63 

0 
0 

67 
67 

0 
0 

64 
64 
9Z 

0 
0 

61 
61 
89 

0 
0 

56 
56 
86 

0 
0 

56 
56 

104 

0 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ z 
021 BLEED Z 

011 INJ l 
021 INJ z 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ z 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ z 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ z 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
OZl INJ z 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ z 
021 BLEED 2 

001 PREBLEED 

CPZ41 15 HCG 

CP241 15 HCG 

CPZ41 15 HCG 

CPZ98 15 HCG 
CP298 15 HCG 

CPZ98 15 HCG 

CPZ98 15 HCG 

CPZ41 15 HCG 

CP298 15 HCG 

CPZ41 15 HCG 

CPZ41 15 HCG 

CP24l 15 HCG 

CPZ41 15 HCG 

CP241 15 HCG 

CPZ41 15 HCG 

< 125 

3918 

10595 

< 125 

144Z 

274 

4565 

3367 

206 

1186 

31431 

139 

10Z4 

2216 

< 125 

547 

7Z4 

< 125 

CODE/ SBA CODE/ OPSO 

0 
0 
·.O -a-
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INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 1 

PATIENI' CUSS: 

SANTOSHAN, HATHURAH 
000414 
HIB CCIUJGATE 
2 INJ. TM> HOS. APART 
HEALTHY CHILDREN 

TABLE 1 {cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH Ml£ DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

K AN I 

F AN I 

K AN I 

F AN I 

F AN I 

F AN I 

F AN I 

K AN I 

F AN I 

ZK 

3H 

1H 

ZN 

ZN 

ZN 

1H 

lH 

ZN 

0 
61 
61 

0 
0 

62 
62 

0 
0 

70 
10 

0 
0 

61 
61 
89 

0 
0 

61 
61 

0 
0 

98 
98 

0 

0 
0 

57 
57 
91 

0 
83 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
OZl BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ 1 
OZl INJ 2 

CP241 15 HCG 
3137 

CP241 15 HCG 

1148 
CP298 15 HCG 

2029 
CP298 15 HCG 

883 
CP241 15 HCG 

748 
CP241 15 HCG 

143 
CP241 15 HCG 

17558 
CP241 15 HCG 

2058 

432 
CP298 15 HCG 

247 
CP298 15 HCG 

143 
CP241 15 HCG 

05/ 1032 
CP241 15 HCG 

CP241 15 HCG 

128 
CP241 15 HCG 

490 
CP241 15 HCG 

775 

CP298 15 HCG 
CP298 15 HCG 

CODE/ SBA CODE/ OPSO 

< 2 

2 

< 2 

0 
0 
~ -"' 
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INVESTIGATOR z 
ST\JOY 
VACCINE 
REGIHEN t 
PATIENT CLASS: 

SANTOSHAH, HATHURAH 
000414 
HIB CONJUGATE 
2 INJ. THO HOS . APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 
DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H Alt I 1" 0 001 PREBLEED 163 
0 011 INJ 1 CP2ltl 15 HCG 

78 011 BLEED 1 05/ 1972 
78 021 INJ 2 CP241 15 HCG 

105 021 BLEED 2 05/ 9137 

H Alt I 1" 0 001 PREBLEED < 125 
0 011 INJ 1 CP241 15 HCG 

70 011 BLEED 1 1391 
70 021 INJ 2 CP241 15 HCG 

H Alt I 1" 0 011 INJ 1 CP298 15 HCG 
91 021 INJ 2 CP298 15 HCG 

H Alt I 2M 0 001 PREBLEED 3087 
0 011 INJ 1 CP298 15 HCG 

60 011 BLEED 1 1402 
60 021 INJ 2 CP298 15 HCG 

f Alt I 2M 0 011 INJ 1 CP298 15 HCG 
86 021 INJ 2 CP298 15 HCG 

H Alt I 2M 0 001 PREBLEED < 12.S 
0 011 INJ 1 CP298 15 HCG 

64 011 BLEED 1 978 
65 021 INJ 2 CP298 15 HCG 

H Alt I 1" 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 HCG 

62 011 BLEED 1 5216 
62 021 INJ 2 CP298 15 HCG 

f Alt I 1" 0 001 PREBLEED zso 
0 011 INJ 1 CP298 15 HCG 

79 011 BLEED 1 OS/ 1854 
79 OZl INJ 2 CPZ98 15 HCG 

f Alt I 3H 0 011 INJ 1 CP298 15 HCG 
51 021 INJ 2 CPZ98 15 HCG 

f Alt I 2M 0 011 INJ l CPZ98 15 HCG 

CODE/ SBA CODE/ OPSO 

< 2 

05/ 8 

05/ 8 

0 
0 
.4) -,:x, 
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INVESTIGATOR SANTOSIW1, HATHURAtt 
STUDY 1 000414 
VACCINE I HIB CONJUGATE 
REGIHEN 1 2 INJ. THO HOS. APART 
PATIENT CUSS1 HEALTHY CHILDREN 

TABLE l (cont.) 
DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA 

f AH I 

f AH I 

" AH I 

F AH I 

" AH I 

F AH I 

F AH I 

F AH I 

" AH I 

" AH I 

f AH I 

2tt 

4" 

ZM 

3tt 

ZM 

ZM 

ZM 

2M 

1H 

1H 

2M 

91 

0 
60 

0 
ilt7 

0 

0 

0 

0 
0 

61 
61 

101 

0 
58 

0 
0 

61 
61 
93 

0 
0 

61 
61 
89 

0 
0 

7Z 
7Z 

107 

OZl INJ 2 

011 INJ l 
OZl INJ 2 

011 INJ l 
OZl INJ 2 

011 INJ l 

011 INJ l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 
OZl INJ 2 
OZl BLEED 2 

011 INJ l 
OZl INJ 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
OZl INJ z 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
OZl INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
OZl INJ z 
OZl BLEED Z 

CPZ98 

CP298 
CPZ98 

CPZ98 
CPZ98 

CP749 

CP749 

CP749 

CP298 

CPZ98 

CPZ98 
CPZ98 

CPZ98 

CPZ98 

CPZ98 

CPZ98 

CPZ98 

CPZ98 

15 HCG 

15 HCG 
lS HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

lS HCG 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 
05/ 

Oli/ 

< lZS 

6278 

11607 

< 125 

1201 

909 

565 

30574 

14327 

< lZS 

< z 

8 

2 

< z 

6869 05/ >= 32 

ZSlZ 05/ >= 32 

CODE/ OPSO 
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INVESTIGATOR I SANTOSHAH, MATHURAH 
SllJDY 1 000414 
VACCINE HIB CONJUGATE 
REGIMEN 1 2 INJ. THO HOS. APART 
PATIENT CUSS: HEALTHY CHILDREN 

TABLE 1 (cont.) 
DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

1" 0 001 PREBLEED 
0 011 INJ 1 

64 011 BLEED 1 
64 021 INJ 2 

101 021 BLEED 2 

211 0 001 PREBLEED 
0 011 INJ 1 

80 011 BLEED 1 
80 021 INJ 2 

2H 0 011 INJ 1 

3H 0 001 PREBLEED 
0 011 INJ 1 

63 011 BLEED 1 
63 021 INJ 2 
99 021 BLEED 2 

211 0 011 INJ 1 

4N 0 011 INJ 1 

3N 0 011 INJ 1 

3H 0 011 INJ 1 
84 021 INJ 2 

211 0 001 PREBLEED 
0 011 INJ 1 

63 011 BLEED 1 
63 021 INJ 2 
89 021 BLEED 2 

2H 0 001 PREBLEED 
0 011 INJ l 

72 011 BLEED 1 
72 021 INJ 2 

3N 0 001 PREBLEED 

CP298 15 ttCG 

CP298 15 ttCG 

CP298 15 ttCG 

CPZ98 15 ttCG 

CP298 15 ttCG 

CP298 15 ttCG 

CP298 15 ttCG 

CP298 15 ttCG 

CP298 15 ttCG 

CP298 15 ttCG 

CP298 15 ttCG 
CP298 15 ttCG 

CP298 15 ttCG 

CP298 15 ttCG 

CP298 15 ttCG 

CPZ98 15 ttCG 

OS/ 

05/ 

199 

31151 

10686 

2073 

8606 

988 

7238 

7226 

169 

4308 

2763 

< 250 

489 

204 

CODE/ SBA 

< 2 

>= 32 

>= 32 

< 2 

>= 32 

>= 32 

< 2 

>= 32 

8 

CODE/ OPSO 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/07/12/88/PAGE 157 

IIWESTIGATOR SANTOSHAH, HATHUIWt 
STUDY I 000414 
VACCINE 
REGIHEN 1 
PATIENT CUSS1 

HIB CONJUGATE 
2 INJ. THO HOS, APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

N At1 I 

N At1 I 

N At1 I 

F Atl I 

F Atl I 

F Atl I 

N Atl I 

F At1 I 

N Atl I 

N At1 I 

N At1 I 

F Atl I 

3tl 

3tl 

ZH 

ZH 

ZH 

3tl 

ZH 

ZH 

ZH 

lN 

3tl 

ZH 

0 
60 
60 

0 
63 

0 

0 
0 

64 
64 

0 

0 
0 

56 
56 

0 
0 

56 
56 

0 
67 

0 
0 

56 
56 

0 
61 

0 
62 

0 

011 INJ 1 
011 BLEED 1 
021 INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ z 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ z 

011 INJ 1 
OZl INJ z 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 

011 INJ 1 
OZl INJ 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 

CP298 

CP298 

CP298 
CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 
CP298 

CP298 

CP298 

CP298 
CPZ98 

CP298 
CPZ98 

CPZ98 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

15 HCG 

·15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 

9338 

142 

517Z 

< 125 

6368 

217 

Zl06 

445 

3298 

CODE/ SBA CODE/ OPSO 
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INVESTIGATOR 
Sll.l)Y 
VACCINE 
REGittEN z 
PATIENT CLASS1 

SANTOSHAH, KATHUIWI 
0004l't 
HIB CONJUGATE 
Z INJ. TN) HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 
DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH ME DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F AH I Zit 69 021 INJ 2 CP298 15 HCG 

F AH I Zit 0 011 INJ l CPZ98 15 HCG 
78 021 INJ 2 CP298 15 HCG 

F AH I Zit 0 011 INJ l CP298 15 HCG 
69 021 INJ 2 CPZ98 15 HCG 

" AH I ZN 0 011 INJ l CPZ98 15 HCG 

F AH I ZN 0 011 INJ l CP298 15 HCG 
67 021 INJ z CP298 15 HCG 

F AH I 1H 0 011 INJ l CP298 15 HCG 
82 021 INJ 2 CP298 15 HCG 

" AH I ZN 0 011 INJ l CP298 15 HCG 

" AH I ZN 0 011 INJ l CP298 15 HCG 

" AH I ZN 0 011 INJ l CP298 15 HCG 
69 021 INJ 2 CP298 15 HCG 

" AH I ZN 0 011 INJ l CP298 15 HCG 
57 021 INJ 2 CP298 15 HCG 

" AH I ZN 0 011 INJ l CP298 1D.5 HCG 
66 021 INJ z CP298 15 HCG 

F AH I ZN 0 011 INJ l CP298 10.5 HCG 
61 021 INJ z CP298 15 HCG 

F AH I 1M 0 011 INJ l CP298 10.5 HCG 
11 021 INJ 2 CP298 15 HCG 

" AH I ZN 0 011 INJ l CP298 10.5 HCG 
56 021 INJ z CP298 15 HCG 

F AH I 1M 0 011 INJ l CP298 10.5 HCG 
63 021 INJ 2 CP298 15 HCG 

CODE/ SBA CODE/ OPSO 

:) 

.:> 
0 

."\J 
'\J 
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TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR s SANTOSHAH, t1ATHURAH 
STUDY 000414 
VACCitE HIB CONJOOATE 
REGIHEN I 2 INJ, THO tlDS. APART 
PATIENr CUSS: HEALTHY CHILDREN 

CASE SE>< RACE BIRTH ASE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO .................................................................................................................................... 

" AH I 2N 0 l CPZ98 10.5 HCG 
53 2 CP298 15 HCG 

F AH I 2tt 0 l CP298 10 ,5 HCG 
61 2 CP298 15 HCG 

" AH I 1N 0 011 INJ l CPZ98 10,5 HCG 
81 021 INJ 2 CPZ98 15 HCG 

F AH I 1N 0 011 INJ l CP298 10.5 HCG 
80 021 INJ 2 CP298 15 HCG 

F AH I 2tt 0 011 INJ l CPZ98 10 .5 HCG 
54 021 INJ 2 CPZ98 15 HCG 

" AH I 3H 0 011 INJ l CPZ98 10.5 HCG 
63 021 INJ 2 CP298 15 HC6 

" AH I 1N 0 011 INJ l CP298 10.5 HCG 

F AH I 1N 0 011 INJ 1 CP298 15 HCG 

F AH I 2H 0 011 INJ 1 CP298 15 HCG 

f AH I 1N 0 011 INJ 1 CP298 15 HC6 

H AH I 1N 0 011 INJ l CP298 15 HC6 

f AH I 1H 0 011 INJ 1 CP298 15 tcG 

F AH I 1N 0 011 INJ l CP298 15 HCG 

• F OTHE 1N 0 l CP749 15 HC6 

H AH I 3H 0 011 INJ l CP749 15 HCG 

H AH I 1N 0 011 INJ 1 CP749 15 HCG 

H AH I 3H 0 011 INJ l CP749 15 HCG 

• H AH I 1N 0 011 INJ l CP749 15 HCG 
• 

~ 

0 
-() 
(\) 
_,.j 
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INVESTIGATOR SANTOSHAH, MATHURAH 
ST\JDY I 000414 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

OEtlOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

" AM I 1H 0 011 INJ l CP749 15 MCG 

F AM I ZH 0 011 INJ l CP749 15 MCG 

" AM I 2H 0 011 INJ 1 CP749 15 MCG 

" AM I 1H 0 011 INJ 1 CP749 15 MCG 

F AM I 2H 0 011 INJ 1 CP749 15 MCG 

F AM I 1H 0 011 INJ l CP749 15 MCG 

" AM I 1H 0 011 INJ l CP749 15 MCG 

F AM I 2H 0 011 INJ 1 CP749 15 MCG 

F AM I 1H 0 011 INJ 1 CP749 15 MCG 

CODE/ SBA CODE/ OPSO 
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TABLE 1 (cont.) 

DEttOGRAPHICS / EVENTS LISTINI. 

INVESTIGATOR I SANTOSHAN, HATHURAN 
STUDY 1 000414 
VACCINE HIB CONJUGATE 
REGIMEN I ONE INJECTION 
PATIENT CUSS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH A&E DAY 

H AH I 4Y 0 
0 

28 
206 

f AH I 3Y 0 
0 

47 
210 

H AH I 23H 0 
0 

47 
210 

f AH I 3Y 0 
0 

32 
206 

f AH I 21" 0 
0 

83 
182 

H AH I 3Y 0 
0 

27 
190 

H AH I 4Y 0 
0 

84 
182 

F AH I 4Y 0 
0 

33 
196 

F AH I ..._ __ _ 2Y 0 

DAn PHS EVENT LOT 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 CP241 
D11 BLEED 1 
071 BLEED 2 

001 PREBLEED 

DOSE 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

CODE/ RIA 

240 

17639 
1203 

684 

Z3922 
2065 

< 125 

18748 
Z3Z3 

353 

17765 
3429 

Z54 

15486 
3043 

873 

12944 
ZZ96 

< 125 

14360 
1103 

Z07 

25950 
5925 

< 125 

CODE/ SBA 

< 5 

160 

< 5 

40 

< 5 

80 

< 5 

160 

40 

160 

< 5 

32D 

< 5 

CODE/ DPSO 

zz 

93 

0 
0 
-0 
N 
\J1 
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INVESTIGATOR SANTOSHAH. HATHURAH 
ST\JDY 000414 
VACCINE I NIB CONJUGATE 
REGIMEN I ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

TABLE 1 (cont.) 
DEl10GRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH .AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

f AH I ZY 0 011 INJ l CPZ41 15 HCG 
Z7 011 BLEED 1 Z33l 

196 071 BLEED Z 776 

N AH I 3Y 0 001 PREBLEED < 1Z5 
0 011 INJ 1 CPZ41 15 HCG 

Z7 011 BLEED 1 Z5948 
196 071 BLEED Z 11Z73 

f AH I 3Y 0 001 PREBLEED zoz 
0 011 INJ 1 CPZ41 15 HCG 

Z7 011 BLEED l 9Z550 

f AH I 3Y 0 001 PREBLEED 306 
0 011 INJ 1 CPZ41 15 HCG 

Z7 011 BLEED 1 7470 
189 071 BLEED Z 1480 

H AH I ZY 0 001 PREBLEED < 1Z5 
0 011 INJ 1 CPZ41 15 HCG 

Z7 011 BLEED 1 Z4509 
189 071 BLEED Z 936 

f AH I 3Y 0 001 PREBLEED < 1Z5 
0 011 INJ 1 CPZ41 15 HCG 

34 011 BLEED 1 4008 
zoo 071 BLEED Z 506 

N AH I ZJtt 0 001 PREBLEED < 1Z5 
0 011 INJ 1 CPZ41 15 HCG 

34 011 BLEED 1 3Z57 
zoo 071 BLEED Z 785 

17" 0 001 PREBLEED < 1Z5 
0 011 INJ 1 CPZ41 15 HCG 

37 011 BLEED 1 961 

3Y 0 001 PREBLEED < 1Z5 
0 011 INJ 1 CPZ41 15 HCG 

Z8 011 BLEED 1 6Z536 

CODE/ SBA CODE/ OPSO 

40 

< 5 

3ZO 

< 5 

640 

40 

640 

< 5 

160 

< 5 

40 

< 5 

40 

< 5 

10 

< 5 

320 

0 
0 

"' N 
a-
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INVESTIGATOR z SANTOSHAH, HATHURAH 
ST\JDY l 000414 
VACCINE : HIB CONJUGATE 
REGIMEN l ONE INJECTION 
PATIENT CUSS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH ACilE DAY 

N AH I 

f AH I 

f AH I 

N AH I 

f AH I 

N AH I 

f AH I 

N AH I 

N AH I 

f AH I 

JV 

JV 

2v 

Utt 

3Y 

3Y 

3Y 

JV 

JV 

3Y 

ZlO 

0 
0 

30 
188 

0 
0 

30 
188 

0 
0 

28 

0 
0 

73 

0 
0 

28 
182 

0 
0 

28 
182 

0 
0 

35 
188 

0 
0 

73 

0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

2029 

001 PREBLEED < 125 
011 INJ 1 CP241 15 ttCG 
011 BLEED 1 11694 
071 BLEED 2 2534 

001 PREBLEEO < 125 
011 INJ 1 CP241 15 ttCG 
011 BLEED 1 4360 
071 BLEED 2 785 

001 PREBLEED < 125 
011 INJ 1 CP241 15 ttCG 
011 BLEED 1 2212 

001 PREBLEED < 125 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 31866 

001 PREBLEED 484 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 59476 
071 BLEED 2 2118 

001 PREBLEED 336 
011 INJ 1 CP241 15 ttCG 
011 BLEED 1 22085 
071 BLEED 2 1673 

001 PREBLEED < 125 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 3440 
071 BLEED 2 234 

001 PREBLEED < 125 
011 INJ 1 CP241 15 ttCG 
011 BLEED 1 49113 

001 PREBLEED < 125 

CODE/ SBA CODE/ OPSO 

< 5 

320 

< 5 

80 

< 5 

20 

14 

81 

0 
0 
.l) 
N 
..... 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIHEN 
PATIENT CLASS: 

SANTOSHAH, HATHURAH 
000414 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F AH I 3Y 0 
35 

175 

H AH I 3Y 0 
0 

46 
183 

F AH I 20N 0 
0 

30 

F AH I 18N D 
0 

34 
190 

F AH I 2Y 0 
0 

33 
186 

F AH I 23" 0 
0 

28 
183 

F AH I 24" 0 
0 

29 
190 

" AH I 4Y 0 
0 

29 

H AH I 22" 0 
0 

50 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT 

011 INJ 1 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

LOT DOSE 

CP241 15 ttCG 

CP241 15 NCG 

CPZ41 15 NCG 

CP241 15 ttCG 

CP241 15 ttCG 

CP241 15 NCG 

CPZ41 15 ttCG 

CP298 15 NCG 

CP241 15 NCG 

CODE/ RIA 

5453 
1288 

364 

31830 
3147 

466 

3005 

< 125 

13345 
1409 

522 

21949 
3657 

< 125 

1258 
450 

592 

2287 
683 

550 

33387 

246 

10130 

CODE/ SBA CODE/ OPSO 

31 

98 

21 

87 
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ItNESTI6ATOR SANTOSHAMt HATHURAH 
sruov 000414 
VACCINE : HIB CONJUGATE 
REGIHEN I ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

TABLE 1 (cont.) 

DENOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F AM I JY 0 001 PREBLEED 272 
0 011 INJ 1 CPZ41 1S HCG 

113 011 BLEED 1 2307 

K AM I SY 0 001 PREBLEED 1285 
0 011 INJ 1 CPZ41 15 HCG 

30 011 BLEED 1 40248 

F AM I JV 0 001 PREBLEED 2281 
0 011 INJ 1 CPZ41 15 HCG 

30 011 BLEED 1 19701 

F AM I JY 0 001 PREBLEED 165 
0 011 INJ 1 CPZ41 1S HCG 

31 011 BLEED 1 2923 
182 071 BLEED Z 19S 

N AM I JY 0 001 PREBLEED ZS3 
0 011 INJ 1 CPZ41 15 HCG 

35 011 BLEED 1 36S58 
180 071 BLEED Z 1126 

N AM I JV 0 001 PREBLEED 490 
0 011 INJ 1 CPZ41 15 HCG 

57 011 BLEED 1 28836 
176 071 BLEED Z 33S3 

3Y 0 001 PREBLEED S77 
0 011 INJ 1 CPZ41 15 HCG 

31 011 BLEED 1 28620 
182 071 BLEED Z 22168 

4Y 0 001 PREBLEED 6243 
0 011 INJ 1 CP241 15 HCG 

31 011 BLEED 1 140789 

4Y 0 001 PREBLEED 381 
0 011 INJ 1 CPZ41 1S HCG 

31 011 BLEED 1 2090 
182 071 BLEED 2 U3 

CODE/ SBA CODE/ OPSO 

44 

98 

-:> 
;:, 
.CJ 

" 0 
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IIWESTIGATOR s 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

SANTOSHAH. HATHURAH 
000414 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F AH I zy 0 
0 

68 

F AH I 3Y 0 
0 

31 

N AH I 3Y 0 
0 

31 
182 

F AH .I 13N 0 
0 

29 
180 

N AH I 3Y 0 
0 

76 

F AH I 19H 0 
0 

48 

F AH I 3Y 0 
0 

28 

N AH I 3Y 0 
0 

62 

N AH I 1811 0 
0 

47 

N AH I l9tt 0 
0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 
071 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
071 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 

LOT 

CP241 

CP241 

CP241 

CP241 

CP241 

CP241 

CP241 

CP298 

CP298 

CP298 

DOSE 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

CODE/ RIA 

516 

5218 

650 

25101 

3541 

85908 
19012 

155 

398 
976 

640 

61288 

263 

23967 

7665 

28636 

2984 

32120 

560 

1954 

728 

CODE/ SBA 

< 5 

20 

20 

20 

CODE/ OPSO 

19 

99 

6 

96 

31 

78 
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INVESTIGATOR 1 
ST\JDY 
VACCINE 
REGIHEN 
PATIENT CUSS: 

SANTOSHAH, HATHURAH 
000414 
HIB CONJOOATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

" AH I 

f AH I 

f AH I 

" .AH I 

" AH I 

" .AH I 

" .AH I 

" .AH I 

" .AH I 

f .AH I 

" AH I 

f .AH I 

" .AH I 

f .AH I 

" .AH I 

f .AH I 

" AH I 

f .AH I 

" .AH I 

" AH I 

" AH I 

TABLE l (cont.) 

DEl10GRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

011 BLEED 1 18921 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ l CP749 15 HCG 

011 INJ l CP749 15 HCG 

011 INJ l CP749 15 HCG 

011 INJ l CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ l CP749 15 HCG 

011 INJ l CP749 15 HCG 

011 INJ l CP749 15 HCG 

011 INJ l CP298 15 HCG 

011 INJ l CP298 15 HCG 

011 INJ l CP298 15 HCG 

011 INJ l CP298 15 HCG 

011 INJ l CP298 15 HCG 

011 INJ l CPZ98 15 HCG 

011 INJ l CP298 15 HCG 

011 INJ l CP298 15 HCG 

011 INJ l CP298 15 HCG 

011 INJ l CP298 15 HCG 

CODE/ SBA CODE/ OPSO 

80 

:) 

:::> 
-0 
fl -
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TABLE 1 (cont.) 

DEt«>GRAPHICS / EVENTS LISTING 

INVESTIGATOR SANTOSHAN, HATHURAN 
STUDY I 000414 
VACCINE HI8 CONJUGATE 
REGit1EN ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH A&E DAY DATE PHS EVENT LOT DOSE CODE/ RIA COOE/ SBA CODE/ OPSO 

························································································································.lfil·········· 
" AH I 14H 0 011 INJ 1 CP749 15 HCG 

F AH I 14H 0 011 INJ 1 CP298 15 HCG 

f AH I l!iN 0 1 CP298 15 HCG 

" AH I 14H 0 1 CP298 15 HCG 

" AH I 13H 0 011 INJ 1 CP298 10.5 HCG 

f AH I 17H 0 011 INJ 1 CP298 15 HCG 

f AH I 14H 0 011 INJ 1 CP749 15 HCG 

f AH I 16H 0 011 INJ 1 CP749 15 HCG 

" AH I 13H 0 011 INJ 1 CP298 15 HCG 

" AH I 18H 0 011 INJ 1 CP298 15 HCG 

f AH I 17H 0 011 INJ 1 CP749 15 tlCG 

" AH I 17H 0 011 INJ 1 CP749 15 tlCG 

f AH I 14H 0 011 INJ 1 CP749 15 tlCG 

F AH I 18H 0 011 INJ 1 CP749 15 HCG 

f AH I 12H 0 011 INJ 1 CP749 15 tlCG 

f AH I 14H 0 011 INJ 1 CP749 15 HCG 

• f AH I 17H 0 011 INJ 1 CP749 15 HCG 

f AH I 17" 0 011 INJ 1 CP749 15 HCG 

f AH I 17H 0 011 INJ 1 CP749 15 HCG 

F AH I 16H 0 011 INJ 1 CP749 15 HCG 

f AH I 13H 0 011 INJ 1 CP749 15 HCG 

:::> 
:::, 
D 

.J-J 

.. " 
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INVESTIGATOR 1 
STUDY 
VACCINE 
REGIHEN I 
PATIENT CLASS: 

SANTOSHAH, HATHURAH 
000414 
HI& CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

" AH I 0 

F AH I 16" 0 

" AH I 13N 0 

" AH I 1811 0 

" AH I 14" 0 

" AH I 15H 0 

F AH I 1811 0 

" AH I 12N 0 

F AH I 13N 0 

" AH I 14" 0 

F AH I 12H 0 

F AH I lStl 0 

" AH I 16" 0 

F AH I 17" 0 

" AH I 13H 0 

F AH I 12H 0 

F AH I 17" 0 

F AH I 12H 0 

" AH I 16" 0 

TABLE 1 (cont.) 

DEHDGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

INJ 

INJ 

011 INJ 

011 INJ 

011 INJ 

1 

1 

1 

l 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CPZ98 15 HCG 

CPZ98 15 HCG 

CPZ98 15 HCG 

CPZ98 15 HCG 

CPZ98 15 HCG 

CPZ98 15 HCG 

CPZ98 15 HCG 

CODE/ SBA CODE/ OPSO 
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INVESTIGATOR 1 
STUDY 
VACCINE 
REGIHEN 
PATIENT CLASS: 

SANTOSHAtt, HATHURAH 
000414 
HIB C<»UJGATE 
Z INJ, THO HOS. APART 
HEALTHY CHILDREN 

TABLE 2 
DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH A&E DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

" AN I 3lt 0 011 INJ 1 CP241 15 HCG 

" AN I 3lt 0 011 INJ 1 CP241 15 HCG 
64 021 INJ 2 CP241 15 HCG 

F AN I ZN 0 011 INJ 1 CP298 15 HCG 
63 021 INJ z CPZ98 15 HCG 

F AN I 3lt 0 011 INJ 1 CP298 15 HCG 
67 021 INJ z CP298 15 HCG 

" AN I ZN 0 011 INJ 1 CPZ41 15 HCG 
64 021 INJ z CPZ98 15 HCG 

F AN I Zit 0 011 INJ 1 CP241 15 HCG 
61 021 INJ 2 CPZ41 15 HCG 

F AN I 1M 0 011 INJ 1 CP241 15 HCG 
56 021 INJ z CPZ41 15 HCG 

F AN I 3N 0 011 INJ 1 CP241 15 HCG 
56 021 INJ 2 CP241 15 HCG 

" AN I Zit 0 011 INJ 1 CPZ41 15 HCG 
61 021 INJ 2 CP241 15 HCG 

F AN I 3N 0 011 INJ 1 CP298 15 HCG 
62 021 INJ z CPZ98 15 HCG 

" AN I 1M 0 011 INJ 1 CPZ41 15 HCG 
70 021 INJ z CP241 15 HCG 

F AN I Zit 0 011 INJ 1 CPZ41 15 HCG 
61 021 INJ z CP241 15 HCG 

F AN I Zit 0 011 INJ 1 CPZ98 15 HCG 
61 021 INJ 2 CP298 15 HCG 

F AN I Zit 0 011 INJ 1 CP241 15 HCG 
98 021 INJ 2 CPZ41 15 tlCG 

0 
0 
-0 
\,-1 
$:: 
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INVESTIGATOR: SANTOSHAN, HATHURAH 
STUDY 1 000414 
VACCINE I HIB CON.AJGATE 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

REGIHEN 1 2 INJ. THO HOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH ASE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

F AH I 1H 0 011 INJ l CPZ41 15 HCG 

" AH I 1H 0 011 INJ l CPZ41 15 HCG 
57 OZl INJ 2 CPZ41 15 HCG 

F AH I 211 0 011 INJ l CPZ98 15 HCG 
83 OZl INJ 2 CPZ98 15 HCG 

" AH I 1" 0 011 INJ l CPZ41 15 HCG 
78 021 INJ 2 CPZ'tl 15 HCG 

" AH I 1" 0 011 INJ l CPZ41 15 HCG 
70 OZl INJ 2 CP241 15 HCG 

" AH I 1" 0 011 INJ l CPZ98 15 HCG 
91 OZl INJ 2 CPZ98 15 HCG 

" AH I 211 0 011 INJ 1 CP298 15 HCG 
60 021 INJ 2 CP298 15 HCG 

F AH I 211 0 011 INJ 1 CPZ98 15 HCG 
86 021 INJ 2 CPZ98 15 HCG 

" AH I z" 0 011 INJ 1 CPZ98 15 HCG 
65 021 INJ 2 CP298 15 HCG 

" 1" 0 011 INJ 1 CPZ98 15 HCG 
62 021 INJ 2 CPZ98 15 HCG 

F 1" 0 011 INJ 1 CPZ98 15 HCG 
79 OZl INJ 2 CP298 15 HCG 

F 3" 0 011 INJ 1 CPZ98 15 HCG 
51 OZl INJ 2 CP298 15 HCG 

F ZN 0 011 INJ 1 CPZ98 15 HCG 
91 OZl INJ 2 CPZ98 15 HCG 

F 4" 0 011 INJ 1 CPZ98 15 HCG 
60 OZl INJ z CP298 15 HCG 

0 
::, 
.tJ 
lN 
;.J1 
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TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTINC:. 

INVESTIGATOR 1 SANTOSHAN• HATHURAN 
ST\JDY 000414 
VACCINE HIB CONJUGATE 
REGIMEN I Z INJ, THO HOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH ASE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

·······························································································································•·lHHf 
H AH I ZH 0 011 INJ 1 CP298 15 HCG 

u 021 INJ 2 CP298 15 HCG 

F AH I 3H 0 1 CP749 15 HCG 

H AH I 2H 0 1 CP749 15 HCG 

F AH I ZH 0 011 INJ 1 CP749 15 HCG 

F AH I ZH 0 011 INJ 1 CP298 15 HCG 
61 021 INJ 2 CP298 15 HCG 

F AH I ZH 0 011 INJ 1 CP298 15 HCG 
58 OU INJ 2 CP298 15 HCG 

H AH I 1H 0 011 INJ 1 CP298 15 HCG 
61 021 INJ 2 CP298 15 HCG 

H AH I 1H 0 011 INJ 1 CP298 15 HCG 
61 021 INJ 2 CP298 15 HCG 

F AH I 2H 0 011 INJ 1 CP298 15 HCG 
72 021 INJ 2 CP298 15 HCG 

F AH I 1H 0 011 INJ l CP298 15 HCG 
64 021 INJ 2 CP298 15 HCG 

F AH I 2H 0 011 INJ 1 CP298 15 HCG 
80 OZl INJ z CPZ98 15 HCG 

F AH I 2H 0 011 INJ 1 CP298 15 HCG 

. F AH I 3H 0 011 INJ 1 CP298 15 HCG 
63 021 INJ z CP298 15 HCG 

H AH I ZH 0 011 INJ 1 CP298 15 HCG 

H AH I 4N 0 011 INJ 1 CP298 15 HCG 

H AH I 3H 0 011 INJ 1 CP298 15 HCG 

0 
0 

" 1.,,1 
0-
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INVESTIGATOR SANTostWt, HATHURAN 
STUDY 000414 
VACCINE t HIB CONJUGATE 
REGIHEN t 2 INJ. THO HOS. APART 
PATIENT CUSS1 HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTINI. 

CASE SEX RACE BIRTH ME DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGN CODE/IGG TOTAL 

F AH I 3" 0 l CP298 15 HCG 
84 2 CP298 15 HCG 

" AH I 2H 0 l CP298 15 HCG 
61 2 CP298 15 HCG 

" AH I 2N 0 l CP298 15 HCG 
72 2 CP298 15 HCG 

" AH I 3H 0 1 CP298 15 HCG 
60 2 CP298 15 HCG 

" AH I 3H 0 l CP298 15 HCG 
63 2 CP298 15 HCG 

" AH I 2N 0 011 INJ l CP298 15 HCG 

F AH I 2N 0 011 INJ l CP298 15 HCG 
6lt 021 INJ 2 CP298 15 HCG 

F AH I 2H 0 011 INJ l CP298 15 HCG 

F AH I 3K 0 011 INJ l CP298 15 HCG 
56 021 INJ 2 CP298 15 HCG 

" AH I 2N 0 011 INJ l CP298 15 HCG 
56 021 INJ 2 CP298 15 HCG 

F AH I 2H 0 011 INJ l CP298 15 HCG 
67 021 INJ 2 CP298 15 HCG 

" AH I 2N 0 011 INJ l CP298 15 HCG 
56 021 INJ 2 CP298 15 HCG 

" AH I 1H 0 011 INJ l CP298 15 HCG 
61 021 INJ z CP298 15 HCG 

" AH I 3H 0 011 INJ l CPZ98 15 HCG 
62 021 INJ z CPZ98 15 HCG 

F AH I 2H 0 011 INJ l CP298 15 HCG 
:;) 

0 
{) 

- ~ 

" 
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INVESTIGATOR 1 
SllJOY 
VACCINE 
REGIHEN 
PATIENT CLASS: 

SANTOSHAH, HATHURAH 
000414 
HIB CONJUGATE 
Z INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH A&E DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

F AH I ZN 69 OZl INJ z CP298 15 HCG 

F AH I ZN 0 011 INJ l CPZ98 15 HCG 
78 OZl INJ z CPZ98 15 HCG 

f AH I ZN 0 011 INJ l CPZ98 15 HCG 
69 OZl INJ 2 CPZ98 15 HCG 

" AH I ZN 0 011 INJ l CPZ98 15 HCG 

f AH I ZN 0 011 INJ l CPZ98 15 HCG 
67 OZl INJ z CPZ98 15 HCG 

f AH l Ut 0 011 INJ l CP298 15 HCG 
8Z 021 INJ z CPZ98 15 HCG 

" AH I ZH 0 011 INJ l CPZ98 15 HCG 

" AH I ZH 0 011 INJ l CPZ98 15 HCG 

" AH I tH 0 011 INJ l CPZ98 15 HCG 
69 OZl INJ z CPZ98 15 HCG 

" AH I tH 0 011 INJ l CPZ98 15 HCG 
57 OZl INJ z CPZ98 15 HCG 

" AH I tH 0 011 INJ l CPZ98 10.S HCG 
66 OZl INJ z CPZ98 15 HCG 

f AH I ZN 0 011 INJ l CPZ98 10,S HCG 
61 OZl INJ z CPZ98 15 HCG 

F AH I 1H 0 011 INJ l CPZ98 10.5 HCG 
77 OZl INJ z CPZ98 15 HCG 

" AH I tH 0 011 INJ l CPZ98 10.5 HCG 
56 OZl INJ z CPZ98 15 HCG 

f AH I 1H 0 011 INJ l CPZ98 10.5 HCG 
63 OZl INJ z CPZ98 15 HCG 

::, 
-::> 
a 
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INVESTIGATOR SANTOSHAHt HATHURAN 
STUDY 000414 
VACCINE I HIB CONJUGATE 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

REGIHEN 1 2 INJ. THO HOS. APART 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AQE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

" AH I ZH 0 1 CP298 10.5 HCG 
53 2 CP298 15 HCG 

F AH I ZH 0 1 CP298 10.5 HCG 
'1 2 CPZ98 15 HCG 

" AH I 1H 0 1 CP298 10.5 HCG 
81 2 CPZ98 15 HCG 

F AH I lH 0 1 CP298 10,5 HCG 
80 2 CPZ98 15 HCG 

F AH I ZH 0 1 CP298 10.5 HCG 
.54 2 CP298 15 HCG 

" AH I 3H 0 011 INJ 1 CPZ98 10.5 HCG 
'3 OZl INJ 2 CPZ98 15 HCG 

" AH I 1H 0 011 INJ 1 CP298 10.5 HCG 

F AH I 1H 0 011 INJ 1 CP298 15 HCG 

F AH I ZH 0 011 INJ 1 CP298 15 HCG 

F AH I 1H 0 011 INJ 1 CP298 15 HCG 

" AH I 1H 0 011 INJ 1 CP298 15 HCG 

F AH I 1H 0 011 INJ 1 CP298 lS HCG 

F AH I 1H 0 011 INJ 1 CP298 15 HCG 

F OTHE lH 0 011 INJ 1 CP749 15 HCG 

" AH I 3H 0 011 INJ 1 CP749 is HCG 

" AH I 1H 0 011 INJ 1 CP749 15 t1CG 

" AH I 3H 0 011 INJ 1 CP749 15 HCG 

" AH I lH 0 011 INJ 1 CP749 15 t1CG 
::> 
:::, 
0 ,,.,., 
-0 
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INVESTIGATOR z 
STUDY 
VACCINE 
REGIHEN z 
PATIENT CUSSz 

SANTOStwt, HATHURAH 
00041ft 
HI& CONJUGATE 
2 INJ. THO tlOS, APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH A1i1E DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

" AH I 1H 0 011 INJ l CP749 15 HCG 

F AH I 2H 0 011 INJ 1 CP749 15 HCG 

" AH I 2H 0 1 CP749 15 HCG 

" AH I 1H 0 l CP749 15 HCG 

F AH I 2H 0 1 CP749 15 HCG 

F AH I 1H 0 011 INJ 1 CP749 15 HCG 

" AH I 1H 0 011 INJ 1 CP749 15 HCG 

F AH I 2H 0 011 INJ 1 CP749 15 HCG 

F AH I 1H 0 011 INJ 1 CP749 15 HCG 
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TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR 1 SANTOSHAH, HATHURAH 
ST\JDY I 000414 
VACCINE HIB CONJUGATE 
REGIHEN I ONE INJECTION 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH ME DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

························································································--···································------
" AH I "Y 0 001 PREBLEED < 600 < Z50 670 < 100 

0 011 INJ l CPZ41 lS HCG 
Z8 011 BLEED 1 10881 578 ZS44 Z763 

Z06 071 BLEED Z < zso 

f AH I 3Y 0 001 PREBLEED < 600 < Z50 7Zl < 100 
0 011 INJ l CPZ41 lS HCG 

47 011 BLEED 1 1SZ88 1616 586 6829 
210 071 BLEEO 2 < zso 

" AH I Z3N 0 001 PREBLEED < 600 < zso < 100 < 100 
0 011 INJ 1 CP241 15 HCG 

47 011 BLEED 1 10105 814 Z43 3390 
210 071 BLEED 2 < zso 

f AN I 3Y 0 001 PREBLEED < 600 < zso 337 < 100 
0 011 INJ 1 CP241 lS HCG 

32 011 BLEED 1 16127 < 250 1Z43 Zl60 
206 071 BLEED 2 < 250 

f AN I ZlH 0 001 PREBLEED < 600 161 < 100 
0 011 INJ l CP241 15 HCG 

83 011 BLEED 1 14698 375 975 

" AN I 3Y 0 001 PREBLEED < 600 3066 < 100 
0 011 INJ l CPZ41 lS HCG 

27 011 BLEED 1 16953 1834 380 

" AH I "Y 0 001 PREBLEED < 600 106 < 100 
0 011 INJ 1 CP241 15 HCG 

84 011 BLEED l lOOZ5 444 6191 

f AN I 4Y 0 001 PREBLEED < 600 625 < 100 
0 011 INJ 1 CPZ41 lS HCG 

33 011 BLEED 1 14972 8557 3021 

f AN I 2Y 0 001 PREBLEED < 600 1138 < 100 
0 011 INJ l CPZ41 15 HCG 

Z7 011 BLEED 1 4144 2947 2420 

" AN I 3Y 0 001 PREBLEED < 600 818 < 100 

.::> 
:::, 
!) 

.::: 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR: 
STUDY 
VACCINE 
REGIHEN : 
PATIENT CLASS: 

SANTOSHAH, HATHURAM 
000414 
HIB CONJUGATE 
ONE INJECTION 
HEALTlfY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

" AH I 3Y 0 
27 

F AH I 3Y 0 
0 

27 

F AH I 3Y 0 
0 

27 

" AH I 2Y 0 
0 

27 

F AH I 3Y 0 
0 

34 

" AH I 23" 0 
0 

34 

" AH I 17" 0 
0 

37 

" AH I 3Y 0 
0 

28 

F AH I 3Y 0 
0 

30 

F AH I 2Y 0 
0 

30 

" AH I 23H 0 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT CODE/ IGGl CODE/ IGG2 CODE/ IGGN CODE/IGG TOTAL 

011 INJ 1 CP2<tl 15 HCG 
011 BLEED 1 30423 2739 3191 

01 PREBLEED < 600 531 < 100 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 13085 22686 6867 

001 PREBLEED < 600 1434 < 100 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 11012 2222 2846 

001 PREBLEED < 600 < 100 < 100 
~11 INJ 1 CP2<tl 
011 BLEED 1 

15 HCG 
64607 877 10495 

001 PREBLEED < 600 252 < 100 
011 INJ 1 CP241 lS HCG 
011 BLEED 1 13565 1032 1155 

001 PREBLEED < 600 < 100 328 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 1369 158 < 100 

001 PREBLEED < 600 < 100 < 100 
011 INJ 1 CP2<tl lS HCG 
011 BLEED 1 2763 1273 207 

001 PREBLEED < 600 442 < 100 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 80115 2972 27627 

001 PREBLEED < 600 891 < 100 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 16395 3113 1313 

001 PREBLEED < 600 186 < 100 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 10615 2319 644 

001 PREBLEED < 600 207 < 100 

::> 
·~ 
·-0 
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INVESTIGATOR SANTOSHAN. KATHURAH 
Sl\JDY OOO'tl4 
VACCihl: 1 HIB CONJUGATE 
REGIHEN I OtE INJECTION 
PATIENT CUSS& HEALTHY CHILDREN 

CASE SEX RACE BIRTH ASE JAY 

: " 
" .Al1 I 0 

za 

F .Al1 I 3Y 0 
0 

73 

" .Al1 I 3Y 0 
0 

Z8 

F .Al1 I 3Y 0 
0 

Z8 

" .Al1 I 3Y 0 
0 

35 

" .Al1 I 3Y 0 
0 

73 

F .Al1 I 3Y 0 
0 

35 

" .Al1 I 3Y 0 

F .Al1 I ZON 0 

F .Al1 I 18H 0 

F .Al1 I 2Y 0 

F .Al1 I 23H 0 

F .Al1 I 24H 0 
0 

29 

TABLE 2 (cont.) 
DENOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

lnl INJ 1 CPZ41 
Dll BLEED 1 

DOI PREBLEED 
11 INJ 1 CPZ41 

Dll BLEED 1 

DOI PREBLEED 
011 INJ 1 CPZ41 
D11 BLEED 1 

D01 PREBLEED 
D11 INJ 1 CPZ41 
D11 BLEED 1 

001 PREBLEED 
011 INJ 1 CPZ41 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CPZ41 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CPZ41 
011 BLEED 1 

1 CPZ41 

1 CPZ41 

1 CPZ41 

1 CPZ41 

011 INJ 1 CP241 

001 PREBLEED 
011 INJ 1 CP241 
011 BLEED 1 

15 t«:G 

15 t«:G 

15 t«:G 

15 t«:G 

15 t«:G 

15 t«:G 

15 t«:G 

15 t«:G 

15 t«:G 

15 t«:G 

15 t«:G 

15 t«:G 

15 t«:G 

6183 

< 600 

92680 

< 600 

946Z6 

< 600 

39600 

< 600 

11680 

< 600 

31050 

< 600 

4736 

< 600 

940 

< 250 

< 250 

737 

119 

478 

< 100 

341 

314 

< 100 

2203 

< 100 

8401 
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ltNESTIGATOR 
S1\JDY 
VACCINE 
REGINEN 1 
PATIENT CUSS: 

SANTOSHAH. HATHURAH 
00041ft 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH MlE DAY 

f AH I t4N 190 

" AH I 4Y 0 

" AH I EZH 0 

f AH I 3Y 0 

" AH I SY 0 

f AH I 3Y 0 

f AH I 3Y 0 

" AH I 3Y 0 

" AH I 3Y 0 

" AH I 3Y 0 

f AH I 4Y 0 

" AH I 4Y 0 

f AH I zy 0 

f AH I 3Y 0 

" AH I 3Y 0 

f AH I il.3H 0 

" AH I 3Y 0 

f AH I 0 

f AH I 3Y 0 

" AH I 3Y 0 

" AH I 0 

TABLE 2 (cont.) 

DEHDGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ COOE/ IGGN CODE/IGG TOTAL 

D71 BLEED Z < 600 < zso 

11 INJ l CPZ98 lS HCG 

l CPZ41 lS HCG 

l CPZ41 15 HCG 

l CPZ41 15 HCG 

l CPZ41 lS HCG 

l CP24l 15 HCG 

l CPZ41 lS HCG 

l CPZ41 15 HCG 

l CPZ41 lS HCG 

l CPZ41 15 HCG 

l CPZ41 15 HCG 

l CPZ41 lS HCG 

l CPZ41 15 HCG 

l CPZ41 15 HCG 

011 INJ l CPZ41 15 HCG 

011 INJ l CP24l lS HCG 

INJ l CPZ41 15 HCG 

011 INJ l CPZ41 15 HCG 

1 CPZ98 15 HCG 

011 INJ l CPZ98 15 HCG 
0 
0 

'° J:l 
~ 



(b) (6) (b) (6) (b) (6)

H~~I.I/Z3546090/07/12/88/PAGE 113 

INVESTIGATOR 1 
STUDY 
VACCINE 
REGIHEN 1 

PATIENT CUSS1 

SANTOSHAN. HATHURAH 
000414 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEl10GRAPHICS / EVENTS LISTINI. 

CASE SEX RACE BIRTH At;E DAY DATE PHS EVENT LDT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CDDE/IGG TOTAL 

" AH I Utt 0 1 CPZ98 15 HCG 

f AH I 14" 0 011 INJ 1 CP749 15 HCG 

f AH I 16H 0 011 INJ 1 CP749 15 HCG 

" AH I 12" 0 011 INJ l CP749 15 HCG 

" AH I 13N 0 011 INJ l CP749 15 HCG 

" AH I lStt 0 011 INJ l CP749 15 HCG 

" AH I 13" 0 011 INJ l CP749 15 HCG 

" AH I lStt 0 011 INJ l CP749 15 HCG 

" AH I 14" 0 011 INJ l CP749 15 HCG 

f AH I 12" 0 011 INJ l CP749 15 HCG 

" AH I 16H 0 011 INJ l CP749 15 HCG 

f AH I 12" 0 011 INJ l CPZ98 15 HCG 

" AH I 14" 0 011 INJ l CPZ98 15 HCG 

f AH I 12" 0 011 INJ l CP298 15 HCG 

" AH I 13" 0 011 INJ l CPZ98 15 HCG 

F AH I 14" 0 011 INJ l CPZ98 15 HCG 

" AH I 15H 0 011 INJ 1 CP298 15 HCG 

F AH I lZH 0 011 INJ l CPZ98 15 HCG 

" AH I 15H 0 011 INJ l CPZ98 15 HCG 

" AH I 15H 0 011 INJ l CPZ98 15 HCG 

" AH I 13N 0 011 INJ 1 CP298 15 HCG 

0 
0 

'° ~ 
JI 
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INVESTIGATOR 1 
STUDY 
YACCitE 
REGIMEN 1 
PATIENT CUSS1 

SANTOSHAH, HATHURAH 
000414 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AIE .QAY 

" AN I 1411 0 

F AN I 1411 0 

F AN I Ult 0 

" AN I 1411 0 

" AN I 13" 0 

F AN I 17" 0 

F AN I 14" 0 

F AN I 16" 0 

" AN I 13" 0 

" AN I 18" 0 

F AN I 17" 0 

" AN I 17N 0 

F AN I 14" 0 

F AN I 18" 0 

F AN I lZH 0 

F AN I 14" 0 

F AN I 17" 0 

F AN I 17" 0 

F AN I 17" 0 

F AN I 16" 0 

F AN I 13" 0 

TABLE 2 (cont.) 
OEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ 1001 CODE/ IGGZ CODE/ IGGN CODE/IGG TOTAL 

1 CP749 15 HCG 

1 CPZ98 15 HCG 

011 INJ 1 CPZ98 15 HCG 

011 INJ 1 CPZ98 15 HCG 

011 INJ 1 CPZ98 10.5 HCG 

011 INJ 1 CPZ98 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CPZ98 15 HCG 

011 INJ 1 CPZ98 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

::> 
,::;;) 
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INVESTIGATOR 1 
STUDY 
VACCINE 
REGIHEN : 
PATIENT CLASS: 

SANTOSHAH, HATHURAH 
000414 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH ASE DAY 

" AH I 18" 0 

F AH I 16" 0 

H AH I 13N 0 

H AH I 18" 0 

H AH I lltN 0 

" AH I 15H 0 

F AH I 18" 0 

H AH I lZH 0 

F AH I 13N 0 

H AH I lltN 0 

F AH I lZH 0 

F AH I 15H 0 

H AH I 16" 0 

F AH I 17" 0 

" AH I 13H 0 

F AH I lZH 0 

F AH I 17" 0 

F AH I lZH 0 

" AH I 16H 0 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

011 INJ 1 CP749 15 HCG 

11 INJ 1 CP749 15 HCG 

1 CP749 15 HCG 

1 CP749 15 HCG 

1 CP749 15 HCG 

1 CP749 15 HCG 

1 CP749 15 HCG 

1 CP749 15 HCG 

1 CP749 15 HCG 

1 CP749 15 HCG 

1 CP749 15 HCG 

1 CP749 15 HCG 

1 CP298 15 HCG 

1 CP298 15 HCG 

1 CP298 15 HCG 

1 CPZ98 15 HCG 

l CP298 15 HCG 

1 CPZ98 15 HCG 

1 CPZ98 15 HCG 

";) 

·::> 
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HfLl j46210/07/l9/88/34 TABLE 3 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

I- 6 MOS. 

12-11 MOS. 

SANTOSHAM, MATHURAM 
000414 
HIB CONJUGATE 
RIA 
CP241 
15 MCG 
HEALTHY CHILDREN 

A N T l B O D V R E S P O N S E S 

• 

S WITH ANTI-PAP FOLD RISE 
TIME ---------------------------------- ------------------------

(MONTHS) >,15 MCG AB/ML >1.0 MCG AB/ML "'>2 FOLD MEAN 
•••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• •••••• 

PRE INJ 22 ( 2/ 9) 0 ( 0/ 9) 
MONTH 2 100 ( 9/ 9) 67 ( 6/ 9) 89 8/ 9) 9.5 
MONTH 3 100 ( 6/ 6) 67 ( 4/ 6) 100 6/ 6) 21. 7 

PRE lNJ 63 ( 27/ 43) 12 ( 5/ 43) 
MONTH I 100 ( 40/ 40) 95 ( 38/ 40) 100 ( 40/ 40) 36.0 
MONTH 6-9 100 ( 33/ 33) 67 ( 22/ 33) 88 ( 29/ 33) 6.7 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0. 124 9) 
1.611 9) 
3.079 6) 

0.244 43) 
11.583 40) 

I .644 33) 

FOOTNOTE(S): 
IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HFLU,~d546210/07/19/88/35 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

12-71 MOS. 

SANTOSHAM, MATHURAM 
000414 
HIB CONJUGATE 
RIA 
CP298 
15 MCG 
HEALTHY CHILDREN 

TABLE 4 

A N T I B O D V R E S P O N S E S 

• 

1' WITH ANTI-PAP FOLD RISE 
TIME ---------------------------------- ------------------------

(MONTHS) >.15 MCG AB/ML >1.0 MCG AB/ML " >2 FOLD MEAN 
•••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• •••••• 

PRE INJ 59 ( 10/ 17) 12 ( 2/ 17) 
MONTH 2 100 ( 17/ 17) 88 ( 15/ 17) 82 ( 14/ 17) 12.9 
MONTH 3 100 ( 6/ 6) 83 ( 5/ 6) 100 ( 6/ 6) 21.9 

PRE JNJ 100 3/ 3) 0 ( 0/ 3) 
MONTH 1 100 3/ 3) 100 ( 3/ 3) 100 3/ 3) 17.7 

GMT MCG AB/ML (N) 

-----------------
ALL 

VACCINEES 
• •••••••••••••••• 

0.216 ( 17) 
3.569 ( 17) 
5.642 ( 6) 

0.608 ( 3) 
10. 727 ( 3) 

FOOTNOTE ( S) : 
JF A TITER JS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 JS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

!:::: 
0 



HtLU/CCS46330/07/18/88/lZ4 TABLE 5 
C L I N I C A L C O H P L A I N T S 8 Y f R E Q U E N C Y 

INVESTIGATOR 
STUDY 

SANTOSHAH, HATHURAH 
000414 

VACCINE 
LOT tueER 
POPULATION 

I HIB CONJUGATE 
CPZ41 

AGE RANGE 
DAYS OF FOLLl>IJP 1 

TOTAL YACCINEES 

HEALTHY CHILDREN 
1-11 HOS. 

DAYS OTO 5 

YACCINEES HITH NO COttPLAINTS 1 
YACCINEES KITH COttPLAINTS 
YACCINEES KITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
SMELLING, INJ. SITE l<=l IN.) 
PAIN/SORENESS, INJ. SITE 
ERYTHEHA, INJ. SITE l<=l IN.J 

SYSTEHIC REACTIONS 
DIARRHEA 
IRRITABILITY 
PROLONGED CRYING, >1/2 HR 
YOHITINS 
COUGH 
DEHYDRATION 
FATIGUE 
GASTROENTERITIS, NONINFECTIOUS 
NAUSEA 
TEETHING 
UPPER RESPIRATORY INFECTION, NOS 
HARH TO TOUCH 

HIB CONJUGATE 
INJECTION: 1 

14 

4 28.6 %) 
10 71.'t X J 

0 

NO, OF VACCINEES % BASED 
HITH ON 14 

CLINICAL COHP. VACCINE ES 

5 35,7 
4 Z8,6 
2 14.3 
1 7.1 

9 64.3 
it 28.6 
4 28.6 
4 Z8.6 
3 21.4 
1 7.1 
1 7.1 
1 7.1 
1 7.1 
1 7.1 
1 7.1 
1 7.1 
1 7.1 



HFLU/CCS46330/07/l8/88/131 TABLE 5 (cont.) 

C L I N I C A L C O N P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tu1BER 
POPULATION 
AGE RAN;E 
DAYS OF FOLLotllP 

VACCINE 

TOTAL VACCINEES 

a SANTOSHAH, HATHURAH 
000414 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
1-11 NOS. 

DAYS OTO Ii 

VACCINEES NITH NO CONPLAINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL Cot1PLAINTS 

LOCAL REACTIONS ( INJECTION SITE ) 
SNELLING, INJ. SITE (<=l IN.) 
ERYTHEHA, INJ. SITE (<•l IN.) 
IHOURATION, INJECTION SITE 
PAIN/SORENESS, INJ. SITE 

SYSTENIC REACTIONS 
IRRITABILITY 
CONJlKTIVITIS 
ASEPTIC tlEHINGITIS 
ATOPIC DERtlATITIS 
BRONCHIOLITIS, ACUTE 
DIARRHEA 
GASTROENTERITIS, NONINFECTIOUS 

HIB CONJUGATE 
INJECTION: Z 

11 

l 9.1 ,o 
10 90.9, 1.) 

0 

NO. OF VACCINEES % B~D 
HITH ON !l 

CLINICAL COHP. VACCINEES 

8 7Z,7 
8 7Z.7 
z 18.2 
2 18.2 
l 9.1 

7 63.6 
3 27.3 
2 18.2 
l 9.1 
l 9.1 
l 9.1 
l 9.1 
l 9.1 

:> 
0 
-c 
'J1 ... 



HFLu/CC546330/07/18/881'1Z5 TABLE 5 (cont.) 

CLINICAL COHPLA!NTS BY FREQUENCY 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NKER 
POPULATION 
AGE RANGE 
DAYS OF FOLLONJP 

VACCINE 

TOTAL VACCINEES 

z SANTOSHAH, HATHURAH 
000414 
HIB CONJUGATE 

I CPZ41 
z HEALTHY CHILDREN 
z lZ-71 HOS. 

DAYS OTO 5 

VACCINEES NITH NO COHPLAINTS 
VACCINEES HITH CONPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 
ERYTHEHA, INJ. SITE f<=l IN.) 
SNELLING, INJ. SITE f<=l IN.) 
INDURATION, INJECTION SITE 
ECCHYHOSIS, INJECTION SITE 
SHE LUNG• INJ. SITE f > 1 INCH ) 

SYSTEHIC REACTIONS 
IRRITABILITY 
FATIGUE 
DIARRHEA 
PROLONGED CRYING, >l/2 HR 
NASAL DISCHARGE 
HARH TO TOUCH 
FEVER 
OTITIS HEDIA 
ATOPIC DERHATITIS 
BREATH HOLDING 
CHICKENPOX 
CONJlH:TIVITIS 
COUGH 
GASTROINTESTINAL PAIN 
NAUSEA 
PRURIT\JS 
SHIGELLOSIS 
SLEEP DISORDERS 
TEETHING 
VOHITING 

HIB CONJUGATE 
INJECTION: 1 

49 

11 ZZ.9 %) 
37 77.1 %) 

1 

NO. OF VACCINEES % BASED 
NITH ON 48 

CLINICAL COHP. VACCINEES 

Z4 50.0 
14 Z9.Z 

8 16.7 
7 14.6 
6 lZ.5 
2 4.Z 
1 2.1 

Z7 56.3 
11 ZZ.9 

8 16.7 
7 14.6 
6 lZ.5 
4 8.3 
3 6.3 
2 4.Z 
z 4.Z 
1 z.1 
1 Z.l 
1 Z.l 
1 z.1 
1 Z.l 
1 Z.l 
1 Z.l 
1 Z.l 
1 Z.l 
1 Z.l 
1 Z.l 
1 Z.l 

0 
0 
~ 
:JI 
~ 



HFLU/CC546330/07/18/88/1Z6 TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S B Y f R E Q U E N C Y 

INVESTIGATOR 
sruoY 
VACCINE 

SANTOSHAH, HATHURAH 
000414 
HIB CONJUGATE 
CP298 LOT N.HlER 

POPULATION 
AGE RANGE 

i HEALTHY CHILDREN 
1-11 HOS. 

DAYS OF FOLLONJP DAYS OTO .5 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH NO CONPLAINTS 
VACCINEES MITH CONPLAINTS 
VACCINEES MITH NO DATA 

CLINICAL CONPLAINTS 

LOCAL REACTIOOS fINJECTION SITEJ 
SHELLING, INJ. SITE l<=l IN.) 
INDURATION, INJECTION SITE 
ERYTHEHA, INJ, SITE l<=l IN.) 
PAIN/SORENESS, INJ. SITE 

SYSTEHIC REACTIOOS 
DIARRHEA 
IRRITABILITY 
UPPER RESPIRATORY INFECTION, NOS 
ATOPIC DERHATITIS 
FATIGUE 
OTITIS HEDIA 
PROLON;ED CRYING, >l/Z HR 
YOttITING 
RASH 
COUGH 
BRONCHIAL CONGESTION 
COtlfON COLD 
CONJlKTIVITIS 
COOSTIPATION 
LUNG DISORDERS 
HILIARIA RUBRA 
NASAL CONGESTION 
NASAL DISCHARGE 
ORAL CANDIDIASIS 
OTALGIA 
SKIN TEXTlJRE CHANGES 
TEETHING 
HARN TO TOUCH 

HIB CONJUGATE 
INJECTION: 1 

69 

Z6 37.7 %1 
43 6Z.3 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 69 

CLINICAL CONP. VACCINEES 

7 10.1 
s 7.Z 
4 S.8 
z Z.9 
1 1.4 

40 58.0 
9 13.0 
8 11.6 
7 10.1 
6 8.7 
6 8.7 
6 8.7 
6 8.7 
6 8.7 
s 7.Z 
3 4.3 
1 1.4 
1 1.4 
1 1.4 
1 1.4 
1 1.4 
1 1.4 
1 1.4 
1 1.4 
1 1.4 
1 1.4 
1 1.4 
1 1.4 
1 1.4 

0 
0 
.JJ 
iJ1 
v,I 



HtLU/CCS46330/07/18/88/l32 TABLE 5 (cont.) 
C L I N I C A L C O K P L A ,_ ,~ ·.- S B Y f R E Q U E N C y 

INVESTIGATOR 
ST\JDY 
VACCINE 

1 SANTOSHAH, KATHURAH 
I 000414 

LOT ...eER 
POPULATION 
AGE RAN;E 
DAYS OF FOLLCNJP 

VACCINE 

TOTAL YACCitEES 

HIB CONJUGATE 
CPZ98 
HEALTHY CHILDREN 

1-11 ttOS. 
DAYS OTO 5 

YACCitEES HITH NO COHPLAINTS 1 
YACCINEES HITH CONPLAINTS 
YACCINEES HITH ND DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS I INJECTION SITE ) 
IHDURATION, INJECTION SITE 
SNELLING, INJ. SITE C<zl IN.) 
ERYTHEKA, INJ. SITE l<=l IN.l 
PAIN/SOREtESS, INJ. SITE 
SNELLING, INJ. SITE I >l INCH l 
INFECTION, INJECTION SITE 
KNOT, DPT INJECTION SITE 

SYSTEKIC REACTIONS 
IRRITABILITY 
COOGH 
RASH 
ATOPIC DERKATITIS 
DIARRHEA 
NASAL DISCHARGE 
NARH TO TOUCH 
OTITIS KEDIA 
UPPER RESPIRATORY INFECTION, NOS 
CANDIDIASIS 
Cott10N COLD 
CONJlt-4CTIYITIS 
INJECTION SITE PAIN 
LUNG DISORDERS 
NASAL CONGESTION 
OTALGIA 
PNEUHONIA 
PROLON;ED CRYING, >l/2 HR 
RIGHT AXIS DEVIATION 
SKIN TEXTURE CHANGES 
URTICARIA 
HHEEZING 

HIB CONJUGATE 
INJECTION: 2 

54 

10 19.2 %1 
42 80.8 %) 

2 

NO. OF YACCINEES % BASED 
NITH ON 52 

CLINICAL COHP. VACCINEES 

27 51,9 
15 28,8 
11 21.2 
10 19,2 
5 9.6 
3 5.8 
l 1.9 
l 1.9 

30 57,7 
11 21.2 
8 15.4 
7 13.5 
6 11.5 
6 11.5 
6 11.5 
5 9.6 
3 5.8 
2 3.8 
l 1.9 
l 1.9 
l 1.9 
l 1.9 
l 1.9 
l 1.9 
l 1.9 
l 1.9 
l 1.9 
l 1.9 
l 1.9 
l 1.9 
l 1.9 0 

·::> 
-0 
iJ1 
b 



HfLW'CC546330/07/18/88/lZ7 TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR SANTOSHAN, HATHURAH 
STUDY 000414 
VACCINE : HIB CONJUGATE 
LOT tal'eER CP298 
POPULATION I HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 
DAYS OF FOLLONJP I DAYS OTO S 

VACCINE 

TOTAL VACCINEES 

VACCINEES NITH ND COHPLAINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH ND DATA 

CLINICAL COHPUINTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEHA, INJ. SITE l<=l IN.) 
INDURATION, INJECTION SITE 
SHELLitG, INJ. SITE (<=l IN.) 
PAIN/SORENESS, INJ. SITE 
INFUtliATION, INJ. SITE 

SYSTEttIC REACTIONS 
DIARRHEA 
IRRITABILITY 
OTITIS MEDIA 
FATIGUE 
UPPER RESPIRATORY INFECTION, NOS 
YOHITING 
NARH TO TOUCH 
ATOPIC DERMATITIS 
CON.JlKTIVITIS 
COUGH 
EAR FLUID 
KJSCLE CRAMPS 
RASH 
SCABIES 

HIB CONJUGATE 
INJECTION: 1 

Z8 

10 38.5 %) 
16 61.5 %) 

2 

ND. OF VACCINEES % BASED 
HITH ON Z6 

CLINICAL COHP. VACCINEES 

10 
6 
6 
6 
3 
1 

11 
4 
3 
3 
2 
z 
2 
2 
1 
1 
l 
l 
1 
1 
l 

38.5 
Z3.l 
Z3.l 

· Z3.l 
11.5 
3.8 

4Z.3 
15.4 
11.5 
11.5 
1.1 
7.7 
1.1 
7.7 
3.8 
3.8 
3.8 
3.8 
3.8 
3.8 
3.8 

:> 
J 
CJ 
. .Jl 
J1 



HFLU/CC546330/07/18/88/1Z8 TABLE 5 (cont.) 

C L I N I C A L C O H P L A l ~ T S B Y F R E q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT ti.HIER 
POPULATION 
AGE RANGE 
DAYS OF FOLL<»&JP 

VACCINE 

TOTAL VACCINEES 

: SANTOSHAN, HATHURAN 
I 000414 
1 HIB CONJUGATE 

CP749 
1 HEALTHY CHILDREN 

1-11 HOS. 
DAYS OTO Ji 

VACCINEES MITH NO COHPUINTS 
VACCIHEES HITH CCltPLAINTS 
YACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS (INJECTION SITE ) 
SHELLING, INJ. SITE t<=l IN.) 
ERYTHEHA, INJ. SITE l<=l IN,) 
PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
DIARRHEA 
EYE DISCHARGE 
FATIGUE 
HARK TO TOOCH 
ATOPIC DERMATITIS 
CRYING 
NASAL CONGESTION 
NASAL DISCHARGE 
PROLONGED CRYING, >l/Z HR 
RASH 
YOHITING 

HIB CONJUGATE 
INJECTION: 1 

17 

Z lZ .5 1.) 
14 87.5 1.) 

1 

NO. OF YACCINEES 1. BASED 
HITH ON 16 

CLINICAL COMP. VACCINEES 

5 31 .3 
3 18 .8 
z lZ.5 
z lZ.5 

14 87.5 
6 37.5 
5 31.3 
z lZ.5 
z lZ.5 
z lZ.5 
1 6.3 
1 6.3 
1 6.3 
1 6.3 
1 6.3 
1 6.3 
1 6.3 



• 

. . 

HFLU/CC.546330/07/18/88/1Z9 TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S B Y F R E ij U E N C y 

INVESTIGATOR 
sruoy 
VACCINE 

1 SANTOSHAH, HATHURAH 
000414 

LOT tUeER 
POPULATION 
AGE RANGE 

HIB CONJUGATE 
1 CP749 

HEALTHY CHILDREN 
: 12-71 HOS. 

DAYS OF FOLLONJP DAYS OTO 5 

VACCINE 

TOTAL YACCIHEES 

YACCINEES HITH NO CottPUIHTS 1 
YACCINEES HITH CottPLAIHTS 
YACCINEES NITH NO DATA 

CLINICAL CottPLAIHTS 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEHA, INJ. SITE l<=l IN.) 
INDURATION, INJECTION SITE 
PAIN/SORENESS, IHJ. SITE 
SNELLING, IHJ. SITE (<El IN.J 

SYSTEHIC REACTIONS 
NASAL DISCHARGE 
ATOPIC DERKATITIS 
COUGH 
IRRITABILITY 
DIARRHEA 
RASH 
OTITIS MEDIA 
PROLONGED CRYING, >l/2 HR 
TEETHING 
UPPER RESPIRATORY INFECTION, NOS 
VONITING 
NIEEZING 
CHICKENPOX 
C0tl10N COLD 
CON..U«:TIYITIS 
DRY SKIN 
ERYTHEHATOUS CONDITIONS 
EYE DISCHARGE 
FATIGUE 
FEYER 
INFECTIOUS GASTROENTERITIS 
L~ DISORDERS 
NAUSEA 
RIGHT AXIS DEVIATION 
SitfJSITIS 

HIB CONJUGATE 
INJECTION: 1 

36 

4 11.4 :o 
31 88.6 %) 

1 

NO. OF VACCINEES % BASED 
HITH ON 35 

CLINICAL CONP. YACCINEES 

16 45.7 
9 25.7 
5 14.3 
4 11.4 
4 11.4 

Z9 SZ.9 
9 Z5.7 
7 1Zp.O 
7 zo.o 
6 17.1 
s 14.3 
3 8.6 
2 5.7 
z 5.7 
z 5,7 
z S.7 
z 5.7 
z 5.7 
1 Z.9 
1 Z.9 
1 2.9 
1 Z.9 
1 Z.9 
1 2.9 
1 2.9 
1 2.9 
1 Z.9 
1 L9 
1 Z. 9 
1 -~. 9 
1 l.9 ·~ 

::> 
-0 
.Jl ....., 



HFLU/CC546330/07/18/88/l30 TABLE 5 {cont.) 

C L I N I C A L C O H P L A I N T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STIJDY 
VACCINE 
LOT NJ-BER 
POPULATION 
AGE RANGE 
DAYS OF FOLLONJP 

VACCINE 

TOTAL VACCINEES 

SANTOSHA11, HATHURAl1 
000414 
HI8 CONJUGATE 

1 CP749 
1 HEALTHY CHILDREN 
I 12-71 ttOS. 

DAYS OTO 5 

VACCINEES NITH NO CottPLAINTS r 
VACCINEES HITH CottPLAINTS 
VACCINEES NITH NO DATA 

CLINICAL CONPLAINTS 

HIB CONJUGATE 
INJECTION: l 

. 36 

4 11.4 %) 
31 88.6 %) 

l 

NO. Of VACCINEES % BASED 
HITH ON 35 

CLINICAL COHP. VACCINEES 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

I I 
ICONT. > I I 

HARM TO TOUCH I 1 2.9 I 
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INVESTIGATOR: SANTOSHAH, HATHURAH 
STUDY : 000414 
VACCINE : HIB CONJU6ATE 
LOT NleER I CP241 
PATIENT Ct.ASS: HEALTHY CHILDREN 
AGE RANGE & 1-11 ltOS. 

TABLE 6 
CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE: HIB CONJU6ATE I N.teER OF VACCINEES l 14 VACCINEESJ - INJECTION: 1 I 

1----------------------------------------------------------------------------• I DAYS POST VACCINATION • NJHBER 
1----------------------------------------------------------------------------• HITH 

CLINICAL COtlPLAINTS I O • 1 • 2 • 3 I 4 • 5 • ICOHPLAINTS 

•••••••••••••••••••••••••••••••••••l••••••••••l11-1HHHHt--•••••••••••I••••••••••••••••••••••---•-•••••••••••••••••••••• 
LOCAL REACTIONS I 1 I 4 I 1 • o • 1 • 2 I • 5 

I l 7.1.XJ I, 28.6%1 I l 7.7%> I, o.o%J I l 9.1.XJ I l 15,4%> I I 35.7%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

ERYTHEHA. INJ. SITE l<=l IN,) I o I 1 I 1 I o I o I o • I 1 
I o.o:o. 7.1.XJ. 7.7%1 I 0.0%1 • l 0.0%1 I o.o:o I I l 7.1%1 
I I I I I I • I 

PAIN/SORENESS. INJ. SITE • 1 I 2 • 1 • O I O • 0 • I 2 I 7. V.) I 14. 3% 1 I 7. 7% 1 I o. oY.) I l o • 0% 1 I o • o:o • I 14. 3% l 

I I • I I I • • 
SHELLING, INJ. SITE l<=l IN,) I o I 3 I 1 I o I 1 I 2 I I 4 

I , o. 0% 1 I , 21. 4% 1 I l 7. 7i0 I , o. 0% > I , 9 .1% 1 I , 15. 4% 1 I • 2a. 6% 1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTENIC I 4 I 3 I 4 I 2 I 4 I 3 I • 9 

BODY AS A NHOLE/SITE l.NSPEC, 

FATIGUE 

NARH TO TOUCH 

DIGESTIVE SYSTEH 

DIARRHEA 

GASTROENTERITIS, NONINFECTIOUS 

I , 28.6%> I , 21.4%> I , 30.8%1 I , 15.4%) I c 36.4%1 I , 23,1%> • • 64.3%) 

0 0 1 0 
0.0%) 0.0%) 7, 7%) 0.0%) 

0 0 0 0 
( 0.0%) 0.0%) l 0.0%) 0.0%) 

0 0 1 0 
0.0% J 0.0%) 7, 7%) 0.0%) 

1 0 3 2 
7.1%) 0.0%) 23.1%) 15.4%) 

1 0 l 2 
7.1%) 0.0%) 7, 7%) 15.4%) 

0 0 l l 
0.0%) 0.0%) 7.7%) 7. 7%) 

2 
18.2%) 

1 
9.1%) 

1 
9.1.X) 

4 
36.4%) 

3 
27.3%) 

1 
9.1%) ( 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

2 
15.4%) 

2 
15.4%) 

]. 

7. 7%) 

2 
14.3%) 

l 
I 7.1%1 

1 
7.1%) 

6 
42. 97.) 

4 
28.6%) 

l 
7. ll. J 
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INVESTIGATOR I SANTOSHAtl, HATHURAH 
STUDY 1 000414 
VACCINE : HIB CONJUGATE 
LOT N.tBER I CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COl1PLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

CLINICAL CONPLAINTS 

I NlRER OF VACCINEES I 14 VACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu18ER 

l----------------------------------------------------------------------------1 HITH 
I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

••••·•··••··•··••···•··••·•·······• ....,_ • .,_ ••·••••••• •••••••••• •••••••••• .IHf.iHHHHHfll ••••·••••• iHHHf•JHHHHt •••••••••• 
NAUSEA 0 0 1 0 0 0 1 

- 0.0%) 0.0%) 7.7%) 0.0%) 0.0%) 0.0%) 7.1%) 

TEETHING 0 0 0 1 0 l 0 
0.0%) o.o,o 0.0%) C 7,1%) C 0.0%) C 9.1%) 0.0%) 

VOCITINS 0 0 2 3 0 l 0 
0.0%) 0.0%) 15.4%) Zl.4%) 0.0%) 9.1%) o.o:o 

tETABOLICIMITRITIONAVItHH 0 0 1 1 1 1 1 
0.0%) o.o;o 7.7%) 7.1%) 7.7%) 9.1%) 7.7%) 

DEHYDRATION 0 0 l l 1 l 1 
0.0%) 0.0%) 7. 7%) 9.1%) 7, 7%) 7%) 7.1%) 

NERVOUS SYSTEN I PSYCHIATRIC 2 z 0 z 0 Z 7 
14.3%) 14.3%) C 0.0%) 18.2%) 0.0%) 15.4%> so.mo 

IRRITABILITY 2 0 0 l 0 4 
14.3l0 o.o,o 0.0%) C ,.uo 0.0%) 28.6%) 

PROLONGED CRYING, >1/Z HR 0 2 0 1 0 1 4 
0.0%) 14.3%) 0.0%) 9.1%) 0.0%) 7%) 28.6%) 

RESPIRATORY SYSTEN 1 1 0 1 1 1 1 
7.1%) 7.1%) 0.0%) 9.1%) 7.7%) 7%) 7.1%) 

COUGH 0 0 0 l 1 l 1 
0.0%) 0.CJY.) 0.0%) C 9.1%) C 7. 7%) 7l0 7.1%1 

UPPER RESPIRATORY INFECTION, NOS 1 . l 1 0 0 0 1 
IC 7.1%) I 7.1%) C 7.7%) I 0.0%) I 0.0%) I I 0.0%) I 7.1%) 

-----------------------------------1-------- -1----------1 ·---------1----------1----------1----------1----------1 
VACCINE ES HITH COtlPLAINTS I 5 .. I 5 I 4 I Z I 4 I 5 I I 10 

I c 35.7%) I 1 35.7%> I I 30.8%> I I 15.4%1 I I 36.4%1 I c 38.5%1 I I 71.4%1 
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SANTOSHAH, HATHURAH INVESTIGATOR 
STUDY 
VACCINE 

1 000ctl4 

LOT tu-BER 1 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL Cot1PLAINTS 

------------------------~---------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I N.t!BER OF VACCINEES I 14 VACCINEESJ - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I o I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------ltHHHHHt·IHHHtl 

VACCINEES "1TH NO COtlPLAINTS I 9 I 9 I 9 I 11 I 7 I 8 I I 4 I 
I 1 6ct.3%J I I 64.3%> I I 69.2%> I I 84.6%> I I 63.6%> I I 61.5%> I I 28.6%> I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I lct I lct I 13 ; I 13 I 11 I 13 I I 14 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES "1TH NO DATA I O I O I 1 I 1 I 3 I l I I O 

I I I ' I I I I I 

0 
0 
-D 
0--
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INVESTIGATOR 
Sl\JDY 
VACCINE 
LOT N.l'BER : 
PATIENT CLASS: 
AGE RANGE 

SANTOSHAH, KATHURAH 
000414 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 

1-11 ttOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I tutBER OF YACCINEES C 11 YACCINEESJ - INJECTION: z I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NlH3ER 

1----------------------------------------------------------------------------I WITH 
CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I !COMPLAINTS 

••••••••••••••••••••••••••••••••••• , •••••••••• , •••••••••• , •••••••••• ,--1••······••1••······••1••······••1••···••1HHt 
LOCAL REACTIONS I 1 I 3 I 6 I 6 I 6 I 5 I I 8 

I c 10. 0% J I c 30. 0% J I c 60. ox J I c 60. 0% J I c 60. 0% J I c 55. 6% J I I 1z. 7% 1 

----------------------------------- ---------- ----------
ERYTHEKA, INJ. SITE l<=l IN.) 0 2 

0.0%) 20.0%) 

INDURATION, INJECTION SITE 0 1 
0.0%) 10.0% J 

PAIN/SORENESS, INJ. SITE 1 0 
10. 0% J 0.0%) 

---------- ----------z 0 
20.0%) 0.0%) 

z 1 
20. 0% J 10.0%) 

1 0 
10.0%) 0 . 0%) 

----------
0 

0.0%) 

1 
10. 0% J 

0 
0.0%) 

----------
0 

0.0%) 

1 
11.1%) 

0 
0.0%) 

----------
2 

18. 2% l 

2 
18.Z%J 

1 
9.1%) 

SHELLING, INJ. SITE C<=l IN.J O Z 6 5 5 4 8 
C O. 0%) C zo. 0% J ( 60. 0% J f 50. 0%) C 50. 0% J ( 44. 4% J 72. 7% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEttIC I 5 I 3 I 3 I 1 I 1 I 2 I I 7 

I f 50. 0% J I c 30. 0% J I c 30. 0% J I c 10. 0% J I 1 10. 0% J I , zz. Z% J I I 63. 6% J 

---------------------------------------------- ---------------------
DIGESTIVE SYSTEH 2 2 0 

Z0.0%1 Z0.0%) 0.0%) 

DIARRHEA 1 1 0 
10.01/.) 10.0%) 0.0%) 

GASTROENTERITIS, ~NFECTIOUS 1 1 0 
10.01/.) 10.01/.) 0.01/.) 

NERVOUS SYSTEH & PSYCHIATRIC 1 0 2 
10. OY. J 0.0%) ZO .OY. J 

ASEPTIC HENINGITIS 0 0 0 
o.o:o 0.0%) 0.0%) 

-------------------------------------------
0 0 0 

0.0%) 0.0%) 0.0%) 

0 0 0 
0.0%) 0.0%) 0.0%) 

0 0 0 
0.01/.) 0.01/.) 0.01/.) 

0 0 2 
0. OY. J 0.0%) ZZ.ZY.J 

0 0 1 
0.0%) 0.0%) 11.1%) 

2 
18. ZY. l 

1 
9.1%) 

1 
9.1;0 

4 
36.4%) 

1 
9.1%) 

0 
0 
-0 
(J'-

rv 
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INVESTIGATOR SANTOSHAH, NATtAJRAH 
STUDY J 00041~ 
VACCINE HIB CONJUGATE 
LOT NKER J CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL CCl1PLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

CLINICAL COHPLAINTS 

I tueER OF VACCINEES ( 11 VACCINEESJ - INJECTION: Z I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NJHBER 
1----------------------------------------------------------------------------I HITH I O I l I 2 I 3 I 4 I s I ICOHPLAINTS .......................................................................................................... ·----·-

IRRITABILITY l O 2 O O l 3 
10.0%) 0.0%) 20.0%) 0.0%) 0.0%) 11.1%) 27.3%) 

RESPIRATORY SYSTEH l l l l l l l 
10.0;0 10.0%) 10.0%) 10.0%) 10.0%) 11.1%) 9.1%) 

BRONCHIOLITIS, ACUTE l l l l l l l 
10.0;0 10.0:0 10.0%) 10.0%) 10.0%) 11.1%) 9.1%) 

SKIN I SKIN APPENDAGE l 0 0 0 0 0 l 
10.0% J ( o.o;o 0.0%) 0.0%) O.OiD 0.0%) ( 9.liO 

ATOPIC DERMATITIS l 0 0 0 0 0 l 
10.0%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 9.1%) 

SPECIAL SENSES 2 l l l l l 2 
20.0% J 10.0%) 10.0%) 10.0%) 10.0%) 11.1%) 18.2%) 

CON.JlKTIVITIS Z l l l l l 2 
I 20.0%) ( 10.0%) ( 10.0%) I 10.0%) ( 10.0%) I 11.1%) 18.2%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES HITH COHPLAINTS I S I S I 8 I 7 I 7 I 7 I I 10 

I ( so. 0% ) I I so. 0% J I ( 80. 0% J I ( 70 . 0% J I I 70. 0% J I I 77. 8% ) I I I 90 • 9% I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

YACCINEES HITH NO COHPLAINTS I 5 I 5 I 2 I 3 I 3 I 2 I I 1 
I I 50. 0% J I c 50. 0% J I c 20. 0% > I I 30. 0% J I I 30. 0% > I I 22. 2% > I I 9. 1% > 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL YACCINEES REPORTING I 10 I 10 I 10 I 10 I 10 I 9 I I 11 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES HITH NO DATA I l I l I l I l I l I Z I I O 

I I I I I I I I 
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INVESTIGATOR SANTOSHAH, HATHURAH 
ST\JOY 000414 
VACCIN: HIB CONJUGATE 
LOT MRER : CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : lZ-71 HOS. 

TABLE 6 (cont.) 

. CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HI8 CONJUGATE I MRER OF VACCINEES ( 49 VACCINEESl - INJECTION: 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I 0 I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l------1••••••••••1••••••••••1-•._l••••••••••I--- ._"***** 
LOCAL REACTIONS I 6 I 17 I 7 I 5 I 5 I 4 I 24 

I , 13 • 3% l I , 35. 4% l I , 14 . 9% l I , 10 • 6% J I , 10. 9% l I , a. 5% l I 50. 0% l 

----------------------------------- ---------- ---------- ---------- ---------- ----------
ECCHYHDSIS, INJECTION SITE 0 0 l 2 1 l 2 

0.0%) 0.0%) 2.1%) 4.3%) 2.2%) 2.1%) 4.2%) 

ERYTHEHA, INJ. SITE (<=l IN. l 2 6 0 0 0 0 8 
4.4%) 12.5%) 0.0%) 0.0%) 0.0%) 0.0%) I 16. 7%) 

INDURATION, INJECTION SITE 0 1 2 4 4 3 6 
0.0%) 2.1%) 4.3%) 8.5%) 8. 7%) 6.4%) lZ.5%1 

PAIN/SORENESS, INJ. SITE 6 10 4 2 0 2 14 
13.3%) 20.8%) 8.5%) 4.3%) 0.0%) 4.3%) 29.2%) 

SHELUtG, INJ. SITE ( >l INCH) 0 0 0 0 l l l 
o.o;o 0.0%) 0.0%) 0.0%) 2.2%) 2.1%) 2.1%) 

SHELLitG, INJ. SITE l<=l IN.J 0 5 2 l 3 l 7 
I , o. 0% l , 10. 4% J , 4. 3% J , 2 .1% J I , 6. 5% J , 2 .1% J , 14. 6% J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEtlIC I 12 I 12 I 13 I 9 I 9 I 13 I I 27 

BODY AS A NHOLE.ISITE IMSPEC. 

FATIGUE 

FEVER 

I, 26.7%l I l 2s.0%l I, 21.1%1 I l 19.1%1 I 1 19.6%l I 1 27.7%l I I 56.3%1 

2 4 4 
4.4%) 8.3%) 8.5%) 

2 2 2 
4.4%) 4.2%) 4.3%) 

0 l l 
0.0%) 2.1%) 2.1:0 

2 1 
4.3%) 2.2:0 

l 0 
2.1%) 0.0%) 

0 0 
0.0%) 0.0%) 

3 
6.4%) 

2 
4.3%) 

0 
0.0%) 

10 
20.8% J 

8 
16 . 7%) 

2 
4.2%) 
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INVESTIGATOR I SANTOSHAN, HATHURAH 
STUDY 000414 
VACCINE HIB CONJUGATE 
LOT N.19ER I CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : lZ-71 ttOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE · I tut3ER OF VACCINEES ( 49 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NU11BER 
l----------------------------------------------------------------------------1 HITH CLINICAL COMPLAINTS I O I 1 I Z I 3 I 4 I 5 I I COMPLAINTS 

••••••••••••••••••••••••••••••••••• ········- •••••••••• ···••11••·· •11••······ IHHHHHflHHHt •••••••••• .......... --
HARM TO TOUCH 1 z 1 1 1 1 3 

Z,V.) r..z:o Z,1%) Z.1%) Z,Z%) 2.1%) 6.3%) 

DIGESTIVE SYSTEH 3 5 6 3 4 6 10 
6. 7%) 10.4%) lZ.8%) 6.4%) 8.7%) lZ.8%) Z0.8%) 

DIARRHEA 3 5 6 3 3 4 7 
6. 7%) 10.4%) 12.8%) 6.4%) 6.5%) 8.5%) 14.6%) 

GASTROINTESTINAL PAIN 0 · o 0 0 1 0 1 
0.0%) 0.0%) 0.0%) 0.0%) Z.Z%) 0.0%) 2.1%) 

NAUSEA 0 0 0 0 0 1 1 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) Z.1%) 2.1%) 

SHIGELLOSIS 0 0 0 0 1 1 1 
0.0%) 0.0%) 0.0%) 0,0%) z.2:0 2.1%) Z.1%) 

TEETHING 0 0 0 0 0 1 1 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) Z,1%) 2.1%) 

YOtlITING 0 0 0 0 0 1 1 
0.0%) 0.0%) o.o:o 0.0%) 0.0%) Z.1%) Z.1%) 

NERVOUS SYSTEH & PSYCHIATRIC 4 4 ,. 4 1 2 13 
8.9%) 8.3%) 8.5%) 8.5%) Z.Z%) ft. 3%) Z7 ,1%) 

IRRITABILITY z 3 4 4 1 z 11 
4.4%) 6.3%) 8.5%) 8.5%) 2.2%) 4.3%) 22. 9%) 

PROLONGED CRYING, :>l/Z HR 3 3 0 0 0 1 6 
6. 7%) 6.3%) 0.0%) 0.0%) 0.0%) 2.1%) 12.5%) 

SLEEP DISORDERS 1 1 0 0 0 0 1 
2.2%) Z.1%) 0.0%) 0.0%) 0.0%) 0.0%) 2.1%) 

·.:> 
::) 

-0 
•.")', 

J1 
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INVESTIGATOR I SANTOSHAM, MATHURAH 
STUDY 000414 
VACCINE HI8 CONJUGATE 
LOT t«JeER I CP241 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

---------------------------------------------------------------------------------------------------------------------------VACCINE I HI8 CONJUGATE I t«.l'BER OF VACCINEES l 49 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I OAYS POST VACCINATION I tueER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPUINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS ..................................................................................... ·······-- ................... . 
RESPIRATORY SYSTEH 1 0 1 1 O 2 5 

2,2¼) 0.0%) 2.1%) 2.1%) 0.0%) 4.3%) 10.4%) 

BREATH HOLDING 1 0 0 0 1 0 0 
O.OlO 0.0%) 0.0%) 2.uo 0.0%) 0.0%) 2.1%) 

COUGH 1 0 0 0 0 0 1 
0,0%) 0.0%) 0.0%) 0.0%) 0 . 0%) 2.1%) 2.1%) 

NASAL DISC~ 4 1 0 1 0 0 2 
Z.2%) 0.0%) 2.1%) 0.0%) o.o:o 4.3%) 8.3%) 

SKIN & SKIN APPENDAGE 3 1 0 0 1 2 2 
2.2%) 0,0%) 0.0%) 2.1%) 4.3%) 4,3%) 6.3%) 

ATOPIC DERMATITIS 1 0 0 0 1 1 1 
0.0%) 0.0%) 0.0%) 2.1%) 2.2¼) 2.1%) l 2.1%) 

CHICKENPOX 1 0 0 0 0 1 1 
O.OlO ' 0.0%) 0.0%) ' 0.0%) ' 2.2%) 2.llO l 2.1%) 

PRURITUS 1 1 0 0 0 0 0 
2.2%) 0.0%) 0.0%) ( o.o:o 0.0%) 0.0%) l 2.1:0 

2 2 2 2 2 3 SPECIAL SENSES 3 
4.4%) 4,2¼) 4.3%) 4.3%) 4.3%) 6.4%) 6.3%) 

1 1 1 1 1 1 CONJU«:TIVITIS 1 
2.2%) Z.1%) 2.1%) 2.1%) 2.2%) 2.1%) 2.1%) 

OTITIS HEDIA 1 1 1 1 1 2 2 
I 1 2.2%> 1 2.1%> 1 2.1%> I , 2.1%> 1 2.2%> I 1 4.3%> 1 4.2%> 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------
VACCINEES HITH COHPUINTS I 14 I 24 I 16 I 13 I 13 I 14 I 37 

I, 31.1%) I, so.0%> I, 34.0%> I 1 27.7%> I 1 28.3%> I I 29.8%> I 1 11.1%> 

0 
0 
0 

0-
0--
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INVESTIGATOR 
STUDY 

SANTOSHAH, NATHURAH 
000414 

VACCINE 1 HIB CONJUGATE 
CPZ41 LOT tuBER 

PATIENT CLASS: 
AGE RANGE 

HEALTHY CHILDREN 
12-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I N.H3ER OF VACCINEES I 49 VACCINEESJ - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tU1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COl1PLAINTS I O I l I Z I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l**-****-I 

VACCINEES NITH NO COl1PLAINTS I 31 I 24 I 31 I 34 I 33 I 33 I I 11 I 
I I 68. 9X J I I so. OX J I I 66 . OX J I I 7Z. 3X J I I 71. 7X > I I 70. ZY. J I I I zz. 9X J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 45 I 48 I 47 I 47 I 46 I 47 I I 48 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH NO DATA I 4 I l I 2 I 2 I 3 I 2 I I l 

I I I I I I I I 
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INVESTIGATOR I SAHTOSHAH, NATHURAH 
STUDY 1 000414 
VACCINE I HIB CONJUGATE 
LOT N.RER I CP298 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I N.tEER OF VACCINEES C 57 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tueER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 

•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••-1---•--l••••••••••l----l••••••••••I•••••••••• 
LOCAL REACTIONS I o I 5 I 4 I 5 I 4 I 4 I I 6 

I I O. o;o I I 9. 3;.:) I I 7. 5% ) I I 9. liO I I 7. 3X) I I 7. Si:> I I 10. 5% > 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
ERYTHEHA, INJ. SITE l<=l IN.) I O I l I 1 I 1 I O I O I 1 

I o.o;o I l.9XJ I 1.9%) I 1.8%> I O.OX> I 0.0%1 I c 1.8%1 
I I I I I I I 

INDURATION, INJECTION SITE I o I 4 I 3 I 3 I 3 I 3 I 4 
I o.OXJ I 7.4%> I 5.7%) I 5.5%> I 5.5%> I 5.7%1 I 7.0%> 
I I I I I I I 

SHELLING, INJ. SITE l<=l IN,) I o I 3 I 3 I 4 I 2 I 3 I 4 
I 1 0.0%> I I 5.6%> I I s.1%1 I I 7.3%> I I 3.6%1 I c 5.7%1 I 1.0%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
SYSTEHIC I 19 I 16 I lZ I 11 I 13 I 9 I 32 

I I 33.3%) I I Z9.6i0 I I 2Z.6%> I I Z0.0%) I I Z3.6%> I I 17.0%> I 56.1%> 

----------------------------------------------------------------------------------------------------- ----------
BODY AS A HHOLE/SITE u-&SPEC. 3 z 1 0 0 0 

5.3%) 3. 7%) 1.9%) 0.0%) 0.0%) o.o.iO 
FATIGUE 3 z 1 0 0 0 

5.3%) 3.7%) 1.9%) 0.0%) 0.0%) I 0.0%) 

DIGESTIVE SYSTEH 2 5 4 5 4 1 
3.5%) 9.3%) 7.5%) 9.1%) 7.3%) 1.9%) 

CONSTIPATION 0 0 D 1 0 0 
I 0.0%) ( 0.0%) 0.0%) ( 1.8%) 0.0%) 0.0%) 

DIARRHEA 1 3 4 2 z 1 
1,8%) 5.6i0 7.5%) 3.6%) 3.6i0 1. 9.%) 

ORAL CANDIDIASIS 1 0 0 0 0 0 
I 1.8%) I 0.0%) I 0.0%) I 0.0%) 0.0%) 0.0%) 

5 
8.8%) 

5 
8.8%) 

11 
19.3%) 

l 
1.8%) 

6 
10.5% J 

1 
1.8%) 
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INVESTIGATOR SANTOSHAH, NATHURAH 
STUDY 000414 
VACCINE HIB CONJUGATE 
LOT ti.KER CP298 
PATIENT CLASSr HEALTHY CHILDREN 
AGE RANGE r 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------· VACCINE r HIB CONJUGATE I ti.KER OF VACCINEES I 57 VACCINEESJ - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NJHBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS ............................................. -········ ........................................................... . 
TEEfflI~ 0 0 0 1 1 0 1 

YONITI~ 

NERVOUS SYSTEH I PSYCHIATRIC 

IRRITABILITY 

PROLOtEED CRYI~. >l/2 HR 

RESPIRATORY SYSTEH 

BRONCHIAL CONGESTION 

CCHtON COLD 

COUGH 

Ll.Ni DISORDERS 

NASAL CONGESTION 

NASAL DISCHARGE 

0.0%) 0.0%) 0.0%) 1.8%) 1.8%) 0.0%) 1.8%) 

0 
0.0%) 

3 
5.3%) 

2 
3.5%) 

1 
1.8%) 

6 
10.5%) 

1 
1.8%) 

0 
0.0%) 

0 
0.0%) 

1 
1.8%) 

1 
1.8%) 

1 
1.8%) 

2 
3.7%) 

3 
5.6%) 

2 
3. 7%) 

6 
11.1%) 

1 
1.9%) 

0 
0.0%) 

1 
1.9%) 

1 
l.9XJ 

1 
1.9%) 

0 
0.0%) 

1 
1.9%) 

1 
1.9%) 

1 
1.9%) 

0 
0.0%) 

6 
11.3%) 

1 
1.9%) 

1 
1.9%) 

0 
0.0%) 

1 
1, 9X J 

1 
1.9%) 

0 
0.0%) 

1 
1.8%) 

2 
3.6% J 

2 
3.6%) 

0 
0.0%) 

5 
9.1%) 

0 
0.0%) 

1 
1.8%) 

1 
1.8%) 

0 
0.0%) 

1 
1.8%) 

2 
3.6%) 

2 
3.6%) 

0 
0.0.%) 

6 
10.9%) 

0 
o.o.%, 

0 
0. 0.% J 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
1. 9% J 

1 
1.9%) 

0 
0.0%) 

4 
7.5%) 

0 
0.0%) 

0 
0.0%) 

0 
o.o.:o 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

5 
8.8%) 

8 
14.0%) 

6 
10.5%) 

3 
5.3%) 

12 
21.1%) 

1 
1.8%) 

1 
1.8%) 

2 
3.5%) 

1 
1.8%) 

1 
1.8%) 

0 
::> 
0 

O'
..n 
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INVESTIGATOR I SANTOSHAM, KATHURAH 
ST\JDY 000414 
VACCINE I HIB CONJUGATE 
LOT M.ttBER r CPZ98 
PATIENT CLASSr HEALTHY CHILDREN 
AGE RANGE l-11 NDS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE I HIB CON.QaTE I ~ER OF VACCINEES I 57 VACCINEES) - INJECTION: l I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NJttBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPUINTS I O I l I Z I 3 I 4 I 5 I I COMPLAINTS ............................................................................................... -- ......... . 
UPPER RESPIRATORY INFECTION, NOS Z Z Z Z S 4 7 

3 • .51.) 3.7%) 3.8%) 3.6%) 9,li:) 7,Si:) 1Z.3i:) 

SKIN I SKIN APPENDAGE 6 z z l z z 7 
10.s:o 3.7%) 3.a:o 1.8%) 3.6%) 3.8%) 12.3%) 

ATOPIC DERMATITIS 5 2 l l l l 5 
8.8%) 3. 7X) 1.9%) 1.8%) 1.8%) 1.9%) 8.8%) 

HILIARIA RLBRA 0 0 l 0 0 0 l 
0.0%) 0.0%) 1.9%) 0.0%) 0.0%) 0.0%) 1.8%) 

RASH l 0 2 l 2 2 4 
1.8%) 0.0%) 3.8%) 1.8%) 3.6%) 3.8%) I 7.0%) 

SKIN TEXTURE CHANGES 0 0 0 l 0 0 1 
0.0%) 0.0%) 0.0%) 1.8%) 0.0%) 0.0%) 1.8%) 

SPECIAL SENSES 2 2 3 4 4 3 7 
3.5%) 3. 7%) s. 7%) 7.3%) 7.3%) s. 7%) 12.3%) 

OTALGIA 0 0 0 0 l 0 l 
0.0%) 0.0%) 0.0%) 0.0%) 1.8%) 0.0%) I 1.8%) 

OTITIS HEDIA 2 2 3 4 3 3 6 
l 3.5%) c 3.7%) I c 5.7%) It 7.3%) I c s • .51.J c s.7%J I 10 • .51.) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES NITH CDHPLAINTS I 19 I 19 I 14 I 14 I 16 I 12 I I 34 

I l 33.3%J I l 35.2%) I l 26.4%) I l 2s.S%J I l 29.1%J I l 22.6%J I I 59.6%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH NO CONPLAINTS I 38 I 35 I 39 I 41 I 39 I 41 I I 23 

I c 66.7XJ I l 64.8%J I c 73.6%J I c 74.5%J I l 70.9%J I c 77.4%1 I I l 40.4l.J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 57 I 54 I 53 I 55 I 55 I 53 I I 57 

I I I I I I I I 
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INVESTIGATOR: SANTOSHAH, HATHURAM 
STUDY 1 000414 
VACCINE I HIB CONJUGATE 
LOT tueER l CP298 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 1-11 NDS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I l'Ut3ER OF YACCINEES I 57 YACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I t-lJt'BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I I COHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l••••••••-I 

VACCINEES NITH NO DATA I O I 3 I 4 I 2 I 2 I 4 I I o I 
I I I I I I I I I 
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INVESTIGATOR SANTOSHAH, ttATHURAH 
STUDY 000414 
VACCINE : HIB CONJUGATE 
LOT l'IKER I CP298 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 KIS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE: HIB CONJU6ATE I lll.teER OF VACCINEES I 43 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUHBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS 
·································•·l••····•--1-•--ltHHHHHHHHt•l•tHUHHt•--l••·······•l-il·iHtiHtltHHHHHHHfiHtliHHHHflHtM-
LOCAL REACTIONS I 2 I 11 I 10 I 11 I 11 I 10 I I 20 

11 4.8%) I I 28.9.iO I I 25.6%) I I 27.5%)·1 I 27.5%) I I 28.6%) I I 47.6%) 
----------------------------------- ---------- ---------- ----------1---------- ---------- ---------- ----------ERYTHEttA, INJ. SITE l<=l IN.) 1 6 4 I 2 0 0 7 

2.4%) 15.8%) I 10.3%) I I 5.0.iO I 0.0.iO 0.0%) 16. 7% l 
I 

INDURATION, INJECTION SITE O 4 7 I 10 10 10 15 

INFECTION, INJECTION SITE 

KNOT, DPT INJECTION SITE 

PAIN/SORENESS, INJ. SITE 

SHELLING, INJ. SITE I >l INCH) 

O . O.iO 10 • 5% ) 17. 9.iO . I 25. 0% ) l 25. 0% ) l 28. 6% ) 35. 7% ) 

0 1 0 
0.0%) 2.6%) 0.0%) 

1 1 1 
2.4%) 2.6%) 2.6% J 

0 4 1 
0.0%) 10.5%) 2.6.iO 

0 0 1 
0,0.iO 0.0%) 2.6%) 

0 0 
0.0%) 0.0%) 

1 1 
2.5%) 2.5%) 

1 1 
2.5%) I 2.5%) 

0 0 
0.0%) 0.0%) 

0 
0.0%) 

1 
2.9%) 

0 
0.0%) 

0 
0.0%) 

1 
2.4%) 

1 
2.4%) 

4 
I 9.5%) 

1 
2.4%) 

SHELLING, INJ. SITE (<•l IN.) 1 5 5 3 3 1 6 
I I 2.4%) ( 13.2%) I 12.8%) I 7.5%) I 7.5%) I I 2.9%) 14.3%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I 16 I 13 I 13 I 9 I 9 I 6 I I 25 

I 1 38.1%> I 1 34.2%> I 1 33.3%> I I zz.5%> I I ZZ,5.iO I I 11.1%1 I I 59.5%) 

I 
BODY AS A NK>LE/SITE ~EC. 2 4 1 0 0 0 I 4 

4.8%) 10.5%) 2.6%) 0.0%) 0.0%) 0.0%) I 9.5%) 
I 

INJECTION SITE PAIN 0 1 0 0 0 0 I 1 
0.0%) 2,6.iO 0.0%) 0.0%) 0.0%) 0.0%) I I 2.41. J 

0 
0 
-0 .... 
rv 
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IIWESTIGATOR SANTOSHAN, HATHURAH 
STUDY 000414 
VACCINE HIB CONJUGATE 
LOT t&.teER I CPZ98 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS, 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE: HIB CON.U;ATE 

CLINICAL COHPUINTS 

I tal'ISER Of VACCINEES I 43 VACCINEES) - INJECTION: z I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NJMBER 

l----------------------------------------------------------------------------1 HITH 
I 0 I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS ................................... ----

········- ---- ········- •••••••••• .......... ----- •--*--HARN TO TOUCH z 4 1 0 0 0 4 
4.8%) ( 10.5%) Z.6%) 0.0%) 0.0%) 0.0%) 9.5%) 

CARDIOVASCULAR SYSTEH 0 0 0 0 1 1 1 
O.OXJ O.OXJ O.OXl O.OX) Z.SX) Z.9Xl 2.4Xl 

RIGHT AXIS DEVIATION 0 0 0 0 1 1 1 
0.0%) 0.0%) 0.0%) 0.0%) Z.5%) Z.9Xl 2.4Xl 

DIGESTIVE SYSTEH 1 4 2 3 z z 5 
Z,4%J 10.5%) 5.1%) 7.5%) 5.o:o 5. 7%) 11.9%) 

DIARRHEA 1 4 z 3 2 z 5 
Z,4%) 10.5%) 5.1%) 7.5%) 5.0%) 5. Tl. l 11.9%) 

NERVOUS SYSTEH & PSYCHIATRIC 5 5 4 z 1 0 10 
11.9%) 13.2%) 10.3%) 5.0%) Z.5%) 0.0%) Z3.8%) 

IRRITABILITY 5 5 4 z 1 0 10 
11.9%) 13.Z%) 10.3%) 5.0%) Z.SX) 0.0%) Z3.8% l 

RESPIRATORY SYSTEH s 3 z 4 5 4 9 
11.9'0 7.9%) 5.1%) 10.0%) lZ.5%) 11.4%) Zl.4%) 

COUGH 4 1 1 z 3 z 6 
9.5%) Z.6%) Z.6%) 5.0%) 7.5%) 5. 71. l 14.3%) 

UR DISORDERS 0 0 0 1 0 0 1 
0.0%) 0.0%) 0.0%) Z.51.) 0.0%) 0.0%) Z.4%1 

NASAL CONGESTION 0 0 0 1 1 1 1 
0.0%) 0.0%) 0.0%) Z.5%) Z.5%J Z.9%) Z.4%) 

NASAL DISCHARGE 3 1 0 0 1 0 4 
7.1%) Z .6% J 0.0%) 0.0%) Z.5%) 0.0%) 9.5%) 

::> 
0 
0 
..... 
'.N 
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT Nl.1-eER 1 

PATIENT CLASS: 
AGE RANGE 

SANTOSHAN, HATHURAN 
000414 
HIB CONJUGATE 
CP298 
HEALTHY CHILDREN 
1-11 ttOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL CDHPLAINTS 

I NJ-ISER OF VACCINEES I 43 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 

l----------------------------------------------------------------------------1 HITH 
I O I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS ................................... ----- •••••••••• •••••••••• ltltltltKKltJIIHt ------ .......... ----- -·--PNEl.tDilA 0 1 1 1 0 0 1 

0. ox) 2.6i0 2. 6X) 2.5X) 0 .ox) 0.0%) 2.4%) 

UPPER RESPIRATORY INFECTION, NOS 0 0 0 1 1 2 2 
o. ox) 0.0%) 0. ox) 2.5%) 2.5X) 5.7%) 4.8%) 

NHEEZltG 0 0 0 1 1 0 1 
o.o;o o.o:o 0 . ox) 2.5X) 2 .5%) O.OX) 2.4%) 

SKIN & SKIN APPENDAGE 8 5 5 4 3 2 9 
19.0X) 13.2%) 12.8%) 10. ox) 1.s;o 5. 7Xl 21.4X) 

ATOPIC DERHATITIS 5 4 2 1 0 0 5 
11.9%) 10.5%) 5.1%) 2.5%) 0.0%) 0.0%) 11.9%) 

CANDIDIASIS 0 0 0 1 1 1 1 
0 .ox) 0. ox) 0.0%) 2.SX) 2.5%) 2.9%) 2.4%) 

RASH 4 3 3 1 1 1 5 
9.5%) 7.9%) 7. 7%) 2.s:o 2.5%) 2. 9.%) 11.9X) 

SKIN TEXTURE CHAtGES 0 0 1 1 1 0 1 
0.0%) 0.0%) 2. 6%) 2.5%) 2.5%) 0.0%) 2.4:0 

URTICARIA 0 1 1 0 0 0 1 
O.OX) 2.6%) 2.6%) O.OX) 0.0%) 0.0%) 2.4%) 

SPECIAL SENSES 1 2 3 2 2 1 4 
2.4%) 5.3%) 7. 7%) 5.0%) 5.0%) 2.9%) 9 .5%) 

OTALGIA 0 0 1 0 0 0 1 
o.o,o 0.0%) 2.6%) 0. 0.%) 0.0%) 0. 0.%) 2.4%) 

OTITIS HEDIA 1 2 2 2 2 1 3 
2.4%) 5.3%) 5.1%) 5.0%) 5.0%) 2.9%) 7 .1.%) 

0 
:::, 
-0 
--.I 
c 
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INVESTIGATOR SANTOSHAH, HATHURAH 
STUDY 000414 
VACCINE HIB CON.AJGATE 
LOT tueER I CP298 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RAtR I 1-11 tlOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------·--------------------------------------------------------------------------------------------------VACCINE: HIB CON.AJGATE I tueER OF VACCINEES I 43 VACCINEESJ - INJECTION: Z I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I N.1-SER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I !COMPLAINTS 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------ljHHHtiHi*-I 
VACCINEES NITH COHPLAINTS I 17 I 19 I Z1 I 19 I 19 I 15 I I 34 I 

I c 40.5%1 I I so.ox1 I 1 53.8%1 I 1 47.5%1 I c 47.5%> I c 4Z.9i0 I I c 81.0;0 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 

VACCINEES NITH ND COHPLAINTS I ZS I 19 I 18 I Z1 I Z1 I ZO I I 8 I 
I I 59.5%1 I I 50.0%) I I 46.ZXJ I I 5Z.5%J I I SZ.5%1 I t 57.1%1 I I I 19.0%1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 4Z I 38 I 39 I 40 I 40 I 35 I I 4Z I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH ND DATA I 1 I 5 I 4 I 3 I 3 I 8 I I 1 

I I I I I I I I 
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INVESTIGATOR: SANTOSHAH, HATHURAH 
STUDY : 000414 
VACCINE : NIB CONJUGATE 
LOT NJ"BER CPZ98 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 12-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE: HIB CONJUGATE I N.t18ER OF VACCINEES I 27 VACCINEES) - INJECTION: l I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUHBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPUINTS I 0 I l I 2 I 3 I 4 I S I !COMPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••-1-•-l•••••••-1---•--l••••••••••I-••••••• 1ttt******** 
LOCAL REACTil:IG I 2 I 4 I 6 I 7 I 3 I 2 I 9 

I I e. 0% > I 1 16 • 0% 1 I I 2 7. 3% 1 I 1 33 • 3% 1 I 1 13 • 6% 1 I I 9. s% 1 I 36. 0% 1 

----------------------------------- ---------- ---------- ---------- ---------- ---------- ---------- ----------ERYTHEHA, INJ. SITE l<=l IN.I l 3 3 l 0 0 S 

INDURATION, INJECTION SITE 
I 

INFUtl1ATION, INJ. SITE 

PAIN/SORENESS, INJ. SITE 

4.o:o I 12.0%) 13.6%) 4.8%) o.o:o I o.o:o I 20.0%) 

0 l 3 s 
0.0%) 4.0%) 13.6%) 23.8%) 

0 0 l l 
0. 0%) 0.0%) 4.5%) 4.8%) 

2 0 l l 
8.0%) 0.0%) 4.5%) 4.8%) 

3 
13.6%) 

l 
4.5%) 

0 
0.0%) 

' 

2 
9.5%) 

0 
o.o:o 

0 
0.0%) 

s 
20.0%) 

l 
1 4.o:o 

3 
12.0%) 

SHELLING, INJ. SITE l<=l IN.> l 2 4 S I 0 l 6 
I 4.0%) I a.o:o I 18.2%) I 23.8%) I I 0.0%) I 4.8%) I 24.0%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEMIC I 6 I 7 I 6 I 7 I s I 6 I I 11 

I I 24.0iO I I 28.0%1 I I 27.3%> I I 33.3%1 I I 22.7%> I I 28.6%> I I I 44.0%> 

BODY AS A NHOLE/SITE ~PEC. 3 l l 2 l l l 
4.0%) 4.0%) 9.1%) 4.8%) 4.5,O 4.8%) 12. 0.%) 

FATIGUE 2 l 0 0 l 0 0 
4.0%) 0.0%) 0.0%) 4.8%) I o.o:o I 0.0.% l I 8.0%1 

HARN TO TOUCH 2 0 l 2 l l l 
0.0%) 4.0%) 9.1%) 4.8%) 4.5%) 4.8%) 8.0%) 

DIGESTIVE SYSTEN 4 2 l l 3 l l 
8.0%) 4.0%) 4.5%) 14.3iO 4.5%) I 4.8%) I 16.0%) 
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INVESTIGATOR: SANTOSHAH, HATHURAH 
STUDY : 000414 
VACCINE : HIB CONJUGATE 
LOT N.l'BER : CPZ98 
PATIENT CLASS& HEALTHY CHILDREN 
AGE RANGE lZ-71 HDS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------~-----------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

CLINICAL COHPLAINTS 

I N.l'BER OF VACCINEES C Z7 VACCINEESJ - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tutBER 
1----------------------------------------------------------------------------I HITH 
I 0 I l I Z I 3 I 4 I 5 I ICOHPLAINTS 

................................................................. ·······-- --- ·······-- .......... ·--··-
DIARRHEA Z l 0 3 1 1 4 

WNITitG 

ttJSCULOSKELETAL SYSTEH 

~LE CRAHPS 

NERVQUS SYSTEH & PSYCHIATRIC 

IRRITABILITY 

RESPIRATORY SYSTEH 

COUGH 

UPPER RESPIRATORY INFECTION, NOS 

SKIN & SKIN APPENDAGE 

ATOPIC DERHATITIS 

RASH 

8.0% J 4.0.iO 0.0% J 14.3% J 4.5% J 4,V.J 16.0% J 

0 
0 .0% J 

0 
o. 0% J 

0 
o. 0% J 

0 
o. 0% J 

0 
0.0%) 

3 
lZ,0% J 

l 
ft. 0% J 

z 
8.0%) 

z 
8.0%) 

0 
0.0% J 

l 
4.0%) 

l 
4,0%) 

l 
4.0% J 

1 
4. 0%) 

l 
4.0%) 

1 
4,0%) 

0 
0.0%) 

1 
. 4.0%) 

z 
8.0% J 

0 
0.0%) 

l 
4. 0% J 

1 
4.5%) 

0 
o. 0% J 

0 
0. 0% J 

3 
13.6%) 

3 
13.6% J 

1 
4.5%) 

0 
o.o:o 

1 
4,5.%) 

z 
9.1% J 

0 
0.0% J 

l 
4.5%) 

0 
o . OXJ 

0 
0.0% J 

0 
0.0%) 

1 
4.V.) 

1 
4.V.) 

l 
4.V.) 

0 
0.0% J 

1 
4.V.) 

z 
9,5;0 

0 
0.0% J 

l 
4.V.J 

0 
o.o:o 

0 
0 .0% J 

0 
0. 0% I 

z 
9.1%) 

z 
9.1% I 

1 
4.5%) 

0 
o. 0% J 

l 
4.5%) 

l 
4.5%) 

0 
o.o:o 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

z 
9.5%) 

z 
9.5%) 

1 
4.V.) 

0 
o.o:o 

1 
4.V.) 

z 
9.5% J 

1 
4.V.I 

0 
0.0%) 

z 
8.0%) 

1 
4.0%) 

l 
4,0;0 

3 
1Z.0%J 

3 
lZ.0% I 

3 
1Z.0%J 

l 
4.0%) 

z 
8.0%) 

3 
lZ.0%) 

1 
4.0%) 

1 
4.0%) 



HFLUi'Z3546030/07/12/88/PAGE 176 

INVESTIGATOR SANTOSHAH, 11ATHUIW1 
STUDY 1 000414 
VACCINE I HIB CONJUGATE 
LOT N.ttBER I CPZ98 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE lZ-71 tm. 

TABLE 6 (cont.) 
. CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I tu1BER Of VACCINEES C 27 VACCINEESJ - INJECTION: l I 
t----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I N.t!BER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 

tHHH1••····························· ...................................................................... ---· 
SCABIES l l l l l l 1 

4.0%) 4.0%) 4.5?.) 4.8%) 4.5?.) 4.8%) 4.0%) 

SPECIAL SENSES 3 2 2 
12.0%' J 8.0%' J 9.1%) 

CONJlNCTIYITIS l l 0 
4.0%) 4.0%) 0.0%) 

EAR FLUID 0 0 l 
0.0%) 0.0%) 4.5?.) 

2 2 
( 9.5%) 9.1%) 

0 1 
I 0.0%) 4.5?.) 

l 0 
4.8%) 0.0%) 

3 
14.3%) 

l 
4.8%) 

0 
0.0iO 

5 
20.0%) 

1 
I 4.0%) 

l 
4.0%) 

OTITIS MEDIA 2 l l 1 1 2 3 
l 8.0%1 I l 4.0%) I l 4.5?.J I l 4.8%1 I l 4.5?.J I I 9 . 5%1 I 12.0%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES NITH COHPUINTS I 6 I 10 I 10 I 11 I 8 I 7 I I 15 

I l 24.0%1 I I 40.0%1 I l 45.5%'1 I I 52.4%'1 I I 36.4%'1 I I 33.3%'1 I I 60.0%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES NITH NO CCltPLAINTS I 19 I 15 I 12 I 10 I 14 I 14 I I 10 

It 76.0%1 I c 60.0%1 I c 54.5%1 I 1 47.6%1 I c 63.6%1 If 66.7%1 I If 40.0%1 

-----------------------------------1----------t----------l----------t----------l----------l----------l----------l 
TOTAL VACCINEES REPORTING I 25 I 25 I 22 I 21 I 22 I Zl I I ZS 

I I I I I I I I 

-----------------------------------t----------1----------1----------1----------I----------I----------I----------I 
VACCINEES NITH NO DATA I 2 I 2 I 5 I 6 I 5 I 6 I I 2 

I I I I I I I I 
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ltNESTIGATOR SANTOSHAN, HATHURAN 
ST\JOV 000414 
VACCINE I HIB CONJUGATE 
LOT tlJtBER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HDS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE: HIB CCJNJUGATE I tu18ER OF VACCINEES I 17 VACCINEESJ - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I l'U'eER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPUINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 

·································••l••······••l••······•·l••······••IIHHHHHliHHHtl••······••l•iHHHUHHHf•I••········ ---· 
LOCAL REACTIONS I 3 I 1 I 3 I 1 I O I o I 5 

I I 18. 8% I I I 6 . 7% I I I 18. 8% I I I 6 . 3% I I I O • 0% J I I o • 0% I I 31. 3% J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
ERYTHEHA, INJ. SITE l<=l IN,J I 1 I 1 I 1 I O I o I o I 2 

I 6.3%J I 6.7%1 I 6.3%J I 1 0.0%1 I o.o%J I 1 0.0%1 I 1 12.5%1 
I I I I I I I 

PAIN/SORENESS, INJ. SITE I 2 I o I 1 I o I o I o I 2 
I t 12.s%1 I o.o%J I 6.3%1 I o.o%J I 0.0%1 I 0.0%1 I 12.5%1 
I I I I I I I 

SHELLING, INJ. SITE f <=l IN. I I o I 1 I 1 I 1 I o I o I 3 
If 0 . 0%1 If 6.7%1 It 6.3%J I 1 6.3%J It o.o%J I l 0.0%1 I 18.8%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
SYSTEHIC I 13 I 9 I 6 I 2 I 5 I 2 I 14 

I f 81.3%1 I t 60.0%1 I I 37.S%J I I 1Z.5%J I I 31.3%1 I I 12.s%J I 87.5%1 

BODY AS A HHOLE/SITE I.NSPEC, 3 1 1 0 0 0 3 
18.8%) 6. T.1.1 6.3%) 0.0%) 0.0%) 0.0%) 18.8%) 

FATIGUE 2 0 0 0 0 0 2 
12.5%) 0.0%) 0.0%) 0.0%) 0.0%) ( 0.0%) ( 12.5%) 

HARN TO TOUCH 1 1 1 0 0 0 2 
6.3%) 6. 7%) 6.3.iO 0.0%) O. O.iO 0.0%) 12.5%) 

DIGESTIVE SYSTEH 5 3 z 0 0 0 6 
31.3%) 20.0%) 12.5%) 0.0%) 0.0%) 0.0%) 37 .5% I 

DIARRHEA 4 3 2 0 0 0 5 
25.0%) 20.0% J 12.5%) 0.0%) O.O.iO 0.0%) 31.3%) 

VOttlTING 1 0 0 0 0 0 l 
6.3%) 0.0%) 0.0%) 0.0%) ( o.o;o 0.0%) I 6.3%) 

:::, 
0 
4 
....... 
4 
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INVESTIGATOR: SANTOSHAH, HATHURAH 
STUOY 000414 
VACCINE HIB CONJUGATE 
LOT tf..tBER : CP749 
PATIENT CLASS: HEALTlfY CHILDREN 
AGE RANGE : 1-11 HOS. 

TABLE 6 (cont.) 
CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

CLINICAL COHPLAINTS 

I tf..tBER OF VACCINEES l 17 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NU1BER 

1----------------------------------------------------------------------------I HITH 
I 0 I 1 I 2 I 3 I 4 I 5 I I COMPLAINTS ·······-- .................... ********** K KN KN KKK K K llttHffHtQNilit tliHHt._ *tHHHHHUHHi 

NERVOUS SYSTEH & PSYCHIATRIC 5 2 2 0 1 0 7 
31.3%) 13.3%) 12.5%) 0.0l) 6.3;1,) 0.0;1,) 43.SX> 

CRYING 0 0 1 0 0 0 1 
0.0%) 0.0%) 6.3%) 0.0%) 0.0%) 0.0%) 6.3%) 

IRRITABILITY 5 2 1 0 0 0 6 
31.3%) 13.3%) 6.3%) 0.0%) 0.0%) 0.0%) 37.5%) 

PROLONGED CRYING, >1/2 HR 0 0 1 0 1 0 1 
0.0%) 0.0%) . 6.3%) 0.0%) 6.3%) 0.0%) 6.3%) 

RESPIRATORY SYSTEH 1 1 0 0 1 0 2 
6.3%) 6. 7%) 0.0%) 0.0%) 6.3%) 0.0%) I 12 .51.) 

NASAL CONGESTION 1 1 0 0 0 0 1 
6.3%) 6. 7%) 0.0%) 0.0%) 0.0%) 0.0%) 6.3%) 

NASAL DISCHARGE 0 0 0 0 1 0 1 
( 0.0%) ( 0.0%) 0.0%) I 0.0%) I 6.3%) ( 0.0%) 6.3%) 

SKIN I SKIN APPENDAGE 1 2 1 1 2 1 2 
6.3%) 13.3%) 6.3%) 6.3%) 12 .51. I 6.3%) 12.5.iO 

ATOPIC DERHATITIS 0 1 0 0 1 0 1 
0.0%) 6. 7%) 0,0%) 0.0%) 6.3%) 0.0%) 6.3%) 

RASH 1 1 1 1 1 1 1 
6.3%) I 6. 7%) 6.3%) 6.3%) 6.3%) 6.3%) 6.3%) 

SPECIAL SENSES 2 2 1 1 1 1 2 
12.5%) 13.3%) 6.3%) 6.3%) 6.3%) 6.3%) 12.5%) 

EYE DISCHARGE 2 2 1 1 1 1 2 
12.5%) 13.3%) 6.3%) 6.3%) 6.3%) 6.3%) ( 12.5%) 

0 
0 
.() 
~ 
0 
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INVESTIGATOR SANTOSHAH, f'.IATHURAH 
STUDY 1 000414 
VACCINE : HIB CONJUGATE 
LOT t&.tBER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 1-11 l1DS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE: HIB CONJU6ATE I tueER OF VACCINEES I 17 VACCINEESJ - INJECTION: 1 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICottPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------l*iHHHHOHE-1 

VACCINEES NITH COHPUINTS I 13 I . 9 I 6 I 3 I 5 I 2 I I 14 I 
I 1 81.3%1 I 1 60.0%1 I 1 37.5%> I 1 18.8%> I 1 31.3%1 I 1 12.s%1 I I 87.5%> I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
VACCINEES NITH NO CDHPLAINTS I 3 I 6 I 10 I 13 I 11 I 14 I I 2 I 

I I 18.8%1 I I 40.0%) I t 62.5%1 I 1 81.3%1 I I 68.8%1 I t 87.SlO I I I 12.5%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 16 I 15 I 16 I 16 I 16 I 16 I I 16 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH NO DATA I 1 I 2 I 1 I 1 I 1 I 1 I I 1 

I I I I I I I I 
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INVESTIGATOR SANTOSHAH, HATHURAH 
sruoy , 000414 
VACCINE HIB CONJUGATE 
LOT NMBER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 12-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE I HIB CONJUGATE I I018ER OF VACCINEES I 36 VACCINEES) - INJECTION: 1 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I taJMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I !COMPLAINTS 

·································••l••······••l••······••ltHttt•iHHHtiHll••······••l••······••l••····•-1-----,--·-LdcAL REACTIONS I 3 I 11 I 4 I 3 I 3 I 4 I I 16 
I I 8.6i0 I I 31.4%) I I lZ.1%> I I 8.8%) I I 9.1%) I I lZ.1%) I I I 45.7%) 

----------------------------------- ----------1---------- __________ , __________ ----------1---------- ----------
ERYTHEHA, INJ. SITE l<=l IN.) O I 8 Z I 1 1 I 1 9 

o. o;.,: > I n. 9;0 1 , • v. > I z • 9% > 3 • o;.,: , I 3 • o;.,: , zs. n , 
I I I 

IN>URATION, INJECTION SITE O I 4 3 I 3 3 I 3 5 
0.0%) I I 11.4%) 9.1%) I 8.8%) 9.UO I I 9.1%) 14.3%) 

I I . I 
PAIN/SORENESS, INJ, SITE 3 I 1 o I o o I o 4 

8.6%> I 2.9%> 0.0%> I 0.0%> o.o%l I 0.0%> 11.4%> 
I I I 

SHELLING, INJ, SITE l<=l IN.) O I Z Z I 1 l I 1 4 
I 0.0%) I I 5.7%) I 6.1%) I I Z.9%) I 3.0%) I I 3.0%) 11.41.J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
SYSTEKIC I 18 I 17 I 15 I 16 I 16 I 11 I 29 

I I 51.4%) I I 48.6%) I I 45.51.l I I 47.1%) I I 48.5%) I I 33.3%) I 82.9,0 

BODY AS A toltOLE/SITE U-CSPEC. 1 0 1 0 l 0 3 
2.9%) 0.0%) 3.0iO 0.01.) 3. 01.) 0.0%) 8.6%) 

FATIGUE 1 0 0 0 0 0 1 
2.9%) 0.0%) 0,0%) 0.0%) 0.0%) 0.0%) 2.9%) 

FEYER 0 0 1 0 0 0 1 
0.0%) O.OiO 3.0%) 0.0%) 0.0%) 0.0%) 2.9%) 

MARN TO TOUCH 0 0 0 0 1 0 1 
0.0%) 0.0%) 0.0%) 0.0%) 3.0%) 0.0%) 2.9%) 

CARDIOVASCULAR SYSTEN 0 0 0 0 1 1 1 
0.0%) 0.0%) 0.0%) 0.0.%) 3.0.%) 3.0%) 2.9%) 
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INVESTIGATOR SANTOSHAH. HATHURAH 
STlJDY 000414 
VACCINE I HIB CONJUGATE 
LOT NJtBER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE z lZ-71 NOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE z HIB CONJUGATE I t-U'BER OF VACCINEES ( 36 VACCINEESJ - INJECTION: 1 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NUMBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I S I ICOHPLAINTS 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••I•••••••••••••••••••••••••••-- ••••••••••I•••••••--•--••--
RIGHT AXIS DEVIATION O O I O O 1 1 1 

0.0%1 0.0%1 I 0.0%1 0.0%1 3.0%1 3.0%1 z.9%1 
I 

DIGESTIVE SYSTEH Z Z I 3 Z 
s. 7% J s. 7% J I 9. uo s. 9% J 

I 
DIARRHEA o 1 I 1 Z 

INFECTIOUS &ASTROENTERITIS 

NAUSEA 

TEETHING 

\IOHITING 

NERVOUS SYSTEH & PSYCHIATRIC 

IRRITABILITY 

PROLONGED CRYING• >l/Z HR 

RESPIRATORY SYSTEH 

C<H10N COLD 

0.0%) Z.9%) 3.0%) 5.9%) 

0 
0.0%) 

1 
2.9%) 

1 
Z.9%) 

0 
0.0%) 

3 
8.6%) 

2 
s. 7%) 

2 
s. 7% J 

12 
34.3%) 

1 
2.9%) 

0 
0.0%) 

0 
0.0%) 

1 
2.9%) 

0 
0 .0% J 

z 
s. 7%) 

z 
s. 7%) 

0 
0.0%) 

10 
28.6%) 

1 
2.9%) 

1 0 
3.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

1 0 
3.0%) 0.0%) 

z 0 
6.1%) 0.0%) 

1 0 
3.0%) 0.0%) 

1 0 
3.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

9 9 
27.3%) 26.5%) 

0 0 
0 . 0%) 0.0%) 

3 1 9 
9.1%) 3.0%) 25.7%) 

2 1 5 
6.1%) 3.0%) 14.3%) 

0 0 1 
0.0%) 0.0%) 2.9%) 

0 0 1 
0.0%) 0.0%) 2.9%) 

1 0 2 
3.0%) 0.0%) 5.7%) 

0 0 2 
0.0%) 0.0%) 5. T/. J 

3 0 7 
9.1%) 0.0%) 20.0%) 

3 0 6 
9.1%) 0.0%) 17.1%) 

0 0 z 
0.0%) 0.0%) 5.7%) 

7 6 15 
21.2%) 18.2%) 42.9.iO 

0 0 1 
0.0%) 0.0%) 2.9%) 

.:) 

0 
·.O 
JI 

"' 
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ItNESTIGATOR SANTOSHAN, tlATHURAH 
ST\JOY 1 000414 
VACCINE HI8 CONJUGATE 
LOT tl.tlBER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

TABLE 6 (cont.) 
CLINICAL CotlPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE: HI8 CONJUGATE I taJtSER OF YACCINEES I 36 YACCINEES) - INJECTION: l I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t-Ll'BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I ICOHPLAINTS 

••••••••••••••••••••••••••••••••••• •••••••••• •••••••••• •••••••••• •••••••••• ••••••••-._..__..••••••••••I---••• 
COUGH 4 4 4 5 5 3 I 7 

11.4%) 11.4%) lZ.lX) 14.7%) 15.2%) 9.lX) l ZO.O%J 

LLN; DISORDERS 0 0 0 l 0 0 l 
0.0%) 0.0%) 0.0%) Z.9%) 0.0%) 0.0%) Z.9%) 

NASAL DISCHAR~ 7 6 6 4 3 3 9 
Z0.0%) 17 .1%) 18.ZXl 11.8%) 9.1%) 9.1%) 25.7%) 

SINJSITIS 1 1 1 1 l 0 1 
Z.9%) Z.9%) 3.0%) Z.9%) 3.0%) 0.0%) Z.9%) 

UPPER RESPIRATORY INFECTION, NOS z l l 0 0 l z 
5. 7%) 2.9%) 3.0%) 0.0%) 0.0%) 3.0%) 5. T/.1 

tltEEZING l 0 0 1 0 0 z 
Z.9%) 0.0%) 0.0%) Z.9%J 0.0%) 0.0%) 5. 7%) 

SKIN & SKIN APPENDAGE 6 8 6 6 4 4 10 
17.lX) ZZ.9%) 18.2%) 17 .6X J lZ.ll) lZ.llJ Z8.6l) 

ATOPIC DERtlATITIS 5 6 4 4 3 3 7 
14.3%) 17 .1%) lZ.1%) 11.Bll 9.1%) 9.UO 20.0X J 

CHICKENPQ)( l l l l l 0 1 
Z.9%) Z.9%) 3.0%) Z.9%) 3.0%) 0.0%) Z.9l) 

DRY SKIN 1 l 1 1 1 1 l 
Z.9%) Z.9%) 3.0%) Z.9%) 3.0%) 3.0%) 2. 91.) 

ERYTHEtlATOUS Cotl>ITIONS 0 1 0 0 0 0 l 
0.0%) Z.9%J 0.0%) 0.0%) 0.0%) 0.0%) Z.9%) 

RASH 1 z z z l z 3 
Z.9%) 5.7%) 6.lXJ 5.9%) 3.0%) 6.lXJ 8.6%) 

::> 
-::> 
~ 
.JJ 
~ 
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INVESTIGATOR 
Sl\JDY 
VACCINE 
LOT NHSER 1 
PATIENT CLASS: 
AGE RANGE 

SANTOSHAH, NATltURAH 
000414 
HI8 CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

-------------------------·--------------------------------------------------------------------------------------------------VACCINE I HI8 CONJUGATE I tu-BER OF VACCINEES l 36 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL C1'.11PLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 

·································••I••········ .......... tHHHHHHHHHtl••········ -tHHHHHHtltHHHHHttHHUtltHHHHHHHHHt ·-··-
SPECIAL SENSES I O 2 2 I 1 O I 1 I 4 

I D. 0% > 5. 7% > 6. 1% > I 2 • 9% > o. 0% > I 3. o;o I 11. 4% > 
I I I I 

CONJlKTIVITIS I o O o I o o I 1 I 1 
I 0.0%> o.o:o 0.0%> I 0.0%> o.o:o I 3.o:o I z.9%> 
I I I I 

EYE DISCHARGE I O 1 1 I 1 O I O I 1 
I 0. 0% ) 2 • 9% ) 3. 01. ) I 2 • 9% I 0 • 0% ) I 0. 0% ) I 2 • 9% I 
I I I I 

OTITIS HEDIA I o 1 1 I o o I o I 2 
I l o. 0% > l 2. 9% > l 3. 0% > I I o. o:o I o. 0% > I I o. 0% > I 5. 7% > 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH COHPLAINTS I 18 I 24 I 19 I 19 I 17 I 14 I I 31 

I 1 51.4%> I I 68.6%> I 1 57.6%> I 1 55.9%> I 1 51.5%> I I 42.4%1 I I 88.6%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COtlPLAINTS I 17 I 11 I 14 I 15 I 16 I 19 I I 4 
I 1 48.6%> I l 31.4%> I 1 42.4%> I 1 44.1%> I 1 48.5%> I I 57.6%> I I 11,4%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 35 I 35 I 33 I 34 I 33 I 33 I I 35 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH NO DATA I 1 I 1 I 3 I Z I 3 I 3 I I 1 

I I I I I I I I 
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INVESTIGATOR SANTOSIWt, HATHURAH 
STUDY : 000414 
VACCINE HIB CONJUGATE 
LOT tl.tBER CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttoS. 

TABLE 7 
HAXItll1 TEMPERATURES 

----------------------------------------------------------------------------------------------------------------------------VACCINE : HIB CONJUGATE I tl.tBER OF VACCINEES I 14 VACCINEESJ - INJECTION l I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NLt1BER 

HA>< TEHPERATURE l----------------------------------------------------------------------------1 HITH 
IDEG F, ORALJ I o I l I Z I 3 I 4 I S I I HAX TEMP 

·································••l••······••l--ltHHHHHHt--liHHHHHlflHHtJ•-----l••······••1--1••---1 < 99 I 14 I lZ I 10 I 10 I a I 11 I I 10 I 
I uoo.o:o I uoo.o;o I 90.9%J I 90.9i0 I 7Z. 7%J I 91. 7%J I I 71,4;0 I 
I I I I I I I I I 

99 - 99.9 I o I o I o I o I z I l I I z I 
I I o.0iO I 0.0%J I I o.o%J I I o.o%J I 18.Z%J I I 8.3i0 I I I 14.3%J I 
I I I I I I I I I 

100 - 100.9 I o I o I l I l I l I o I I 2 I 
I I o. o,O I I o. 0% J I I 9 . 1% l I I 9 .1% l I I 9 .1% J I I o. ol. J I I I 14. 3% J I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERATURE TAKEN I 14 I lZ I 11 I 11 I 11 I lZ I I 14 I 

I uoo. 0% J I I as. 7i0 I I 78. 6% J I I 78. 6% J I I 78. 6% J I I 85. 7% J I I 1100. 0% I I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERATlJRE NOT TAKEN I o I Z I 3 I 3 I 3 I Z I I 0 I 
I I o. 0% J I I 14 • 3% J I I Zl. 4% J I I Z1. 4% J I I Zl. 4% J I I 14. 3% J I I I o. o;o I 
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INVESTIGATOR: SANTOSHAH, MATHURAH 
STUDY : 000414 
VACCINE HIB CONJUGATE 
LOT Nl.t1BER I CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttDS. 

TABLE 7 (cont.) 

HAXIK.11 TEMPERATURES 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CON.JllaTE I NfflER OF VACCINEES I 11 VACCINEESJ - INJECTION Z I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tf.JMBER 

NA>< TEHPERAT\JRE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL ) I O I l I Z I 3 I 4 I 5 I I HAX TEMP 

••••••••••••••••••••••••••••••••••• , •••••••••• ········••ltHHHHHHHHI* ·······- ---•---1••········ .......... ·-----, 
< 99 I 7 3 I z 3 s I 6 1 I 

I 63.6%J 33.3%J I zs.o%J 33.3%J 6Z.5%J I 66.7%J 9.1%J I 
I I I I 

99 - 99. 9 I 4 6 I 6 6 z I z 9 I 
I 36.4%) 66.7%) I 75.0%) I 66.7%) 25.0%) I ZZ.Z%) I 81.8i0 I 
I I I I 

101 - 101. 9 I o o I o o 1 I o o I 
I o.o%J o.o%J I o.o%J o.o%J 1Z.5%J I o.o%J o.o%J I 
I I I I 

103 - 103. 9 I o o I o o o I l l I 
I I O • 0% J I O. 0% J I I O. 0% J I O • 0% J I O. 0% I I I 11 .1% I I 9. 1% I I 

-----------------------------------l----------l----------1----------I----------I----------I----------I----------I----------I 
TEttPERAT\JRE TAKEN I 11 I 9 I 8 I 9 I 8 I 9 I I 11 I 

I uoo.o%J I 1 81.8%l I c 7Z.7i0 I 1 81.8%l I I 7Z.7%J I I 81.8%1 I I 1100.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERAT\JRE NOT TAKEN I o I Z I 3 I Z I 3 I Z I I o I 
I 1 0.0%1 I 1 18.Z%1 I I Z7.3%1 I 1 18.ZiO I I z7.3%l I I 1s.z%J I I 1 0.0%1 I 
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INVESTIGATOR SANTOSHAH, HATHURAH 
STIJDY 000414 
VACCINE HI8 CONJUGATE 
LOT tlKER l CPZ41 
PATIENT CLASSl HEALTHY CHILDREN 
AGE RANGE l 12-71 ttDS. 

VACCINE l HI8 CONJUGATE 

KAX TEtFERATURE 
f DEG f, ORALJ 

TABLE 7 (cont.) 
KAXItlM TEMPERATURES 

I tU18ER OF VACCINE ES t 49 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tu1BER 

1----------------------------------------------------------------------------I HITH 
I o I 1 I z I 3 I 4 I s I I MAX TEHP ................................................................. ·----------- .......... ---- ......... . 

NORHAL O 1 1 O 1 1 0 
0.0%) 2.3%) Z,3%) 0,0%) 2.3%) 2.4%) 0.0%) 

< 99 26 24 34 38 35 29 10 
54.z:o 55.8%) 79.1%) ( 82.6%) ( 81.4i0 69.0%) 20.8%) 

99 - 99.9 zo 17 7 7 7 lZ 33 
41.T.I.> 39.5%) 16.3i0 15.2%) 16.3%) 28.6%) 68.8%) 

100 - 100.9 1 1 1 1 0 0 4 
2.1%) Z.3%> Z.3%> Z.Z%) 0.0%) 0. OY.) 8.3%) 

lOZ - lOZ.9 1 0 0 0 0 0 l 
l 2.1%> I l o.o%J l 0.0%> l 0.0%> l 0.0%) l 0.0%> l 2.1%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 48 I 43 I 43 I 46 I 43 I 42 I I 48 I 

I , 98.0%> I , 87.8%> I , 87.8%> I l 93,9;0 I l 87.8%> I l 85.7%1 I I , 98.0%1 I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I 1 I 6 I 6 I 3 I 6 I 7 I I l I 
I l z. 0% > I l 12. 2% > I 1 1Z. 2% > I 1 6 .1% > I l 1Z. 2% > I l 14. 3% > I I l 2. 0% J I 

0 
0 
-0 
-:II 
O> 
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INVESTIGATOR 
STUDY 

SANTOSHAH, HATHURAH 
000414 

TABLE 7 (cont.) 
HA><Itl.tt TEHPERATURES 

VACCINE 1 HIB CCN.AJGATE 
CP298 LOT tut3ER 

PATIENT CLASS1 
AGE RANGE 

HEALTHY CHILDREN 
1-11 ttDS. 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I t-lH3ER OF VACCINE ES ( 57 VACCINEES J - INJECTION l I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I Nl.11BER 

HAX TEHPERATURE l----------------------------------------------------------------------------1 HITH 
lDEG F, ORAL) I 0 I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

•···•••·····••··•••••··•···•·•···••1-tHHHH& •••••••••· NfHHHINtlKff tHHHHHtlHHHi •••••••Utt•••••••••• NNNKNKKKNN iHHHtKNitiHHt < 99 I 52 42 48 42 45 45 33 
I 91.2%J 82.4%1 96.0%1 84.0%1 84.9%1 86.SXJ 57.9%1 
I 

99 - 99.9 I 5 9 1 5 6 1 19 
I I 8.8%) 17.6%) 2.0%) 10.0:0 11.3%) 13.5%) l 33.3%) 
I 

100 - 100 • 9 I o o o 3 z o 4 
I o.o,o , 0.0:r.1 0.0:r.1 6.0%> 3.8%> 0.0:r.1 t 1.0:r., 
I 

101 - 101. 9 I 0 0 1 0 0 0 l 
I ( 0.0%) I 0.0%) l 2.0:0 l 0.0%) l 0.0%) ( 0.0%) I 1.8%) 

-----------------------------------1----------I--- ------l----·-----1----------1----------1----------I----------I----------
TEHPERATURE TAKEN I 57 I 51 I 50 I 50 I 53 I 5Z I I 57 

. I uoo.o,o I , 89.5%J I , 87.7%1 I , 87.7%J I , 93.0%J I r 91.2%) I I 1100.0:r.1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------
TEHPERATURE NOT TAKEN I o I 6 I 7 I 7 I 4 I 5 I I O 

I l o. 0% > I t 10. s:o I t 12. 3% J I t 1Z. 3% > I t 7. o:o I t 8. 8% > I I I o. 0% J 



HFLU/ZJ546070/07/12/88/PAGE 69 

INVESTIGATOR SANTOSHAN, ltATHURAtt 
STUDY 000414 
VACCINE I HIB CONJUGATE 
LOT tueER I CPZ98 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 7 (cont.) 

HAXIl'Ut TENPERAT\JRES 

----------------------------~-----------------------------------------------------------------------------------------------VACCINE I HIB CONJUQATE 

l1AX nt.-ERATURE 
I DEG F, ORAL ) 

••••••••••••••••••••••••••••••••••• 
NORHAL 

< 99 

99 - 99,9 

100 - 100,9 

I NKER Of VACCINEES I 43 VACCINEES) - INJECTION Z I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tUeER 

1----------------------------------------------------------------------------I HITH I o I 1 I Z I 3 I 4 I s I I HAX TEHP 
•••••••••• •••••••••• •••••••••• •••••••••• •••••••••• •••••••••• ll.11111111111111. IHHHOHtll_. 

0 0 0 1 1 1 0 
o.o:o 0.0%) 0.0%) Z,T.I.) Z,6%) 3.0%) o.o;o 

3S Z8 z, Z8 Z9 Z7 18 
83.3%) 73. 7%) I 7Z.2X) 75. 7%) 76.3%) 81.8%) 4Z.9%) 

6 7 9 7 8 4 19 
14.3%) 18.4%) ZS.0%) 18.9%) Zl.1%) lZ.1%) 4S.ZX) 

1 z 1 1 0 1 4 
Z.4%) 5.3%) Z.8%) z. 7%) 0.0%) 3.0%) I 9.5%) 

101 - 101,9 0 1 0 0 0 0 1 
I 0.0%) I Z,6%) I 0.0%) I 0.0%) I I 0.0%J I 0.0%) I I Z.4%l 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEt.-ERATURE TAKEN I 4Z I 38 I 36 I 37 I 38 I 33 I I 42 I 

I I 97.77.J I I 88.4%) I I 83.7%) I I 86.0,0 I I 88.47.J I I 76.7%) I I I 97.7%1 I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

nt.-ERATURE NOT TAKEN I 1 I S I 7 I 6 I S I 10 I I 1 I 
I I 2.3%) I I 11.6%) I I 16.3%) I I 14.0%) I I 11,6%) I I Z3.3Xl I I I Z.3%) I 

0 
0 
..Q 

-D 
0 
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INVESTIGATOR SANTOSHAH, HATHURAN 
ST\JDY 000414 
VACCINE : HI8 CONJUGATE 
LOT tf..tBER : CP298 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 12-71 HOS. 

VACCitE I HI8 CONJUGATE 

HA>< TEttPERAl\JRE 
IDEG F, ORAL) 

TABLE 7 (cont. ) 
HAXIl'Ui TEHPERAT\JRES 

I tf..tBER OF VACCINEES ( 27 VACCINEESJ - INJECTION l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NJHBER 
l----------------------------------------------------------------------------1 HITH I o I l I 2 I 3 I 4 I 5 I I HAX TEMP 

•········•••······•··•·····•·•····· •••••••••• •••••••••• NNNN•NNlfitit •••••••••• •••••••••• .IHHHHHHHHHt •••••••••• •••••••JHHt NORHAL O O O O O l 0 

< 99 

99 - 99.9 

100 - 100.9 

101 - 101.9 

0.0%) 0.0%) 0.0%) 0,0%) 0.0%) I 4.8%) 0.0%) 

22 20 16 
84.6%) 83.3%) 76.2%) I 

4 3 4 
15.4%) 12.5%) 19.0lO I 

0 0 l 
0.0%) 0.0%) 4.8%) 

0 l 0 
0.0%) 4, 2% J 0.0%) 

17 15 
81.0%) 75.0%) 

4 4 
19.0%) 20.0%) 

0 l 
0.0%) 5.0%) 

0 0 
0.0%) 0.0%) 

15 
71.4%) 

4 
19.0%) 

0 
0.0%) 

0 
0.0%) 

16 
61.5l0 

7 
26.9%) 

l 
3.s:o 

1 
3.8%) 

lOZ - lOZ.9 0 0 0 0 0 l 1 
I I o.o:o I o.o:o I 0.0%) I 0.0%) I 0.0%) I I 4.8%) I I 3.8%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEttPERAT\JRE TAKEN I Z6 I 24 I 21 I 21 I 20 I 21 I I 26 I 

I , 96.3%1 I , 88,9%1 I , 77.8%1 I , 77.8%> I t 74.liO I t 77.8%1 I I t 96.3%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEttPERATURE NOT TAKEN I l I 3 I 6 I 6 I 7 I 6 I I l I 
It 3.7%> I, 11.v.1 I l 22.2%1 It 22.2%1 It 25.9%1 It 22.v.1 I It 3,7%1 I 
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INVESTIGATOR I SANTOSHAH, HATHURAH 
STUDY : 000414 
VACCINE I HIB CONJUGATE 
LOT N.11BER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 1-11 HOS. 

TABLE 7 (cont.) 
HA><ItU1 TEMPERATURES 

-------------------------~--------------------------------------------------------------------------------------------------
VACCINE l HIB CONJUGATE I t-UeER OF VACCINEES ( 17 VACCINEESI - INJECTION 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I MJ1BER 

HA>< TEtlPERATVRE l----------------------------------------------------------------------------1 HITH 
( DE& F, ORAL I I O I 1 I 2 I 3 I 4 I 5 I I HA>< TEHP 

•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l-----1•---•••I 
NDRHAL I o I o I 1 I 1 I 1 I o I I o I 

I 0.0%1 I 0.0%1 I 7.UO I 7,7%1 I 1.1%1 I 0.0%1 I I 0.0%1 I 
I I I I I I I I I 

< 99 I 14 I 9 I 13 I 1z I 13 I 13 I I 10 I 
I 87.5%1 I 69.2%1 I 92.9%1 I 92 . 3%1 I 92.9%1 I 92.9%1 I I 62.5%1 I 
I I I I I I I I I 

99 - 99.9 I 2 I 4 I o I o I o I 1 I I 6 I 
I , 12.5%1 I t 30.8%1 I t 0.0%1 I , 0.0%1 I t 0.0%1 I t 7.1%1 I I I 37.5%1 I 

-----------------------------------1--- ------l----------l----------l----------1----------1----------1----------I----------I 
TEHPERATURE TAKEN I 16 I 13 I 14 I 13 I 14 I 14 I I 16 I 

I , 94. 1% I I I 76. 5% I I , 82. 4% I I , 76 . 5% I I , 82. 4% J I I 82. 4% I I I I 94 .1% J I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERAT\JRE NOT TAKEN I 1 I 4 I 3 I 4 I 3 I 3 I I 1 I 
I , 5. 9% 1 I , 23. 5% 1 I , 11. 6i0 I , 23. 5% 1 I , 11. 6% J I , 11. 6% 1 I I , s. 9% 1 I 
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INVESTIGATOR 1 
STUDY 
VACCINE 
LOT N.tBER 1 
PATIENT CLASS: 
AGE RAIGE 

SANTOSHAM, tlATHURAH 
000414 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
lZ-71 ltDS. 

TABLE 7 (cont.) 
HAXltU1 TEMPERATURES 

VACCINE s HIB CONJUGATE I NRER OF VACCINEES f 36 VACCINEESJ - INJECTION l I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tueER 

HAX TEHPERAT\JRE 1----------------------------------------------------------------------------I HITH 
fDEQ F, ORALI I o I l I Z I 3 I 4 I 5 I I HAX TEMP 

........................................................................... ········••l••······IHI .......... --
< 99 Z8 ZS Z4 Z7 Z8 I ZS 16 

80.0%1 73.5%J 8Z.8%J 81.V.J 90.3iD I 78.1%) 45.7%1 
I 

99 - 99.9 7 7 z , 3 I , 13 
I zo.o;o · Z0.6%J I 6.9Y.J I 18.Z%J 9. 7%) I I 18.8%) I 37 .1%J 

I 
100 - 100.9 0 Z Z O O I l 5 

I 0. 0% J I 5. 9Y. J 6. 9iD I 0. 0% J I 0. 0% J I 3. V. J I 14. 3% J 
I 

101 - 101.9 o o l o o I o 1 
I 0. 0% J I 0 • 0% J I 3 • 4% I I 0. 0% J I 0. 0% J I I 0 • 0% J I Z. 9% J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEHPERAnJRE TAKEN I 35 I 34 I Z9 I 33 I 31 I 3Z I I 35 

I I 97. Z% J I I 94. 4% J I I 80. 6Y. J I I 91. 7% J I I 86. 1% J I f 88. 9% J I I I 97. Z% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERAl\JRE NOT TAKEN I l I Z I 7 I 3 I 5 I 4 I I 1 I 

I I Z.8%J I I S.6%J I I 19.4%1 I I 8.3%J I I 13.9%1 I f ll.1%J I I I Z.8%J I 
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(b) (4)
(b) (4)

(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

DATE INITIATED: 

DATE COMPLETED: 

62671/ 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex), 
Study #0004-15. 

To evaluate the safety and immunogenici ty of 
Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex) in 
healthy infants and children 2 months to 5 years of 
age. 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex). 

polysaccharide/ml Lot 1069/C-P241 -

Lot 1080/C-P749 -
mcg meningococcal protein/ml 

polysaccharide/ml 
___ mcg meningococcal protein/ml 

Diluent 
Aluminum rnrd~ox"de diluent 
Lot 

Adnan Dajani, M.D. 
Wayne State University 

School of Medicine 
Children's Hospital of Michigan 
3901 Beaubien Blvd. 
Detroit, Michigan 48201 

Basim I. Asmar, M.D. 

Children's Hospital of Michigan 
3901 Beaubien Blvd. 
Detroit, Michigan 48201 

April 20, 1987 

In progress. 

26AUG88 



STUDY POPULATION: 

STUDY PROCEDURE: 

62671/ 

- 2 -

Healthy infants and children 2 to 71 months of age 
are included in the study. 

Infants 2 to 11 months of age receive 2 injections of 
the vaccine given 2 months apart, while children 12 
months of age and older receive a single injection. 
Vaccine is reconstituted in aluminum hydroxide and 
administered by intramuscular route. The dose for 
each injection is 15 mcg polysaccharide in the 
appropriate volume - 0.75 ml for Lot 1069/C-P241 and 
0.5 ml for Lot 1080/C-P749. 

Parents or guardians are required to record the 
vaccinee 's temperature and any systemic or injection 
site reactions for 5 days after each injection. 
Unexpected or serious reactions are to be reported 
immediately to the study physician. 

A blood sample is obtained immediately before each 
injection and one month after the last (or only) 
injection. Additional samples are obtained 7 to 10 
months after the last injection for infants 2 to 11 
months of age and at 15 to 18 months postvaccination 
for children 12 to 71 months of age. 

All serum samples are assayed by Merck Sharp & Dahme 
Research Laboratories for antibody to fl. influenzae 
type b capsular polysaccharide by radioimmunoassay 
(RIA). Selected samples are also tested for serum 
bactericidal activity, quantitation of IgG1 and 
IgG2 subclass, and IgM and total IgG antibodies. 
Testing for opsonophagocytic activity was done at the 
University of Alabama. 

26AUG88 



RESULTS: 

6267!/ 

- 3 -

Demographic information and individual pre and 
postvaccination antibody data for each vaccinee 
enrolled in the study is reported in Tables 1 and 2. 

1. 

2. 

Number Vaccinated: 

Injection No. 
Lot Age _l _2, 

1069/C-P241 2-11 mo. 13 11 
12-71 mo. 12 

1080/C-P749 2-11 mo. 19 15 
12-71 mo. 51 

Sero logic Results 

Antibody responses (RIA) prior to and after 
vaccination are as follows: 

% With Anti-PRP GMT (mcg Ab/ml) 
Age Time >0. 15 mcg Ab/ml >1.0 mcq Ab/ml All Vaccinees 

2-11 mo. Pre 
2 mo. 
3 mo. 

12-71 mo. Pre 
l mo. 

13 ( 2/15) 
93 ( 14/15) 

100 (15/15) 

48 ( 12/25) 
100 (25/25) 

0 ( 0/15) 0.07 
73 ( 11/15) 2.27 
93 (14/15) 5.23 

4 ( 1/25) 0. 16 
92 (23/25) 6.93 

Antibody responses (by lot per age group) prior 
to vaccination through 10 months postvaccination 
are included in Tables 3 and 4. 

26AUG88 



RESULTS: 
(CONT.) 

- 4 -

4. Clinical Results: 

The frequencies of selected injection site and 
systemic reactions during the 48 hours after 
vaccination are as follows: 

% Vaccinees with Reactions 
2 - 11 12 - 71 

Months Qf Age Months of Age 
Type of Reaction Injection l Injection 2 Injection l 

Injection Site 
Erythema >l inch 0.0 0/32) o.o 0/26) 0.0 ( 0/63) 
Swelling > l inch o.o 0/32) o.o 0/26) 3.2 ( 2/63) 
Pain/Soreness 18.8 6/32) 19.2 5/26) 27.0 (17/63) 

Systemic 
Irritability 31.3 (10/32) 26.9 7/26) 27.0 (17/63) 
Sleepiness/ 21.9 ( 7/32) 15.4 4/26) 20.6 ( 13/63) 

Lethargy/Fatigue 

Reaction frequencies and maximum temperatures 
recorded during the five days following each 
injection of vaccine are reported.in Tables 5-7. 

No serious or alarming reactions attributable to 
the vaccine were reported. 

62671/ 26AUG88 
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TABLE 1 

DEtlOGRAPHICS / EVENTS LISTING 

INVESTIGATOR I DAJANI, ADNAH S . 
STUDY 1 000415 
VACCINE I HIB CONJUGATE 
REGIHEN I Z INJ. Tl«> NOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEK RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H BLAC Zit 0 
0 

57 
57 
86 

3Z9 

H BUC 3H 0 
0 

6Z 
6Z 

111 

H BLAC 9H 0 
0 

" " 98 

f CAUC 7N 0 
0 

56 
56 

100 
313 

f BUC 10t1 0 
D 

58 
58 
93 

H BLAC '" 0 
0 

87 
87 

121 

511 0 
0 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
OZl INJ z 
OZl BLEED Z 
071 BLEED 3 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
OZl INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
OZl INJ z 
OZl BLEED Z 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
oz1 · INJ z 
OZl BLEED 2 
071 BLEED 3 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
OZl INJ z 
OZl BLEED Z 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
OZl INJ z 
021 BLEED Z 

001 PREBLEED 
011 INJ 1 

CPZ41 

CPZ41 

CPZ41 

CP241 

CPZ41 

CPZ41 

CP241 

CP241 

CP241 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

< 125 

555 

Z5ZZ 
< 125 

< 125 

1657 

4461 

< 1Z5 

ZZ66 

Z867Z 

< 125 

9609 

5673 
1005 

< 125 

1320 

1653 

128 

05/ 555 

05/ 3001 

CODE/ SBA CODE/ OPSO 

< 5 0 

5 4 

80 95 

< z 0 

z 90 

>= 8 

< 5 0 

40 

97 

< 5 0 

zo 97 

< z 

8 

8 

< z 

05/ < z 

05/ 8 

< z 

.:> 
~ 
.0 
.0 . 
..)) 
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TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR 1 DAJANI, ADNAN S. 
STUDY 000415 
VACCINE I HIB CON.AJGATE 
REGIMEN I 2 INJ. TN> HOS. APART 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
·••·····••········•···•····•·········••••••••••••••JHtltlHH(KKKKKKKKKK•KKKKKKKKKMKMKNJHHHfiHHHHHEMfftiHHfitiHIKMKMKKKXXXit-it-ititlliHEit-it 

' H BLAC Jilt 81 011 BLEED 1 05/ 11065 05/ >= 32 
81 021 INJ 2 CP241 15 HCG 

2Z7 071 BLEED 2 05/ 6823 

H CAUC 9H 0 011 INJ 1 CP241 15 HCG 

F BLAC 9H 0 011 INJ 1 CP241 15 HCG 

F BLAC 5H 0 001 PREBLEED < 125 < 2 
0 011 INJ 1 CP241 15 HCG 

89 011 BLEED 1 05/ 14757 05/ 2 
89 021 INJ 2 CP2<tl 15 HCG 

us OZl BLEED 2 05/ 14516 05/ 2 

F BUC 7H 0 001 PREBLEED 189 < 2 
0 011 INJ 1 CP241 15 HCG 

62 011 BLEED 1 6429 8 
62 021 INJ 2 CP241 15 HCG 
90 OZl BLEED 2 26550 8 

H BLAC "" 0 001 PREBLEED < 125 < 2 
0 011 INJ l CP241 15 HCG 

58 011 BLEED 1 13905 8 
58 021 INJ 2 CP241 15 HCG 
93 021 BLEED 2 19734 8 

F BLAC 8H 0 001 PREBLEED 173 < 2 
0 011 INJ 1 CP241 15 HCG 

74 011 BLEED 1 05/ 65747 05/ 8 
74 021 INJ 2 CP241 15 HCG 

109 021 BLEED 2 05/ 37722 05/ >= 32 

H BLAC 3H 0 001 PREBLEED 157 < 2 
0 011 INJ 1 CP749 15 HCG 

79 011 BLEED 1 05/ 1934 05/ 8 
79 021 INJ 2 CP749 15 HCG 

112 021 BLEED 2 05/ 5340 05/ 2 

H BLAC 6H 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 HCG 
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INVESTIGATOR I DAJANI, ADNAN S. 
STUDY 000415 
VACCINE I HIB CONJUGATE 
REGIHEN I Z INJ. THD HOS. APART 
PATIENT CUSS1 HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH A;E DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

N BUC 6N 70 021 INJ z CP749 15 HCG 
133 OZl BLEED 1 05/ Z39Z 

f BLAC 9N 0 001 PREBLEED 18Z 
0 011 INJ 1 CP749 15 HCG 

66 011 BLEED 1 3Z41 
66 021 INJ 2 CP749 15 HCG 
91 021 BLEED Z 12446 

f BLAC 9N 0 001 PREBLEED < 1Z5 
0 011 INJ 1 CP749 15 HCG 

135 011 BLEED 1 05/ 1ZZ4 
135 021 INJ z CP749 15 HCG 
170 021 BLEED Z 05/ 2772 

f CAUC lON 0 001 PREBLEED < lZS 
0 011 INJ 1 CP749 15 HCG 

6Z 011 BLEED 1 20410 
62 021 INJ 2 CP749 15 HCG 
93 021 BLEED 2 19649 

f BLAC "" 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 HCG 

62 011 BLEED 1 7943 
62 021 INJ 2 CP749 15 HCG 
93 021 BLEED 2 Z43Z3 

f CAUC "" 0 001 PREBLEED < lZS 
0 011 INJ 1 CP749 15 HCG 

72. 011 BLEED 1 05/ 1780 
72 021 INJ 2 CP.749 15 HCG 
96 021 BLEED 2 05/ 1851 

f BUC llH 0 001 PREBLEED < 125 
0 011 INJ 1 CP7~9 15 HCG 

65 011 BLEED 1 6189 
65 021 INJ 2 CP749 15 HCG 
95 021 BLEED 2 6100 

F CAUC 8H 0 001 PREBLEED < 1Z5 

CODE/ SBA 

05/ 

05/ 

< 2 

>= 32 

>= 3Z 

< 2 

>s 32 

>= 3Z 

< 2 

32 

< 2 

8 

8 

< z 

8 

8 

< 2 

CODE/ OPSO 

::> 

~ 

:::> 
=:, 
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INVESTIGATOR DAJANI, ADNAN S. 
STUDY 000415 
VACCINE : HIB CONJUGATE 
REGIHEN I Z INJ. THO HOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH ASE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 

H BLAC 

H CAUC 

f CAUC 

H CAUC 

H CAUC 

F BUC 

F BLAC 

F BUC 

H BLAC 

H CAUC 

8H 

lott 

3H 

5H 

5H 

5H 

8H 

UH 

6H 

llH 

ZN 

0 
59 
59 
91 

0 
0 

62 
6Z 
,o 

0 
0 

63 
63 
98 

0 
0 

66 
66 ,, 
0 

60 

0 
60 

0 
5Z 

0 
0 

62 

0 

0 

0 

011 INJ 1 
011 BLEED 1 
021 INJ z 
OZl BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ z 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
OZl INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ 1 
021 INJ 2 

011 INJ 1 
021 INJ z 

011 INJ 1 
021 INJ z 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CP749 15 HCG 
CP749 15 HCG 

CP149 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

537 

3278 

< 125 

508 

1044 

< 1Z5 

1698 

1317 

< 125 

< 125 

231 

< lZS 

3987 

CODE/ SBA 

< 2 

< 2 

< 2 

32 

32 

< 2 

8 

< 2 

< 2 

< 2 

< 2 

CODE/ OPSO 

<:> 
:::, 
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INVESTIGATOR a DAJANI, ADNAN S. 
STUDY 000415 
VACCINE I HIB CONJUGATE 
REGittEN a ONE INJECTION 
PATIENT CUSS& HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGI! 8AY 

" BUC 'iH 0 

" BLAC 12H 0 
0 

34 

" BLAC 17" 0 
0 

34 

F BLAC lZH 0 
0 

30 

F BLAC 0 
0 

54 

F CAUC 0 
0 

56 

F BUC 0 
0 

33 

F BLAC 13H 0 
0 

30 

" BUC l'iH 0 
0 

43 

F BLAC 0 
0 

28 

F CAUC 18H 0 
0 

TABL~ l (cont.) 

DEl10GRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE COOE/ RIA 

011 INJ 1 CP241 lS HCG 

001 PREBLEED < 125 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 4346 

001 PREBLEED < 125 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 1836 

001 PREBLEED < 125 
011 INJ 1 CP241 lS HCG 
011 BLEED 1 5934 

001 PREBLEED < 125 
011 INJ 1 CP241 lS HCG 
011 BLEED 1 13486 

001 PREBLEED < 125 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 16597 

001 PREBLEED < 125 
011 INJ 1 CP241 lS HCG 
011 BLEED 1 15064 

001 PREBLEED < 125 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 2060 

001 PREBLEED 329 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 21320 

001 PREBLEED 866 
011 INJ 1 CP241 15 HCG 
011 BLEED 1 17632 

001 PREBLEED 371 
011 INJ 1 CP241 15 HCG 

COOE/ SBA COOE/ OPSO 

< 5 

10 

< 5 

40 

< 5 

160 

< 5 

80 

< 5 

20 

< 5 

160 

< 2 

>= 16 

< 5 

>= 80 

20 

320 

< 5 
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UNESTIGATOR : 
ST\JOY 
VACCINE 
REGittEN : 
PATIENT CUSS: 

DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
DNE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F CAUC 18H 39 

" BLAC UH 0 
0 

30 

F BLAC ZOH 0 

" BLAC 16" 0 
0 

Z7 

F BLAC 18H 0 
0 

Z8 

F BLAC lZH 0 
0 

29 

F BLAC 21" 0 
0 

34 

F CAUC JY 0 

" BLAC l'ttt 0 

f BLAC lZH 0 
0 

62 

22" 0 
0 

32 

2'ttt 0 
3Z 

2ZH 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT 

011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 
Dll BLEED 1 

011 INJ 1 

LOT DOSE 

CPZ41 15 tl:G 

CP749 15 tl:G 

CP749 15 HCG 

CP749 15 tl:G 

CP749 15 tl:G 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 tl:G 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CODE/ RIA 

5740 

437 

5334 

< 125 

8971 

< 125 

17175 

< 1Z5 

Z463 

1ZZ5 

26744 

< 1Z5 

1739 

Z77 

143155 

Z.549 

CODE/ SBA 

zo 

zo 

3ZO 

< 5 

>= 80 

< 5 

>= 80 

< 5 

>= 80 

zo 

>= 80 

< 5 

>= 80 

CODE/ OPSO 

10 

99 

3 

100 

0 

100 
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INVESTIGATOR 1 
STUDY 
YACCitE 
REGIHEN t 
PATIENT CLASS1 

DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

" CAUC 6H 0 

F CAUC JY 0 

F CAUC lZH 0 
0 

31 

" BLAC 0 
0 

34 

" CAUC 0 

" CAUC 2Y 0 

f CAUC 15H 0 

" BLAC 20H 0 
0 

35 

F CAUC 18H 0 
0 

33 

F CAUC 12H 0 
0 

27 

F CAUC 2Y 0 

F BLAC 22H 0 

" BLAC 2Y 0 

F CAUC 24" 0 

" BLAC 15H 0 
0 

TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT 

011 INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 

LOT 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

DOSE 

15 HCG 

15 ttCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 ttCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

CODE/ RIA 

339 

2156 

340 

4787 

362 

92860 

757 

50655 

189 

507 

296 

CODE/ SBA 

< 2 

< 2 

< 5 

20 

< 5 

>= 80 

< 5 

>= 80 

< 5 

20 

< 5 

CODE/ OPSO 

9 

100 

35 

100 

22 

79 

16 
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HFLU/Z3546090/07/12/88/PAGE 164 

INVESTIGATOR 
STUDY 
VACCINE 
REGIHEN , 
PATIENT CUSS, 

DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

" BLAC 15H 27 

" CAI.JC 22" 0 

" CAI.JC 12" 0 

" CAI.JC zy 0 

" BLAC 1911 0 

" BLAC 20H 0 

f BLAC 12" 0 
0 

67 

" CAI.JC 16" 0 

f BLAC 15H 0 
0 

31 

" CAI.JC 20H 0 

" CAI.JC 1911 0 
0 

35 

f CAI.JC 12" 0 

f BLAC 12" 0 
0 

36 

" CAI.JC 2Y 0 

f BLAC Z'tH 0 
0 

52 

f OTHE 21H 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT 

011 BLEED l 

011 INJ l 

011 INJ l 

l 

011 INJ l 

011 INJ l 

001 PREBLEED 
Dll INJ l 
011 BLEED l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED 1 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 

LOT 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

DOSE 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

CODE/ RIA 

10776 

209 

10493 

135 

12967 

< 125 

4571 

< 125 

3420 

< lZS 

18626 

< .125 

CODE/ SBA CODE/ OPSO 

>= 80 100 

< 5 

20 

< 5 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR t 
STVDV 
VACCINE 
REGIHEN t 
PATIENT CLASSt 

DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AQE DAV 

f OTHE 1H 0 
31 

" BUC "v 0 

f BUC 0 

" CAUC 0 

" CAUC 0 

" BUC 0 

" CAUC 12H 0 
0 

32 

" CAUC UH 0 
0 

34 

f CAUC 3V 0 

F BLAC 0 

f BLAC 0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

011 INJ l CP749 15 HCG 
11 BLEED l 4166 

l CP749 15 HCG 

l CP749 15 HCG 

l CP749 15 HCG 

l CP749 15 HCG 

011 INJ l CP749 15 HCG 

001 PREBLEED < 125 
011 INJ l CP749 15 HCG 
011 BLEED 1 191 

001 PREBLEED 02/ < 125 
011 INJ l CP749 15 HCG 
011 BLEED 1 02/ 1459 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

011 INJ 1 CP749 15 HCG 

CODE/ SBA CODE/ OPSO 

>= 80 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 1 
sruov 
VACCINE 
REGIMEN I 

PATIENT CUSS1 

DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
Z INJ. THO ttDS. APART 
HEALTHY CHILDREN 

TABLE 2 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

" BUC ZN 0 011 INJ l CPZ41 15 t-1:G 
57 OZl INJ z CPZ41 15 t-1:G 

" BUC 3H 0 011 INJ 1 CPZ41 15 t-1:G 
6Z OZl INJ z CPZ41 15 t-1:G 

" BLAC 9t1 0 011 INJ l CPZ41 15 t-1:G 
64 OZl INJ z CPZ41 15 t-1:G 

F CAUC 7" 0 011 INJ l CPZ41 15 t-1:G 
56 OZl INJ z CPZ41 15 HCG 

F BLAC lON 0 011 INJ l CPZ41 15 t-1:G 
58 OZl INJ z CPZ41 15 HCG 

" BUC 6N 0 011 INJ l CPZ41 15 HCG 
87 OZl INJ z CPZ41 15 t-1:G 

" BLAC !itl 0 011 INJ l CPZ41 15 HCG 
81 OZl INJ z CPZ41 15 HCG 

" CAUC 9t1 0 011 INJ l CPZ41 15 HCG 

F BLAC 9t1 0 011 INJ l CPZ41 15 HCG 

F BLAC !itl 0 011 INJ l CPZ41 15 HCG 
89 OZl INJ z CPZ41 15 HCG 

F BLAC 7" 0 011 INJ l CPZ41 15 t-1:G 
6Z OZl INJ z CPZ41 15 HCG 

" BUC itN 0 011 INJ 1 CPZ41 15 HCG 
58 OZl INJ z CPZ41 15 HCG 

F BUC 8N 0 011 INJ l CPZ41 15 HCG 
74 OZl INJ z CPZ41 15 t-1:G 

H BLAC 3H 0 001 PREBLEED < 600 < 100 < 100 
0 011 INJ 1 CP749 15 t-1:G · 

79 011 BLEED 1 05/ 9Z9 05/ < 100 05/ 400 

0 

0 
::> 
..... 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR DAJANI, ADNAN S. 
STUDY 000~15 
VACCINE I HIB CONJUGATE 
REGIHEN s 2 INJ. Tl«> tt0S, APART 
PATIENT CLASS1 HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH A&£ DAY ' DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

H But 3H 79 
112 

H But '" 0 
70 

F But 9H 0 
0 

66 
66 
91 

F But 9H 0 
135 

f CAUC lott 0 
62 

F But 4H 0 
62 

f CAUC 4H 0 
72 

f BLAC llH 0 
65 

f CAUC 8H 0 
59 

N BL.AC lott 0 
62 

H CAUC 3H 0 
63 

f CAUC 5tt 0 
66 

" 5tt 0 

CP749 

011 INJ 1 CP749 
OZl INJ 2 CP749 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 
021 INJ z CP749 
021 BLEED Z 

011 INJ 1 CP749 
021 INJ z CP749 

011 INJ 1 CP749 
021 INJ z CP749 

011 INJ 1 CP749 
021 INJ z CP749 

011 INJ 1 CP749 
021 INJ 2 CP749 

011 INJ 1 CP749 
021 INJ z CP749 

011 INJ 1 CP749 
021 INJ z CP749 

011 INJ 1 CP749 
021 INJ z CP749 

011 INJ 1 CP749 
021 INJ 2 CP749 

011 INJ 1 CP749 
021 INJ 2 CP749 

011 INJ 1 CP749 

15 HCG 

15 HCG 
15 HCG 

15 HCG 

15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 
15 HCG 

15 HCG 

05/ 12224 

< 600 

10008 

27076 

05/ < 100 

< 100 

806 

1045 

05/ 2643 

< 100 

1692 

5982 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR DAJANI, ADNAN S. 
ST\JDY I 000415 
VACCINE I HIB CONJUGATE 
REGIHEN I Z INJ. THO ttOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

" CAUC !ill 60 OZl INJ z CP749 15 ttCG 

" CAUC .&11 0 011 INJ 1 CP749 15 ttCG 
60 OZl INJ z CP749 15 ttCG 

F BLAC 8H 0 011 INJ 1 CP749 15 HCG 
52 021 INJ z CP749 15 ttCG 

F BLAC llH 0 011 INJ 1 CP749 15 HCG 

F BLAC 6H 0 011 INJ 1 CP749 15 ttCG 

" BLAC llH 0 011 INJ 1 CP7't9 15 HCG 

" CAUC 2H 0 011 INJ 1 CP7't9 15 HCG 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR DAJANI, ADNAN S. 
STUDY 1 000415 
VACCINE I HIB CONJUGATE 
REGIHEN I me INJECTIOO 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV 

" BLAC 0 

" BLAC ZH 0 
0 

34 

" BLAC 7H 0 
0 

34 

f BLAC ZH 0 
0 

30 

f BLAC ZOH 0 

f CAUC l3H 0 
0 

56 

f BLAC lZH 0 
0 

33 

f BLAC 13H 0 
0 

30 

" BLAC 14H 0 
0 

43 

f BLAC 0 

f CAUC 0 
0 

39 

" BLAC 0 

f BLAC 0 

TABLE 2 (cont. ) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 IN.I l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

011 INJ l 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CPZ41 

CP749 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

< 600 

Z413 

< 600 

7636 

< 600 

10819 

< 600 

16196 

< Z50 

< Z50 

< Z50 

< Z50 

< Z50 

< Z50 

< Z50 

< Z50 

< 100 

Z89 

< 100 

ZZ7 

< 100 

789 

< 100 

Zl5 

< 100 

501 

< 100 

409 

109 

248 

< 100 

1107 

< 100 

314 

< 100 

680 

< 100 

2383 

< 100 

3021 

< 100 

566 

< 100 

10226 

'.'.) 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR I DAJANI, ADNAN S. 
STUDY I 000415 
VACCINE HIB CONJUGATE 
REGIMEN I ONE INJECTION 
PATIENT CLASSr HEALTHY CHILDREN 

CASE SEX RACE BIRTH AlilE DAY 

" BLAC 0 
0 

27 

F BLAC 0 
0 

28 

F BLAC 0 
0 

29 

F 8LAC 0 
0 

34 

F CAUC 3Y 0 

" 8LAC 14" 0 

F BLAC 12H 0 

H CAUC 22H 0 
0 

3Z 

f CAUC 24" 0 

f 8LAC 22H 0 

" CAUC 16H 0 

F CAUC 3Y 0 

F CAUC 12H 0 
0 

31 

" BLAC 12H 0 
0 

TABLE 2 (cont. ) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGM CODE/IGG TOTAL 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

011 INJ 1 CP749 

011 INJ 1 CP749 

011 INJ 1 CP749 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

011 INJ 1 CP749 

011 INJ 1 CP749 

011 INJ 1 CP749 

011 INJ 1 CP749 

001 PREBLEED 
011 INJ 1 CP749 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CP749 

15 HCG 

15 HCG 

15 HCG 

15 t-1:G 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

< 600 

8683 

< 600 

23333 

< 600 

2403 

< 600 

43913 

< 600 

215337 

< 600 

11005 

< 600 

< 250 

< 250 

< 250 

< 250 

< 250 

< 250 

< 250 

1210 

< 100 

947 

705 

11689 

762 

7231 

418 

2704 

< 100 

1Zl2 

141 

367 

< 100 

< 100 

1591 

< 100 

2692 

< 100 

234 

256 

59130 

< 100 

27164 

< 100 

1467 

< 100 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIHEN 1 
PATIENT CUSS1 

DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEK RACE BIRTH AG! DAY 

" BUC 12H 34 

" CAUC 24" 0 

" CAUC 2Y 0 

F CAUC 1511 0 

" BUC 20H 0 
0 

35 

F CAUC 18H 0 
0 

33 

F CAUC 12" 0 
0 

27 

F CAUC 2Y 0 

F BUC 22" 0 

" BUC 2Y 0 

F CAUC 24" 0 

" BUC 1511 0 
0 

27 

" CAUC 22" 0 

" CAUC 12H 0 

" CAUC 2Y 0 

" BLAC 1911 0 

" BLAC ZOH 0 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT 

011 BLEED 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ l 

011 INJ 1 

011 INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ l 

LOT 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

DOSE 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

23973 

< 600 

160483 

< 600 

18692 

< 600 

< 600 

< 600 

26379 

2372 

134 

1504 

132 

365 

118 

699 

4298 

< 100 

29980 

< 100 

18116 

< 100 

< 100 

:::, 

..:> 

' \J 
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INVESTIGATOR: DAJANI~ ADNAN S. 
STUDY r 000415 
VACCINE s HI& CONJUGATE 
REGil1EN : ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE &IRTH AGE DAY 

F &LAC lZH 0 

" CAUC l6" 0 

F auc l5lt 0 
0 

31 

" CAUC ON 0 

" CAUC 9H 0 
0 

35 

F CAUC ZH 0 

F BUC 2H 0 
0 

36 

" CAUC ZY 0 

F &LAC 0 

F OTHE 0 
0 

31 

" BUC 4Y 0 

F BLAC 0 

" CAUC ZY 0 

" CAUC 0 

" BLAC 0 

" CAUC 0 

" 0 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ IGGl CODE/ IGG2 CODE/ IGGH CODE/IGG TOTAL 

INJ l 

INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

011 INJ l 

011 INJ l 

011 INJ l 

011 INJ l 

011 INJ l 

011 INJ l 

CP749 15 t1C6 

CP749 15 t1CG 

CP749 15 t1CG 

CP749 15 t1CG 

CP749 15 t1C6 

CP749 15 t1CG 

CP749 15 t1CG 

CP749 15 t1CG 

CP749 15 t1CG 

CP749 15 t1CG 

CP749 15 t1CG 

CP749 15 t1CG 

CP749 15 t1C6 

CP749 15 tlCG 

CP749 15 t1C6 

CP749 15 t1CG 

CP749 15 t1CG 

< 600 

14278 

< 600 

7172 

< 100 

923 

< 100 

< 100 

< 100 

943 

802 

1575 

< 100 

1362 

< 100 

8716 

< 100 

1790 

< 100 

1237 

:::, 
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INVESTIGATOR 
sruov 

DAJANI, ADNAN S. 
000415 

VACCINE 
REGIHEN 
PATIENT CLASS: 

I HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AQE DAY 

CAUC 

BUC 

BUC 

JY 

12H 

16" 

0 

0 

0 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT 

011 INJ 

011 INJ 

011 INJ 

LOT 

1 CP749 

1 CP749 

1 CP749 

DOSE 

15 HCG 

15 HCG 

15 HCG 

CODE/ IGGl CODE/ IGGZ CODE/ IGGH CODE/IGG TOTAL 

,_. 



HFLUI~ ,6210/07/19/88/36 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

7-ll MOS. 

12-71 MOS. 

DAJANI, AONAN S. 
000415 
HlB CONJUGATE 
RIA 
CP24I 
15 MCG 
HEALTHY CHILDREN 

TABLE 3 
A N T I B O O V R E S P O N S E S 

• 

1' WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

(MONTHS) >.15 MCG AB/ML >I .0 MCG AB/ML 'II, >2 FOLD MEAN 
•••••••••••• • •••••••••••••• • •••••••••••••• • •••••••••••••• •••••• 

PRE INJ 0 ( 0/ 3) 0 0/ 3) 
MONTH 2 100 ( 3/ 3) 67 2/ 3) 100 3/ 3) 18 . 7 
MONTH 3 100 ( 3/ 3) 100 3/ 3) 100 3/ 3) 48.4 

PRE JNJ 25 ( 1/ 4) 0 ( 0/ 4) 
MONTH 2 100 ( 4/ 4) 100 ( 4/ 4) 100 4/ 4) 26,6 
MONTH 3 100 ( 4/ 4) 100 ( 4/ 4) 100 4/ 4) 66.3 
MONTH 7-10 100 ( 1/ I} 100 ( 1/ 1 ) 100 1/ I} 8.0 

PRE INJ 44 ( 4/ 9) 0 0/ 9) 
MONTH 1 100 ( 9/ . 9) 100 9/ 9) 100 9/ 9) 28.4 

GMT MCG AB/ML (N) 

-----------------
ALL 

VACCINEES 
• •••••••••••••••• 

0.063 3) 
2.338 3) 
6.055 3) 

0 . 082 4) 
3.687 4) 
9 . 192 4) 
1 . 005 I ) 

0. 152 9) 
6.355 9) 

FOOTNOTE(S): 
If A TITER IS REPORTED AS < . 125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

.::, ... 
J't 



I NVESTIGATOA 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

AGE 
•••••••••• 

1- 6 MOS. 

7- I I MOS. 

12-71 MOS. 

DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
AJA 
CP749 
15 MCG 
HEALTHY CHILDREN 

'fABLE 4 
A N T I B O D V R E S P O N S E S 

• 

S WITH ANTI-PAP FOLD RISE 
TIME ---------------------------------- ------------------------

(MONTHS) >.15 MCG AB/ML >1.0 MCG AB/ML ,., >2 FOLD MEAN 
•••••••••••• ••••••••••••••• • •••••••••••••• • •••••••••••••• •••••• 

PRE INJ 0 ( 0/ 3) 0 ( 0/ 3) 
MONTH 2 67 ( 21 3) 67 ( 21 3) 67 ( 2/ 3) 9.S 
MONTH 3 100 ( 3/ 3) 67 ( 2/ 3) 67 ( 2/ 3) IS.6 

PRE INJ 20 ( I/ 5) 0 ( 01 5) 
MONTH 2 100 ( 5/ 5) 60 ( 3/ 5) 100 ( 5/ 5) 19. I 
MONTH 3 100 ( 5/ 5) 100 ( 5/ 5) 100 ( 5/ 5) 40.9 

PRE INJ 50 ( 8/ 16) 6 ( l-/ 16) 
MONTH I 100 ( 16/ 16) 88 ( 14/ 16) 94 ( 15/ 16) 32.6 

GMT MCG AB/ML (NJ 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0.063 ( 3) 
0.94S ( 3) 
I .949 ( 3) 

0 . 077 5) 
2 . 568 5) 
5.516 5) 

0. 165 16) 
7.279 16) 

FOOTNOTE( S); 
Jf A TITER JS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



• • 

HfLu/CC546330/07/18/88/133 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-BER 
POPULATION 
AGE RANGE 

I DAJANI, ADMAN S, 
000415 

1 HIB CONJUGATE 
CP241 

: HEALTHY CHILDREN 
1-11 tl)S. 

DAYS Of FOLLOHUP 1 DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH NO COHPLAINTS 1 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COttPLAINTS 

LOCAL REACTI~ (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE l<=l IN.I 
ERYTHEHA, INJ. SITE l<=l IN.I 
INDURATION, INJECTION SITE 
HARHTH, INJECTION SITE 

SYSTEMIC REACTI~ 
DIARRHEA 
IRRITABILITY 
TEETHING 
FATIGUE 
HARM TO TOUCH 
HILIARIA RUSRA 
NASAL DISCHARGE 
PROLONGED CRYING, >l/2 HR 
YOHITING 

TABLE 5 
C L I N I C A L C O M P L A I N T S 8 Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 1 

13 

2 15.4 %) 
11 84.6 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 13 

CLINICAL COHP. VACCINEES 

7 
4 
3 
1 
1 
1 

9 
5 
5 
5 
4 
3 
1 
1 
1 
1 

53 . 8 
30.8 
23.1 
1.1 
7.7 
7.7 

69.2 
13~.5 
38 . 5 
38.5 
30.8 
23.1 
7.7 
7.7 
7.7 
7.7 

-



HFLW'CCS46330/07/18/88/137 
TABLE 5 (cont.) 

C L I N I C A L C O H P L A I N T S 8 Y F R E q U E N C Y 

INVESTIGATOR 
sruoY 
VACCINE 
LOT l'U18ER 
POPULATION 
AGE RANGE 

I DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
CPZ41 

1 HEALTHY CHILDREN 
1-11 HOS. 

DAYS Of FOLLOl«JP 1 DAYS OTO .6 

VACCINE 

TOTAL VACCINEES 

VACCINEES HITH NO CottPLAINTS 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL CONPLAINTS 

LOCAL REACTIONS t INJECTION SITE ) 
ERYTHEHA, INJ. SITE t<=l IN.) 
ERYTHEHA, INJ. SITE t>l INCH) 
PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
TEETHING 
DIARRHEA 
HARN TO TOUCH 
ANOREXIA 
HYPERJCINESIA 
PROLONGED CRYING, >1/Z HR 

HIB CONJUGATE 
INJECTION: Z 

11 

3 f Z7.3 %) 
8 f 7Z. 7 % ) 
0 

NO. OF VACCINEES % BASED 
HITH ON 11 

CLINICAL COHP. YACCINEES 

3 Z7.3 
1 9.1 
1 9.1 
1 9.1 

7 63.6 
4 36.4 
4 36.4 
z 18.Z 
z 18.Z 
1 9.1 
1 9.1 
1 9.1 



HFLU/CC546330/07/18/88/134 
TABLE 5 (cont.) 

C L I N I C A L C O N P L A ! ~ T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT N.HIER 
POPUUTION 
AGE RANGE 
DAYS OF FOLLOHUP 

VACCINE 

TOTAL VACCINEES 

DAJANI, ADNAN S, 
a 000415 
a HIB CONJUGATE 

CP241 
HEALTHY CHILDREN 
12-71 HOS. 
DAYS OTO .6 

VACCINEES HITH NO COHPLAINTS 1 
VACCINEES HITH COl1PLAINTS 
YACCINEES HITH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS ( INJECTION SITE l 
SHELLING, INJ. SITE l<=l IN.) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE I >l INCH 1 

SYSTENIC REACTIONS 
FATIGUE 
DIARRHEA 
IRRITABILITY 
HARN TO TOUCH 
INPETIGO 
PALLOR 
PROLONGED CRYING, >1/Z HR 
TEETHING 

HIB CONJUGATE 
INJECTION: 1 

12 

3 25.0 Xl 
9 75.0 % ) 
0 

NO. OF VACCINEES % BASED 
HITH ON 12 

CLINICAL COHP. VACCINEES 

5 41.7 
4 33.3 
3 25.0 
1 8.3 

6 50 . 0 
4 33.3 
3 25.0 
3 25.0 
2 16.7 
1 8.3 
1 8.3 
1 8.3 
1 8.3 



HFLU/CC546330/07/18/88/135 TABLE 5 (cont.) 
C L I N I C A L C O H P L A I N T S B V F R E Q U E N C V 

INVESTIGATOR 
STUDY 
VACCINE 
LOT N..tBER 
POPULATION 
AGE RANGE 

DAJANI, ADNAN S. 
& 000415 
& Hia CONJUGATE 

CP749 
& HEALTHY CHILDREN 

1-11 HOS. 
DAYS OF FOLLOHUP 1 DAYS OTO S 

VACCINE 

TOTAL VACCIN£ES 

VACCINEES HITH ND COttPUINTS & 
VACCINEES HITH COHPLAINTS 
VACCINEES HITH NO DATA 

CLINICAL COttPLAINTS 

LOCAL REACTIONS I INJECTION SITE J 
ERYTHEHA, INJ. SITE l<=l IN.) 
SHELLING, INJ. SITE l<=l IN.) 
PAIN/SOA£NESS, INJ. SITE 

SYSTEHIC REACTIONS 
IRRITABILITY 
FATIGUE 
DIARRHEA 
RASH 
TEETHING 

HIB CONJUGATE 
INJECTION: l 

19 

8 4Z.l %J 
11 57.9 %) 

0 

NO. OF VACCINEES % BASED 
HITH ON 19 

CLINICAL COHP. VACCINEES 

8 
6 
6 
z 

8 
5 
4 
z 
z 
z 

4Z.l 
31.6 
31.6 
10.5 

42.l 
Z6.3 
21.l 

11p.5 
10.5 
10.5 



HFLU/CC5't6330/07/18/88/l38 
TABLE 5 (cont.) 

C L I N I C A L C O H P L A I ~ T S 8 Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tUeER 
POPULATION 
AGE RAIGE 
DAYS OF FOLLOl«JP 

VACCINE 

TOTAL VACCINEES 

I DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
CP749 

1 HEALTHY CHILDREN 
1-11 ttOS. 

DAYS OTO 5 

VACCINEES HITH NO Cot1PLAINTS : 
VACCINEES HITH Cot1PLAINTS 
VACCINEES HITH NO DATA 

CLINICAL CotlPLAINTS 

LOCAL REACTIONS C INJECTION SITE ) 
PAIN/SORENESS, INJ. SITE 
SHELLING, INJ. SITE C<=l IN.J 
ERYTHEHA, INJ. SITE C<=l IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
HARN TO TOU:H 
TEETHING 
COUGH 
DIARRHEA 
NASAL CONGESTION 
NASAL DISCHARGE 
PROLONGED CRYING, >1/Z HR 
URTICARIA 
VOHITING 
HHEEZING 

HIB CONJUGATE 
INJECTION1 Z 

15 

6 40,0 % ) 
9 60.0 %) 
0 

NO. OF VACCINEES % BASED 
HITH ON 15 

CLINICAL Cot1P. VACCINEES 

5 33.3 
4 Z6.7 
4 Z6.7 
z 13.3 

8 53.3 
5 33.3 
4 Z6.7 
4 Z6,7 
3 zo.o 
l 6.7 
l 6.7 
l 6.7 
l 6.7 
l 6.7 
l 6.7 
l 6.7 
l 6.7 



. 

HFLU/CC546330/07/18/88/136 TABLE 5 (cont.) 

C L I N I C A L C O H P L A I ~ T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT N..t13ER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOMJP 

VACCINE 

TOTAL VACCINEES 

i DAJANI, ADNAN S, 
00041S 

1 HIB CONJUGATE 
CP749 

i HEALTHY CHILDREN 
12-71 HOS. 
DAYS OTO 5 

VACCINEES "1TH NO COHPLAINTS 1 
VACCINEES "1TH COHPLAINTS 
VACCINEES "1TH NO DATA 

CLINICAL COHPLAINTS 

LOCAL REACTIONS (INJECTION SITE) 
PAIN/SORENESS, INJ. SITE 
ERYTHEHA, INJ. SITE l<=l IN,) 
SHELLING, INJ. SITE C<=l IN.J 
SHELLING, INJ. SITE C >l INCH J 

SYSTEHIC REACTIONS 
IRRITABILITY 
HARH TO TOUCH 
FATIGUE 
TEETHING 
FEVER 
OTITIS HEDIA 
WHITING 
ATOPIC DERMATITIS 
INSCff,IIA 
NASAL DISCHARGE 
NAUSEA 
PROLONGED CRYING, >l/2 HR 
UPPER RESPIRATORY INFECTION, NOS 
BRONCHIOLITIS, ACUTE 
CONJlN:TIVITIS 
COUGH 
DIARRHEA 
NERVOUSNESS 
POLYDIPSIA 
RASH 
SNEEZING 
HHEEZING 

HIB CONJUGATE 
INJECTION: l 

Sl 

16 31.4 %) 
3S 68.6 %) 

0 

NO • . OF VACCINEES % BASED 
HITH ON 51 

CLINICAL COMP. VACCINEES 

24 47.l 
1S 29.4 
14 27,S 

9 17,6 
l 2.0 

28 54.9 
16 31.4 
11 21.6 
10 19.6 

6 11,8 
4 7.8 
3 5.9 
3 5.9 
2 3.9 
2 3,9 
2 3.9 
2 3.9 
2 3.9 
2 3.9 
l 2.0 
l z.o 
l z.o 
1 z.o 
1 2.0 
1 2.0 
l z.o 
l 2,0 
l 2.0 

;:> 

0 
i\J 
·\) 
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INVESTIGATOR DAJANI, ADNAN S. 
STUDY 000415 
VACCINE I HIB CONJUGATE 
LOT tulBER CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 1-11 HOS. 

TABLE 6 

CLINICAL COHPLAINTS 

-------------------------·--------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I tulBER OF VACCINEES ( 13 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I ' DAYS POST VACCINATION I tu1BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL CotlPLAINTS I O I l I Z I 3 I 4 I 5 I !COMPLAINTS 

--••••••••••••••••••••••••••••••••l••••••••••l•••••••• .. 1-----•1---•--l-•••••••l••••••••••l---1•--•--•• 
LOCAL REACTIONS I 6 I 5 I 1 I o I o I o I I 7 

I I 46.z;o I ( 38.s;o I I 8.3X) I I 0.0X) I I 0.0X) I I D.0X) I I 53.BX) 

----------------------------------- ---------- ---------- ---------- ---------- ---------- ---------- ----------
ERYTHEHA, INJ. SITE (<=l IN.) 0 l l 0 0 0 

0.0%) 7. 7XJ 8.3%) D.0X) 0.0%) 0.0%) 

INDURATION, INJECTION SITE 0 l l 0 0 0 
0.0%) 7. 7%) 8.3%) 0.0%) 0.0%) 0.0%) 

PAIN/SORENESS, INJ. SITE 4 3 0 0 0 0 
30.BXJ Z3. lY.) 0.0%) 0.0%) 0.0%) 0.0%) 

SHELLING, INJ. SITE l<=l IN.) 3 z 0 0 0 0 
Z3.1X> 15.4%) 0.0%) 0.0%) o.o.io 0.0%) 

NARKTII, INJECTION SITE 1 0 0 D D 0 
I I 7. 7% J I D • 0% J I D • 0% ) I O • 0% J I D. 0% ) I D • o;o 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
SYSTEHIC I 8 I 6 I 6 I 5 I 4 I 4 I 

I I 61.5%> I I 46.2%) I I 50.0%) I I 45.5%> I I 36.4%) I I 36.4.iO I 
-----------------------------------------------------------------------------------------------------------------
BODY AS A HHOLE/SITE lNSPEC. 5 1 z l 1 0 

38.5%) 7.}X.) 16.7%) 9.1%) 9.1%) 0. 0%) 

FATIGUE 3 1 z 1 1 0 
23.1%) 7. 7%) 16. 7%) 9 . J.Y.) 9.l.Y.) 0.0%) 

HARM TO TOUCH 2 1 1 1 1 0 
15.4%) 7. 7X) 8.3XJ 9.J.Y.) 9.1%) o.ox) 

DIGESTIVE SYSTEH 5 4 5 5 4 3 
38.5%) 30.8%) 41. 7X) 45.5%) 36.4%) Z7.3%) 

l 
7. 7%) 

l 
7. 7%) 

4 
30.8%) 

3 
Z3.1X J 

1 
7 .7%) 

9 
69.2%) 

5 
36.5%1 

4 
30.BX J 

3 
Z3.1% J 

6 
46. 2%) 

0 -0 
N , ... 
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INVESTIGATOR t DAJANI, ADNAN S, 
STUDY 000415 
VACCINE : HIB CONJUGATE 
LOT MJHBER t CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------~--------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

CLINICAL CotlPLAINTS 

I MJHBER OF VACCINEES I 13 VACCINEESJ - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 HITH 
I o I 1 I 2 I 3 I 4 I 5 I ltot1PLAINTS 

---························••1-■lHHHt •••••••••• 
•••••••MH ■---H**-IHt ■•11••••••1l -■ifHH-■ -ll-■if lf1Ht******* 

DIARRHEA I 3 2 2 3 2 l 5 
I 23.1.:0 15.4%1 16.7%) 27.3%) 18.2%) 9.1%) I 38.5%) 
I 

TEETHING I 3 4 5 3 3 3 5 
I ZJ.1%1 30.8%1 41. 7%) I 27.3%) 27.3%) I 27.3%) 38.5%) 
I 

YOtllTING I 1 o 0 0 0 0 1 
I 1.1%1 0.0%1 0.0%) 0.0%) 0.0%) 0. Ol. I I 7. 77. l 
I 

NERVOUS SYSTEH I PSYCHIATRIC I 4 4 1 1 1 0 5 
I 30.8%1 30.8%1 8.3%) 9.1.:0 9.1%} 0.0%) I 38.5%} 

IRRITABILITY 4 4 l 1 1 0 5 
30.8%) 30.8%) 8.3%) 9.1%} 9.1%) 0,0%) I 38.57.l 

PROLONGED CRYING, >l/2 HR 0 0 1 0 0 0 1 
0.0%) 0.0%) 8.3%) 0.0%) 0.0%) O.Ol.) 7. 7%} 

RESPIRATORY SYSTEH 0 0 0 1 0 0 1 
0.0%) 0.0%) 0.0%) 9.1.iO 0.0%) O.Ol.) I 7. 7'7.) 

NASAL DISCHARGE 0 0 0 1 0 0 1 
0.0%) 0.0%) 0.0%) 9.1%) o.O.iO 0.0%) 7. 7'7.) 

SKIN I SKIN APPENDAGE 0 0 0 0 1 1 1 
0.0%) 0.0%) 0.0%) 0.0%) 9.1%) 9.1%) 7.7'7.l 

NILIARIA RI.BRA O O O O 1 1 1 
I 0.0%) I O.o:o I 0.0%) I 0.0%1 I 9. 1.:0 I 9,1:0 I I 7.7'/.) 

-----------------------------------1---------- ----------l----------l----------1----------I----------I----------
VACCINEEs HITH COHPLAINTS I 9 9 I 7 I 5 I 4 I 4 I 11 

I I 69.2%1 I 69.2%1 I I 58.3%1 I I 45.Sl.J I I 36.4%1 I I 36.4%1 I I 84.6%1 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO CONPLAINTS I 4 I 4 I 5 I 6 I 7 I 7 I I Z 
I I 30. 8% J I I 30. 8% J I I 41. 7'7. J I I 54. 5l. J I 63. 6% I I I 63. 6% > I I I 15. 4% I 
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INVESTIGATOR: DAJANI, ADNAH S, 
STUDV 000415 
VACCINE I HIB CONJUGATE 
LOT N.tmER : CPZ41 
PATIENT CLASS: HEALTHV CHILDREN 
AGE RANGE 1 1-11 HOS. 

T#\,BLE 6 (cont.) 

CLINICAL COHPLAINTS 

VACCINE I HIB CONJUGATE I N..ttBER OF VACCINEES I 13 VACCINEESJ - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I ta.t!BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COl1PLAINTS I O I . 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-•-··•-1 
TOTAL VACCINEES REPORTIIG I 13 I 13 I lZ I 11 I 11 I 11 I I 13 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES NITH NO DATA I O I O I 1 I Z I Z I Z I I 0 

I I I I I I I I 

0 -0 
rv 
iJ1 
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INVESTIGATOR 
STIJDY 
VACCINE 
LOT til'BER 
PATIENT CLASS: 
AGE RANGE 

DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 

1-11 tES. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

------------------------•P--------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE I l'f..tmER OF VACCINEES I 11 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I !COMPLAINTS 

--~·························••1-----•l••·····•-litiHHHtlHflHHfl••······•·l--•--lflHHtlHt**fllllHflHHUHtlHHf **********' 
LOCAL REACTIONS I l I 2 I 0 I 0 I o I l I 3 I 

I t 9. liD I t 18. 2%) I t o. 0%) I t o. 0%) I , o. 0%) I t 9 .1%) I 27. 3%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I---------- I 

ERYTHEHA, IN.I. SITE (>l INCH) I O I O I O I O I O I l I l I 
I o . 0% ) I o. o:o I o. 0% ) I o . o:o I o. ox ) I 9. 1% ) I 9. 1% > I 
I I I I I I I I 

ERYTHEHA,INJ,SITEt<=llN.) I l I l I O I O I O I o I l I 
I 9.1%> I 9.1%) I 0.0%) I 0.0%) I 0.0%) I 0.0%) I , 9.1%l I 
I I I I I I I I 

PAIN/SORENESS, IN.I. SITE I o I l I o I o I O I O I l I 
I , o. 0% ) I f 9. 1% ) I f o. o:o I , o . 0% ) I , o . 0% ) I , o . 0% ) I 9 .1% ) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I---------- I 
SYSTEttlC I 7 I 6 I 3 I 3 I 3 I 3 I 7 I 

I l 63.6%1 I l 54.5%J I l 27 . 3%1 I, Z7.3%J I f Z7.3%J I l 27.3%1 I 63.6%l I 

BODY AS A NHOLE/SITE UiSPEC. l z l l l l 2 
9.1%) 18, 2% J 9.1%) 9.1%) 9.1%) 9.1%) 1a.z:o 

HARl1 TO TOUCH l z l l l l 2 
9.1%) 18 . Z% l 9.1%) 9.liD 9.1%) 9.1%) ' 18.2%) 

DIGESTIVE SYSTEN 4 4 3 3 3 3 4 
36 .4%) 36.4i0 2.7 .3%) l 27.3i0 27.3i0 27 .3%) 36.4%) 

ANOREXIA l l l l l l l 
9.liO 9.1%) 9.1%) 9.1%) l 9.1%) 9.liO l 9.1%) 

DIARRHEA 0 2 0 0 0 0 z 
0.0%) 18, 2% J 0.0%) 0.0%) 0.0%) 0.0%) 18.2%) 

TEETHING 3 3 3 3 3 3 4 
27.3%) 27.3i0 27.3%) 27 .3%) l 27.3%) 27.3%) ( 36.4%) 
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ItNESTIGATOR DAJANI, ADNAN S. 
STUDY 000415 
VACCINE : HIB CONJUGATE 
LOT NltBER CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------~-------------------------------------------------------------------------------·------------------
VACCINE : HIB CONJUGATE I NltBER OF VACCINEES t 11 VACCINEES > - INJECTION: z I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tfJMBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I ICOHPLAINTS 

....................................................... ········••ltHHHHHttHHHt tHHftHHHltHHf •••••••••••••••••••• fftHHHtKKK-lt 

NERVOUS SYSTEH I PSYCHIATRIC 3 4 l I l l l 5 
21.3%1 36.4%1 9.1%1 I 9.1%> 9.1%1 9.1%1 t 45.5%> 

I 
HYPERKINESIA 1 0 0 I D O O l 

9.1%> 0.0%> 0.0%> I 0.0%> t 0.0%> 0.0%> 9.1%> 
I 

IRRITABILITY Z 4 l I l l l 4 
t 18.Zl> t 36.4%> t 9.l%> I t 9.l%> t 9.1%> t 9.1%> t 36 . 4%J 

I 
PROLONGED CRYING, >l/2 HR O l O I O O O l 

t 0.0%) t 9.1%) ( 0.0%) I t 0.0%) I 0.0%) I 0.0%) I 9.1%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH CDHPLAINTS I 7 I 6 I 3 I 3 I 3 I 4 I I 8 

I I 63.6%J I I 54.5%) I I 27.3%) I I Z7.3%J I I Z7.3%> I I 36.4%> I I I 7Z.7%J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO CotlPLAINTS I 4 I 5 I 8 I 8 I 8 I 7 I I 3 

I I 36.4%> I 1 45.5%J I I 7Z.7%> I 1 7Z.7%J I 1 7Z.7%l I 1 63.6%1 I I Z7.3%l 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 11 I 11 I 11 I 11 I 11 I 11 I I 11 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I O 

I I I I I I I I 
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INVESTIGATOR DAJANI, ADNAN S. 
sruov 000<t1s 
VACCINE I HIB CONJUGATE 
LOT tl.t1BER I CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE lZ-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------~--------------------------------------------------------------------------------------------------VACCINE I HIB CONJU6ATE I tl.ttiER OF VACCINEES ( lZ VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I t-UIBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I Z I 3 I 4 I S I !COMPLAINTS 
................................... , •••••••••• ,---•-l••······••l••···••JHHtl••····•--1••·····•-1-••·JOl·iHHHtlNJHUHIMMNNM 
LOCAL REACTIONS I s I 3 I 1 I o I o I o I I s 

I I 41.7%) If ZS.O%l I I 8.3%J I I o.o%J I I o.o%J I I o.o%J I I 41.7%J 

-----------------------------------1----------1----------1----------1----------1---------- ----------1----------
PAIN/SORENESS, INJ. SITE I 3 I Z I 1 I o I o O I 3 

I ZS.0%) I 16.7%) I 8.3%) I 0.0%) I I 0.0%) 0.0%) I Z5.0%) 
I I I I I I 

SHELLING, INJ. SITE (>l INCHJ I o I 1 I o I o I o o I 1 
I o.o%J I 8.3%l I 0.0%) I o.o%J I 0.0%) o.o.io I , a.3%J 
I I I I I I 

SHELLING, INJ. SITE l<=l IN.) I 4 I Z I o I o I O o I 4 
I 1 33 • 3% J I 1 16. 7% 1 I I o. 0% , I I o • 0% J I I o. 0% , 1 o • 0% , I 33. 3% J 

-----------------------------------1----------I----------I----------I----------I---------- ----------1----------
SYSTEltIC I s I s I 4 I Z I 1 Z I 6 

I I 41. 7% J I I 41. 7% J I I 33. 3%) I I 16. 7% J I I 8. 3% J I 16. 7%) I I 50. 0%) 

BODY AS A HHOLE/SITE lMSPEC. z 1 1 1 0 0 4 
16. 7%) 8.3%) 8.3%) 8.3%) 0.0%) 0.0%) 33.3%) 

FATIGUE z 1 1 1 0 0 4 
16. 7%) 8.3%) I 8.3%) 8.3%) 0.0%) 0.0.iO 33.3%) 

HARH TO TOUCH z 0 0 0 0 0 2 
16.7%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) I 16. 7% J 

DIGESTIVE SYSTEN z z z 1 0 1 3 
16. 7% J 16. 7%) 16. 7% J 8.3%) 0.0%) 8.3%) 25.0%) 

DIARRHEA 1 2 z 1 0 1 3 
8.3%) 16. 7%) 16. 7% J 8.3%) 0.0%) 8.3%) 25.0%) 

TEETHING 1 1 1 0 0 0 1 
8.3%) 8.3%) 8.3%) 0.0%) 0.0%) 0.0%) 8.3%) 
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INVESTIGATOR DAJANI, ADNAN S, 
STUDY 00041S 
VACCINE I HIB CONJUGATE 
LOT N.l'BER I CPZ41 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 12-71 HOS, 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------~--------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE 

CLINICAL COHPLAINTS 

I N.l'BER OF VACCINEES l lZ VACCINEESl - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NlR1BER 

l----------------------------------------------------------------------------1 HITH 
I O I 1 I Z I 3 I 4 I S I I COMPLAINTS 

............................................. ·······--·---- .................... ---··---
NERVOUS SYSTEH & PSYCHIATRIC 3 l l l o o 3 

ZS,0% l 8.3% l 8.3% l 8.3% l 0.0% l 0.0% l 25.0% l 

IRRITABILITY 

PROLONGED CRYING, >l/Z HR 

SKIN & SKIN APPENDAGE 

IHPETIGO 

3 
ZS,0%l 

1 
8.3%) 

l 
8.3%) 

l 
8.3%) 

0 
0.0%) 

l 
8.3% l 

z 
16. 7%) 

l 
8.3%) 

l 
( 8.3%) ( 

l 
( 8.3%) ( 

l 
8.3%) 

l 
8.3%) 

l 0 0 3 
8.3%) 0.0%) ( 0.0%) ( 25.0%) 

0 0 0 l 
0.0%) 0.0%) 0.0%) ( 8.3%) 

l l l z 
8.3%) 8.3%) 8.3%) 16. 7%) 

l l l l 
8.3%) 8.3%) 8.3%) 8.3%) 

PALLOR O l O O O O l 
l O. 0% l l 8. 3% l l O. 0% l I O. 0% l I O. 0% l I O. 0% l I 8. 3% l 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPUINTS I 8 I 6 I S I 2 I l I Z I I 9 

I I 66. 7% I I l 50. 0% l I l 41. 7% I I l 16. 7% l I l 8. 3% I I l 16. 7% l I I ( 75. 0% l 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COHPLAINTS I 4 I 6 I 7 I 10 I 11 I 10 I I 3 
I l 33 • 3% l I l so. 0% l I l 58. 3% l I I 83 • 3% l I 1 91. 7% l I I 83. 3% l I I < zs. 0% l 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 12 I 12 I 12 I lZ I 12 I 12 I I 12 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I O 

I I I I I I I I 

::> 
i\J 
.J:) 
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IIWESTIGATOR DAJANI, ADNAN S. 
Sl\JOY 1 000415 
VACCINE HIB CONJUGATE 
LOT ~ER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL C<l1PLAINTS 

------------------------- ;--------------------------------------------------------------------------------------------------
VACCINE: HIB CONJUGATE I ~ER OF VACCINEES I 19 VACCINEESl - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I t,AJMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL C<l1PLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••I•••••••--••••••••••••--•---••-• 
LOCAL REACTIONS I 4 I 6 I 4 I 3 I 3 I 1 I 8 

I 1 21.1%1 I 1 31.6iO I 1 21.1%1 I 1 1s.a%1 I 1 16,7%1 I 1 5.6%1 I 42.1%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------

ERYTHENA, INJ. SITE I <=l IN. l I 3 I 5 I 3 I 2 I 2 I 1 I 6 
I 15.8%1 I 26.3%1 I 15.8%1 I 10.5%1 I 11.1%1 I s.6%1 I 31.6%1 

• I • I • I • PAIN/SORENESS, INJ. SITE I 1 I o I 1 I o I o I o I 2 
I 5.3%1 I 0.0%1 I s.3%1 I 0.0%1 I 0.0%1 I 0.0%1 I 10.5%1 
I I I I I I I 

SHELLING, INJ. SITE l<=l IN.l I 2 I 4 I 3 I 3 I 2 I 1 I 6 
I 1 10.5%1 I I 21.1;0 I I 1s.8%1 I 1 15.8%1 I 1 11.1%1 I I s.6%1 I 31.6%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEHIC I 6 I 6 I 5 I 5 I 3 I 3 I I 8 

I 1 31.6%1 I 1 31.6iO I I 26.3%1 I 1 26.3%1 I 1 16,7%1 I I 16.7%1 I I 42.1%1 

----------------------------------------------------------------------------------------------------- ----------
BODY AS A HHOLE/SITE lNSPEC. 2 1 1 1 1 2 4 

10.5% l 5.3%) 5.3%) 5.3%) 5,6%) 11.1%) 21.1%) 

FATIGUE 2 1 1 1 1 2 4 
10.5% l 5.3%) 5.3%) ( 5.3%) 5.6%) 11.1%) 21 . 1%) 

DIGESTIVE SYSTEN 2 2 2 3 1 1 3 
10.5%) 10.SiO 10.5%) 15.8%) 5.6%) 5.6%) ( 15.8%) 

DIARRHEA 1 1 1 2 0 0 2 
5.3%) 5.3%) 5 . 3%) 10 . 5%) 0.0%) 0 . 0%) ( 10.5%) 

TEETHING 2 2 2 2 1 l 2 
10.5%) 10 . 5% l 10.5%) 10.5%) 5.6%) 5 . 6%) 10.5%) 

NERVOUS SYSTEH & PSYCHIATRIC 5 2 .2 2 2 2 5 
26.3iO 10.5%) 10.5%) 10.5%) 11.1%) 11.1%) ( 26.3% l 
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INVESTIGATOR 1 
ST\JOY 
VACCINE 
LOT tt.KER 1 
PATIENT CLASS: 
AGE RANGE 

DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
1-11 tlOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------~--------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE I tt.KER Of VACCINEES I 19 VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I I COMPLAINTS 
·································••1••······••1------1••······••1---••-l•HHHHHHHHHtl••······••ltHHHHUHHHt•l•-·--

IRRITABILITY I 5 I 2 I 2 I 2 I 2 I 2 I I 5 
I 1 26.3%> I 10.S%J I l0.5%J I 10.S%J I 11.1%> I 11.1%> I I 26.3%> 
I I I I I I I I 

SKIN & SKIN APPENDAGE I O I 2 I l I o I O I o I I 2 
I I o. o:o I 1 10. 5% > I 5. 3% 1 I I o. 0% 1 I I o. 0% 1 I I o. 0% 1 I 1 1 10. 5% > 
I I I I I I I I 

RASH I o I 2 I l I o I o I o I I 2 
I I 0.0%) I I 10.5%) I I 5.3%) I I 0.0%) I I 0.0%1 I I 0.0%1 I I I 10.5%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
YACCINEES HITH COHPLAINTS I 9 I 10 I 6 I 6 I 4 I 3 I I 11 

I 1 47.4%1 I I 52.6%1 I 1 31.6%) I 1 31.6%1 11 22.2%) I I 16.7%> I 11 57.9%) 
-----------------------------------1----------l----------t----------l----------l----------l----------l----------l 

YACCINEES NITH ND CotlPLAINTS I 10 I 9 I 13 I 13 I 14 I 15 I I 8 
I I 52 • 6% l I I 4 7. 4% l I I 68. 4% l 1. I 68. 4% l I I 77. 8% I I I 83 • 3% I I I I 42 • 1% > 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL YACCINEES REPORTitG I 19 I 19 I 19 I 19 I 18 I 18 I I 19 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH ti> DATA I O I O I O I O I l I l I I O 

I I I I I I I I 
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INVESTIGATOR I DAJANI, ADNAN S. 
ST\JDY 000415 
VACCINE I NIB CONJUGATE 
LOT NlKER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 NOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------~--------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE I NHSER OF VACCINEES I 15 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tU1BER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL CCtlPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 

•••••••••••••••••••••••••••••••••••l••••••••••l-•--l••••••••-l••••••••••l-----1••••••••••1--I-••-••• 
LOCALREACTIONS I 5 I 3 I 2 I 2 I 2 I l I I 5 

I I n • 3% > I I 20 • 0% I I I 13. 3% > I I 13 • 3% I I I 13 • 3% > I I 6. 7% > I I 33 • 3% > 

-----------------------------------1----------1- .--------1----------1----------1----------1----------1----------
ERYTNEHA, INJ. SITE (<:o:l IN.) I 2 I 2 I 1 I l I l I l I 2 

I 13. 3% > I 13. 3% > I 6 • 7% > I 6 • 7% > I 6. 7% > I 6 • 7% > I 1 13 • 3% > 
I I I I I I I 

PAIN/SORENESS, INJ. SITE I 4 I o I o I o I o I o I 4 
I 26.7%> I I 0.0%) I 0.0%> I 0.0%> I 0.0%) I 0.0%) I I 26.7%) 
I I I I I I I 

SNELLING, INJ. SITE C<=l IN.J I 3 I 3 I 2 I 2 I 2 I l I 4 
I I 20. 0% > I C 20. o,o I I 13. 3%) I I 13. 37.) I I 13. 3%) I I 6. 7%) I 26. 7% > 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
SYSTEHIC I 6 I 3 I 3 I 2 I 4 I z I 8 

I 1 40.0%) I I 20.0%) I I 20.0%) I I 13.37.) I I 26.7%) I I 13.3%) I 53.3%> 

----------------------------------------------------------------------------------------------------------------
BODY AS A NtOLE/SITE LNSPEC. 5 3 z z 3 2 7 

33.3%) 20 .ox> B.3%) 13.37.) 20.0Y.) 13.3%) I 46. 7%) 

FATIGUE 4 z l 0 0 0 4 
26.7%) 13.3%) 6.7%) 0.0%) 0.0%) 0.0%) 26. 7%) 

NARH TO TOUCH 2 2 z z 3 z 4 
13.3%) 13.3%) 13.3%) 13.3%) 20.0%) 13.3%) I 26. 7%) 

DIGESTIVE SYSTE" l l 2 l 2 2 5 
6. 7%) ,. 7%) 13.37.) 6. 7%) 13.3%) ( 13.37.) I 33.3%) 

DIARRHEA l 0 0 0 0 0 l 
6. 77.) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 6.7%) 

TEETHIN» 0 l 2 1 l 1 3 
0.0%) 6. 7.%) 13.3%) 6.7%) 6. 7%) 6.7%) I 20.0%) 

j -0 ,..,., 
(\J 
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INVESTIGATOR DAJANI, ADNAN S. 
STUDY 000415 
VACCINE : HIB CON.AJGATE 
LOT N.J1BER i CP749 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE: HI8 CONJUGATE I tU1BER OF VACCINEES ( 15 VACCINEES) - INJECTION: 2 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUHBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPUINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
••••••••••••••••••••••••••••••••••• lllllilillllllKIHEI •••••••••• 1(1(1(1(.1(1(1(1(1( ll•lilililililillli 

------ --- IHHHHt*IHHHt VOHITitE 1 I 0 D D 0 l l 
0.0%) 0.0%) 0.0%) 0.0%) 6. 7%) 6. 7%) 6.7%> I 

I 
NERVOUS SYSTEM I PSYCHIATRIC 5 I z l 1 z z 2 

13.3% J 6. 7%) 6. 7%) 13.3%) 13.3% J 13.3%) 33.3% J I 
I 

IRRITABILITY 5 2 1 1 2 2 2 
13.3%1 6. 7%) 6.7%) 13.3%) ( 13.3%) 13.3%) 33.3% J 

PROLONGED CRYitE, >1/Z HR 1 1 0 0 0 0 0 
6. 7%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 6. 7%) 

RESPIRATORY SYSTEM 1 0 0 0 1 1 l 
0.0l) 0.0%) 0.0%) 6. 7%) 6.7%) 6. 7%) 6.7%) 

COUGH 1 0 0 0 1 1 l 
0.0%) 0.0%) 0.0%) 6. 7%) 6. 7%) 6. 7%) 6. 7%) 

NASAL CONGESTION l 0 0 0 1 1 l 
0.0%) 0.0%) 0.0%) 6. 7%) 6.7%) 6.7%) 6. 7%) 

NASAL DISCHARGE 1 0 0 0 1 1 1 
0.0%) 0.0%) 0.0%) 6. 7%) 6. 7%) 6. 7%) ( 6. 7%) 

NHEEZitE 1 0 0 0 1 1 1 
0.0%) 0.0%) 0 . 0%) 6. 7%) 6. 7%) 6.7%) 6.7%) 

0 1 1 0 0 0 SKIN I SKIN APPENDAGE 1 
0.0%) 6.7%) 6. 7%) 0.0%) 0.0%) 0.0%) 6.7%) 

URTICARIA 0 1 1 0 0 0 1 
I, 0.0%> , 6.7%J , 6.7%> , 0.0%1 , 0.0%> , 0.0%> 6.7%J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
YACCINEES HITH CDHPLAINTS I 7 I 6 I 4 I 4 I 5 I 3 I I 9 

I , 46. 7% l I 1 40. 0% l I , 26 • 7% J I , 26. 7% l I 33. 3% l I , 20 • 0% l I I 60 • 0% l 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT M.tBER 1 
PATIENT CUSS: 
AGE RANGE 

DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------~--------------------------------------------------------------------------------------------------
VACCINE: HIB CONJUGATE I M.tBER OF VACCINEES I 15 VACCINEES) - INJECTION: 2 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I N.Jt1BER 

1----------------------------------------------------------------------------I HITH 
CLINICAL CDHPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------llHHHl*IHt*IHtl 
VACCINEES HITH NO CottPLAINTS I 8 I 9 I 11 I 11 I 10 I 12 I I 6 I 

I c 53. 3% J I I 60. 0% J I c 73. 3% > I c 73. 3% > I c 66. 7% > I c 80. 0% J I I 1 40. 0% J I 
-----------------------------------1----------l----------1-----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 15 I 15 I · 15 I 15 I 15 I 15 I I 15 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH NO DATA I O I O I O I O I O I O I I O 

I I I I I I I I 
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INVESTIGATOR: DAJANI. ADNAN S. 
STUDY 000415 
VACCINE I HI8 CONJUGATE 
LOT t&RER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 12-71 HDS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

~-------------------------~-------------------------------------------------------------------------------------------------VACCINE: HIB C<I-UUGATE I ta..tEER OF VACCINEES I 51 VACCINEESl - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I lfJHBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPUINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 

•••••••••••••••••••••••••••••••••••1••••••••••1••••••••••1---1--•l-•••••••l.----1---1•-•••• 
LOCAL REACTIONS I 15 I 19 I 9 I 5 I 4 I 3 I I 24 I I 29.4Xl I I 37.3Xl I I 17.6Xl I I 10.0:0 I I 8.0Xl I I 6.0Xl I I I 47.1%) 

----------------------------------- ---------- ---------- ---------- ---------- ---------- ----------1----------
ERYTHEHA. INJ. SITE (<El IN.) 6 13 6 2 1 1 I 14 

11.8"-) 25.SX) 11.8"-) 4.0%) I 2.0%) 2.0%) I I 27.5%) 
I 

PAIN/SORENESS. INJ. SITE 9 11 1 2 2 1 I 15 
17. 6X) 21. 6% I 2. OX I I _ 4. 0% I 4. 0% I l 2. 0%) I I 2 9. 4% I 

I 
SHELLING• INJ, SITE l>l INCH) 0 1 0 O O O I 1 

0. 0% ) 2. ox ) 0 • 0% ) l O. o:o I O • 0% ) 0 • 0% ) I I 2. 0% ) 
I 

SHELLING. INJ. SITE I <:l IN. l 7 6 4 3 3 2 I 9 
I 13. 7% ) I 11 • 8X ) I 7. 8% I I 6. o:o I 6 • 0% ) I 4. 0% ) I I 17. 6% l 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTENIC I 20 I 16 I 14 I 14 I 13 I 12 I I 28 I I 39.2XI I I 31.4%) I I 27.5%1 I I 28.0%1 I l 26 . 0%) I I 24.0%1 I I I 54.9%) 

---------------------------------------------- -----------------------------------------------------------------
BODY AS A HHOLE/SITE U.SPEC. 9 9 2 4 6 5 16 

17 .6%) ( 17.6%) 3.9%) 8.0Xl 12.0%) ( 10.0%) ( 31.4%) 

FATIGUE 7 4 0 0 0 1 10 
13. 7%) I 7.8"-) O.OX) 0.0%) O.OXl 2.0Xl 19.6% l 

FEYER 1 1 0 z z 3 4 
2.0%) 2.0:0 0.0%) ( 4.0%) I 4.0:0 ( 6.0X) I 7.8:o 

NARH TO TOUCH 6 7 2 3 5 3 11 
11.8"-) 13. 7%) 3. 9.% J 6. 0.% J 10. 0.% J I 6. 0.% J 21.6Y.) 

DIGESTIVE SYSTEM 7 5 5 5 5 7 10 
13. 7%) 9 . 8"-) 9.8"-) 10.0% l ( 10.0%) ( 14. OY.) 19 . 6% I 
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INVESTIGATOR I DAJANit ADNAN S. 
STUDY 1 00041S 
VACCINE HIB CONJUGATE 
LOT N.teER I CP749 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------·--------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

CLINICAL COHPLAINTS 

••••••••••••••••••••••••••••••••••• 
DIARRHEA 

NAUSEA 

POLYDIPSIA 

TEETHING 

Ya1ITING 

NERVOUS SYSTEH I PSYCHIATRIC 

INSOttaA 

IRRITABILITY 

NERVOUSNESS 

PROLCN»ED CRYINGt >l/2 HR 

RESPIRATORY SYSTEH 

BRONCHIOLITIS, ACUTE 

I tU18ER OF VACCINEES t 51 VACCINEES J - INJECTION: 1 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NUHBER 

l----------------------------------------------------------------------------1 HITH 
I O I 1 I Z I 3 I 4 I s I ICOHPLAINTS 
•••■ llllllllH tHHHHHHt-■ -■tt-!HttHHHt l(l(l(l(l(J(l(l(J(l( .......... -- •••••••••• ---0 1 0 0 0 0 1 

0.0%) Z.0%) 0.0%) 0.0%) 0.0%) 0.0%) Z.0%) 

0 l 0 0 0 1 z 
0.0%) Z.0%) 0.0%1 0.0%) o.o;o Z.0%) 3.9%1 

1 1 l l l l l 
2.0%) Z.0%) 2.0%) Z.0%) Z.0%) Z.0%) Z.0%) 

s 3 4 4 4 4 6 
9.8%1 5.9%) 7.8%) 8.0%1 8.0%) 8.0%) 11.8%) 

l 0 l 0 0 l 3 
Z.0%) 0.0%) Z.0%) 0.0%) 0.0%) Z.0%) 5.9%) 

13 s 7 8 4 3 18 
ZS.5%) 9.8%) 13.7%) 16.0iO 8.0%) 6.0%) 35.3%) 

l 0 0 l l l z 
Z.0%) 0.0%) 0.0%) Z.0%1 Z.0%) z.o:o I 3.9%1 

lZ s 7 7 z z 16 
Z3 .Sl.) 9.8%) 13. 7%) 14.0l.) 4.0%) 4.0%) 31.41. I 

l l l l l 0 l 
Z.0%) Z.0%) Z.0%) Z.0%) I Z.0%) 0.0%) Z.0%1 

0 0 l 0 1 0 2 
0. 01. I 0. Ol.) 2.0iO 0.0%) 2.0%) 0.0%) 3. 91.) 

l l l 3 4 4 b 
Z.0%) 2.0%) Z.0%1 6.0%) 8. 01.) 8. Ol. I 11.8%) 

0 0 0 0 l l l 
0.01. J 0.0%) 0.0%) 0.0%) Z. Ol.) Z.0%) 2.0%) 

~ -~ 
J-1 
. .,.. 
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INVESTIGATOR DAJANI, ADNAN S. 
STUDY 000415 
VACCINE HIB CONJUGATE 
LOT M.tllER s CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 12-71 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------~--------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I M.ttBER OF VACCINEES l 51 VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I MJMBER 

l----------------------------------------------------------------------------1 HITH 
CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I I COMPLAINTS 

---······························· .................... ----- .......... ·······--- ·······-COUGH O O O l l l l 
0.0%) 0.0%) 0.0%) Z.0%) Z.0%) Z,0%) Z.0%) 

NASAL DISCHARGE 0 0 l l l l 
0.0%) 0.0%) Z.0%) z.o:o Z.0,0 Z.0%) 

SNEEZING 0 0 l l 0 0 
O.OX) 0.0%) Z.0,0 Z.0%) 0.0%) 0.0%) 

UPPER RESPIRATORY INFECTION, NOS 0 0 0 2 l l 
o.o:o O.OlO 0.0%) 4.0lO Z.0%1 Z.0%1 

NHEEZING l l 0 0 0 0 
Z.0%1 Z.0%1 0.0%) 0.0%) 0.0%) 0.0%) 

SKIN I SKIN APPENDAGE l z 3 l l l 
Z,0%) 3.9%) 5.9%) Z.0%) Z.0%) Z.0%) 

ATOPIC DERHATITIS l z z l l l 
Z,0%) 3.9%) 3.9%) Z.0%) Z,0%) Z.0%) 

RASH 0 0 l 0 0 0 
0.0%) 0.0%) Z.0%) 0.0%) 0.0%) 0.0%) 

SPECIAL SENSES 0 0 0 z z z 
0.0%) 0.0%) 0.0%) 4.0%) 4.0%) 4.0%) 

CONJlKTIVITIS O O O O I l l 
o • 0% , o • 0% > o • 0% > o • o:o I z • 0% > z • 0% > 

I 
OTITIS HEDIA O O O Z I Z 2 

, o.o%J , o.o%J I , o.o%J I l <t.OXJ I l <t.oXJ l <t.OXJ 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------
vAccINEES HITH COtlPLAINTS I Z6 I Z8 I 18 I 16 I 15 I 14 I 

I l 51.0%> I , .54.9%1 I , 35.3%1 I l 3Z.0%1 I 30.0%> I l za.0%> I 

2 
3.9%) 

l 
Z.0%) 

z 
3.9%) 

l 
Z,0%1 

3 
5.9i0 

z 
3.9%) 

1 
Z.0%) 

3 
5. 9%) 

1 
Z.0%l 

3 
5.9.iO 

35 
68.6Xl 

::, 
..... 
0 _.,... 
-..J 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-BER 1 
PATIENT CLASS: 
AGE RANGE 

DAJANI. ADNAN S. 
000415 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 
12-71 ttOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

-------------------------~--------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE I t&.ttBER OF YACCINEES I 51 YACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJHBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPUINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l•-*******I 

YACCINEES NITH NO COHPLAINTS I 25 I 23 I 33 I 34 I 35 I 36 I I 16 I 
I I 49. o;o I I 45 .1% ) I I 64. 7% ) I I 68. 0% ) I I 70. 0% ) I I 72 • 0% ) I I I 31 • 4% ) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTIN; I 51 I 51 I 51 I 50 I 50 I 50 I I 51 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I l I l I l I I 0 

I I I I I I I I 
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INVESTIGATOR DAJANI, ADNAN S. 
STUDY 000415 
VACCINE HIB CONJUGATE 
LOT t-lRER l CP241 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE r 1-11 ttDS. 

TABLE 7 

HAXItU1 TEMPERATURES 

-------------------------~--------------------------------------------------------------------------------------------------
VACCINE r HIB CONJUGATE I t-1.1-BER OF VACCINEES I 13 VACCINEES> - INJECTION 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUHBER 

HAX TEHPERATURE 1---------------------------------------------- ·-----------------------------I HITH 
IDEG F, ORAL) I 0 I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

••••••••·•••··•••••·•··••·••••·•··· -•·•••••• tHHHHHHHHHt NNNNMNNNNN IHUt*IHUHHHt ----1----••• **IHUtiHtlHUt ********** 
< 99 6 7 s 7 1 I 7 4 

54.5.% > 63.6.%> 12. 7.%> 63,6.% > 63.6.% > I 1 63.6.% > 1 36.4% > 
I 

99 - 99.9 5 4 3 3 3 I 3 6 
45.5%> 36.4.%> 27.3.%> 27,3;0 1 27.31/.> I 27.31/.> t 54.51/.> 

I 
100 - 100. 9 o o o o o I 1 o 

I o.oi:> o.01/.) I 0.01/.J I 0.01/.J t 0.01/.J I t 9.1.iO I 0.01/.> 
I 

102 - 102.9 o o o 1 1 I o 1 
l 0 . 0%) l 0.0%) I l 0.0%) l 9.1%) l 9.1%) I l O.O.%) l 9.11/.) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I 11 I 11 I 11 I 11 I 11 I 11 I I 11 I 

I l 84. 6.% > I l 84. 6.% > I l 84. 6.% > I l 84. 6.% > I l 84. 6.% > I l 84. 6.% J I I l 84. 6.% > I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERATURE NOT TAKEN I 2 I 2 I 2 I 2 I 2 I 2 I I 2 I 
I l 15.41/.> I l 15.4.%1 I l 15.4.%> I l 15.41/.J I l 15.4.%> I l 15.4.%> I I l 15.41/.> I 
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INVESTIGATOR 
STUDV 
VACCINE 
LOT tu1BER : 
PATIENT CLASS: 
AGE RANGE 

DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
CPZ41 
HEALTHY CHILDREN 

1-11110S. 

TABLE 7 (cont.) 

HAXItf..11 TEHPERATURES 

-------------------------~--------------------------------------------------------------------------------------------------
VACCINE: HIB CONJU;ATE 

HAX TEHPERATUR£ 
IDEG F, ORAL> 

••••••••••••••••••••••••••••••••••• 
NORHAL 

< 99 

99 - 99.9 

100 - 100.9 

I H..t1BER Of YACCINEES I 11 VACCINEESl - INJECTION Z I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I t-UMBER 

l----------------------------------------------------------------------------1 HITH I o I 1 I Z I 3 I 4 I 5 I I MAX TEHP 
•••••••••• •••••••••• ••11••····· ········- --·- lllllllflUIIIIIJIJI --····--·-1 1 1 1 1 1 1 

11.1%) 11.1%) 14.3%) 14.3%) 14.3%) 14.3%) 11.1%1 

3 5 3 4 4 4 3 
33.3i0 55.6%) 42.9%) 57 ,1%) 57.liO 57.1%) 33.3%) 

3 1 z 1 1 1 3 
33.3%) 11.1%) 28.6%) 14.3% l 14.3%) 14.3%) 33.3%) 

1 1 1 1 l 1 1 
11.1%) 11.1%) 14.3%) 14.3%) 14.3%) 14.3%) 11.1%) 

FEYER 1 1 0 0 0 0 l 
I 11.1%) I 11.1%) I I 0.0%1 I 0.0%1 I 0.0%1 I 0,0%1 I 11.1%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERATURE TAKEN I 9 I 9 I 7 I 7 I 7 I 7 I I 9 I 

I I 81.8%) I I 81,8%) I I 63.6i0 I I 63.6%) I I 63.6%) I I 63.6%1 I I I 81.8%) I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERATURE NOT TAKEN I Z I Z I 4 I 4 I 4 I 4 I I Z I 
I I 18.2%) I I 18.2%) I I 36.4%) I I 36.4%) I I 36.4%) I I 36.4%1 I I I 18.2%) I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NRER 1 
PATIENT CUSS: 
AGE RANGE 

DAJANI. ADNAN S. 
00041S 
HIB CONJUGATE 
CP241 
HEALTHY CHILDREN 
12-71 ttOS. 

TABLE 7 (cont.) 

HAXltU1 TEHPERAT\JRES 

- -----------------------~--------------------------------------------------------------------------------------------------
VACCINE: HIB CONJUGATE I tl.t1BER OF YACCINEES ( 12 VACCINEESI - INJECTION 1 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NJHBER 
HAX TEHPERATURE 1----------------------------------------------------------------------------I HITH 

IDEG F, ORALI I O I 1 I 2 I 3 I 4 I S I I MAX TEMP 
••••••••••••••••••••••••••••••••••• ---- •••••••••••••••••••• N-IHHHHIIHHHlltHHt-•-- ········••!---• ···--··-

< 99 4 6 4 6 I 7 7 I 3 
36.4%) 50.0%) 33.3%) 54 • .5%) I I 63.6%) 58.3%) I 25.0%) 

I I 
99 - 99. 9 s 6 s s I 4 4 I 6 

C 45. 5% l C 50 • 0% ) I 66 • 7% l I 45 . .5% l I I 36 • 4% l 33. 3% l I I SO . 0% l 
I I 

100 - 100.9 1 o o o I o 1 I 2 
9.1%) I 0.0%) 0.0%) 0.0%) I 0.0%) 8.3%) I I 16.7.%) 

I I 
101 - 101.9 1 o o o I o o I 1 

C 9. 1% l I O • 0% I C O. 0% I I O . 0% l I I O . 0% I C O . 0% l I I 8 . 3% I 
-----------------------------------1----------I----------I---------- ----------l----------l----------1----------1----------1 

TEttPERATURE TAKEN I 11 I 12 I 12 11 I 11 I 12 I I 12 I 
I I 91. 7% l I 1100. 0% l I 1100. 0% l . I 91. 7.% l I I 91. 7% I I 1100. 0% I I I 1100. 0% I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE NOT TAKEN I 1 I o I O I 1 I 1 I O I I O I 

I I 8.3%1 I I 0.0%1 I I 0.0%1 I I 8.3%1 I I 8.3%1 I I 0.0%1 I I I 0.0%1 I 

0 -0 
.c -
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INVESTIGATOR DAJANI, ADNAN S. 
STUDY 000415 
VACCINE HIB CONJUGATE 
LOT t&l1BER CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 1-11 ttDS. 

TABLE 7 (cont.) 

HAXItU1 TEHPERATURES 

VACCINE: HIB CONJUGATE I tl.118ER OF VACCINEES I 19 VACCINEES) - INJECTION l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NUNBER 

HA>< TEHPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG f, ORAL l I o I l I 2 I 3 I 4 I s I I MAX TEMP 

·································••l••····•-1---,--1••····••1Htl*llHt:IHHfN:IHHfl••····•-•lllHtllHtN--I•---· NDRHAL I 4 I 4 I 4 I 4 I 4 I 4 I I 4 
I 22.2:iD I 22.2%1 I 23.5%1 I 1· 23.5%1 I 23.5%1 I 23.5%> I I 22.2%1 
I I I I I I I I 

< 99 I 7 I 10 I a I 6 I 9 I 8 I I 6 
I 38.9%) I 55.6%) I 47.1%) I I 35.3%) I I 52.9%) I I 47.1%) I I l 33.31.) 
I I I I I I I I 

99 - 99. 9 I 7 I 4 I s I 7 I 4 I s I I a 
I I 38.9%1 I I 22.2%> I I 29.4%) I I 41.2%> I I 23,5%> I I 29.4%1 I I l 44.4%> 

-----------------------------------1----------I----------I----------I- ·--------l--------~-1----------1----------1----------
TEHPERATURE TAKEN I 18 I 18 I 17 I 17 I 17 I 17 I I 18 

I c 94.7%> I c 94.7.iO I , 89.5%> I 1 89.5%> I , 89.5%1 I , 89.5%1 I I , 94.7%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERATURE NOT TAKEN I l I l I 2 I 2 I 2 I 2 I I l I 
I I 5.3%1 I I 5,3%1 I c 10.5%1 I I 10.5%1 I c 10.5%1 I I 10.s%1 I I I 5.3%1 I 
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INVESTIGATOR 
S1\JDY 
VACCINE 
LOT tU-BER 
PATIENT CLASS: 
AGE RANGE 

DAJANI, ADNAN S. 
000415 
HIB CONJUGATE 
CP749 
HEALTHY CHILDREN 

1-11 ttOS. 

TABLE 7 (cont. ) 

HAXItU1 TEMPERATURES 

-------------------------~--------------------------------------------------------------------------------------------------
VACCINE: HIB CONJUGATE I Nlt1BER OF VACCINEES l 15 VACCINEES) - INJECTION Z I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

HAX TEHPERAl\JRE l----------------------------------------------------------------------------1 HITH 
(DEG F, ORAL) I O I l I Z I 3 I 4 I 5 I I HAX TEHP 

·································••I••········ .................... , .................... --·- .......... -------NORHAL I l l l I l l l l 
I 7. 7% > 7. 1% J 7. 1% I I 7. 1% I 7. 1% J 7. 1% > 7. 1% l 
I I 

< 99 I 6 5 5 I 7 5 4 3 
I, 46.2%1 , 35.7%1 35.7%> I 50.0%> 35.7%> z&.6%> , 21.4%1 
I I 

99 - 99. 9 I 6 7 1 I 4 a 1 6 
I 46.2%1 50.0%1 50.o:o I 28.6%> , 57.1%l 50.0%> 42.9%1 
I I 

100 - 100. 9 I o 1 1 I z o z 4 
I l 0.01.1 c 1.1%1 l 1.1%1 I l 14.3%l l o.o%J l 14.3%1 c za.6%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERAl\JRE TAKEN I 13 I 14 I 14 I 14 I 14 I 14 I I 14 I 

I l 86 • 7% I I l 93 • 3% I I l 93 • 3% I I l 93 • 3% l I l 93 • 3% l I l 93 • 3% I I I c 93 • 3% l I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERAT\JRE NOT TAKEN I Z I 1 I l I l I l I l I I l I 
I l 13 • 3% 1 I l 6. 7% I I l 6 • 7% J I l 6. 7% > I c 6. 7% l I c 6. 7% l I I l 6 • 7% l I 
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INVESTIGATOR DAJANI, ADNAN S. 
STUDY 000415 
VACCINE I HIB CON..JU.ATE 
LOT N.RER I CP749 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 12-71 ttOS. 

TABLE 7 (cont.) 

HAXItU1 TEHPERATURES 

-------------------------~--------------------------------------------------------------------------------------------------VACCINE: HIB CONJUGATE 

tw< TEHPERAl\JRE 
(DEG F, ORALJ 

NORNAL 

< 99 

99 - 99.9 

100 - 1D0.9 

101 - 101.9 

102 - 102.9 

103 - 103.9 

I N.RER OF VACCINEES I 51 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I l'M1BER 

1----------------------------------------------------------------------------I HITH I o I 1 I 2 I 3 I 4 I s I I MAX TEMP 

········••l••···••K- -······· •••••••••• .......... -- IIKNNIINIIIINN l(Jlitl(Jlitl(IHHf 

3 I 3 3 3 2 2 3 
6.3%) I 6.3%) 6.3%) 6,4%) 4.3%) 4.3%) 6.3%) 

I 
23 I 23 25 27 25 27 14 

47.9%) I 47 .9%) 52 .1%) 57 .4% J 54.3%) 58.7%) 29.2% l 

18 19 18 14 14 12 18 
37.5%) 39.6%) 37.5%) 29.8%) 30.4%) 26.1%) 37.5%) 

3 2 2 1 4 3 10 
6.3%) 4.2%) 4.2%) 2.1% J 8. 7%) 6.5%) 20.8%) 

0 0 0 l 0 0 0 
0.0%) 0.0%) 0.0%) Z.1%) 0.0%) 0.0%) 0.0%') 

0 1 0 1 1 1 l 
0.0%) 2.1%) 0.0%) 2.1%) 2.2%) 2.2%) 2.1%) 

1 0 0 0 0 0 1 
2.1%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 2.1%) 

105 - 105.9 0 0 0 0 0 1 1 
l O • 0% J I O. 0% ) I O • 0% l l O • 0% ) I O • 0% l I 2 • 2% l I 2 • 1% I 

-----------------------------------1----------1----------1----------1---------- ----------1----------1----------1----------1 
TENPERATURE TAKEN I 48 I 48 I 48 I 47 46 I 46 I I 48 I 

I c 94.1%) I I 94.1%) I I 94.1%) I c 92,Z%J I I 90,2%1 I I 90,2%1 I I I 94.1%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 3 I 3 I 3 I 4 I .5 I 5 I I 3 I 
I l 5 • 9% J I l 5 • 9% J I I s. 9% J I I 7. 8% l I I 9. 8% l I I 9. 8% l I I I s. 9% l I 



MULTIDCSE STUDIES 



Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

DOSE RANGING STUDIES 

008-01 - Los Angeles, CA - Kwang Sik Kirn, M.D. 

Healthy children and infants 2-48 months of age were enrolled in this 
study. The children received one or two doses of either 7.5 mcg, 15 mcg 
or 30 mcg of Lot 1072/C-P298. Seventeen children 2-18 months of age 
received the first 7.5 rncg dose. Two children received a second dose two 
months later. Serologic data for one child show the child developed ::in 
antibody level >1.0 mcg/ml. Additional data are expected. Eight 
children 19-48 months of age received a single 7 .5 mcg dose. One mouth 
following vaccination, 100% (7/7) had developed antibody titers >LO 
mcg/ml. The GMT prior to vaccination was O .1 mcg/ml. The GMT 
postvaccination was 4.9 mcg/ml. 

Fourteen children 2-18 months of age received the first 15 mcg dose of 
vaccine. Four children received the second dose 2 months later. One 
month following the first dose 75% (3/4) had developed antibody levels 
>1.0 mcg/ml. The GMT at that time for the 4 vaccinees was 2.461 mcg/ml. 
Twenty children 19-48 months of age received a single 15 mcg d0se of 
vaccine. One month following vaccination, 93% (14/15) had developed 
antibody levels >1.0 mcg/ml. Prior to vaccination, the GMT was O.J. 
mcg/ml. The GMT at 1 month was 4.1 mcg/ml. 

Fifteen children 2-18 months of age received the first 30 mcg dose of 
vaccine. Serologic data were not available for these vaccinees ~.t the 
time of data cutoff. Data are expected. Eight children 19-48 months of 
age received a single 30 mcg dose of vaccine. Prior to vaccinatirm 16% 
(1/6) had antibody levels >1.0 mcg/ml. The GMT prior to vaccination was 
0. 9 mcg/ml. One month following vaccination, 83% (5/6) had developed 
antibody levels >1.0 mcg/rnl. The GMT for those 6 children was 5./4 mcg/mJ. 
at 1 month. 

No serious adverse experiences were reported in this study. 

0541Z 22AUG88 



Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

- 2 -

008-02 - Chica&Q., IL - Ram Yogev. M.D. 

Healthy children 2-59 months of age were enrolled in this study. Each 
child received one or two doses of either 7. 5 mcg, 15 mcg or 30 mcg of 
Lot 1072/C-P298. Sixty children 2-18 months of age received the first 
7.5 mcg dose of vaccine. Eight children received the second dose 2 
months later. Available serologic data show that 86% (6/7) had developed 
antibody titers >1.0 mcg/ml 1 month after the second dose. Tweuty-fom· 
children 19-59 months of age received a single 7 .5 mcg dose of vaccine. 
Prior to vaccination 18% had antibody titers >1.0 mcg/ml. The GMT prior 
to vaccination was 0.156 mcg/ml. One month after vaccination 94% (16/17) 
had antibody levels >LO mcg/mL The GMT for the 17 vaccinees was l-1-. 917 
mcg/ml. 

Forty-one children 2-18 months of age received the first 15 mcg dose of 
vaccine. Twelve children received the second dose 2 months late,:. P1::i.or
to vaccination the GMT for the 2-6 month age group was 0.157 mcg/ml: the 
GMT for the 7-12 month age group was 0.085 mcg/ml, and the GMT fo1: the 
13-18 month age group was O .063 mcg/ml. One month after the second 
injection 100% (11/11) had developed antibody l<:!vels >LO mcg/ml. The 
GMT for the 2-6 month age group (n=4) was 2.295 mcg/ml; the GMT for tlv~ 
7-12 month age group (n=4) was 5.068 mcg/ml, and the GMT for th':! 13-18 
month age group (n=3) was 1L825 mcg/mL Twenty-four children 19-59 
months of age received a single 15 mcg dose of vaccine. The 
prevaccination GMT was 0.161 mcg/mL One month after vaccination 914% 
(16/17) had developed antibody titers >1.0 mcg/ml. The GMT at 1 month 
was 9.625 mcg/ml. 

Seven children 7-18 months of age received the first 30 mcg dose <)f 
vaccine. No serologic data were available for these vaccinees at the 
time of data cutoff. Data are expected. Twenty-one children 19-59 
months of age received a single 30 mcg dose. Prior to vaccination l.J% 
(2/16) had antibody titers >LO mcg/mL The GMT was 0.149 mcg/ml. One 
month following vaccination 94% (15/16) had antibody levels > l. 0 mcg/ml. 
The GMT at that time was 18.125 mcg/ml. 

Serious adverse experiences were reported for one child who developed 
rash, fever to 104°, decreased appetite and vomiting. The investigato1: 
felt these experiences were unrelated to use of the vaccine. 

0541Z 22AUG88 
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(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATORS: 

62801 

Haemophil us 
meningitidis 
Study 008-01 

b Conjugate 
Outer Membrane 

Vaccine 
Protein 

(Neisseria 
Complex), 

To evaluate the effect of dose of polysaccharide on 
the safety and immunogenicity of Haemophilus b 
conjugate vaccine (Neisseria meningitidis outer 
membrane protein complex) in infants and children 2 to 
71 months of age. 

Haemophil us 
meningitidis 
(PRP-OMPC) 

b Conjugate 
Outer Membrane 

Vaccine 
Protein 

(Neisseria 
Complex), 

Lot 1072/C-P298/37359 -■ mcg polysaccharide/ml 
. mcg meningococcal protein/ml 

Aluminum h droxide diluent 
Lot 

Kwang Sik Kim, M.D. 
Victor K. Wong, M.D. 
Childrens Hospital of Los Angeles 
4650 Sunset Boulevard 
Los Angeles, California 

Evan Steinberg, M.D. 
Kaiser Foundation Hospital 
1505 North Edgemont 

90027 

Los Angeles, California 90027 

Robert Adler, M.D. 
Childrens Hospital of Los Angeles 
4650 Sunset Boulevard 
Los Angeles, California 

29AUG88 

() 1 0 fl 7 



STUDY LOCATION: 

DATE STUDY 
INITIATED: 

DATE STUDY 
COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

62801 

- 2 -

Childrens Hospital of Los Angeles 
4650 Sunset Boulevard 
Los Angeles, California 90027 

Kaiser Foundation Hospital 
1505 North Edgemont 
Los Angeles, California 90027 

March 30, 1988 

In progress. 

Heal thy infants and children 2 to 71 months of age 
are included in the study. The study population has 
been amended to include children with documented lack 
of immunologic response to prior vaccination with any 
other Haemophilus b vaccine (<2-fold rise in anti-PRP 
and <1.0 mcg/ml anti-PRP). 

Infants and children are randomized to receive 
PRP-OMPC vaccine containing 7.5, 15 or 30 mcg 
polysaccharide. Approximately 50 children are 
assigned to each dose. 

Infants 2 to 18 months of age receive two injections 
of PRP-OMPC vaccine given 2 months apart, while 
children 19 months of age and older receive a single 
injection. Vaccine is reconstituted in aluminum 
hydroxide in the appropriate volume and administered 
by intramuscular route. The dose for each injection 
is 7.5, 15, or 30 mcg of polysaccharide in 0.5 ml. 

The parent or guardian is required to record the 
vaccine recipient's temperature and any reactions at 
the injection site or systemic complaints for 5 days 
after each injection of vaccine. Unexpected or 
serious reactions are to be reported immediately to 
the study physician. Serious adverse experiences in 
the 14 days following each injection of vaccine are 
required to be reported by the investigator. 

29AUG88 
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RESULTS: 
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A blood sample is obtained prior to each injection of 
vaccine and 1 month after the last injection or after 
a single injection of vaccine. All serwn samples are 
assayed for antibody to the capsular polysaccharide 
of Haemophilus influenzae type b by radioimmunoassay. 
Selected samples may be tested for bactericidal and 
opsonophagocytic activity, immunoglobulin isotype and 
subclass IgG. 0psonophagocytic assays are performed 
at the University of Alabama. All other assays are 
performed at Merck Sharp & Dahme Research 
Laboratories. 

Demographic information and individual pre and 
postimmunization antibody data for each vaccine 
recipient are presented in Table 1. 

1. Current status: 

Dose No. Vaccinated 
i.mill Age Injection 1 Injection 2 

7.5 2-18 Mos. 17 2 
19-71 Mos. 7 ( 1 ),·, 

15 2-18 Mos. 14 4 
19-71 Mos. 1 (19) 

30 2-18 Mos. 15 0 
19-71 Mos. 7 ( 1) 

* Parentheses represent additional vaccine 
recipients who were licensed nonconjugated PRP 
vaccine nonresponders. 

29AUG88 



RESULTS 2. 
(CONT.) 

Age Dose 
(Months) (mcg) 

2-18 7.5 

15 

19-71 7.5 

15 

30 

62801 
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Sero logic results: 

Anti-PRP responses prior to each injection of 
vaccine and 1 month after the last or after a 
single injection of vaccine are as follows: 

% With Anti-PRP GMT (mcgLml) 
Time >0.15 mcgLml >1.0 mcgLml All Vaccinees 

Pre 50 (1/2) 0 (0/1) 0.10 
Post 1 100 (1/1) 100 (1/1) 2.29 
Post 2 100 (1/1) 0 (0/1) o. 77 

Pre 0 (0/4) 0 (0/4) 0.08 
Post 1 100 (4/4) 75 (3/4) 2.46 
Post 2 100 (3/3) 67 (2/3) 2.73 

Pre 17 (1/6) 0 (0/6) 0.09 
Post 100 (6/6) 100 (6/6) 5.52 

Pre 0 (0/1) 0 (0/1) 0.06 
Post 100 (1/1) 0 (0/1) 0.64 

Pre 20 (1/5) 20 (1/5) 0.19 
Post 100 (5/5) 80 (4/5) 5. 96 

Antibody response summary statistics for 
previously unvaccinated subjects are presented in 
Tables 2-4. Antibody responses among licensed 
nonconjugated PRP vaccine nonresponders are 
presented in Tables 5-7. 

29AUG88 
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RESULTS: 
(CONT.) 
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3. Clinical results: 

The incidence of selected injection site and 
systemic reactions occurring within 2 days after 
vaccination are as follows: 

Type of Reaction 

Injection Site: 
Pain/Soreness 
Erythema > l inch 
Swelling >l inch 
Induration 

Systemic: 
Irritability 
Sleepiness/Lethargy/ 

Fatigue 

% of Vaccinees with Reaction 
2-18 Mos. 12-71 Mos. 

Injei;;tion l Injection 2 
I.,_5_ li_ _lQ_ Ll li_ Ll ~ .3..Q_ 

n=l l n=B n=lO n=l n=l n=7 n=l6 n=6 

9 0 0 0 0 14 38 67 
0 0 0 0 0 0 0 0 
0 0 0 0 0 0 0 0 
0 0 0 0 0 0 0 0 
0 0 0 0 0 0 0 0 

9 25 20 0 100 0 13 0 
36 0 10 0 0 14 25 17 

* Licensed nonconjugated PRP vaccine nonresponders. 

The frequencies of all clinical reactions and 
maximum temperatures occurring during the 5 days 
following each injection of vaccine are presented 
in Tables 8-10 by dose. 

No serious or alarming reactions attributable to 
vaccine have been reported. 

29AUG88 
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INVESTIGATOR 
Sl\JOY 
VACCINE 
REGIHEN 
PATIENT CLASS: 

1<.IH, KHANG S. 
000801 
HIB CONJUGATE 
2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA 
llllllllllllllllllllllllNN--IHHHHHt-lllM .... lll .. lttHftHHHllll•M• .. •M»-•• .. - ... tHtfflttOHttHHtlHHflHHHtlt ....... - •• --.. ·lHHt-lHHHf .. lHHHtlfjtiHHHHHHHHHUtlHtlHHHtltlllllll 

F HISP 

F CAUC 

F CAUC 

H CAUC 

F BLAC 

H HISP 

F HISP 

F HISP 

H HISP 

H BLAC 

F BLAC 

H HISP 

F BLAC 

F CAUC 

ZH 

2H 

4H 

ZH 

ZH 

3H 

4H 

2H 

ZH 

2H 

6H 

2H 

"" 
2H 

0 

0 
56 

0 
0 

64 
64 
97 

0 

0 

0 
0 

56 
S6 

100 

0 
0 

63 
63 
91 

0 

0 

0 

0 

0 

0 

0 

011 INJ 1 

011 INJ 1 
021 INJ 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
OZl INJ z 
OZl BLEED Z 

011 INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
OZl BLEED Z 

001 PREBLEEO 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED Z 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

CP298 

CP298 
CP298 

CP298 

CP298 

CPZ98 

CPZ98 

CP298 

CPZ98 

CP298 

CP298 

CP298 

CP298 

CPZ98 

CP298 

CP298 

CP298 

CP298 

30 HCG 

7.5 HCG 
7,5 t1CG 

15 HCG 

15 HCG 

30 t1CG 

7,5 HCG 

15 t1CG 

1S HCG 

15 HCG 

15 HCG 

7.5 HCG 

30 HCG 

30 11CG 

15 HCG 

7.5 HCG 

7,5 HCG 

15 MCG 

< 125 

1373 

1581 

< 125 

289 

604 

126 

21544 

21273 



(b) (6) (b) (6) (b) (6)

HFLw,Z35't6D90/07/Dl/88/PAGE 6 

INVESTIGATOR 
sruov 
VACCINE 
REGIMEN 1 

PATIENT CLASS: 

KIH, KlofANG S, 
000801 
HIB CONJUGATE 
2 INJ. THO MOS. APART 
HEALTHY CHILDREN 

TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA 
HIHHtfflflHffflflflf lHflf lHHtfflffflfitiHHHtlf._lf.__..lflflf If lflflflflHflflflflfltlf._ltlflflf-lHfltlflHflflHflHHHtlflfltltlHHtltlHfltlHflHfltlHflflflHfltltltlHflt IHHtltltlflHf._lHtltlfltlflHflfltlf 

H BLAC 

H HISP 

H HISP 

H CAUC 

F HISP 

H OTHE 

H HISP 

H CAUC 

F HISP 

F HISP 

" CAUC 

F HISP 

H CAUC 

H HISP 

H CAUC 

H BLAC 

H BLAC 

F BLAC 

H BLAC 

4H 0 

5H 0 

4H 0 

5H 0 

ZH 0 

12H 0 

6H 0 

UH 0 

7H 0 
0 

63 
63 
83 

4H 0 

lOH 0 

12H 0 

8H 0 

7H 0 

ION 0 

6H 0 

7H 0 

8H 0 

UH 0 

011 INJ 1 CP298 30 HCG 

011 INJ 1 CP298 30 HCG 

011 INJ 1 CP298 15 tlCG 

011 INJ 1 CP298 7.5 MCG 

011 INJ 1 CP298 15 tlCG 

011 INJ 1 CP298 30 MCG 

011 INJ 1 CP298 15 HCG 

011 INJ 1 CP298 7.5 HCG 

001 PREBLEED < 125 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 4288 
021 INJ 2 CP298 15 tlCG 
021 BLEED 2 8978 

011 INJ l CP298 7,5 HCG 

011 INJ 1 CP298 30 HCG 

011 INJ 1 CPZ98 15 HCG 

011 INJ 1 CP298 7.5 HCG 

011 INJ l CP298 30 HCG 

011 INJ 1 CP298 7.5 HCG 

011 INJ 1 CPZ98 30 HCG 

on nu 1 CP298 15 HCG 

011 INJ 1 CP298 30 !1CG 

011 INJ l CP298 7 .5 .1CG 
0 -0 
'.II ...,. 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
REGIHEN 
PATIENT CLASS: 

KIH, KHANG S. 
000801 
Hia CONJUGATE 
2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LDT DOSE CODE/ RIA 

F HISP 

H BLAC 

" BLAC 

F BLAC 

F BLAC 

" HISP 

" HISP 

" HISP 

F BLAC 

" CAUC 

F HISP 

F HISP 

" BLAC 

13H 0 

13H 0 
0 

63 
63 
89 

12H 0 

12H 0 

16H 0 

13H 0 

16H 0 

16H 0 

14H 0 

16H 0 

12H 0 

18H 0 
0 

18 

18H 0 
0 

29 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

30 HCG 

7.5 MCG 

7.5 HCG 

15 MCG 

30 MCG 

7.5 t1CG 

7.5 MCG 

30 t1CG 

30 MCG 

15 HCG 

7.5 MCG 

15 HCG 

7.5 MCG 

7.5 HCG 

< 125 

766 

3449 

< 125 

4766 

161 

2290 

.:::, 
11 



(b) (6) (b) (6) (b) (6)

Ht. _. ~3546090/07/01/88/PAGE 1 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F BLAC 2Y 0 
0 

32 

H BLAC 23H 0 
0 

23 

H HISP 0 
0 

30 

F CAUC tY 0 
0 

27 

H BLAC 2Y 0 
0 

22 

H CAUC 2Y 0 
0 

28 

H CAUC l9tl 0 
0 

28 

F HISP 20H 0 
0 

40 

F CAUC 19tt 0 
0 

30 

H OTHE 2Y 0 
0 

26 

F HISP 2Y 0 

TABLE l (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

001 PREBLEED < 125 
011 INJ 1 CP298 30 HCG 
011 BLEED 1 671 

001 PREBLEED < 125 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 638 

001 PREBLEED < 125 
011 INJ 1 CP298 7.5 HCG 
011 BLEED 1 2518 

001 PREBLEED < 125 
011 INJ 1 CP298 30 HCG 
011 BLEED 1 12564 

001 PREBLEED < 125 
011 INJ 1 CP298 7.5 HCG 
011 BLEED 1 25050 

001 PREBLEED 6305 
011 INJ 1 CP298 30 HCG 
011 BLEED 1 17307 

001 PREBLEED < 125 
011 INJ 1 CP298 30 HCG 
011 BLEED 1 3935 

001 PREBLEED < 125 
011 INJ 1 CP298 7.5 HCG 
011 BLEED 1 3587 

001 PREBLEED 149 
011 INJ 1 CPZ98 7.5 HCG 
011 BLEED 1 1251 

001 PREBLEED 142 
011 INJ 1 CP298 30 HCG 
011 BLEED 1 13056 

001 PREBLEED < 125 
·:> 

c::> 
•..Jl 
.11 



(b) (6) (b) (6) (b) (6)

HF~-- ~3546090/07/0l/88/PAGE 2 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 
PATIENT CLASS: 

KIN, KHANG S. 
000801 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F HISP 2Y 0 
50 

F CAUC 22H 0 
0 

20 

F BLAC 21H 0 

" BLAC 22H 0 
0 

27 

F BLAC 2Y 0 
0 

36 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

011 INJ l CP298 30 HCG 
011 BLEED l 2568 

001 PREBLEED 267 
011 INJ l CP298 7.5 HCG 
011 BLEED l 441 

011 INJ l CP298 30 HCG 

001 PREBLEED 204 
011 INJ l CP298 7.5 t1CG 
011 BLEED l 45036 

001 PREBLEED < 125 
011 INJ l CP298 7.5 t1CG 
011 BLEED 1 2208 



(b) (6) (b) (6) (b) (6)

HFL~,~5546090/07/01/88/PAGE 3 

INVESTIGATOR 
STUDY 

ICIH, KHANG S. 
I 000801 

HIB CONJUGATE 
ONE INJECTION 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

VACCINE 
REGIMEN 
PATIENT CLASS: HIB POLVS YACC NON-RESPONDERS 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F HISP 2V 0 001 PREBLEED < 125 
0 D11 INJ l CP298 15 MCG 

26 011 BLEED 1 1694 

H HISP 2V 0 001 PREBLEED < 125 
0 011 INJ l CPZ98 15 HCG 

30 011 BLEED l 10350 

H CAUC 2V 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 MCG 

30 011 BLEED l 3208 

H BLAC 2Y 0 001 PREBLEED < 125 
0 011 INJ 1 CPZ98 7.5 HCG 

34 011 BLEED l 2399 

H CAUC ZZH D 001 PREBLEED < 125 
0 011 INJ l CP298 15 HCG 

21 011 BLEED l 3735 

F CAUC 2Y 0 001 PREBLEED 144 
0 011 INJ l CP298 lli HCG 

33 011 BLEED l 8246 

H HISP 2Y 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 HCG 

29 011 BLEED l 14878 

H HISP 2Y -31 001 PREBLEED 392 
0 011 INJ l CP298 30 HCG 

28 011 BLEED l 3266 

F HISP 2V 0 001 PREBLEEO < 125 
0 011 INJ l CP298 15 HCG 

34 OU BLEED l 21419 

H HISP 2V 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 15 MCG 

58 Oll BLEED l 1984 

H HISP 2V 0 001 PREBLEED 187 

"=> 

~ 

./1 

...J 



(b) (6) (b) (6) (b) (6)

Ht~ -- L3546090/07/0l/88/PAGE 4 

INVESTIGATOR 
sruov 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
ONE INJECTION 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

VACCINE 
REGIMEN 1 
PATIENT CLASS: HIB POLYS VACC NON-RESPONDERS 

CASE SEX RACE BIRTH AGE DAY 

H HISP 2Y 0 
28 

F HISP 2Y 0 
0 

29 

F BLAC 3Y 0 
0 

30 

H CAUC ZY -41 
0 

45 

F HISP 3Y 0 

" HISP 2Y 0 
0 

49 

" HISP zv 0 
36 

" HISP 3Y 0 
0 

28 

F CAUC 2Y 0 
0 

21 

H BLAC 3Y 0 

F HISP 2Y 0 

DATE PHS EVENT 

011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ l 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEEO 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

011 INJ 1 

LOT 

CPZ98 

CP298 

CP298 

CP298 

CPZ98 

CP298 

CPZ98 

CP298 

CP298 

CPZ98 

CP298 

DOSE 

15 HCG 

15 HCG 

15 HCG 

15 t«:G 

15 HCG 

15 t«:G 

15 HCG 

15 HCG 

15 MCG 

15 HCG 

15 MCG 

CODE/ RIA 

1138 

361 

3161 

389 

4290 

449 

1721 

< 125 

37923 

5711 

336 

2065 

< 125 

1876 
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ItNESTIGATOR 
SllJDY 
VACCINE 
ASSAY 
DOSE 
POPULATION 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
RIA 
7,5 HCG 
HEALTHY CHILDREN 

TABLE 2 

A N T I 8 0 D Y R E S P O N S E S 

.% HITH ANTI-PRP FOLD RISE 
TIHE ---------------------------------- ------------------------

AGE IHONTHS) >.15 HCG AB/HL >l. 0 HCG AB/HL % >2 FOLD HEAN 
tHHHHHHHHHI tHHHHHHHHHHHI tH<tltH<tHltHHHHl*tHI ********-***** ****HKtllll(KlltlltK ****** 

13-18 HOS. PRE INJ 50 1/ 2) 0 DI 2) 

1 HONTH 100 1/ 1) 100 1/ 1) 100 1/ 11 14.2 
2 HONTHS 100 1/ 1) 0 01 1) 100 1/ 1) 6.1 
3 HONTHS 100 1/ 1) 100 1/ 1) 100 1/ 1) 27.6 

19-59 HOS. PRE INJ 17 1/ 6) 0 01 6) 
1 HONTH 100 6/ 6J 100 6/ 6J 100 6/ 6J 39.5 

FOOTNOTE C S ) : 

GHT HCG AB/HL IN) 

-----------------
ALL 

VACCINE ES 
********•----

0.100 2) 
Z.290 1) 
0.766 I 1) 

3.449 I 1) 

0.088 ( 61 
5,515 I 6) 

IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE HEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC HEAN TITER. 

;:> -0 
.11 
0 



H~. LB546Zl0/07/0l/88/l 

INVESTIGATOR 
sruov 
VACCINE 
ASSAY 
DOSE 
POPULATION 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
RIA 
15 HCG 
HEALTHY CHILDREN 

TABLE 3 

A N T I B O D Y R E S P O N S E S 

Y. HITH ANTI-PRP FOLD RISE 
TIHE ---------------------------------- ------------------------AGE IHONTHSJ >.15 tlCG AB/NL >l.0 HCG AB/Ml l'. >Z FOLD HEAN 

IHHHftHHt-• -·-··· ·············- ·-·····-••tHHt -··-··----· ·-·-
Z- 6 HOS. PRE INJ 0 • 0/ 3) 0 0/ 3) 

2 HONTHS 100 I 3/ 3) 67 2/ 3) 100 3/ 3) 16.3 
3 HONTHS 100 I 3/ 3) 67 Z/ 3) 100 3/ 3) Zl.8 

7-12 HOS. PRE INJ 0 0/ lJ 0 0/ l) 

2 MONTHS 100 1/ l) 100 1/ lJ 100 1/ lJ 34.3 

19-59 HOS. PRE INJ 0 0/ lJ 0 0/ lJ 
l HONTH 100 1/ l> 0 0/ l) 100 1/ 1) 5.1 

FOOTNOTEISJ: 

GHT tlCG AB/NL INJ 
-----------------ALL 

VACCINE ES 
.................... 

0.079 I 3) 
2.045 I 3) 
2. 729 I 3) 

0.063 lJ 
4.288 lJ 

0.063 lJ 
0.638 lJ 

IF A TITER IS REPORTED AS <.125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC HEAN TITER . 
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INVESTIGATOR 
S1\JDY 
VACCINE 
ASSAY 
DOSE 
POPULATION 

AGE 

19-59 HOS. 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
RIA 
30 HCG 
HEALTHY CHILDREN 

TABLE 4 
A N T I 8 0 D Y R E S P O N S E S 

% HITH ANTI-PRP FOLD RISE 
TINE 

(t10NTHS) 

PRE INJ 
1 HONTH 

>.15 HCG AB/ML 

20 
100 

1/ 5) 

5/ 5) 

> 1. 0 HCG AB/ML 
*************** 

20 
80 

1/ 5) 

4/ 5) 

% >Z FOLD HEAN 
**********--* ****** 

100 I 5/ 51 21.2 

GHT HCG AB/HL IN) 

ALL 
VACCINEES 

***************** 

0.185 
5.956 

5) 
5) 

FOOTNOTE ( S l: 
IF A TITER IS REPORTED AS <.1Z5, THEN .1Z5 IS USED TO CALCULATE THE HEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOHETRIC HEAN TITER. 

0 -0 
a--
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INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
DOSE 
POPULATION 

AGE 

19-59 tl)S, 

KIH, KHANG S . 
000801 
HIB CONJUGATE 
RIA 
7.5 HCG 
HIB POLYS YACC NON-RESPONDERS 

TABLE 5 
A N T I 8 0 0 Y R E S P O N S E S 

J! HITH AHTI-PRP FOLD RISE 
TIHE 

IHONTHSJ 

PRE INJ 
l HONTH 

>.15 HCG AB/NL 

0 
100 

0/ 1) 
1/ 1) 

>1.0 HCG AB/Hl 

--···-·-·--
0 

100 
0/ l) 
1/ 1) 

% >2 FOLD HEAN 

-·········· ····-
100 ( 1/ 11 19.Z 

GKT HCG AB/NL IN) 

All 
VACCINE ES ------·--· 
0.063 
Z.399 

1) 
1) 

FOOTNOTE ( S ) : 
IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO ,063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



Ht~-, LB546210/07/0l/88/2 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
DOSE 
POPULATION 

KIH, KHANG S. 
000801 
HIB COUJUGATE 
RIA 
15 tlCG 
HIB POLYS YACC NON-RESPONDERS 

TABLE 6 

A N T I B O D Y R E S P O N S E S 

% HITH ANTI-PRP FOLD RISE 

AGE 
TIHE 

CHONTHSJ >.15 tlCG AB/HL 
tHHHHHHHHHt .. ••••••••- iHHtlHHHUHHHUHHHt 

19-59 HOS. PRE INJ 
1 HONTH 

FOOTNOTE I S ) : 

36 
100 

5/ 14) 
14/ 14) 

> 1. 0 tlCG AB/HL 
NJHHttHHt!HHHttHI-H 

0 
100 

0/ 14) 
14/ 14) 

% >2 FOLD HEAN 
IHHHOHUtltlHHUHHHt ltNIHHtlt 

100 C 14/ 14) 26.0 

Gl1T HCG AB/11L CN) 

ALL 
YACCINEES 

XltK1t••1t•1t1tltlllt-ltJHHt 

0.120 
4.642 

14 > 
14) 

IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOHETRIC HEAN TITER. 

.--



HFLu/LB546210/07/0l/88/4 

INVESTIGATOR 
SllJDY 
VACCINE 
ASSAY 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
RIA 
30 HCG 

TABLE 7 

A N T I B O D Y R E S P O N S E S 

DOSE 
POPULATION HIB POLYS YACC NON-RESPONDERS 

AGE 
TIHE 

lHONTHSJ 

PRE INJ 
l HONTH 

FOOTNOTE IS J: 

X HITH ANTI-PRP 

>.15 HCG AB/HL 

100 
100 

1/ l) 
1/ l l 

>l.O HCG AB/HL 
-itititlfiHHtitlfitiHtit 

0 
100 

0/ l) 

l/ ll 

FOLD RISE 

X >Z FOLD HEAN 
***ltitlfititltitiHtiHHt iHHtiHtlf 

100 I 1/ l) 8.3 

GHT HCG AB/ttL IN) 

ALL 
VACCINE ES 

lfltiHHtitlHtlfiHfitlflfiHfit 

0,392 
3.266 

l) 

l) 

If A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE HEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HFLU/CC546330/08/26/88/10 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 8 
C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

HIB CONJUGATE 
INJECT ION: 

7 

1 25.0 %) 
3 75 . 0 %) 
3 

NO. OF VACCINEES % BASED 
WITH ON 4 

CLINICAL COMP. VACCINEES 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

SYSTEMIC REACTIONS 
FATIGUE 
DIARRHEA 
INFECTIOUS GASTROENTERITIS 
PROLONGED CRYING, >1/2 HR 
URTICARIA 
WARM TO TOUCH 

0 0.0 

3 75.0 
2 50.0 

25.0 
25.0 
25.0 
25.0 
25.0 

::> 
y.. 
J1 



HFLU/C~J46330/08/26/88/11 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

7-12 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION : 

4 

3 
0 

(100.0 %) 
( 0.0 %) 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 3 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 0 0 . 0 



HFLU/CL~ ➔6330/08/26/88/12 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 
13-18 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 

6 

1 
3 
2 

NO. OF VACCINEES 
WITH 

CLINICAL COMP . 

25.0 %) 
75.0 %) 

% BASED 
ON 4 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
FATIGUE 
DIARRHEA 
IRRITABILITY 
PROLONGED CRYING, >1/2 HR 
UNUSUAL HIGH-PITCHED CRYING 
VOMITING 
WARM TO TOUCH 

3 
2 
1 

25.0 
25.0 

75.0 
50.0 
25.0 
25.0 
25.0 
25.0 
25.0 
25.0 



HFLU/L~J46330/08/26/88/16 

INVESTIGATOR 
STUDV 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAVS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHV CHILDREN 
13-18 MOS. 
DAVS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 2 

1 
0 
0 

(100.0 %) 
( 0.0 %) 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 1 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 0 0.0 



HFLU,~~546330/08/26/88/13 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 
19-59 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y f R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 

7 

5 
2 
0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

71. 4 %) 
28.6 %) 

% BASED 
ON 7 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ. SITE 
SWELLING, INJ. SITE (<::1 IN.) 

SYSTEMIC REACTIONS 
FATIGUE 

14.3 
14.3 
14.3 

14.3 
14.3 



HFLU/CC546330/08/26/88/14 

INVESTIGATOR 
STUDY 
VACCINE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

DOSE 
POPULATION 
AGE RANGE 

HIB POLVS VACC NON-RESPONDERS 
19-59 MOS. 

DAYS OF FOLLOWUP DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 

1 

1 
0 
0 

(100 . 0 ") 
( 0. 0 ") 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 1 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 0 0.0 

0 -0 
...... 
0 



HFLU/CC546330/08/26/BB/1 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 

8 

2 
3 
3 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

40.0 %) 
60.0 %) 

% BASED 
ON 5 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

ERYTHEMA, JNJ. SITE (<=I IN.) 
PAIN/SORENESS, INJ. SITE 
SWELLING, JNJ . SITE (<=1 IN.) 
SWELLING, INJ. SITE (> 1 INCH) 

SYSTEMIC REACTIONS 
IRRITABILITY 
PROLONGED CRYING, >1/2 HR 
DIARRHEA 
INFECTIOUS GASTROENTERITIS 
VOMITING 
WARM TO TOUCH 

2 
2 

2 
2 
2 

40.0 
40.0 
20.0 
20 . 0 
20.0 

40.0 
40 . 0 
40.0 
20 . 0 
20.0 
20 . 0 
20.0 

0 -0 
~ .... 



HfLU/CC546330/08/26/88/15 

I NVESTI GA TOR 
STUDV 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
15 MCG 
HEALTHV CHILDREN 

2- 6 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y f R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 2 

3 

0 ( 0.0 %) 
1 (100.0 %) 
2 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 1 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

SYSTEMIC REACTIONS 
IRRITABILITY 
WARM TO TOUCH 

0 0.0 

100.0 
100 . 0 
100.0 



HFLU1 ~6330/08/26/BB/2 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

7-12 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 8 (cont. ) 

C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

HIB CONJUGATE 
INJECTION: 

5 

2 
1 
2 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

66.7 %) 
33.3 %) 

% BASED 
ON 3 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

SWELLING, INJ. SITE (<=I IN.) 
33.3 
33.3 



HFLU/~~046330/08/26/88/3 

INVESTIGATOR 
STUDV 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAVS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 
19-59 MOS. 
DAVS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO OATA 

CLINICAL COMPLAINTS 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

HIB CONJUGATE 
INJECT JON: 

1 

1 
0 

(100 . 0 %) 
( 0.0 %) 

0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 1 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 0 0.0 

-



HFLU/~L546330/08/26/88/4 

INVESTIGATOR 
STUDY 
VACCINE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
15 MCG 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S 8 Y F R E Q U E N C Y 

DOSE 
POPULATION 
AGE RANGE 

HTB POLY$ VACC NON-RESPONDERS 
19-59 MOS. 

DAYS OF FOLLOWUP DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 

19 

8 
8 
3 

NO . OF VACCINEES 
WITH 

CLINICAL COMP. 

50.0 %) 
50.0 %) 

% BASED 
ON 16 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 6 37.5 

PAIN/SORENESS, INJ . SITE 6 37.5 
SWELLING, INJ . SITE (<=1 IN.) 3 18.8 
ERYTHEMA, INJ. SITE (<=1 IN.) 2 12. 5 

SYSTEMIC REACTIONS 7 43.8 
FATIGUE 4 25 . 0 
WARM TO TOUCH 4 25 . 0 
IRRITABILITY 3 18.8 
PROLONGED CRYING, > 1 / 2 HR 2 12.5 
VIRUS INFECTION 6.3 



HFLU/CC546330/08/26/88/5 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S . 
000801 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S 8 Y F R E Q U E N C Y 

I 
I 
I 
I 
I 
I 
I 
I 

HIB CONJUGATE 
INJECTION: 

7 

4 
I 
2 

80.0 %) 
20.0 %) 

I NO. OF VACCINEES % BASED 
I WITH ON 5 

CLINICAL COMPLAINTS I CLINICAL COMP. VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

SYSTEMIC REACTIONS 
CRYING 
FATIGUE 
IRRITABILITY 
NASAL DISCHARGE 
PROLONGED CRYING, 
VIRUS INFECTION 
VOMITING 
WARM TO TOUCH 

>l/2 HR 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 

0 0 . 0 

20.0 
20.0 
20.0 
20 . 0 
20.0 
20 . 0 
20 . 0 
20.0 
20.0 



HFLU/C~J46330/08/26/88/6 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S . 
000801 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 

7-12 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCJNEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

HIB CON J UGATE 
INJECTION: 

5 

2 
1 
2 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

66.7 %) 
33.3 %) 

% BASED 
ON 3 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

SYSTEMIC REACTIONS 
DIARRHEA 
IRRITABILITY 
WARM TO TOUCH 

0 0.0 

33.3 
33 . 3 
33 . 3 
33.3 

,:::, 
.-
0 
....... 
....... 



HFLU/CC546330/08/26/88/7 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 
13-18 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

HIB CONJUGATE 
INJECTION: 

3 

2 
0 

(100.0 %) 
( 0 . 0 %) 

1 

NO . OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 2 

VACC I NEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 0 0.0 



HfLU/CC~46330/08/26/88/8 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS Of fOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 
19-59 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 

7 

2 
4 
1 

NO. Of VACCINEES 
WITH 

CLINICAL COMP. 

33.3 o/.) 
66 . 7 o/.) 

% BASED 
ON 6 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ. SITE 
SWELLING, INJ. SITE (<=1 IN.) 

SYSTEMIC REACTIONS 
FATIGUE 
GAIT ABNORMALITIES 
WARM TO TOUCH 

4 
4 
2 

3 

66.7 
66.7 
33 . 3 

50.0 
16.7 
16.7 
16.7 



HFLU/~C546330/08/26/88/9 

INVESTIGATOR 
STUDY 
VACCINE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
30 MCG 

TABLE 8 (cont.) 

C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

DOSE 
POPULATION 
AGE RANGE 

HIB POLYS VACC NON-RESPONDERS 
19-59 MOS . 

DAYS OF FOLLOWUP DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION : 

1 

0 
I 
0 

( 0 . 0 %) 
(100 . 0 %) 

NO . OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 1 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

SYSTEMIC REACTIONS 
IRRITABILITY 
WARM TO TOU_CH . 

0 0.0 

100 . 0 
100.0 
100.0 

0 .-
0 
Ol 
Q 



HFLU/Z:. ,D/07/08 / 88/PAGE 16 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 9 
CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION 
1------------------------------------------------------ ----------- - ----------

CLINICAL COMPLAINTS I O I I I 2 I 3 I 4 I 5 I 
------------------------ -----------l------ ----l-- - ---- - --l - ---------l----------1----------l----------l--- - ------
sYsTEM1c I 3 I 3 I I I o I o I o I I 

I c 75.0%l I < 1s.0%J I c 2s . 0%l I < o . O%l I < o.o%l I c o.o%l I I 

BODY AS A WHOLE/SITE UNSPEC. 2 I 0 0 0 0 
50.0%) 25.0%) 0.0%) 0.0%) 0.0%) 0.0%) 

FATIGUE I 0 0 0 0 
25 . 0%) .( 25.0%) 0 . 0%) 0.0%) 0.0%) 0 . 0%) 

WARM TO TOUCH I 0 0 0 0 0 
25.0%) 0 . 0%) 0.0%) 0.0%) 0.0%) 0 . 0%) 

DIGESTIVE SYSTEM I 1 1 0 0 0 
25.0%) 25.0%) 25.0%) 0.0%) 0.0%) 0 . 0%) 

DIARRHEA 1 1 1 0 0 0 
25.0%) 25.0%) 25.0%) 0.0%) 0.0%) 0 . 0%) 

INFECTIOUS GASTROENTERITIS I 1 1 0 0 0 
25.0%) 25.0%) 25.0%) 0.0%) 0.0%) 0.0%) 

NERVOUS SYSTEM & PSYCHIATRIC 0 1 0 0 0 0 
0.0%) 25.0%) 0.0%) 0.0%) 0.0%) 0.0%) 

PROLONGED CRYING, >1/2 HR 0 I 0 0 0 0 
0.0%) 25.0%) 0 . 0%) 0.0%) 0 . 0%) 0.0%) 

SKIN & SKIN APPENDAGE 0 1 0 0 0 0 
0.0%) 25 . 0%) 0.0%) 0.0%) 0 . 0%) 0 . 0%) 

URTICARIA 0 l 0 0 0 0 
0.0%) 25.0%) 0.0%) 0.0%) 0.0%) 0.0%) 

NUMBER 
WITH 

COMPLAINTS 
••••••••••I 

( 

3 I 
1s.0%J I 

2 
50.0%) 

2 
50.0%) 

I 
25.0%) 

1 
25 . 0%) 

1 
25 . 0%) 

1 
25.0%) 

1 
25.0%) 

I 
25.0%) 

I 
25 . 0%) 

1 
25.0%) 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: I 
1------------------------------------------------------------------------- ---
I DAYS POST VACCINATION NUMBER 
1---------------------------------------------------------------------------- WITH 

CLINICAL COMPLAINTS I O I I I 2 I 3 I 4 I 5 I COMPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1••······••1 

VACCINEES WITH COMPLAINTS ( 3 I 3 ( I I O ( 0 f O ( I 3 I 
I < 1s.0%J I c 1s . 0%J I c 2s.0%J I c 0 . 0%1 I c o.o%J I c o.o%J I I 1s . 0%J I 

------------------------- ----------1-------- --1-- - -- -----l----------1----------l ----------1----------1----------1 I 
VACCINEES WITH NO COMPLAINTS I 1 I 1 I 3 f 4 I 4 I 4 I I 1 I 

I < 2s.0%) I c 2s.0%J I < 1s . 0%J I c100 . 0%J I c100.0%J I c100.0%) I I 2s.O%l I 
-----------------------------------l----------l----------1----------1----------l----------1----------1-- --------1 I 
TOTAL VACCINEES REPORTING I 4 I 4 I 4 I 4 I 4 I 4 I I 4 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I 3 I 3 ( 3 I 3 I 3 ( 3 I I 3 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

7-12 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 4 VACCINEES) - INJECTION: I I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION 
1--------------------------- .------------------------------------------------

CLINICAL COMPLAINTS I O I 1 · I 2 I 3 I 4 I 5 I 
----------------------------- .-----1----------1----------1----------1---------- ----------1----------1----------

VACCINEES WITH COMPLAINTS I O I O I O I O O I O I 
I c 0.0%) I < 0.0%) I c 0.0%) I c 0.0%) < 0.0%) I < 0.0%) I 

-----------------------------------1----------1----------1---- ------1---------- ----------1----------1----------1 
VACCINEES WITH NO COMPLAINTS I 3 I 3 I 3 I 3 I 3 I 3 I I 

I c100.0%) I c100.0%J I c100.0%J I c100.0%J I c100.0%J I <100.0%) I I 
-----------------------------------1----------1----------1----------1----------1----------1----------1- ---------1 
TOTAL VACCINEES REPORTING I 3 I 3 I 3 I 3 I 3 I 3 I I 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I I I 1 I I I 1 I 1 I I I I 

I I I I I I I I 

NUMBER 
WITH 

COMPLAINTS ............. , 
o I 

o.o%J I 
I 

3 I 
c100.0%) I 

I 
3 I 

I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7 . 5 MCG 
HEALTHY CHILDREN 
13-18 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 6 VACCINEES) - INJECTION : 1 I 
1-------------- - ---------------------- - ------ - -------------------- - ------ - ---I 
I DAYS POST VACCINATION I NUMBER 
1----------- - - - - - - ----- - --- - ---------- - ------ - ------------ - ---------- - -------I WITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 5 I !COMPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••I•••••••••• ••••••••••l••••••••••l••••••••••l 
LOCAL REACTIONS I O I 1 I O I O I O O I I 1 I 

I < 0 . 0%) I < 25 . 0¾l I < 0 . 0%> I < 0 . 0%> I < 0 . 0%> < 0.0%> I I 25.0%} I 
------------------------ ------ .----1----------I--- ------ - I---- --- ---I ----------I---------- ----------1- ----- -- --1 I 

PAIN/SORENESS. INJ. SITE I O I 1 I O I O I O I O I I 1 I 
I < 0 . 0%) I c 25 . □%> I c 0.0%) I c 0.0%> I c 0.0%) I c o.0%) I I 2s.0%) I 

----- ---------- - -------- ----------- ----------1----------1----------1----------I ------ ----I----------I- ---------I I 
SYSTEMIC 2 I 1 1 I 1 I 1 I 1 I I 3 I 

c 50. □%> I c 25.0¾l c 25.0%> I c 25.0%> I c 25.0%) I c 25. □%> ! I 1 s .0%> I 
--------------- --- ----------------- --------- ----------- - - ------------ - ------- ----- - ------------------ - --------

BODY AS A WHOLE/SITE UNSPEC. 1 1 1 1 1 I 2 
25.0%) 25 . 0%) 25.0%) 25 . 0%) 25.0%} 25.0%) 50 . 0%) 

FATIGUE 1 I 0 0 0 0 2 
25.0%) 25 . 0%) 0 . 0%) 0 . 0%) 0 . 0%} 0.0%) 50.0%) 

WARM TO TOUCH 0 I 1 1 1 1 1 
0 . 0%) 25 . 0%) 25 . 0%) 25 . 0%) 25.0%) 25 . 0%) 25.0%} 

DIGESTIVE SYSTEM 0 1 1 1 0 0 1 
0.0%) 25.0%) 25 . 0%) 25.0%) 0 . 0%) 0.0%) 25.0%) 

DIARRHEA 0 1 1 1 0 0 1 
0.0%) 25.0%} 25.0%) 25.0%) 0.0%) 0.0%) 25.0%) 

VOMITING 0 1 1 0 0 0 1 
0.0%) 25.0%) 25 . 0%} 0.0%} 0 . 0%) 0 . 0%) 25 . 0%) 

NERVOUS SYSTEM & PSYCHIATRIC 1 1 0 0 0 0 2 
25.0%} 25 . 0%} 0.0%) 0 . 0%) 0 . 0%) 0 . 0'.4) 50.0%) 

IRRITABILITY 1 0 0 0 0 0 1 
25 . 0°.4} 0 . 0%) 0.0%} 0 . 0%) 0 . 0%} 0.0%) 25.0%) 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 
13-18 MOS. 

VACCINE : HlB CONJUGATE 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

NUMBER OF VACCINEES ( 6 VACCINEES) - INJECTION: 1 

DAYS POST VACCINATION 

CLINICAL COMPLAINTS O I 1 I 2 I 3 I 4 I 5 I 
••••••••••••••••••••••••••••••••••• ••••••••••l••••••••••l••••••••••f ••••••••••t••••••••••l••••••••••I•••••••••• 

PROLONGED CRYING, >1/2 HR I I O I O I O I O I O I 
2s.0%> I o.o¾> I 0.0%) I 0.0%> I o . o¾l I o.o¾J I 

I I I I I I 
UNUSUAL HIGH-PITCHED CRYING O I I O I O I O I O I 

< o.o¾J I c 25.0¾l I < o . o¾l I c o.O¾l I c 0.0%) I c o.o¾J I 
----------------------------------- ----------1----------1----------1----------1----------1----------1----------

VACCINEES WITH COMPLAINTS 2 I I I I I I I I I 1 I 
c so.o%J I c 2s.0%J I c 25.o¾J I c 2s.0%J I c 2s.0%J I c 2s.0%J I 

------------------------------------ ----------1----------1----------1----------1----------1----------1-------- --
VACCINEES WITH NO COMPLAINTS 2 I 3 I 3 I 3 f 3 I 3 I 

c so.a%> I c 75.0¾l I c 1s.o¾J I c 1s . 0%J I c 75 . 0¾l I c 75.o¾J I 
----------------------------------- ----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 4 I 4 I 4 I 4 I 4 I 4 I I 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

NUMBER 
WITH 

COMPLAINTS 
••••••••••! 

I I 
2s.0%J I 

I 
I I 

25.0¾> I 
I 

3 I 
1s.0%J I 

I 
I I 

2s. O¾l I 
I 

4 I 
I 

VACCINEES WITH NO DATA I 2 I 2 f 2 f 2 I 2 I 2 I f 2 
I I I I I I I I 

0 
:JJ 
J1 
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I NVESTI GA TOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHV CHILDREN 
13-18 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE ( NUMBER OF VACCINEES ( I VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I WITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 ( 4 ( 5 (COMPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1---------- ----------1••······••1 

VACCINEES WITH COMPLAINTS ( 0 I O ( 0 I O ( 0 I O I O I 
I c o.O¾l I c 0.0%) I c o.o%l I c o.o¾l I c o . □%l I c o.O%l I 0.0%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I-- --------I I 
VACCINEES WITH NO COMPLAINTS I 1 I 1 I 1 I 1 I 1 I 1 ( I 1 I 

I c 100. □¾l I c 100.o¾J I c 100.0%J I c 100. □¾l I c 100 . 0%) I c 100 . 0¾l I I < 100.o¾J I 
-----------------------------------l----------l----------1----------1----------1----------1----------1----------I I 
TOTAL VACCINEES REPORTING I 1 I 1 I 1 I 1 I 1 I 1 I I I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA ( 0 I O I O I O ( 0 I O I I 0 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE : 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 
19-59 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

PAIN/SORENESS, INJ. SITE 

SWELLING, INJ. SITE (-<=1 IN.) 

SYSTEMIC 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: I 

DAYS POST VACCINATION 

o I I 2 I 3 I 4 I 5 
••••••••••l••••••••••l••••••••••l••••••••••l••••••••••I•••••••••• •••••••••• 

1 I 1 I o I o I o I o 
< 14.3%) I < 14 . 3%) I < o.o%J I < o.o%J I < o.o%J I < o . O%l 

----------1----------1----------1----------1----------1---------- ----------
1 I 1 I o I o I o I o 

14.3%l I 14.3%J o.o%J I o.o%J I 0.0%) I o.o%J 
I I I I 
I o o I o I o I o 

< 14.3%l I < o . o¾J o.o%J I < o . o%J I < o . o%J I o.o%J 
----------1---------- ---------- ----------1---------- ---------- ----------1 

1 I o I o o I o o 
< 14.J¾l I < o.o¾J I < o.o%J o.o%J I c o.o%J o.o%J 

I 
BODY AS A WHOLE/SITE UNSPEC. 1 0 I O O O 0 

1 4 . 3,. > o . 0% l I o . 0% > o . 0% > o . 0% > o . 0% > 
I 

FATIGUE O I O O O 0 
I c 14.3%l < o.o%J I < o.o%J o.o%J o.o%J o.o%J 

-----------------------------------1---------- ----------1---------- ---------- ---------- ---------- ----------
VACCINEES WITH COMPLAINTS I 2 1 I O O O 0 

I < 28.6%l c 14_J%l I < o.o¾J < 0 . 0%) o.o%J o.o%J 
-----------------------------------1---------- ----------1----------1---------- ---------- ---------- ----------

VACCINEES WITH NO COMPLAINTS I 5 6 I 7 I 7 7 7 
I < 11.4¾l < 85. 7¾l I < 100.0%> I c 100.0%) < 100.o¾J < 100.0%) 

-----------------------------------1---------- ----------1----------1---------- ---------- ---------- ----------
TOTAL VACCINEES REPORTING I 7 I 7 I 7 I 7 7 7 

I I I I 

---.--------------------------------1-------- - -1-------- - -1----------1----------1----------1----------1----------1 

NUMBER 
WITH 

COMPLAINTS 
•••••••••• 

1 
14.3%) 

1 
14 . 3%) 

1 
14.3%) 

1 
14.3%) 

1 
14.3%) 

14.3%) 

2 
28.6%) 

5 
71. 4%) 

7 

VACCINEES WITH NO DATA I O I O I O I O I O I O I I 0 
I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE NUMBER OF VACCINEES ( 8 VACCINEES) - INJECTION: 1 

DAYS POST VACCINATION 

CLINICAL COMPLAINTS 0 2 I 3 I 4 I s 
••••••••••••••••••••••••••••••••••••••••••••••••••••••• ·••*••··••1••······••1••*••···••1••········ •••••••••• 
LOCAL REACTIONS 2 0 1 I 1 I 1 I 0 

( 40.0%) 0.0%) c 20.0%> I c 20.0%l I c 20.0%l I c o.O%l 
----------1----------1----------1---------- ----------

ERYTHEMA, !NJ. SITE (<=1 IN . ) 1 0 1 I 1 I 1 I o 
20.0%) 0.0%) 20.0%) I 20.o¾l I 20.0%) I 0.0%) 

I I I 
PAIN/SORENESS, !NJ. SITE O 0 o I 1 I o I o 

0.0%) 0 . 0%) o.O%l I 20.o¾J I o.O%l I 0.0%) 
I I I 

SWELLING, INJ. SITE (>1 INCH) 0 0 o I 1 I o I o 
0 . 0%) 0 . 0%) 0 . 0%) I 20.0%) I o.O¾l I 0.0%) 

I I I 
SWELLING, INJ. SITE (<=1 IN.) 0 o I o I o I o 

( 20.0%) ( 0 . 0%) < 0.0%) I c o.o¾l I c o.o%l I c 0.0%) 
----------------------------------- ----------1---------- ----------1---------- ----------1---------- ----------
SYSTEMIC 2 I 2 2 I 2 1 I 1 I 

c 40.0%) I c 40.0%) c 40. □%> I c 40.0%) c 20 . 0%) I c 20. □%> I 
--------------------- --------------------- -----------

BODY AS A WHOLE/SITE UNSPEC. 1 0 0 0 0 0 
20.0%) 0 . 0%) 0 . 0%) 0.0%) 0.0%) 0.0%) 

WARM TO TOUCH l 0 0 0 0 0 
20.0%) 0 . 0%) 0.0%) 0.0%) 0.0%) 0.0%) 

DIGESTIVE SYSTEM 1 1 1 1 1 1 
20.0%) 20 . 0%) 20.0%) 20.0%) 20.0%) 20. 0'.4) 

DIARRHEA 1 1 1 1 1 1 
20.0%) 20 . 0%) 20.0%) 20.0%) 20.0%) 20.0%) 

INFECTIOUS GASTROENTERITIS 1 1 1 1 1 
20.0%) 20.0%) 20.0%) 20.0%) 20.0%) 20.0%) 

NUMBER 
WITH 

COMPLAINTS 
••••••••••! 

2 I 
4 □ .o%l I 

I 
2 I 

40.0%) I 
I 
I 

20.0%) I 
I 

1 I 
20.0¾> I 

I 
1 I 

20 . O¾l I 
I 

2 I 
40.0%) I 

1 
20.0%) 

1 
20 . 0%) 

1 
20.0%) 

1 
20 . 0%) 

1 
20.0%) 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 9 (cont. ) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER Of VACCINEES ( 8 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 

DAYS POST VACCINATION I NUMBER 
----------------------------------------------------------------- ----------1 WITH 

CLINICAL COMPLAINTS O I 1 I 2 I 3 4 I 5 I COMPLAINTS 
••••••••••••••••••••••••••••••••••• ••••••••••l••••••••••l••••••••••I•••••••••• ••••••••••I••••••••••••••••••••!•••••••••• 

VOMIT I NG O I O I 1 I 1 1 I 1 I 1 
o.o¾J I o . o¾J I 20.0%> I 20 . 0%) 20.0%> I 20 . o¾J I 20.o¾J 

I I I I I 
NERVOUS SYSTEM & PSYCHIATRIC 2 I 1 ( 2 I 2 1 I 1 I 2 

4 □ . o%J I 20. □¾l I 40 . □%> I 40. □%> 20. □%> I 20.0%> I 40 . □ ¾l 
I I I I I 

IRRITABILITY 2 I 1 1 I O I O I 2 
4 □ .o-r.J I 20. □¾l 20 . □%> I 20. □%> o. □%l I o. □%> I 4 □ .o¾J 

I I I I 
PROLONGED CRYING, > 1 /2 HR I 2 I 2 I I 2 

< 20 . 0%) I c 20 . o¾J c 40 . 0¾l I c 40 . 0¾l c 20.0%) I c 20.0%J I 40.0¾l 
----------------------------------- ----------1---------- ----------1---------- ----------1---------- ----------1 

VACCINEES WITH COMPLAINTS 3 I 2 2 I 2 1 I 1 I 3 
c so.o-r.i I c 40 . 0%l c 40 . o%J I < 40.0%l c 20 . o¾J I < 20.0%> I 60.D¾l 

----------------------------------- ----------1---------- ----------1---------- ----------1---------- - - --------1 
VACCINEES WITH NO COMPLAINTS 2 I 3 3 I 3 4 I 4 I 2 

c 40.0¾l I c so.o%J < 60.0%l I c 60.0¾l c ao.o%l I c ao.o%J I 40 . 0¾l 
----------------------------------- ----------1---------- ----------1----------1----------1---------- ----------1 
TOTAL VACCINEES REPORTING 5 I 5 5 I 5 I 5 I 5 I I 5 

I I I I I I 

------------------------- - ---------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I 3 I 3 I 3 I 3 I 3 I 3 I I 3 

I I I I I I I I 

0 -0 
0, 

-0 
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INVESTIGATOR 
STUDV 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 3 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 
l--------------------------------------------------------------------- - ------1 WITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
- - ---------------------------------1----------1----------1----------1---------- ----------1----------1----------1••······••1 
SVSTEMIC I 1 I I I O I O O I 1 I j 1 I 

I c100.0%) I c100 . 0%) I < 0.0%) I c 0 . 0%) 0 . 0%) I <100 . 0%) I I c100.0%l I 

BODV AS A WHOLE/SITE UNSPEC. 0 1 1 0 
( 100.0%) ( 100.0%) 0.0%) 0.0%) 

WARM TO TOUCH 0 1 1 0 
(100.0%) ( 100. 0%) 0.0%) 0.0%) 

NERVOUS SVSTEM & PSYCHIATRIC 0 1 0 0 
( 100.0%) 0 . 0%) 0.0%) 0 . 0%) 

1 0 0 IRRITABILITY 0 
(JOO. 0%) 0.0%) 0.0%) 0.0%) 

---------- ---------- ----------
VACCINEfS WITH COMPLAINTS 1 I O 0 

c100.0%l I c100.0%l < o.o%l o . O%l 
----------------------------------- ----------1----------1---------- ----------

VACCINEES WITH NO COMPLAINTS O I O I 1 1 
c o.o¾J I ( 0.0%> I c,oo.o%l c100 . 0%l 

------------------ - ---------------- ----------1----------1---------- ----------
TOTAL VACCINEES REPORTING 1 I 1 I 

I I 

I 
0 I I 

o.o%l c100.0%J I 
I 

o 1 I 
o . o%l c100.0%l I 

I 
o o I 

o . o%l c o.O%l I 
I 

o o I 
< o.o%l I c o.O%l I 

----------,---------- ----------
0 I I 

c o.O%l I c100.0%J 
----------,---------- ----------

' I o 
c100.0%l I c o.O¾l 

----------1----------1----------1 
I I I I I 

I I I 

1 
( 100. 0%) 

I 
( 100.0%) 

1 
(100.0%) 

1 
(100.0%) 

1 
(100.0%) 

0 
0.0%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I 2 I 2 I 2 I 2 j 2 j 2 I I 2 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

7-12 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

SWELLING, INJ. SITE (<=1 IN.) 

VACCINEES WITH COMPLAINTS 

VACCINEES WITH NO COMPLAINTS 

TOTAL VACCINEES REPORTING 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES ( 5 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1---------- ---------- ---------- ---------- --------------------------------1 WITH 
I O 2 3 4 I 5 I I COMPLAINTS 
•••••••••• •••••••••• •••••••••• •••••••••• ••••••••••l••••••••••l••••••••••l••••••••••I 

0 I O O O I O I I 1 I 
0.0%) c 33.3%) o.o%l o. □%l t o . □%l It o. □%l I I 33.3%) I 

---------- ---------- ---------- ---------- ----------1----------1----------1 I 
0 

0.0%) 
1 

( 33 . 3%) 
0 

0.0%) 
0 0 I O I I I I 

o. □¾l t o . □%l I t o. □%l I I 33.3%l I 
---------- ---------- ---------- ---------- ----------1----------1----------1 I 

0 
0.0%) 

I 
( 33 . 3%) 

0 
0 . 0%) 

0 0 I O I I I I 
0.0%1 t o. □%l I t 0.0%) I I 33.3¾l I 

---------- ---------- ---------- ---------- ----------1----------1----------1 I 
3 2 

c100.0%l I c 66.7%1 
----------1----------

3 I 3 
I 

3 
(100.0%) 

3 I 3 I 3 I I 2 I 
c100. □%l I c100. □%> I c100.0%> I I 66.7%) I 

---------- ----------1----------1----------1----------I I 
3 3 I 3 I 3 I I 3 I 

I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I 2 I 2 I 2 I 2 I 2 I 2 I I 2 

I I I I I I I I 

::, 

-
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 
19-59 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 1 VACCINEES) - INJECTION: 1 
l----------------------------------------------------------------------------
1 DAYS POST VACCINATION 
1------------------------------------------------------------------ - ---------

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------

VACCINEES WITH COMPLAINTS I O I D I O I O I O I O I 
I c o.o%l I c o . O%l I c o.o¾l I c o.o%J I < o.o%l I c o.o¾J I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------
VACCINEES WITH NO COMPLAINTS I 1 I 1 I 1 I 1 I 1 I 1 ·1 

I c 100 . 0¾l I c 100.0%) I c 100.0%) I ( 100.0%) I c 100.0%) I c 100.o¾J I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------
TOTAL VACCINEES REPORTING I I I 1 I I I I I 1 I I I 

I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1 - ---------1 
VACCINEES WITH NO DATA ( 0 I O I O I O I O I O I I 

I I I I I I I I 

NUMBER 
WITH 

COMPLAINTS 

········••1 o I 
o .O%l I 

I 
I I 

( 100 .O%l I 
I 
I 
I 

0 



HFLU/Z:-,~ 30/07/08/88/PAGE B 

INVESTIGATOR 
STUDV 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES ( 7 VACCINEES} - INJECTION: 1 I 
1-------------- - -------------------------------------------------------------1 
I OAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 WITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 !COMPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1---------- ----------1••········ 
SYSTEMIC I O I 1 I 1 1 I 1 I 1 I 1 

I c 0.0%} I c 20.0%} I c 20.o¾J c 20.0%} I < 20.0%} I c 20.0%} I 20.o¾J 
----------------------------------- -------------------------------- -------------------------------- -----------

BODV AS A WHOLE/SITE UNSPEC . 0 1 1 1 1 1 1 
0.0%} 20 . 0%} 20.0%} 20.0%} 20.0%} 20.0%} 20.0%} 

FATIGUE 0 1 0 0 1 1 1 
0.0%) 20 . 0%} 0. 0°.4} 0.0%} 20 . 0%} 20.0%} 20.0%} 

VIRUS INFECTION 0 1 1 1 1 
0.0%} 20.0%} 20 . 0%} 20.0%} 20.0%} 20.0%} 20.0%) 

WARM TO TOUCH 0 1 0 0 0 1 1 
0.0%} 20.0%} 0.0%} 0.0%) 0.0%} 20.0%} 20 . 0%) 

DIGESTIVE SYSTEM 0 1 1 1 1 1 1 
0.0%} 20.0%} 20.0%} 20.0%} 20.0%} 20.0%} 20 . 0%} 

VOMITING 0 1 1 1 1 1 1 
0.0%} 20.0%} 20.0%} 20.0%} 20.0%} 20.0%} 20.0%} 

NERVOUS SYSTEM & PSYCHIATRIC 0 1 1 1 1 1 1 
0.0%} 20.0%} 20. 0°.4} 20.0%} 20.0%} 20.0%} 20.0%} 

CRYING 0 1 1 1 1 1 1 
0.0%} 20.0%} 20.0%) 20.0%} 20 . 0%} 20.0%} 20.0%} 

IRRITABILITV 0 1 '1 1 1 1 1 
0.0%} 20.0%} 20.0%} 20.0%} 20.0%} 20.0%) 20.0%} 

PROLONGED CRYING, >1/2 HR 0 0 0 1 0 0 1 
0.0%) 0 . 0%) 0.0%) 20.0%} 0 . 0%} 0.0%} 20 . 0%} 
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INVESTIGATOR 
STUOV 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
30 MCG 
HEALTHV CHILDREN 

2- 6 MOS. 

VACCINE : HIB CONJUGATE 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------1 
I DAVS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------- -----I WITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 5 (COMPLAINTS 

·································••1••······••1••······••1••······••1••······••1••········ .......... ········••1••········1 RESPIRATORY SVSTEM I O I 1 I 1 1 I 1 1 f 1 
I 0.0%> I 20.o¾J I 20.0%J 20.or.> I 20.0%) 20.0%l c 20 . □ %> I 
I I I I 

NASAL DISCHARGE I o I 1 I I 1 I 
I c 0.0%) I c 20.o¾J 20. □¾l < 20. □%l I < 20.0%) I c 20.0%) 20. □%l I 

-----------------------------------1----------I---------- ---------- ----------1----------1---------- ---------- I 
VACCINEES WITH COMPLAINTS I O I 1 1 1 I 1 I 1 I I 

I c o. □%> t c 20 . □%> c 20.0%) c 2 □.□%l I c 20.o¾J t c 20. □ 'Y.l I 20. □¾l I 
-----------------------------------1----------1---------- ---------- ----------1----------1----------1---------- I 

VACCINEES WITH NO COMPLAINTS I 5 I 4 4 4 I 4 I 4 I 4 I 
I 1100 . o¾J I c e □ .o%J c eo. □%> c 00.0%> I c e □ .0%l I c eo. □¾l I e □ .0%1 I 

-----------------------------------1----------I---------- ---------- ----------1----------1----------1---------- I 
TOTAL VACCINEES REPORTING I 5 I 5 5 5 I 5 I 5 I 5 I 

I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I 2 I 2 I 2 I 2 I 2 I 2 I I 2 

I I I I I I I I 



HFLU/Z:C. J0/07/08/88/PAGE 10 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 

7-12 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 5 VACCINEES) - INJECTION: 1 
l----------------------------------------------------------------------------
1 DAYS POST VACCINATION 
1----------------------------------------------------------------------------

__ ::~~~:~:_:~~~=~~~~~--------------1----~-----1----~-----1----~-----1----=-----1----~-----1----=-----1----------
SYSTEMIC I 1 I 1 I 1 I 1 I O I O I 

I < 33 . 3%l I < 33.3%) I < 33.3%) I < 33.3%l I c o. □%l I c o.o%l I 

I I 
BODY AS A WHOLE/SITE UNSPEC. 1 0 0 0 0 I O I 

33 . 3%l o. □%l o . o%l o.o%l o. □%l I o.o%J I 
I I 

WARM TO TOUCH 1 0 0 0 0 I O I 
33.3%) o . □%l o.o%l o.o%J o.o%l I o.o%J I 

I I 
DIGESTIVE SYSTEM 1 1 1 1 0 I O I 

33.3%J 33.3%l 33.3%l 33.3%l o.o%J I o.O%l I 
I I 

DI AR RHEA 1 1 1 1 0 I O I 
33.3%) 33.3%l 33.3%l 33.3%) 0 . 0%) I 0.0%) I 

I I 
NERVOUS SYSTEM & PSYCHIATRIC 1 1 0 0 0 I O I 

33.3%) 33 . 3%l o.o%J o . o%J o.o%J I o.o%J I 
I I 

lRRITABI LITY O O O I O I 
I < 33.3%) < 33 . 3%) c o . o%l c o.o%l c 0.0%) I c o.o%l I 

-----------------------------------1---------- ----------1----------1---------- ----------1---------- ---- ------1 
VACCINEES WITH COMPLAINTS I 1 I 1 I 1 I 1 0 I O I 

I < 33.3%l I c 33 . 3%l I c 33 . 3%l I c 33.J¾l c o.o%J I c o.o%J I 
-----------------------------------1----------1----------1----------1---------- ----------1---------- ----------1 

VACCINEES WITH NO COMPLAINTS I 2 I 2 I 2 I 2 3 I 3 I I 
I c 66.7%) I c 66.7¾l I c 66.7%) I c 66 . 7¾l c100 . 0%l I c100.0%l I I 

--------------------------------- --1----------1----------1----------1---------- ----------1----------1----------1 
TOTAL VACCINEES REPORTING I 3 I 3 I 3 I 3 3 I 3 I I 

I I I I I I I 

NUMBER 
WITH 

COMPLAINTS 
••••••••••I 

1 I 
33 . 3%l I 

1 
33.3%) 

1 
33.3%) 

1 
33 . 3%) 

1 
33.3%) 

1 
33.3%) 

1 
33.3%) 

1 
33.3%) 

2 
66 . 7%) 

3 
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I NVESTJ GATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 

7-12 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES { 5 VACClNEES) - INJECTION: I I 
1----------------------------------------------------------------------------I 
I DAYS POST VACC[NAT[ON I NUMBER 
l----------------------------------------------------------------------------1 WITH 

CLINICAL COMPLAINTS f O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1••······••1 

VACCINEES WITH NO DATA I 2 I 2 I 2 I 2 I 2 I 2 I I 2 I 
I I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 
13-18 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 3 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I WITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----- -----1••······••1 

VACCINEES WITH COMPLAINTS I O I O I O I O I O I O I I O I 
I c o.o%J I c o . o%J I c o.O¾l I c o.D%l I c 0 . 0%) I c 0.0%) I I o . o%J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
VACCINEES WITH NO COMPLAINTS I 2 I 2 I 2 I 2 I 2 I 2 I I 2 I 

I c100 . 0%J I c100.0%J I c100.0%J I c100.0%) I c100.0%J I c100.0%) I I c100.0%J I 
-----------------------------------l----------l----------t----------1----------1----------1----------I -- --------I I 
TOTAL VACCINEES REPORTING I 2 I 2 I 2 I 2 I 2 I 2 I I 2 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------,----------1----------1 
VACCINEES WITH NO DATA I 1 I 1 I 1 j 1 I 1 I 1 I I 

I I I I I I I I 

:::, 
0 
..... 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 
19-59 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: 1 
1----------------------------------------------------------------------------
I DAYS POST VACCINATION 
1----------------------------------------------------------------- ----------

CLINICAL COMPLAINTS f O I 1 I 2 I 3 I 4 I 5 

·································••1••······••1••······••1••······••1••·······•1••······••1••········ ......... . LOCAL REACTIONS I 3 I 3 I O I O I O I 0 
I < 50.0%) I c 50.0%) I c o . O%l I c 0.0%) I c o . o¾l I c o.o%l I 

-----------------------------------1---- ----- - 1----------1------ ----1----------1----------1---------- --------- - 1 
PAIN/SORENESS, INJ. SITE I 3 I 3 I O I O I O I O I 

I < 50. 0% > I 50. o¾ l I o . 0% l I o . 0% l I o. 0% l I o. 0% l I 
I I I I I I I 

SWELLING, INJ. SITE (<=1 IN.) I 2 I I O I O I O I O I 
I < 33.3%l I c 16 . 7%) I < 0 . 0%) I c o.O%l I < 0.0%> I < o.o%l I 

-----------------------------------1----------1----------1----------1----------1-------- --1---------- ----------1 
SYSTEMIC I 2 I 2 I O I O I O I O I 

I < 33 . 3%) I < 33 . J¾l I < o . o%l I < o.o¾l I c o . O%l I < o.o¾l I 

I 
BODY AS A WHOLE/SITE UNSPEC. 1 1 I o o o o 

16.7%l 16 . 7%) I 0.0%) 0.0%) 0.0%) 0.0%) 
I 

FATIGUE t o I o o o o 
16.7%) a.a%> I 0.0%) 0.0%) 0.0%) 0.0%) 

I 
WARM TO TOUCH o t I o o o o 

0.0%) t6. 7%l I 0.0%) 0 . 0%) o.o¾J o . o¾l 
I 

NERVOUS SYSTEM & PSYCHIATRIC t 1 I o o o o 
16.7%l 16.7%) I o.o¾J o . O%l o.o¾J a.a%> 

I 
GAIT ABNORMALITIES I I o I o o I o I 

< 1s.1%l I < 16.7%l I c o.o%J I < o . o¾l < o.O%l I < o.o%l I 

VACCINEES WITH COMPLAINTS 

VACCINEES WITH NO COMPLAINTS 

----------1-------- --1----------1---------- ----------,---------- ----------, 
4 I 3 I o I o o I o I 

< 66.7%) I c 50 . 0¾l I c o.o%J I c o.o%l c o.o¾l I c o . O¾l I 
--------- - 1----------1----------1-- -------- --------- - 1---------- ----------1 

2 I 3 I 6 I 6 I 6 I 6 I I 
< 33.3%) I c 50.o¾J I c100 . 0%l I c100 . 0%l I 1100 . o¾l I c100 . 0%l I I 

NUMBER 
WITH 

COMPLAINTS ......•... , 
4 I 

66. 7%) I 
I 

4 I 
66. 7%l I 

I 
2 I 

33.3%) I 
I 

3 I 
50.0%) I 

2 
33.3%) 

1 
16 . 7%) 

1 
16.7%) 

1 
16 . 7%) 

1 
16 . 7%) 

4 
66.7%) 

2 
33.3%) 

0 ... 
0 
-0 
0:, 
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INVESTIGATOR 
STUDV 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 
19-59 MOS. 

VACCINE : HIB CONJUGATE 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: I 

DAVS POST VACCINATION 

CLINICAL COMPLAINTS O I 1 I 2 I 3 I 4 I 5 I 
-----------------------------------1------ - ---1- --- ------1 ------ ----1- ----- ----1-------- -- 1----------1------ ----
TOTAL VACCINEES REPORTING I 6 I 6 I 6 I 6 I 6 I 6 I I 

I I I I I I I I 

----------- ---- ------ --------- -----1-------- --1- - --- - ---- 1---- ------1- ---- -----1------ - ---1- ---------1----------1 
VACCINEES WITH NO DATA I 1 I 1 I I I 1 I 1 I 1 I I 

I I I I I I I I 

NUMBER 
WITH 

COMPLAINTS 

········••1 6 I 
I 

-
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIS CONJUGATE 
7.5 MCG 
HIB POLYS VACC NON-RESPONDERS 
19-59 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE NUMBER OF VACCINEES ( 1 VACCINEES) - INJECTION: 1 I 
----------------------------------------------------------------------------1 

DAYS POST VACCINATION I NUMBER 
----------------------------------------------------------------------------1 WITH 

CLINICAL COMPLAINTS O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
----------------------------------- ----------1----------1----------1----------1----------1----------1----------1••······••1 

VACCINEES WITH COMPLAINTS O I O I O I O I O I O I I O I 
c o.o¾l I c o . o¾l I c o.o%J I c o.o¾J I c o.o%l I c o.O¾l I I o.O%l I 

----------------------------------- ----------l----------1----------l----------1----------1--------- - 1----------I I 
VACCINEES WITH NO COMPLAINTS 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 

c100.0%J I c100.0%l I c100.0%J I c100.0%J I c100.0%l I c100.0%l I I c100.0%J I 
----------------------------------- ----------1----------1------ - ---1----------1----------1----------1 --------- - I I 
TOTAL VACCINEES REPORTING I I I I I I I I 

I I I I I I I I 

-----------------------------------1----------1----------1----------1-------- --1--------- - 1----------1------- ---1 
VACCINEES WITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 

--
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S . 
000801 
HIB CONJUGATE 
1G MCG 
HIB POLYS VACC NON-RESPONDERS 
19-59 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 19-VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------
I DAYS POST VACCINATION 
1----------------------------------------------------------------- ----------

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 
•••••••••••••••••••••••••••••••••••l••••••••••I•••••••••• ••••••••••l••••••••••l••••••••••I•••••••••• ••••••••*• 
LOCAL REACTIONS I 6 I 1 1 I O I O I 0 

I c 37.5%) I c 6 . 3¾l c 6.3%l I c o.O¾l I < o . O¾l I < o.O%l 
-----------------------------------1----------1---------- ----------1----------1----------1---------- ----------

ERYTHEMA, INJ. SITE (<=1 IN.) j 2 I 1 I O I O I 0 
I 12.5%) I' c 6.3%) 6.3%l I o.O%l I 0.0%) I o. □¾l 
I I I I I 

PAIN/SORENESS, !NJ. SITE I 6 I 1 I O I O I 0 
I 37.5%) I 6.3%l 6.3%) I o.O¾l I 0.0%) I 0.0%) 
I I I I I 

SWELLING, lNJ. SITE (<=1 IN.) I 3 I O I O I O I 0 
I < 1B . B%l I < 6.3%l < o.o¾J I ( o.o¾J I c o.o¾J I ( o . o¾J 

-----------------------------------1----------1---------- ----------1----------1----------1---------- ----------1 
SYSTEMIC I 7 I 2 2 I 2 I 2 I 2 I 

I < 43 . 8%) I ( 12 . 5%l < 12 . 5%) I c 12.5%) I c 12.5%) I c 12.5%) I 
-----------------------------------------------------------------------------------------------------------------

1 
BODY AS A WHOLE/SITE UNSPEC. 6 2 2 2 2 2 I 

37 . 5%) 12.5%) 12.5%l 12.5%) 12.5%) 12.5%) I 
I 

FATIGUE 4 0 0 I O 1 I 
2s.0%J o. □%l o.o¾> 6.3%l o.o¾> 6 . 3%) I 

I 
VIRUS INFECTION O O O O 1 I 

o.o¾l o.o¾l 0 . 0%) 0 . 0%) 6 . 3%) 6.3%) I 
I 

WARM TO TOUCH 3 2 2 2 2 2 I 
1a.a%) 12.5%) 12.5%) 12.5%) 12 . 5%) 12.s¾l I 

I 
NERVOUS SYSTEM & PSYCHIATRIC 4 0 1 I 

25.0%) 6.3%) 0.0%) 6.3%l 6 . 3%l 6 . 3%) I 
I 

IRRITABILITY 2 0 1 j 
12 . 5%l 6.3%l o.o¾J 6.3%l 6.3%J 6 . 3%) I 

NUMBER 
WITH 

COMPLAINTS 
**********I 

6 I 
37.5%) I 

I 
2 I 

1 2 . 5%l I 
I 

6 I 
37.5%) I 

I 
3 I 

10.B¾l I 
I 

1 I 
43. B¾l I 

6 
37.5%) 

4 
25.0%) 

6.3%) 

4 
25.0%) 

5 
31. 3%) 

3 
10.8%) 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
15 MCG 
HIB POLYS VACC NON-RESPONDERS 
19-59 MOS. 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE NUMBER OF VACCINEES ( 19 VACCINEES) - INJECTION: I 

DAYS POST VACCINATION NUMBER 
__________ --------------------- --------------------- WITH 

CLINICAL COMPLAINTS O I 1 2 3 I 4 5 I COMPLAINTS 
••••••••••••••••••••••••••••••••••• ••••••••••!•••••••••• •••••••••• ••••••••••I•••••••••• ••••••••••l••••••••••l••••••••••I 

PROLONGED CRYING, >1/2 HR 2 I 0 o o I o o I I 2 I 
c 12.s¾> I c o. □%l 0. 0%) ( 0. O¾) I ( 0. O¾) ( 0. 0%) I I 1 2 . 5%) I 

----------------------------------- ----------1---------- ---------- ----------1---------- ----------1----------1 I 
VACCINEES WITH COMPLAINTS 8 I 2 2 2 I 2 2 I I a I 

c so.a¾> I c 12.s¾l < 12.s¾l c 12.s¾l I c 12.s%l c 12.s%l I I so.a%> I 
----------------------------------- ----------1---------- ---------- ----------1---------- ----------1----------1 I 

VACCINEES WITH NO COMPLAINTS 8 I 14 14 14 I 14 14 I I B I 
c so.a¾> I c a1.s¾l c a1.S¾l c a1.s¾l I < a1.s¾l < a1.s¾l I I so.a%> I 

----------------------------------- ----------1---------- ---------- ----------!---------- ----------1----------1 I 
TOTAL VACCINEES REPORTING 16 I 16 16 16 I 16 16 I I 16 I 

I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I 3 I 3 I 3 I 3 I 3 I 3 f I 3 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 

KIM, KWANG S. 
000801 
HIB CONJUGATE 
30 MCG 

TABLE 9 (cont.) 

CLINICAL COMPLAINTS 

PATIENT CLASS: 
AGE RANGE 

HIB POLYS VACC NON-RESPONDERS 
19-59 MOS. 

VACCINE : HIB CONJUGATE NUMBER OF VACCINEES ( 1 VACCINEES) - INJECTION: 1 

DAYS POST VACCINATION NUMBER 
---------------------------------------------------------------------------- WITH 

CLINICAL COMPLAINTS O I I 2 I 3 I 4 I 5 I COMPLAINTS 
-----------------------------------1---------- ---------- ----------1---------- --- -------1----------1----------1••••••••••1 
SYSTEMIC I I O O I O O I O I I 1 I 

BODY AS A WHOLE/SITE UNSPEC. 

WARM TO TOUCH 

NERVOUS SYSTEM & PSYCHIATRIC 

IRRITABILITY 

VACCINEES WITH COMPLAINTS 

VACCINEES WITH NO COMPLAINTS 

TOTAL VACCINEES REPORTING 

I c100.0%J o.o¾l o.o¾l I c o.o¾l o . o¾l I c o . O¾l I I c100 . 0%l I 

1 
( 100. 0%) 

1 
(100.0%) 

1 
(100.0%) 

0 
0 . 0%) 

0 
0.0%) 

0 
0 . 0%) 

0 
0 . 0%) 

0 
0. 0%) 

0 
0.0%) 

1 0 0 
(100.0%) 0.0%) 0.0%) 

1 0 0 
c100.0%l I c o . O%l I c o.O¾l 

----------1----------1----------
0 I 1 I 1 

c 0.0%) I c100 . 0%l I c100.0%l 
----------1----------1----------

1 I 
I I 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
(100 . 0%) 

I 
o o I 

o.o¾l 0.0%) I 
I 

o o I 
0.0%) 0.0%) I 

I 
o o I 

0.0%) 0 . 0%) I 
I 

o o I 
o.o¾J o.O¾l I 

---------- ---------- ----------1 
o o I 

0.0%) 0.0%) I 
---------- ---------- ----------1 

1 I 
c 100 . 0%) c100.0%) I 

----------1----------1----------1 
I I I 
I I I 

1 
(100.0%) 

1 
( 100. 0%) 

1 
(100.0%) 

I 
( 100.0%) 

1 
( 100.0%) 

0 
0 . 0%) 

-----------------------------------1----------1----------1----------1- ------- --1----------1----------1----------1 
VACCINEES WITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIN, KHANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 10 
HAXltt.kl TEMPERATURES 

I N.teER OF VACCINEES I 7 VACCINEESJ - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

HAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
(DEG F, ORAL) I O I 1 I 2 I 3 I 4 I 5 I I MAX TEMP 

----IHtitttit•••••••••••••••••-•-••l•••-••-•l-••••••••l••••••••••l••••••-••l••••••••••l•-••••-1-•-••l•--•••••I 
< 99 I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 

I 75.0%1 I 75.0%1 I 75.0%1 I 1s.0%1 I 75.0%1 I 75.0%1 I I 75.0%1 I 
I I I I I I I I I 

99 - 99. 9 I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 
I C ZS. 0% I I I 25. 0% I I ( ZS. 0% I I I 25. 0% I I C 25. 0iO I ( 25. 0% I I I ( 25. 0% I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I 4 I 4 I 4 I 4 I 4 I 4 I I 4 I 

I c 57.1%1 I I 57.1%1 I I 57.1%1 I 1 57.1%1 I I 57.1%1 I I 57.1%1 I I 1 57.1%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 
I I 42.9%1 I I 42.9%1 I I 42.9%1 I I 42.9%1 I 1 42.9%1 I I 42.9%1 I I I 42.9%1 I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 
7-lZ MOS. 

TABLE 10 (cont.) 

HAXIl1UM TEMPERATURES 

I tl.tlBER OF YACCINEES I 4 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NU1BER 

HAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F • ORAL l I o I 1 I Z I 3 I 4 I .5 I I HAX TEMP 

IHHHHfltlHtlttHHHl·ltltitffltlttHttHtltltlttHHHHHHfltllffHi1tltll-lt-lHHfjtHt·iHHHtltlHtltjlffHi1tltlt>HHlltj1t>HHltHtltltltlt --·--•l*********•ltHHHHUHHHHljltltlttHtltltltltltj 

NORMAL I z I z I z I z z I z I I z I 
I 66. 7%, I 66. 7%, I 1 66. 7% 1 I 1 66. 7% l 1 66. 7% 1 I 1 66. 7% l I I 1 66. 7% 1 I 
I I I I I I I I 

< 99 I l I l I l I l l I l I I l I 
I C 33. 3;0 I I 33. 3%) I I 33. 3% J I I 33. 31.) I 33. 3% l I I 33. 3% J I I I 33. 3% J I 

-----------------------------------1----------1----------1----------1---------- ----------1----------1----------1----------1 
TEMPERATURE TAKEN I 3 I 3 I 3 I 3 3 I 3 I I 3 I 

I I 75.0%) I I 75.01.l I I 75.0%) I I 75.0%) I 75.0%) I I 75.01.I I I I 75.0iO I 
-----------------------------------1----------I----------I----------I---------- ----------1----------1----------1----------I 

TE11PERATURE NOT TAKEN I 1 I 1 I l I 1 1 I 1 I I 1 I 
I, zs.0%1 I, zs.01.1 I, zs·.o%J I c zs.0%1 , zs.o%J I, zs.01.1 I I, zs.0%, I 

0 --:) 

1.11 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 
13-18 HOS. 

HAX TEMPERATURE 
( DEG F, ORAL) 

TABLE 10 (cont.) 

HAXltfJN TEMPERATURES 

I NUHBER OF VACCINEES I 6 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I 
1----------------------------------------------------------------------------I 
Io I 1 I 2 I 3 I 4 Is I I 

tU18ER 
HITH 

HAX TEMP 
jfffiHH!*-***iHHHtit***********•--•- **-****** ··-··-·· -••****** *****'***** "********it ···-··- ·---··· ---··-·· 1 NORHAL 1 1 1 1 1 1 

50.0%) 33.3%) 33.3%) 33.3%) 33.3%) 33.3%) 33.3%) 

< 99 1 1 z 1 z z 0 
50.0%) I 33.3%) 66. 7%) 33.3%) 66. 7%) 66. 7%) I 0.0iO 

99 - 99.9 0 0 0 1 0 0 
0.0%) 0.0%) 0.0%) 33.3%) 0.0%) 0.0%) 

100 - 100.9 0 1 0 0 0 0 1 
I 0.0%1 I 33.3%1 I 0.0%) ( 0.0%1 ( 0 . 0%) I 0.0%) 33.3%1 

-----------------------------------1----------1----------1----------1----------1---------- ----------1---------- ----------
TEMPERATURE TAKEN I Z I 3 I 3 I 3 I 3 3 I 3 

I 1 33. 3% 1 I I so. 0% 1 I 1 50. o;.,: 1 I 1 50. 0% > I 1 50. 0% > 1 so. D% > I 1 50. 0% > 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------

TEMPERATURE NOT TAKEN I 4 I 3 I 3 I 3 I 3 I 3 I I 3 
I I 66.7%) I I 50.0%) I I 50.0%) I I 50.0%) I I 5D.0%) I I 50.0%) I I I 50.0%) 

0 --0 
a-
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIN, KHANG S. 
000801 
HIB CONJUGATE 
7.5 HCG 
HEALTHY CHILDREN 
13-18 MOS. 

TABLE 10 (cont.) 

HAXltlJH TEMPERATURES 

I tu18ER OF VACCINEES I 1 VACCINEES) - INJECTION 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUHBER 

HAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F • ORAL ) I O I 1 I Z I 3 I 4 I 5 I I HAX TEMP 

-••••-••••-•••••••••-•••-•-1--••••••l••-••••••l•-•••••••l••••••••••l••••••••••l••••••••••l-••-•l•••--•-•I 
NORMAL I l I l I 1 I 1 I l I l I I 1 I 

I 1100. 0% > I 1100. 0% > I 1100. o.% > I 1100. o;o I 1100. 0% 1 I 1100. 0% 1 I I 1100. 0% I I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE TAKEN I 1 I l I I I I I 1 I I I I I I 
I 1100.0:t.1 I 1100.0:t.1 I 1100.0;0 I 1100.0:t.1 I 1100.0:t.1 I 1100.0%> I I 1100.0.%> I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE NOT TAKEN I o I o I o I o I o I o I I o I 

I I o • O.% > I I o • 0% I I I o • o.% > I I o • 0% I I t o • 0% I I I o • 0% > I I t o • 0% I I 

0 
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INVESTIGATOR 
SllJDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIH, KtlANG S. 
000801 
HIB CONJUGATE 
7.5 HCG 
HEALTHY CHILDREN 
19-59 HOS. 

TABLE 10 (cont.) 

HAXltl.111 TEMPERATURES 

I t-anER OF VACCINEES I 7 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t-aJMBER 

HAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
C DEG F, ORAL ) I O I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

---••••-•-••-•••••-•--•-1---•*---•l•-•-****l.._••••---l•***-****l*****-***l••••-••-l••••••••-I•-••*-• 
NORHAL I 5 I 5 I 5 I 5 I 5 I 5 I I 5 

I c 71.4%> I I 71.4%> I 71.4%> I 1 71.4%> I I 71.4%> I 71.4%) I I 71.4%> 
I I I I I I I I 

< 99 I 2 I l I 2 I 2 I z I 2 I I 1 
I 28.6%) I 14.3%) It 28.6%) I I 28.6:1.) It 28.6%) I I 28.6%) I It 14.3%) 
I I I I I I I I 

99 - 99.9 I o I 1 I o I o I o I o I I 1 
I c o.O%J I t 14.3%> I l o.o%J I l 0.0%> I I o.o%J I l 0.0%> I I c 14.3%> 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------
TEHPERATURE TAKEN I 7 I 7 I 7 I 7 I 7 I 7 I I 7 

I uoo.0%> I uoo.0%1 I uoo.0%> I 1100.0%> I 1100.0%> I 1100.0%1 I I noo.0%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------

TEHPERAllJRE NOT TAKEN I o I o I o I o I o I o I I o 
I I o • 0% > I I o . 01. > I I o. 0% J I I o • 0% > I I o • 0% I I I o • 01. I I I I o • 0% I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIH, KHANG S. 
000601 
HIB CONJUGATE 
15 NCG 
HEALTHY CHILDREN 

Z- 6 HOS. 

HAX TEMPERATURE 
(DEG F, ORAU 

TABLE 10 (cont.) 

HAXI~ TEMPERATURES 

I ~ER OF VACCINEES I 8 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I 
1----------------------------------------------------------------------------I Io I 1 I z I 3 I 4 Is I I 

tl.JMBER 
HITH 

HAX TEMP 
tHHt•-••-•••-•••••••--•iHUHt-• -••--•- *-*-•••• -•••••••• •••••••••• •••••••••• --•--• •••-••••• **-•--• 

NORMAL 2 2 2 2 2 Z Z 
40. 0% ) 40. 0% ) 40. 0% ) 40. 0% ) 40 . 0% ) 40. 0% ) 40. 0% I 

< 99 1 2 l l 1 3 1 
20.0%) 40.0%) Z0.0%) ( 20.0%) 20.0%1 60.0%) 20.0%) 

99 - 99.9 1 1 0 0 1 0 0 
Z0.0%1 20.0%) 0.01/.) 0.0%) 20.0%) 0. 07.) 0.0%) 

100 - 100.9 1 0 2 1 0 0 1 
20.01/.) 0.0%) 40.0%) 20.0%) 0.0%) 0. 07.) 20 . 0%) 

101 - 101.9 0 0 0 1 1 0 1 
I O. 0%) I O. 0% I I O. 0% I I ZO. 07. I I 20. 0%) I O. 0% J I ZO. 0%) 

-----------------------------------1----------I----------I----------I---------- ----------l----------1----------1----------1 
TEMPERATURE TAKEN I 5 I 5 I 5 I 5 5 I 5 I I 5 I 

I I 62.5%) I 1 62.5%1 I I 62.5%1 I I 62.5%1 I 62.5%1 I I 62.5%) I I I 62.5%1 I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 
I I 37.5%) I I 37.5%1 I I 37.5%1 I I 37. 5%1 I I 37.5%) I I 37.5%) I I I 37.SiO I 
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INVESTIGATOR 
sruDv 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 
z- 6 HOS. 

TABLE 10 (cont.) 

HAXIKJH TEHPERATllRES 

I t-lJHBER OF VACCINEES I 3 VACCINEES) - INJECTION Z I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tlJHBER 

HAX TEHPERATIJRE 1----------------------------------------------------------------------------I HITH 
IDEG F, ORAL) I O I 1 I Z I 3 I 4 I 5 I I HAX TEHP 

tHHHHt•-•H***tHHt••-···-••iUtiHf-•l•--··-••l••··-•--1-••·--•l••·-···••l•-··•--l••-·•--1----1•-··--· 
< 99 I o I o I 1 I 1 I 1 I o I l o 

l o.o%J I o.o%J l 1100.D%J I 1100.0%1 I 1100.0%1 I 0.0%1 I I 0.0%1 
l I I I I I I I 

100 - 100. 9 I 1 I 1 I o I o I o I 1 l I 1 
I 1100.0%1 I 1100.0%1 I I 0.0%1 I 1 0.0%1 I 1 0.0%1 l 1100.0XJ I I 1100.0%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------
TEMPERATURE TAKEN I 1 I 1 I l I 1 I l I 1 I I 1 

I I 33.3%1 I I 33.3%1 I C 33.3%1 I I 33.3%1 IC 33.3%1 I I 33.3%1 I I I 33.3%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------

TEHPERATURE NOT TAKEN I Z I Z I Z I Z I Z I Z I I Z 
I I 66. 7% I I I 66. 7% I I C 66. 7% I I C 66. 7% I I I 66. 7% I I C 66. 7% I I I I 66. 7% I 

--
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INVESTIGATOR 
sruov 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
15 tlCG 
HEALTHY CHILDREN 

7-lZ HOS. 

TABLE 10 (cont.) 

KA><Itt.11 TEMPERATIJRES 

I tf.ffiER OF VACCINEES I S VACCINEESI - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t-al1BER 

HAX TEHPERATIJRE l----------------------------------------------------------------------------1 HITH 
t DEG F, ORAL I I o I l I Z I 3 I 4 I 5 I I HAX TEMP 

tHHt******tHt***tHt*******ltiHt***iHHut••ltHHHt****1H1l--.•••-ltHHt*****IHll••1ut******l-•****ttititl•--*****ltttHHHt*IHl_l_*IHl**IHHf 
< 99 I 3 I 1 I z I z I 3 I z I I 1 

I 1100. 0% I I 33 . 3% I I 66. 7% I I 66. 7% J I 1100. D% J I 66. 7% I I I 33. 3% I 
I I I I I I I I 

99 - 99.9 I o I o I 1 I 1 I o I 1 I I o 
I O. 0% I I O. 0% I I I 33. 3% I I I 33. 3% J I I O. 0% I I I 33. 3% J I I I O. 0% I 
I I I I I I I I 

100 - 100.9 I o I z I o I o I o I o I I z 
I I O.D%1 I I 66.7%1 I I 0.0%1 I l 0.0%1 I I 0.0%1 I I 0.0%1 I I c 66.7%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
Tft1PERATIJRE TAKEN I 3 I 3 I 3 I 3 I 3 I 3 I I 3 

I I 60.0%) I I 60.0%) I I 60.0%) I I 60.0%) I I 60.0%) I I 60.0%) I I I 60.0%) 

----------;;~;;;;~;;-~;-;;;;----1------;---1------;---1------;---1------;---t------;---1------;---1----------1------;---
I t 40. 0% I I t 40. 0% I I t 40. D% I I I 40. 0% I I I 40. 0% J I I 40. 0% l I I I 40. 0% l 

-
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE I 

PATIENT CUSS: 
AGE RANGE 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
15 tlCG 
HEALTHY CHILDREN 
19-59 HOS. 

TABLE 10 (cont.) 
HAXIt'l.t1 TEMPERATURES 

I N..tBER OF VACCINEES I 1 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tu1BER 

HA>< TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL ) I O I 1 I Z I 3 I 4 I 5 I I HA>< TEMP 

tHHHt-•--•-•-••--..-.--11ttt••--••lo--****l--•-l•--*****l***.-****l.__* __ l __ •-••l--•••--1 
NORHAL I 1 I 1 I l I 1 I 1 I 1 I I 1 I 

I 1100.0%> I 1100.0%> I 1100.0%> I 1100.0%> I 1100.0%> I 1100.0%> I I 1100.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE TAKEN I l I I I 1 I I I 1 I l I I I I 
I 1100. 0% > I 1100. 0% 1 I 1100. o;o I 1100. 0% 1 I 1100. 0% l I 1100. 0% > I I 1100. 0% > I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE NOT TAKEN I o I o I o I o I O I o I I o I 

I I o . 0% I I I o . 0% I I I o. 0% I I I o . 0% I I I o. 0% I I I o . 0% I I I I o. 0% I I 

:::, -
'.'\J 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
30 HCG 
HEALTHY CHILDREN 
2- 6 HOS. 

TABLE 10 (cont.) 
HAXItt..t1 TEMPERATURES 

I NJteER OF YACCINEES I 7 VACCINEESJ - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NU18ER 

MAX TEHPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL J I o I l I 2 I 3 I 4 I 5 I I MAX TEHP 

-•• ••••••x•11-11tt1HHHHt11•----I ••••••111111• 1-----1 tHHHOHHOHHl I••• ...... • I••••--• .. I•--I-•-•,._. ... ._ 
NORMAL I l I l I l I 1 I 1 I l I I l 

I I 25 • 0% J I I ZS. 0% J I I ZS • 0% J I I 25. 0% J I I ZS • 0% J I I ZS. 0% J I I I ZS. 0% J 
I I I I I I I I 

< 99 I 3 I 3 I 1 I 3 I z I 3 I I 1 
I I 75. 0% J I I 75. 0% J I I ZS. 0% J I 1 75. 0% J I I 50. 0% J I I 75. 0% J I I I 25. 0% J 
I I I I I I I I 

99 - 99.9 I o I o I z I o I 1 I o I I z 
I I o. 0% J I I o. 0% J I I 50. 0% J I I o. 0% J I I zs. 0% > I I o. 0% > I I 1 50. 0% > 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEHPERATURE TAKEN I 4 I 4 I 4 I 4 I 4 I 4 I I 4 

I I 57 .1% > I I 57 .1% > I I 57 .1% J I I 57 .1% > I 1 57. 1% J I I 57. 1% > I I 1 57 .1% > 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
T£11PERATURE NOT TAKEN I 3 I 3 I 3 I 3 I 3 I 3 I I 3 

I I 42. 9% J I I 42. 9% > I I 42. 9% > I I 42. 9% > I I 42. 9% J I I 42. 9% J I I I 42. 9% > 
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INVESTIGATOR 
STUOY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
30 HCG 
HEALTHY CHILOREN 

7-lZ HOS. 

TABLE 10 (cont.) 

HAXItLtt TEHPERATURES 

I t&.ttBER OF VACCINEES C 5 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I N.tlBER 

MAX TEHPERATURE l----------------------------------------------------------------------------1 HITH 
CDEG F, ORAL) I o I l I Z I 3 I 4 I 5 I I HAX TEHP 

···········•lHHttHfff-«••········•-1-- .llltitffllffll IHHHtfflltHfll -·- ltitltlftHHHHHtl•-tHHHHHHHHt IHHHHHtffltit lHHtltit1t•JHHt 
NORHAL I z Z Z Z Z I Z Z 

I 66.7%) 66.7%) 66.7%) 66.7%) 66.7%1 I 66.7%) 66.7%) 
I I 

<99 I l O O O O I O 0 
I 33 . 3% I 0 • 0,0 I O • 0% I o . 0% I o . 0% I I o . 0% I O • 0% l 
I I 

99 - 99.9 I O O l l l I l 0 
I O. 0% I O. 01.) 33. 3%) 33. 3% I 33. 3% I I 33. 31.) 0. 0%) 
I I 

100 - 100.9 I O l O O O I O l 
I I O. 0% l C 33. 3% l I O. 0%) I O. 0% l I O. 0%) I I O. OiO I 33. 3% l 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERATURE TAKEN I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 

I c ,0.0;,:1 I c 60.0%) I c 60.0%) I I 60.0%) I c 60.0%) I 1 60.0%) I I c 60.0%) I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERATURE NOT TAKEN I Z I Z I Z I Z I Z I Z I I Z I 
I I 40. 0% l I c 40 . Ol I I I 40 • o,O I C 40 • 0% l I I 40 . 0% l I c 40 . 0% l I I I 40 • Ol. l I 

.... 
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INVESTIGATOR KIH, KHANG S. 
ST\JDY 000801 
VACCINE , HIB CONJUGATE 
DOSE 1 30 HCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 13-18 HOS, 

TABLE 10 (cont.) 
ttAXI...-t TEHPERAT\JRES 

I JUeER OF VACCINEES C 3 VACCINEESJ - INJECTION 1 I 
l----------------- ·----------------------------------------------------------1 
I DAYS POST VACCINATION I JUeER 

HA>< TEMPERATURE 1------------ ---------------------------------------------------------------1 HITH CDEG F, ORALJ I o I 1 I 2 I 3 I 4 I 5 I I ttAX TEHP 
··················---·········••l••······••l••····•-1•----,----,-•H-IHHtl•-------1••·····•HI••········ 

NORHAL I 1 I 1 I 1 I 1 I 1 I 1 I I 1 
I so . 0% J I 50 • 0% 1 I so. 0% J I so • 0% 1 I 50. 0% J I so. 0% J I I so • o,o 
I I I I I I I I 

< 99 I o I o I 1 I 1 I o I 1 I I o 
I o • 0% J I o . 0% J I so • 0% J I so. 0% J I o. OiO I so • 0% J I I o • 0% J 
I I I I I I I I 

99 - 99. 9 I 1 I 1 I o I o I 1 I o I I 1 
I c so. 0% J I I 50. 0% J I c o . 0% J I I o . 0% J I I 50. 0% J I I o. 0% J I I I 50 • 0% J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEHPERAT\JRE TAKEN I 2 I 2 I z I 2 I 2 I 2 I I 2 

I I 66 • 7% J I I 66. 7% J I c 66 • 7% J I c 66. 7% J I 1 66. 7% J I 1 66 • 7i0 I I 1 66 • 7% J 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERAT\JRE NOT TAKEN I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 
I I 33.3%1 I I 33.3%1 I I 33,3%J I I 33,3%1 I I 33.3%1 I I 33.3%1 I I I 33.3%1 I 

=> ---,.,, 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE I 
PATIENT CLASS: 
AGE RANGE 

KIH, KHANG S. 
000801 
HIB CONJUGATE 
30 tlCG 
HEALTHY CHILDREN 
19-59 HOS. 

TABLE 10 (cont.) 

HAXItUt TEMPERATURES 

I t&ffiER OF VACCINEES ( 7 VACCINEESI - INJECTION l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I N.IHBER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
(DEG F, ORALI I o I 1 I 2 I 3 I 4 I 5 I I HAX TEHP 

tHHHftHHflHHUl-ll ltlHHt-·•·•--tHHHf • -- j lHHttlltlHHHllt I-·-••** I X 1111 ll ti II li llll ll j llltlllllHHtlHHt I liHHHtlHHttHHf I••··)( II lllHHt , __ 

NORMAL I 2 I 2 I 2 I 2 I 2 I 2 I I z 
I f 33. 3% > I 33. 3% > I 33. 3% > I 1 33. 3% > I 33. 3% > I , 33. 3% > I I 33. 3% > 
I I I I I I I I 

< 99 I 4 I 3 I 4 I 4 I 4 I 4 I I 3 
I, 66.7%> I, 50.0%1 I, 66.7%) I, 66.7%) I, 66.7%) I, 66.7%> I I, 50.0%) 
I I I I I I I I 

99 - 99.9 I o I 1 I o I o I o I o I I 1 
I ( o. 0% l I I 16. 7% l I I o. 0% l I t o. 0% l I , o. 0% 1 I t o. 0% > I I , 16. 7% I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------
TEMPEAATURE TAKEN I 6 I 6 I 6 I 6 I 6 I 6 I I 6 

I ( 85. 7% I I ( 85 • 7% > I I 85 • 7% l I I 85. 7% l I I 85. 7% J I I 85. 7% J I I I 85. 7% > 
-----------------------------------I----------I----------I----------I----------I----------I----------I----------I----------

TEi1PERATURE NOT TAKEN I 1 I 1 I l I 1 I 1 I 1 I I 1 
I I 14.3%1 I I 14.3%1 I ( 14.3%) I I 14.3%> I l 14.3%> I l 14.3%> I I , 14.3%> 
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INVESTIGATOR 
sruov 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIH. KHANG S. 
000801 
HIB CONJUGATE 
15 HCG 

TABLE 10 (cont.) 

HAXI~ TEMPERATURES 

HIB POLVS YACC NON-RESPONDERS 
19-59 HOS. 

I t<U18ER OF VACCINE ES C 19 VACCINEES > - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I .....,ER 

HAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG f • ORAL I I O I 1 I Z I 3 I 4 I 5 I I HAX TEMP 

tffHHHl ........ ~H ......... ff. ____ ........ --,.IHHHHI•··· .......... , ..... - ............ ....... H*•I•---·- ........ ff .. 

NORMAL 3 I 4 s I s 4 4 I 3 
18.a;o I 2s . 0%1 31.3%) I 31.3%1 zs.0%1 2s.0%1 I 18.8%1 

I I I 
< 99 1 I 7 8 I 1 8 8 I 6 

43.8%1 I 43 . 8%1 50.0;0 I , 43 . 8%> , 50.0%1 so.mo I 37.5%1 
I I I 

99 - 99 . 9 2 I 5 2 • 4 2 1 I 3 
12.s%1 I 31.3%> 12.5%1 I 2s.0%1 12.5%1 6.3%1 • 1a.ax1 

I I 
100 - 100. 9 3 I o 1 I o 1 1 1 

18. 8% > I I o . 0% I 6 . 3% I I o. 01. I 6 • 31. 1 6. 3% > 6. 3% I 
I I 

101 - 101. 9 o I o o I o o 1 o 
0. 0% ) I 0. 0% ) 0 • 0% I I 0. 0% I 0. 0% I 6, 3%) 0 • 0% I 

I I 
102 - 102. 9 1 I o o I o o 1 z 

6 . 3% I I 0 . 0% I 0 • 0% I I 0 . 0% ) 0 • 0% I 6 • 3% I 12 • 5% I 
I I 

103 - 103. 9 o I o o I o 1 o 1 
I c o . 0% I I I o • 0% > c o. 01. I I c o. 0% I c 6. 3% I c o. 0% I c 6. 3% I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TE11PERAnJRE TAKEN I 16 I 16 I 16 I 16 I 16 I 16 I I 16 I 

I c 84 • z1. 1 I c 84 • z% > I c 84. z:o I c 84. 2% 1 I , 84. 2% 1 I , 84 • 2% 1 • I c 84 • 2% 1 I 
------------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEIIPERATURE NOT TAKEN I 3 I 3 I 3 I 3 I 3 I 3 I I 3 I 
I I 15, 8%) I 1 15. 8% I I ( 15. 8%) I C 15. 8% I I ( 15. 8% I I I 15. 8%) I I C 15. a:o I 

,..... 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

KIM, KHANG S. 
000801 
HIB CONJUGATE 
30 HCG 

TABLE 10 (cont.) 

HAXIHl.11 TEMPERATURES 

HIB POLYS VACC NON-RESPONDERS 
19-59 f1QS. 

I NJHBER OF VACCINEES ( 1 VACCINEES) - INJECTION 1 I 
1------------------------- ·--------------------------------------------------1 
I . DAYS POST VACCINATION I tU1BER 

t1AX TEHPERAT\JRE l----------------------------------------------------------------------------1 HITH 
( DEG F , ORAL l I o I 1 I 2 I 3 I 4 I 5 I I HAX TEHP 

------••-------•-•••••••••l--•--l••-••••-l--•IHf•-l••••---l•---•--1-••--•l••••••••••I-••--
< 99 I o I o I 1 I 1 I 1 I 1 I I o 

I, 0.0%1 I, 0.0%1 I ,100.0%) I 1100.0%) I 1100.0%) I 1100.0%) I I 0.0%1 
I I I I I I I I 

99 - 99. 9 I o I 1 I o I o I o I o I I o 
I , o. o;o I 1100. oi: l I , o. 0% l I I o. 0% l I I o. 0% l I I o. 0% l I I I o. 0% l 
I I I I I I I I 

1oz - 102. 9 I 1 I o I o I o I o I o I I 1 
I uoo. 0% t I I o. oi: l I I o. 0% l I I o. 0% t I I o. 0% l I , o. 0% t I I uoo. 0% l 

-----------------------------------I----------I----------I----------I----------I----------I----------I----------I----------
TE11PERAT\JRE TAKEN I 1 I 1 I l I 1 I 1 I 1 I I 1 

I 1100.0%1 I 1100.0%1 I 1100.0%> I 1100.0%1 I 1100.0%1 I 1100.0%> I I ,100.0%1 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I o I o I o I o I o I O I I o I 
I , o. 0% > I I o . 0% t I I o. 0% l I , o. 0% l I I o. 0% l I I o. 0% l I I I o. 0% > I 

:: 

.J 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE I 
PATIENT CLASS; 
AGE RANGE 

KIH, KHANG S. 
000801 
HIB COUJUGATE 
7,S tlCG 
HIB POLVS YACC NOH-RESPONDERS 
19-59 HOS. 

TABLE 10 (cont.) 

HAXI~ TEMPERATURES 

------------------------------------------------------------- ·--------------------------------------------------------------I N.teER OF VACCINEES f l VACCINEES) - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I N..ttiER 

ttAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
(DEG F, ORAL> I o I l I Z I 3 I 4 I S I I HAX TEMP 

.-tHHt!HtiHHHt•fiHHHHf••••• .. •--~liHHHHt-itiHtl•tHHt••-10Htttl.-••-10HHtt1l••••••••••ltHHt*•-1otttt••l••••••••••l••••••••••I--I 
< 99 I l I l I l I l I l I l I I l I 

I uoo. 0% > I 1100 . 0% 1 I 1100. 0% > I 1100. 0% > I 1100. 0% > I 1100. 0% > I I 1100. 0% > I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE TAKEN I l I l I l I l I l I l I I l I 
I 1100.0%> I 1100.0%1 I noo.0%> I 1100.0%> I 1100.0%> I 1100.0%> I I 1100.0%> I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TE11PERATURE NOT TAKEN I o I o I o I o I o I o I I o I 

I c 0.0%> I c 0.0%1 I I 0.0%> I I 0.0%> I I o.0%> I , 0.0%> I I c 0.0%) I 

:::> .... .... 
0 
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(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATORS: 

STUDY LOCATION: 

62821 

Haemophil us 
meningitidis 
Study 008-02 

b Conjugate 
Outer Membrane 

Vaccine 
Protein 

(Neisseria 
Complex), 

To evaluate the effect of dose of polysaccharide on 
safety and immunogenicity of Haemophilus b conjugate 
vaccine (Neisseria meningitidis outer membrane protein 
complex) in infants and children 2 to 71 months of age. 

Haemophilus 
meningitidis 
(PRP-OMPC) 

b Conjugate 
Outer Membrane 

Vaccine 
Protein 

(Neisseria 
Complex), 

Lot 1072/C-P298/37359 - mcg polysaccharide/ml 
mcg meningococcal/protein/ml 

Aluminum h droxide diluent 
Lot 

Ram Yogev, M.D. 
Division of Infectious Diseases 
The Children's Memorial Hospital 
2300 Children's Plaza 
Chicago, Illinois 60614 

Ellen G. Chadwick, M.D. 
Betsey C. Harold, M.D. 
The Children's Memorial Hospital 
2300 Children's Plaza 
Chicago, Illinois 60614 

The Children's Memorial Hospital 
2300 Children's Plaza 
Chicago, Illinois 60614 

29AUG88 



DATE STUDY 
INITIATED: 

DATE STUDY 
COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

62821 

- 2 -

February 25, 1988 

In progress. 

Healthy infants and children 2 to 71 months of age 
are included in t~e study. 

Infants and children are randomized 
PRP-OMPC vaccine containing 7.5, 15 

to receive 
or 30 mcg 

children are polysaccharide. Approximately 50 
assigned to each dose. 

Infants 2 to 18 months of age receive two injections 
of PRP-OMPC vaccine given 2 months apart, while 
children 19 months of age and older receive a single 
injection. Vaccine is reconstituted in aluminum 
hydroxide in the appropriate volume and administered 
by intramuscular route. The dose for each injection 
is 7.5, 15, or 30 mcg of polysaccharide in 0.5 ml. 

The parent or guardian is required to record the 
vaccine recipient's temperature and any reactions at 
the injection site or systemic complaints for 5 days 
after each injection of vaccine. Unexpected or 
serious reactions are to be reported immediately to 
the study physician. Serious adverse experiences in 
the 14 days following each injection of vaccine are 
required to be reported by the investigator. 

A blood sample is obtained prior to each injection of 
vaccine and 1 month after the last injection or after 
a single injection of vaccine. All serum samples are 
assayed for antibody to the capsular polysaccharide 
of Haemophilus influenzae type b by 
radioimmunoassay. Selected samples may be tested for 
bactericidal and opsonophagocytic activity, 
immunoglobulin isotype and subclass IgG. 
Opsonophagocytic assays are performed at the 
University of Alabama. All other assays are 
performed at Merck Sharp & Dahme Research 
Laboratories. 

29AUG88 
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RESULTS: 

Age 
(Months) 

2-18 

19-71 

62821 

- 3 -

Demographic information and individual pre and 
postimmunization antibody data for each vaccine 
recipient are presented in Table 1. 

1. Current status: 

No. Va!;;cinated 
Dose Age Injection 1 Injection 2 

7.5 2-18 Mos. 60 8 
19-71 Mos. 24 

15 2-18 Mos. 41 12 
19-71 Mos. 24 

30 2-18 Mos. 7 0 
19-71 Mos. 21 

2. Sero logic results: 

Anti-PRP responses prior to each injection of 
vaccine and 1 month after the last or after a 
single injection of vaccine are as follows: 

Dose & With Anti-PRP GMT (mcg[ml) 
(mcg) Time >0.15 mcg[ml >1.0 mcg[ml All Vaccinees 

7.5 Pre 18 ( 3/17) 0 ( 0/17) 0.09 
Post 1 100 (17/17) 88 (15/17) 3.02 
Post 2 100 ( 7 /7) 86 ( 6/7) 6.28 

15 Pre 22 ( 4/18) 0 ( 0/18) 0.09 
Post 1 100 (18/18) 78 (14/18) 2.17 
Post 2 100 (11/11) 91 (10/11) 4.79 

7.5 Pre 29 ( 5/17) 18 ( 3/17) 0.16 
Post 100 (17/17) 94 (16/17) 4.92 

15 Pre 53 ( 9/17) 0 ( 0/17) 0.16 
Post 100 (17/17) 94 (16/17) 9.63 

30 Pre 38 ( 6/16) 13 ( 2/16) 0.15 
Post 100 (16/16) 94 (15/16) 18.13 

29AUG88 
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(b) (6)

RESULTS: 
(CONT.) 

6282! 

- 4 -

Antibody response summary statistics are 
presented in Tables 2-4. 

3. Clinical results: 

The incidence of selected injection site and 
systemic reactions occurring within 2 days after 
vaccination are as follows: 

% of Vaccinees with Reaction 
2-18 Mos. 12-71 Mos. 

Type of Reaction Injection 1 Injection 2 

---1.....2 __li__ -1Q__ __LL _1_5 _ ---1.....2 __li__ _1Q_ 

n=60 n:41 n=3 n=7 n=lO n=24 n=24 n=21 

Injection Site: 
Pain/Soreness 
Erythema >1 inch 
Swelling >1 inch 
Induration 

10 
0 
0 
0 

0 0 0 
2 0 0 
0 0 0 
0 0 0 

10 8 25 19 
0 0 0 0 
0 0 0 0 
0 0 0 0 

Systemic: 
Irritability 
Sleepiness/Lethargy/ 

Fatigue 

15 
10 

27 0 
12 0 

0 20 17 13 5 
0 10 4 13 5 

The frequencies of all clinical reactions and 
maximum temperatures occurring during the 5 days 
following each injection of vaccine are presented 
in Tables 5-7 by dose. 

No serious or alarming reactions attributable to 
vaccine have been reported. One serious adverse 
experience not related to vaccination was 
reported. Case no. a 9 man th old male 
infant, developed a fever of 103-104 °F one day 
after receiving a second 7.5 mcg dose of PRP-OMPC 
vaccine. The infant was hospitalized the next 
day with a maculo papular rash on face and body 
(confluent on back, chest and groin), vomiting 
(lX) and temperature of 37 .8°C rectal. Within 
one day the rash was disappearing and the child 
was discharged. 

29AUG88 
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ItNESTIGATOR 
Sl\JOY 
VACCINE 
REGIMEN I 
PATIENT CLASS: 

YOGEV, RAH 
000802 
HIB CONJUGATE 
2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 

DEl10Gt;APHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 3H 0 001 PREBLEED 
0 011 INJ 1 

55 011 BLEED l 
55 021 INJ 2 

103 021 BLEED 2 

H CAUC 4H 0 001 PREBLEED 
0 011 INJ l 

57 011 BLEED l 
57 021 INJ 2 
84 021 BLEED 2 

F CAUC 4H 0 001 PREBLEED 
0 011 INJ l 

56 011 BLEED l 
56 021 INJ z 
84 021 BLEED 2 

H CAUC SH 0 001 PREBLEED 
0 011 INJ 1 

80 011 BLEED 1 

H BLAC 4H 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 021 INJ z 
84 021 BLEED 2 

H HISP 2H 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 OZl INJ z 
81 021 BLEED 2 

f HISP 2H 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 021 INJ z 
81 021 BLEED 2 

f HISP 6H 0 001 PREBLEED 

CPZ98 

CP298 

CP298 

CP298 

CPZ98 

CP298 

CPZ98 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

7.5 HCG 

7.5 HCG 

15 HCG 

15 MCG 

15 HCG 

15 HCG 

7.5 HCG· 

15 HCG 

15 MCG 

7.5 ttCG 

7.5 MCG 

15 HCG 

15 MCG 

< 125 

395 

588 

310 

2917 

1133 

210 

5441 

5384 

< 125 

9842 

< 125 

1224 

2591 

< 125 

916 

1356 

372 

862 

1754 

< 125 

·O --N 
e 
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INVESTIGATOR 
STUDY 
VACCINE 
REGIHEN 
PATIENT CLASS: 

YOGEV, RAH 
000802 
HIB CONJUGATE 
2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F HISP 6H 0 011 INJ 1 
56 011 BLEED 1 
56 021 INJ 2 
97 021 BLEED 2 

F CAUC 4H 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 
56 021 INJ z 

F CAUC 3H 0 001 PREBLEED 
0 011 INJ 1 

60 011 BLEED 1 

F HISP 4H 0 001 PREBLEED 
0 011 INJ 1 

63 011 BLEED 1 

H HISP 5H 0 011 INJ 1 
63 011 BLEED 1 

H HISP SH 0 001 PREBLEED 
0 011 INJ 1 

63 011 BLEED 1 

F CAUC 4H 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 

H HISP 3H 0 001 PREBLEED 
0 OU INJ 1 

63 011 BLEED 1 

F CAUC 2H 0 001 PREBLEEO 
0 011 INJ l 

62 011 BLEED l 

F CAUC 4H 0 001 PREBLEED 
0 011 INJ 1 

56 011 BLEED 1 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

7.5 HCG 

7.5 HCG 

15 HCG 

15 HCG 

7.5 HCG 

7.5 HCG 

15 HCG 

7.5 t1CG 

15 HCG' 

7.5 HCG 

15 HCG 

15 HCG 

1483 

5974 

< 125 

3749 

< 125 

6166 

< 125 

12416 

26218 

< 125 

1816 

< 125 

1639 

< 125 

9074 

< 125 

7866 

< 125 

2138 

0 --ru 
I.II 
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR YDGEV, RAH 
STUDY 00080Z 
VACCINE HIB CONJUGATE 
REGIHEN Z INJ. THO HOS. APART 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA 
---•--•*---•-•---*-••tHHHHHHHE-IHt***fflHHHHl*IHtiflHHHl****flHtlHt._*lHttHttHt-****IHHHHt*****************tHttHt******•IHHHHt*._* 

f CAI.JC 4H 0 011 INJ 1 CP298 7.5 HCG 

f CAI.JC 2H 0 001 PREBLEED 838 
0 011 INJ 1 CP298 7.5 HCG 

63 011 BLEED 1 1017 

H HISP 4H 0 001 PREBLEED < 125 
0 011 INJ 1 CPZ98 15 MCG 

56 011 BLEED 1 1073 

H HISP 2H 0 011 INJ 1 CP298 15 HCG 

H HISP ZH 0 011 INJ 1 CP298 7.5 HCG 

H CAI.JC 6H 0 001 PREBLEED < 125 
0 011 INJ 1 CP298 7.5 HCG 

58 011 BLEED 1 1238 

f CAI.JC 6H 0 011 INJ 1 CP298 15 HCG 

f CAI.JC SH 0 011 INJ 1 CP298 7.5 HCG 

f BLAC 6H 0 011 INJ 1 CP298 15 HCG 

H CAI.JC 2H 0 011 INJ 1 CP298 15 HCG 

f HISP ZH 0 011 INJ 1 CP298 7.5 HCG 

H HISP ZH 0 011 INJ 1 CP298 7.5 HCG 

H CAI.JC 4H 0 011 INJ 1 CP298 15 HCG 

H CAUC SH 0 011 INJ 1 CP298 15 HCG 

H HISP SH 0 011 INJ 1 CP298 7.5 HCG 

H HISP 2H 0 011 INJ 1 CP298 15 HCG 

f CAUC 6H 0 011 INJ 1 CP298 7 .5 HCG 

H CAUC SH 0 011 INJ 1 CP298 7.5 HCG 



(b) (6) (b) (6) (b) (6)
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VOGEV, RAH INVESTIGATOR 
STUDY I 000802 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HIB CONJUGATE 
2 INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F CAUC 

M CAUC 

H HISP 

H HISP 

F HISP 

F CAUC 

H CAUC 

H HISP 

H CAUC 

H CAUC 

H CAUC 

H HISP 

H HISP 

3H 

SH 

4H 

4H 

SH 

2H 

6H 

UH 

7H 

UH 

lOH 

9H 

lOH 

0 

0 

0 

0 

0 

0 

0 

0 

0 
0 

56 
56 
88 

0 
0 

57 
57 
85 

0 
0 

56 
56 
84 

0 
0 

63 
91 

0 

011 INJ 1 

011 INJ 1 

011 INJ l 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
011 BLEED 2 

001 PREBLEED 

CP298 7 .5 t1CG 

CP298 7.5 HCG 

CPZ98 7 .5 t1CG 

CP298 7.5 HCG 

CP298 7.5 HCG 

CP298 7.5 t1CG 

CP298 7.5 HCG 

CP298 30 HCG 

< 125 
CP298 15 HCG 

355 
CP298 15 HCG 

895 

498 
CP298 7.5 HCQ 

7822 
CP298 7.5 HCG 

36006 

< 125 
CPZ98 15 HCG 

1860 
CP298 15 ttCG 

4592 

< 125 
CP298 7.5 HCG 

3788 
16765 

< 125 

:::> 
.-

"\J 
-~ 



(b) (6) (b) (6) (b) (6)

Hf 1546090/07/01/88/PAGE 11 

INVESTIGATOR 
STUDY 
VACCINE 
REGIHEN 
PATIENT CLASS: 

YOGEV, RAH 
000802 
HIB CONJUGATE 
2 INJ. mo HOS. APART 
HEALTHY CHILDREN 

TABLE I (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H HISP 

H CAUC 

f CAUC 

F OTHE 

H CAUC 

f CAUC 

H BLAC 

f BLAC 

H CAUC 

f CAUC 

H CAUC 

2H 

9H 

7H 

9H 

9H 

0 
56 
56 
84 

0 

0 
0 

59 
59 
92 

0 
0 

55 
55 
84 

0 

0 
0 

63 

0 
0 

56 

0 

0 
0 

65 

0 
0 

56 

0 

011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED 1 

011 INJ l 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

15 HCG 

15 t1CG 

30 HCG 

7.5 HCQ 

7.5 t1CG 

15 HCG 

15 t1CG 

30 t1CG 

7.5 t1CG 

15 HCG 

30 HCG 

7.5 HC~ 

7.5 HCG 

10088 

115536 

< 125 

3863 

6211 

214 

1315 

1389 

< 125 

4130 

< 125 

832 

< 125 

2146 

< 125 

2786 

135 

::, 
,--"\J 
)) 



(b) (6) (b) (6) (b) (6)

HI 3546090/07/0l/88/PAGE lZ 

INVESTIGATOR YOGEV, RAH 
sruov i 000802 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HIB CONJUGATE 
Z INJ. THO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H CAUC 9H 0 011 INJ 1 CPZ98 15 HCG 
63 011 BLEED 1 1515 

F CAUC 9H 0 011 INJ 1 CPZ98 30 t1CG 

H HISP 7H 0 011 INJ 1 CPZ98 7 .5 tlCG 

F HISP UH 0 011 INJ 1 CPZ98 15 HCG 

F CAUC 8H 0 011 INJ 1 CPZ98 30 MCG 

H CAUC 9H 0 011 INJ 1 CPZ98 7.5 HCG 

F CAUC 8H 0 011 INJ 1 CPZ98 15 HCG 

F HISP lOH 0 011 INJ 1 CPZ98 7 . 5 HCG 

F CAUC 7H 0 011 INJ 1 CPZ98 15 HCG 

F OTHE 8H 0 011 INJ 1 CPZ98 15 HCG 

F CAUC lOH 0 011 INJ 1 CPZ98 7,5 HCG 

H HISP 8H 0 011 INJ 1 CPZ98 7.5 HCG 

H HISP 7H 0 011 INJ 1 CP298 15 HCG 

H CAUC UH 0 011 INJ 1 CPZ98 15 HCG 

F CAUC lZH 0 011 INJ 1 CPZ98 7.5 HCG 

F HISP 7H 0 011 INJ 1 CPZ98 15 HCG 

H CAUC 7H 0 011 INJ 1 CPZ98 7 .S HCG 

H CAUC llH 0 011 INJ 1 CPZ98 7.5 HCG 

H CAUC 12H 0 011 INJ 1 CPZ98 15 HCG 

F HISP 8H 0 011 INJ 1 CPZ98 15 HCG, 

=> --"\J 
.:> 



(b) (6) (b) (6) (b) (6)

Hi 3546090/07/0l/88/PAGE 13 

INVESTIGATOR 
STUDY 
VACCINE 
REGIHEN : 
PATIENT CLASS: 

YOGEV, RAH 
000802 
HIB CONJUGATE 
Z INJ. THO tlOS. APART 
HEALTHY CHILDREN 

TABLE l (cont. ) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H HISP 

H CAUC 

H HISP 

F CAUC 

F CAUC 

H CAUC 

H CAUC 

F CAUC 

F CAUC 

H CAUC 

F CAUC 

F CAUC 

H BLAC 

H CAUC 

F HISP 

H HISP 

UH 0 

UH 0 

UH 0 

9H 0 

UH 0 

9H 0 

lOH 0 

7H 0 

7H 0 

lOH 0 

7H 0 

12H 0 

13H 0 
0 

5{J 

56 
84 

16H 0 
0 

64 
64 

100 

18H 0 

13H 0 
0 

011 INJ 1 CP298 7.5 MCG 

011 INJ l CP298 15 MCG 

011 INJ 1 CPZ98 7.5 MCG 

011 INJ 1 CP298 7.5 HCG 

011 INJ 1 CP298 7 .5 HCG 

011 INJ 1 CP298 7.5 HCG 

011 INJ 1 CP298 7.5 HCG 

011 INJ 1 CP298 7 .5 tlCG 

011 INJ 1 CP298 7.5 HCG 

011 INJ 1 CP298 7.5 HCI. 

011 INJ 1 CP298 7.5 HCG 

011 INJ 1 CP298 7.S HCG 

001 PREBLEED < 125 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 88S 
OZl INJ z CP298 15 HCG 
OZl BLEED Z 4542 

001 PREBLEED 393 
011 INJ 1 CP298 7 .5 HCG; 
011 BLEED 1 6328 
021 INJ z CP298 7.5 MCG 
021 BLEED Z 12459 

011 INJ 1 CP298 30 11CG 

001 PREBLEED < 125 
011 INJ 1 CP298 7.5 HCG 

.::, 



(b) (6) (b) (6) (b) (6)

Hf 5546090/07/0l/88/PAGE 14 

INVESTIGATOR 
SllJDY 
VACCINE 
REGIHEN 
PATIENT CLASS: 

YOGEV, RAH 
000802 
HIB CONJUGATE 
2 INJ. TWO HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H HISP 13H 56 011 BLEED l 9640 
56 021 INJ 2 CPZ98 7 . 5 HCG 
84 OZl BLEED 2 28965 

H CAUC 18H 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 HCG 

60 011 BLEED l 23314 
60 021 INJ z CP298 15 HCG 
87 021 BLEED Z 4Z759 

F HISP 13H 0 001 PREBLEED < 125 
0 011 INJ l CP298 15 HCG 

56 011 BLEED l 2735 
56 D21 INJ 2 CP298 15 HCG 
91 021 BLEED 2 8514 

H HISP 12H 0 011 INJ l CP298 7.5 HCG 
56 021 INJ 2 CP298 7.5 HCG 

F HISP 14H 0 011 INJ l CP298 15 HCG 

F CAUC 13H 0 011 INJ l CP298 7.5 HCB 
F CAUC 14H 0 011 INJ 1 CP298 15 HCG 

H HISP 16H 0 011 nu l CP298 7 .5 tlCG 

F CAUC 12H 0 011 INJ l CP298 7.5 HCG 

H HISP 17H 0 011 nu l CPZ98 7.5 HCG. 

H HISP 16H 0 011 INJ 1 CP298 7.5 HCG 

H CAUC 13H 0 011 INJ 1 CP298 15 MCG 

F OTHE 13H 0 011 INJ 1 CP298 7.5 HCG 

H CAUC l'fH 0 011 nu 1 CP298 15 HCG 

H HISP 16H 0 011 INJ l CP298 7.5 HC~ 

'.=> 

-u-, ,_ 



(b) (6) (b) (6) (b) (6)

HI 5546090/07/0l/86/PAGE 15 

INVESTIGATOR 
sruov 
VACCINE 
REGIMEN 
PATIENT CLASS: 

YOGEV, RAH 
00080Z 
HI8 CONJUGATE 
2 INJ. 11-10 HOS. APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

- F CAUC - 13H O - 011 INJ l CP298 15 HCG 

C> 



(b) (6) (b) (6) (b) (6)

Hr 3546090/07/0l/88/PAGE 1 

INVESTIGATOR 
STUDY 
VACCINE 
REGIMEN 1 

PATIENT CLASS: 

VOGEV, RAH 
000802 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

H HISP 3Y 0 
0 

28 

H HISP 3Y 0 

F CAUC 24H 0 
0 

28 

H HISP 2Y 0 
0 

28 

H CAUC 24H 0 
0 

27 

F CAUC 2Y 0 
0 

29 

H CAUC 24H 0 
0 

30 

F CAUC 2Y 0 
0 

26 

F HISP 24H 0 
0 

28 

F HISP 2Y 0 
0 

28 

F HISP 24H 0 
0 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

DOl PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 

LOT 

CPZ98 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

DOSE 

7.5 HCG 

30 HCG 

15 HCG 

30 HCG 

15 HCG 

7.5 HCG 

15 HCG 

7.5 HCG 

30 HCG 

7.5 HCG 

30 HCG 

CODE/ RIA 

1603 

4852 

< 125 

16316 

< 1Z5 

3944 

< 125 

9119 

< 125 

2883 

205 

10693 

1146 

14614 

< 125 

6226 

568 

2527 

< 125 

0 --v,I 
\>I 



(b) (6) (b) (6) (b) (6)

H ·354&090/07/01/88/PAGE Z 

INVESTIGATOR 
sruov 
VACCINE 
REGIMEN 
PATIENT CLASS: 

YOGEV, RAH 
000802 
HIB CONJUGATE 
OtlE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F HISP 

ff HISP 

ff BLAC 

ff CAUC 

ff HISP 

F HISP 

F CAUC 

ff HISP 

ff HISP 

ff HISP 

F HISP 

Z4N 

Zlff 

24N 

3V 

ZY 

3V 

4V 

Z4N 

3V 

4V 

24N 

Z8 

0 
0 

Z8 

0 
0 

36 

0 
0 

29 

0 
0 

Z8 

0 
0 

Z8 

0 
0 

35 

0 
0 

31 

0 
0 

33 

0 
0 

28 

0 
0 

TABLE I (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT 

011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PRE8LEED 
011 INJ l. 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 

LOT 

CP298 

CPZ98 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

DOSE 

15 HCG 

15 HCG 

7 .5 HCG 

30 HCG 

30 HCG 

15 HCG 

7.5 HCG 

7.5 MCG 

30 t!CG 

15 HCG 

CODE/ RIA 

19032 

758 

44755 

584 

11403 

< 125 

5409 

< 125 

28872 

296 

54159 

314 

18790 

< 125 

3131 

7380 

27475 

3600 

118433 

239 



(b) (6) (b) (6) (b) (6)

H' .'5546090/07/0l/88/PAGE 3 

INVESTIGATOR VOGEV, RAN 
STUDY I 000802 
VACCINE 
REGIMEN 
PATIENT CLASS: 

HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F HISP 

F BLAC 

H BLAC 

H CAUC 

H HISP 

F HISP 

H HISP 

F HISP 

F HISP 

H HISP 

F HISP 

24H 

2Y 

3V 

24H 

24H 

2Y 

2Y 

2V 

3Y 

3Y 

19H 

37 

0 
0 

34 

0 
0 

28 

0 
0 

25 

0 
0 

35 

0 
0 

28 

0 
0 

28 

0 
0 

28 

0 
0 

28 

0 
0 

41 

0 
0 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

DATE PHS EVENT 

011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED 1 

001 PREBLEED 
011 INJ l 
011 BLEED 1 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 

11 BLEEO l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

PREBLEED 
INJ l 
BLEEO 1 

PREBLEEO 
011 INJ 1 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 

LOT 

CP298 

CP298 

CP298 

CP298 

CP298 

CPZ98 

CP298 

CP298 

CPZ98 

CPZ98 

DOSE 

30 NCG 

15 tlCG 

7.5 NCG 

7.5 NCG 

15 HCG 

30 HCG 

30 HCG 

15 HCG 

7.5 tlCG 

7.5 HCG 

CODE/ RIA 

26963 

< 125 

42907 

261 

1241 

< 125 

Zl044 

696 

10860 

< 125 

7387 

209 

912 

< 125 

5441 

373 

68585 

< 125 

10622 

< 125 



(b) (6) (b) (6) (b) (6)

H 5546090/07/01/88/PAGE 4 

INVESTIGATOR 
Sl\JDY 
VACCINE 
REGIHEH 1 
PATIENT CLASS: 

VOGEV, RAH 
OOD80Z 
HIB CONJUGATE 
ONE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F HISP 

H HISP 

F HISP 

H HISP 

F HISP 

H HISP 

F HISP 

F CAUC 

H HISP 

F HISP 

H CAUC 

H CAUC 

19H 

4Y 

4H 

24H 

4H 

ZY 

4Y 

19H 

24H 

2Y 

3Y 

21 

0 
0 

31 

0 
0 

35 

0 
0 

28 

0 
0 

28 

0 
0 

29 

0 

0 

0 
0 

28 

0 
0 

28 

0 
0 

28 

0 
0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT LOT DOSE CODE/ RIA 

011 BLEED l 4681 

001 PREBLEED < 125 
011 IHJ l CPZ98 15 HCG 
011 BLEED l 3710 

001 PREBLEED 134 
011 INJ l CPZ98 30 HCG 
011 BLEED l 39327 

001 PREBLEED < 125 
011 INJ l CP298 7.5 HCG 
011 BLEED l 2108 

001 PREBLEED < 125 
011 INJ l CPZ98 30 HCG 
011 BLEED 1 11200 

001 PREBLEED < 125 
011 INJ 1 CP298 15 HCG 
011 BLEED 1 444 

011 INJ l CPZ98 30 HCG 

011 INJ 1 CP298 15 HCG 

001 PREBLEED < 125 
011 INJ l CP298 7.5 HCG 
011 BLEED l 1233 

001 PREBLEED < 125 
011 INJ 1 CP298 30 tlCG 
011 BLEED l 157039 

001 PREBLEED < 125 
011 INJ 1 CP298 7.5 MCG 
011 BLEED 1 4181 

001 PREBLEED < 125 
011 INJ l CPZ98 15 HCG 

•J 

-'-.,.I 
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(b) (6) (b) (6) (b) (6)

H 3546090/07/0J/88/PAGE 5 

INVESTIGATOR 
STtJDY 
VACCINE 
REGIHEH 
PATIENT CLASS: 

YOGEV, RAH 
00080Z 
HIB CONJUGATE 
OHE INJECTION 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

t1 CAUC 

F HISP 

F CAUC 

H CAUC 

H CAUC 

H HISP 

H HISP 

F HISP 

H HISP 

F HISP 

F BLAC 

3Y 

4Y 

19H 

4Y 

21H 

2411 

ZlH 

2Y 

2Y 

4Y 

2Y 

31 

0 
0 

28 

0 
0 

30 

0 
0 

28 

0 
0 

28 

0 
0 

46 

0 
0 

35 

0 
0 

28 

0 
0 

35 

0 
0 

28 

0 
0 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHS EVENT 

011 BLEED 1 

001 PREBLEED 
011 INJ 1 
Dll BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEEO 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEEO 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 nu 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 

LOT 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

CP298 

DOSE 

30 HCG 

7.5 HCG 

15 MCG 

15 HCG 

7.5 HCG 

30 MCG 

7.5 HCG 

15 HCG 

30 HCG 

15 HCG 

CODE/ RIA 

38% 

299 

20476 

< 125 

475 

< 125 

9124 

< 125 

3238 

< 125 

2488 

260 

13306 

< 125 

16384 

883 

31965 

1741 

80863 

230 



(b) (6) (b) (6) (b) (6)

H :3546090/07/01/88/PAGE 6 

TABLE l (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR YOGEV, RAH 
sruov 000802 
VACCINE HI8 CONJUGATE 
REGIMEN ONE INJECTION 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 
1tltltltNNNIHtlHtlHHf1HtltlHHf1HtlJt1HtltlJttliHHHfltlHt1HtlJtlHttHHIIHtlJtlHtltlHtlJtlJtltlHtlJtlJtltlHtltltlHtltltlHtlHtltltlJtltlHtltlJt .... lJtlJtlJtltlJtlJttHHHHf_it .... itltltlHtltltlHtltlt-itlHtltlt1Ht .... ltlt!HHt-lt1Ht 

F BLAC ZY 36 011 BLEED 1 33299 

F CAUC 3V 0 011 INJ 1 CPZ98 7.5 HCG 

F CAUC 20H 0 001 PREBLEED < 125 
0 011 INJ l CP298 30 HCG 

28 011 BLEED 1 4831 

H HISP 3V 0 011 INJ 1 CP298 15 HCG 

F BLAC 24H 0 011 Itll 1 CP298 30 HCG 

F HISP 2Y 0 011 INJ l CP298 7.5 11CG 

F HISP UH 0 011 INJ 1 CP298 15 HCG 

F BLAC 24H 0 011 INJ 1 CP298 30 11CG 

F CAUC 2Y 0 011 INJ 1 CP298 30 11CG 

F HISP 2Y 0 011 INJ 1 CP298 7.5 HCG 

F HISP 20H 0 011 INJ 1 CP298 15 HCG 

F CAUC ZY 0 011 nu 1 CP298 15 11CG 

H HISP '3Y 0 011 INJ 1 CP298 7.5 HCG 

F HISP 4Y 0 011 INJ 1 CP298 7 .5 HCG 

F CAUC 9H 0 011 INJ 1 CP298 15 HCG 

F BLAC 23H 0 011 INJ 1 CP298 15 HCG 

F HISP 3V 0 011 INJ 1 CP298 7.5 HCG 

F HISP 20M 0 011 INJ 1 CPZ98 7.5 HCG 

::, 



HF[ 546210/08/02/88/2 

TABLE 2 
A N T I B O D Y R E S P O N S E S 

INVESTIGATOR YOOEV, RAH 
STUDY 000802 
VACCINE HIB CONJUGATE 
ASSAY RIA 
DOSE 7.5 HCG 
POPULATION HEALTHY CHILDREN 

GHT HCG AB/HL (NJ 
% HITH ANTI-PRP FOLD RISE -----------------

TIHE ---------------------------------- ------------------------ All 
AGE CHONTHSI >.15 HCG AB/HL > l. 0 HCG AB/11L % >2 FOLD MEAN VACCINEES 

•1t1tltltltltlt-
--·· ltltltltltltlt -·-····--· ltltltltltltltltltlt-ltltlt ltltltltltilltltltltltltltltlt It It ltlt It It ltltltlt-ltltltltltltltltltltltltlt 

2- 6 HOS. PRE ItU 11 1/ 9) 0 0/ 91 0.083 91 
HONTH 2 100 9/ 91 78 1/ 91 89 8/ 91 13 . 7 2.117 91 
HONTH 3 100 3/ 31 67 2/ 3 I 100 3/ 31 13.5 1.683 31 

7-12 HOS. PRE INJ 17 I 1/ 61 0 0/ 61 0.088 61 
HONTH 2 100 I 6/ 6J 100 6/ 61 100 6/ 61 23.9 3.760 61 
HONTH 3 100 I 2/ 2) 100 2/ 21 100 2/ 21 59. 9 14 . 954 u 

13-18 HOS. PRE INJ 50 1/ 21 0 0/ 21 0.157 I 21 
HONTH Z 100 2/ ZJ 100 2/ 21 100 2/ 21 35. 2 7.810 C ZJ 
HONTH 3 100 Z/ 21 100 2/ 21 100 2/ 2 I 85.7 18,997 I Zl 

19-59 HOS. PRE INJ 29 5/ 17 I 18 3/ lH 0.156 171 HONTH 1 100 17/ 171 94 16/ 171 100 ( 17/ 17) 19.3 4.917 171 

FOOTNOTE ( S ) : 
IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE HEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



Hf' 546210/06/02/88/l 

INVESTIGATOR 
SllJDY 
VACCINE 
ASSAY 
DOSE 
POPULATION 

YOGEV, RAH 
000802 
HIB CONJUGATE 
RIA 
15 HCG 
HEALTHY CHILDREN 

TABLE J 

A N T I B O D Y R E S P O N S E S 

% HITH ANTI-PRP FOLD RISE 
TINE ---------------------------------- ------------------------

AGE IHONTHS) >.15 HCG AB/HL > 1. 0 HCG AB/HL % >2 FOLD HEAN --··· tttHt •• 100( It It It ll -·--····--· tHtitlt**tHtlOtllli lfltlt ***tHttHtlfltittHtliifii ****tHt 

2- 6 HOS. PRE INJ 33 3/ 91 0 0/ 91 
HONTH 2 100 9/ 9) 89 81 91 100 9/ 91 14.0 
MONTH 3 100 4/ 4) 100 4/ 4) 100 4/ 4) 9.8 

7-12 HOS. PRE INJ 17 1/ 6) 0 0/ 61 
HONTH 2 100 6/ 6 I 67 4/ 61 100 6/ 6) 10.6 
MONTH 3 100 4/ 4) 75 3/ 4) 100 4/ 4) 35.4 

13-18 HOS. PRE INJ 0 0/ 3) 0 0/ 31 
NONTH 2 100 3/ 3) 67 Z/ 3) 100 3/ 3) 30.7 
MONTH 3 100 3/ 3) 100 3/ 3) 100 3/ 3) 94.6 

19-59 HOS. PRE INJ 53 9/ 17) 0 0/ 17) 
NONTH 1 100 17/ 17 l 94 16/ 17) 100 I 17/ 17) 43.3 

FOOTNOTE IS l: 

GHT HCG AB/HL IN) 
-----------------

ALL 
VACCINEES 

******tHtlttHt:IHt**** 

0.104 9) 
2.306 9) 
2.295 4) 

0.087 I 61 
1.492 I 6) 
5.068 I 4) 

0.063 31 
3.836 3) 

11.825 3) 

0.161 I 17) 
9.625 I 17) 

IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE HEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC HEAN TITER. 



HF1 546210/08/0,/88/Z 

INVESTIGATOR 
sruov 
VACCINE 
ASSAY 
DOSE 
POPULATION 

YOGEV, RAH 
oooaoz 
HIB CONJUGATE 
RIA 
30 HCG 
HEALTHY CHILDREN 

TABLE 4 
A N T I B D D Y R E S P O N S E S 

X HITH ANTI-PRP FOLD RISE 

AGE 
TIME 

(MONTHS I >.15 HCG AB/HL > 1. 0 HCG AB/UL 
-··*-*****-• 

X >Z FOLD MEAN 

19-59 HOS. PRE INJ 
MONTH 1 

FOOTNOTE IS): 

38 
100 

6/ 16) 
16/ 16 J 

13 
94 

Z/ 16 J 
15/ 161 

·-•*-******** ····-

100 I 16/ 161 8Z . 4 

GHT HCG AB/HL (NI 

ALL 
VACCINE ES 

··---··--···· 
0.149 

18.125 
161 
16 J 

IF A TITER IS REPORTED AS <.1Z5, THEN .1Z5 IS USED TO CALCULATE THE HEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC HEAN TITER. 



HFLU. 6330/08/26/88/8 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

VOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 5 
C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

HIB CONJUGATE 
INJECTION: 

25 

14 
11 

0 

I NO. OF VACCINEES 
I WITH 
I CLINICAL COMP. 

56 . 0 'lt,) 
44. 0 'lt.) 

'lt. BASED 
ON 25 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

ERVTHEMA, INJ. SITE (<=1 IN.) 
SWELLING, INJ. SITE (<=1 IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
COMMON COLO 
DIARRHEA 
VOMITING 
WARM TO TOUCH 
ATOPIC DERMATITIS 
BRONCHIOLITIS, ACUTE 
EAR FLUID 
NASAL CONGESTION 
RASH 
SNEEZING 
WHEEZING 

7 
7 
4 

10 
6 
3 
2 
2 
2 
2 

28.0 
28.0 
16.0 

40.0 
24.0 
12.0 
8.0 
8.0 
8 . 0 
8 . 0 
4 . 0 
4.0 
4 . 0 
4.0 
4.0 
4,0 
4 . 0 

0 --,t:: 
N 



HFLU . 16330/08/26/88/15 

INVEST! GATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

YOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

2- 6 MOS . 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 5 (cont.) 

C L I N I C A L C O M P L A I N T S 8 Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 2 

3 

3 (100.0 %) 
0 ( 0 . 0 %) 
0 

NO . OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 3 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 0 0.0 



HFLU, ,6330/08/26/88/9 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

VOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

7-12 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 5 tcont.) 

C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

I 
I 
I 
I 

HIB CONJUGATE 
INJECTION: 

27 

II 
16 

( 40,7 %) 
( 59.3 %) 

0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 27 

VACCINEES 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION 

ERYTHEMA, INJ. SITE (<=1 
PAIN/SORENESS, JNJ. SITE 
SWELLING, JNJ. SITE (<=1 

SYSTEMIC REACTIONS 
IRRITABILITY 
WARM TO TOUCH 
WHEEZING 
FATIGUE 
VOMITING 
ANOREXIA 
CRYING, EXCESSIVE 
DIARRHEA 
INSOMNIA 
NAUSEA 
RASH 
TEETHING 

SITE) 
IN.) 

IN.) 

I 
I 
I 
I 
I 
I 
I 
I 
I 

14 
10 

5 
5 

10 
4 
4 
3 
2 
2 
1 
1 
1 

51 .9 
37.0 
18.5 
18.5 

37.0 
14. 8 
14.8 
11 .1 
7.4 
7.4 
3.7 
3.7 
3.7 
3.7 
3.7 
3. 7 
3.7 

C: 



HFLU 16330/08/26/88/16 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

VOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

7-12 MOS . 
DAVS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE -' \Cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 2 

3 

2 (100 . 0 %) 
0 ( 0 . 0 %) 
1 

NO. OF VACCINEES 
WITH 

CLINICAL COMP . 

% BASED 
ON 2 

VACCINEE S 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 0 0 . 0 

Jl 



HFLU . 16330/08/26/88/IO 

INVESTIGATOR 
STUDV 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAVS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

VOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHV CHILDREN 
13-18 MOS . 
DAVS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 5 (cont.) 

C L I N I C A L C O M P L A I N T S 8 V f R E Q U E N C y 

HIB CONJUGATE 
INJECTION: 

B 

4 
4 
0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

50 . 0 %) 
50 . 0 %) 

% BASED 
ON 8 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

SWELLING, INJ. SITE (<=1 IN.) 
ERVTHEMA, INJ. SITE (<=1 IN . ) 
PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITV 
NAUSEA 
PROLONGED CRVING, >1/2 HR 
VOMITING 
WARM TO TOUCH 
DIARRHEA 
UNUSUAL HIGH-PITCHED CRVING 
WHEEZING 

2 
2 
1 

3 
3 
2 
2 
2 
2 
2 

25.0 
25.0 
12.5 
12.5 

37.5 
37.5 
25.0 
25.0 
25 . 0 
25.0 
25.0 
12 . 5 
12.5 
12.5 



HFLl "46330/08/26/88/17 

INVESTIGATOR 
STUDV 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAVS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

YOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 
13-18 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

TABLE 5 . ..:ont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

l 
I 
l 
I 
I 
I 
I 
I 

HIB CONJUGATE 
INJECTION: 

2 

2 
0 
0 

2 

(100.0 %) 
( 0.0 %) 

f NO. OF VACCINEES % BASED 
I WITH ON 2 

CLINICAL COMPLAINTS I CLINICAL COMP. VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

I 
I 0 0 . 0 

-..J 



HFLUt~-~46330/08/26/88/11 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

YOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 
19-59 MOS . 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 5 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 

24 

18 
6 
0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

75 . 0 %) 
25.0 %) 

% BASED 
ON 24 

VA CCI NEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 3 12.5 

PAIN/SORENESS, INJ. SITE 2 8.3 
SWELLING, INJ. SITE (<=1 IN.) 2 8.3 
ERYTHEMA, INJ. SITE (<=I IN.) I 4 . 2 

SYSTEMIC REACTIONS 5 20 . 8 
IRRITABILITY 4 16.7 
WARM TO TOUCH 2 8 . 3 
FATIGUE 1 4.2 
URTICARIA 4.2 

.::, -
.)l 



HFLU/ 6330/08/26/88/1 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 5 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 

17 

6 
11 

0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

35 . 3 %) 
64.7 %) 

% BASED 
ON 17 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

ERYTHEMA, INJ. SITE {<=1 IN.) 
SWELLING, INJ. SITE (<=I IN.) 
ERYTHEMA, INJ. SITE (>1 INCH) 

SYSTEMIC REACTIONS 
IRRITABILITY 
WARM TO TOUCH 
FATIGUE 
COUGH 
HYPERHYDROSIS 
NASAL DISCHARGE 
PROLONGED CRYING, >1/2 HR 
RASH 
TEETHING 
UNUSUAL HIGH-PITCHED CRYING 
VOMITING 

8 47 . I 
7 41. 2 
4 23.5 

5 . 9 

10 58 . 8 
7 41 . 2 
7 41. 2 
4 23 . 5 

5 . 9 
5 . 9 
5.9 
5 . 9 
5 . 9 
5 . 9 
5.9 
5 . 9 



HFLU. 16330/08/26/88/12 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 5 tcont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 2 

5 

1 25 . 0 %) 
3 75.0 %) 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

'll. BASED 
ON 4 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

ERYTHEMA, INJ. SITE (<=1 IN.) 
PAIN/SORENESS, INJ. SITE 

SYSTEMIC REACTIONS 
FEVER 
IRRITABILITY 

2 

25 . 0 
25 . 0 
25.0 

50.0 
25.0 
25.0 

-\Jl 
,::, 



HFLU/ 0330/08/26/88/2 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

7-12 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 5 (cont.) 

C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

HIB CONJUGATE 
INJECTION: 

16 

6 
10 

0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

37.5 %) 
62.5 %) 

% BASED 
ON 16 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

ERYTHEMA, INJ. SITE (<=1 IN.) 
SWELLING, INJ. SITE (<=1 IN.) 

SYSTEMIC REACTIONS 
IRR.ITABILITY 
DIARRHEA 
WARM TO TOUCH 
COMMON COLD 
NASAL DISCHARGE 
NAUSEA 
OTITIS MEDIA 
POLYDIPSIA 
RASH 
SNEEZING 
TEETHING 
UNUSUAL HIGH-PITCHED CRYING 
URINARY FREQUENCY 

6 37.5 
5 31. 3 
3 18.8 

9 56.3 
4 25.0 
2 12.5 
2 12.5 
1 6.3 
1 6.3 

6.3 
6.3 
6.3 
6.3 
6.3 
6.3 
6.3 
6.3 

0 --1-n 



HFLU . 16330/08/26/88/13 
TABLE 5 t ... .,nt.) 

C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

INVESTIGATOR 
STUDV 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAVS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

VOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

7-12 MOS. 
DAVS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 
•••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

ERVTHEMA, INJ. SITE (<=1 IN . ) 
SWELLING, INJ. SITE (<=1 IN.) 

SYSTEMIC REACTIONS 
I RR IT AB IL ITV 

HIB CONJUGATE 
INJECTION: 2 

4 

2 66.7 %) 
33.3 %) 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 3 

VACCINEES 
••••••••••••••••••••••••••••• 

33.3 
33.3 
33.3 

33.3 
33.3 



HFLU . 16330/08/26/88/3 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS Of FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 
13-18 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 5 \-..,nt.) 

C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

HIB CONJUGATE 
INJECTION: 

B 

5 
3 
0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

62.5 %) 
37.5 ") 

% BASED 
ON B 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

SWELLING, INJ. SITE (<=1 IN.) 

SYSTEMIC REACTIONS 
FATIGUE 
UNUSUAL HIGH-PITCHED CRYING 
IRRITABILITY 
WARM TO TOUCH 

3 
2 
2 
1 
1 

12.5 
12.5 

37 . 5 
25.0 
25 . 0 
12.5 
12.5 



HFLU/CLti46330/08/26/88/4 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 
19-59 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABtE 5 (cont.) 

C L I N I C A L C O M P L A I N T S B Y f R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 

24 

11 
13 

0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

45.8 %) 
54.2 %) 

% BASED 
ON 24 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ. SITE 
ERYTHEMA, INJ. SITE (<=1 IN.) 
SWELLING, INJ. SITE (<=1 IN.) 
WARMTH, INJECTION SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
DIARRHEA 
VOMITING 
WARM TO TOUCH 
INFECTIOUS GASTROENTERITIS 
RASH 
WHEEZING 

a 
6 
5 
4 
1 

9 
4 
3 
2 
2 
2 

33.3 
25.0 
20 . 8 
16.7 
4.2 

37.5 
16 . 7 
12.5 
8.3 
8.3 
8.3 
4.2 
4.2 
4.2 

Jl 



HFLU, 6330/08/26/88/5 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

YOGEV, RAM 
000802 
HIB CONJUG~TE 
JO MCG 
HEALTHY CHILDREN 

7-12 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 5 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION: 

6 

2 
0 

(100.0 %) 
( 0.0 %) 

4 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 2 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 0 0.0 

Jl 
Jl 



HFLU/ .6330/08/26/88/6 

INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

YOGEV, RAM 
000802 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 
13-18 MOS . 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 5 tcont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

HIB CONJUGATE 
INJECTION : 

1 

1 
0 

(100.0 %) 
( 0.0 %) 

0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 1 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 0 0.0 

-.Jl 
1' 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

VOGEV, RAM 
000802 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 
19-59 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 5 (cont.) 

C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

HI8 CONJUGATE 
INJECTION: 

21 

13 
8 
0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

61. 9 %) 
38. 1 %) 

% BASED 
ON 21 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ. SITE 
SWELLING, INJ. SITE (<=1 IN.) 
ERVTHEMA, INJ. SITE (<=1 IN.) 

SYSTEMIC REACTIONS 
WARM TO TOUCH 
FATIGUE 
IRRITABILITY 
WHEEZING 

7 
4 
3 
2 

4 
2 

33.3 
19.0 
14.3 
9.5 

19.0 
9 . 5 
4.8 
4.8 
4.8 

0 

.JI 
~ 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 6 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE NUMBER OF VACCINEES ( 25 VACCINEES) - INJECTION: I I 
-------------------------------------------- - -------------------------------1 

DAYS POST VACCINATION I NUMBER 
--------------- - - - ----- - ------------------------------ --------- - - ---------1 WITH 

CLINICAL COMPLAINTS O I 1 I 2 I 3 I 4 5 !COMPLAINTS 
••••••••••••••••••••••••••••••••••• ••••••••••l••••••••••l••••••••••l••••••••••I•••••••••• •••••••••• ••••••••••l••••••••••l 
LOCAL REACTIONS 2 6 I 2 I 1 I 1 I I 7 I 

< a.a%> c 24.0%) I c 10.0%) I < 5.0%) I c 5.0%) 5.0%) I 20 . 0%) I 
------------------------------- - --- ---------- ----------1------- - --1----------1----- - ---- --------- - ----- - -- - -1 I 

ERYTHEMA, INJ . SITE (<=1 IN.) 2 6 I 2 I 1 I 1 1 I 7 I 
a . o,i,) I 24 . 0%) I 10.0%> I 5 . 0%l I 5 . 0 '"-> 5 . 0%) I 20 . 0%) I 

I I I I I I 
SWELLING, INJ. SITE (<=1 IN.) 0 I 4 I I O I O O I 4 I 

< 0.0%> I < 16.0%) I c 5 . 0%) I c 0.0%) I c 0.0%> 0.0%) I 16.0%) I 
-----------------------------------1----------I----- -- ---I--- - ------I----------I - - - ---- - -- ---------- - -- - - - - - - -1 I 
SYSTEMIC I 5 I 5 I 1 I 1 I 4 2 I 10 I 

I c 20 . 0%) I c 20.0%) I c 5 . 0%) I c 5 . 0%l I c 20 . 0%) c 10 . 0"'> I I 40 . 0%) I 

BODY AS A WHOLE/SITE UNSPEC . 3 2 0 0 1 I 5 
12 . 0%) 8 . 0%) 0 . 0%) 0.0%) 5 . 0%) 5 . 0%) 20 . 0%) 

FATIGUE I 1 0 0 I I 3 
4 . 0%) 4.0%) 0.0%) 0.0%) 5.0%) 5.0%) 12.0%) 

WARM TO TOUCH 2 I 0 0 0 0 2 
8.0%) 4.0%) 0.0%) 0.0%) 0.0%) 0 . 0%) 8.0%) 

DIGESTIVE SYSTEM 1 0 0 0 I I 3 
4.0%) 0.0%) 0 . 0%) 0.0%) 5.0%) 5.0%) 12.0%) 

DIARRHEA 0 0 0 0 1 1 2 
0 . 0%) 0.0%) 0.0%) 0.0%) 5.0%) 5.0%) 8.0%) 

VOMITING I 0 0 0 0 1 2 
4 . 0%) 0.0%) 0 . 0%) O.O'l4) 0 . 0%) 5.0%) 8.0%) 

NERVOUS SYSTEM & PSYCHIATRIC 2 2 I I 3 1 6 
8.0%) 8.0%) 5 . 0%) 5.0%) 15.0%) 5.0%) 24.0%) 

::, .... -
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS I 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

NUMBER OF VACCINEES ( 25 VACCINEES) - INJECTION : 1 

DAYS POST VACCINATION 
------ --------- ----------------- -------- -- --- -------- ----------

0 I I 2 3 4 5 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••J•••••••••• •••••••••• •••••••••• •••••••••• 

IRRITABILITY I 2 I 2 I 1 1 3 1 
8.0'll,) I 6 . 0%) I 5 . 0%) 5.0%) 15.0%) 5 . 0%) 

I I 
RESPIRATORY SYSTEM 0 I 1 I 1 1 1 1 

O.O'll.) I 4.0%) I 5 . 0%) 5. 0%) 5.0%) 5.0%) 
I I 

BRON CH IOL IT IS, ACUTE 0 I 1 I 0 0 0 0 
0 . 0%) 4 . 0%) I 0.0%) 0 . 0%) 0 . 0%) 0 . 0%) 

I 
COMMON COLO 0 0 I 1 1 1 1 

0 . 0%) 0 . 0%) I 5.0%) 5.0%) 5.0%) 5.0%) 

NASAL CONGESTION 0 0 I 1 0 0 
0 . O'll.) 0.0%) 5.0%) 5. O'll.) 0.0%) 0.0%) 

SNEEZING 0 0 I 1 0 0 
0.0%) 0. 0%) 5 . 0%) 5. 0%) 0.0%) 0.0%) 

WHEEZING 0 1 0 0 0 0 
0.0%) 4 . 0%) ( 0 . 0%) 0.0%) 0.0%) 0.0%) 

SKIN & SKIN APPENDAGE 0 0 0 0 2 0 
0 . 0%) 0.0%) 0.0%) 0.0%) 10.0%) 0 . 0%) 

ATOPIC OERMAT IT IS 0 0 0 0 1 0 
0.0%) 0 . 0%) 0.0%) 0 . 0%) 5 . 0%) 0 . 0%) 

RASH 0 0 0 0 1 0 
0 . 0%) 0 . 0%) 0 . 0%) 0 . 0%) 5 . O'll.) 0.0%) 

SPECIAL SENSES 0 0 0 0 0 1 
0.0%) 0.0%) 0.0%) 0 . 0%) 0.0%) 5.0'll,) 

EAR FLUID 0 0 0 0 0 1 
0.0%) 0.0%) 0 . 0%) 0 . 0%) 0 . 0%) 5 . 0%) 

NUMBER 
--------- - WITH 

COMPLAINTS 
• ••••••••• •••••••••• 

6 
24.0%) 

3 
12. 0%) 

1 
4 . 0%) 

2 
6.0%) 

1 
4 . 0%) 

1 
4.0%) 

1 
4.0%) 

2 
8 . 0%) 

1 
4. Q'll,) 

1 
4.0%) 

1 
4.0%) 

1 
4 . 0% ) 
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INVESTIGATOR 
STUOV 
VACCINE 
OOSE 
PATIENT CLASS: 
AGE RANGE 

VOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 6 (cont.) 

CLlNICAL COMPLAINTS 

VACCINE : HIB CONJUGATE NUMBER OF VACCINEES ( 25 VACCINEES) - INJECTION: I I 
----------------------------------------------------------------------------1 

OAVS POST VACCINATION I NUMBER 
----------------------------------------------------------------------------1 WITH 

CLINICAL COMPLAINTS O I I 2 I 3 I 4 I 5 I !COMPLAINTS 
----------------------------------- ----------1---------- ----------1----------1----------1----------1----------1••······••1 

VACCINEES WITH COMPLAINTS 5 I 8 3 I 2 I 5 I 2 I I l l I 
c 20.094J I< 32.0%l c 15.0%) I c 10.o'l!.J I c 2s.0%J I c 10.0%) I I 44.0%l I 

----------------------------------- ----------1----------1----------1----------l----------1----------I----------I I 
VACCINEES WITH NO COMPLAINTS 20 I 17 I 17 I 18 I 15 I 18 I I 14 I 

c ao.O%l I c 6a.o%l I c B5.0%l I c 90.0%l I c 75.0%l I c 90.0%) I I s6.0%l I 
----------------------------------- ----------1----------1----------1----------l----------l----------l----------1 I 
TOTAL VACCINEES REPORTING 25 I 25 I 20 I 20 I 20 I 20 I I 25 I 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I 0 I 0 I 5 I 5 I 5 I 5 I I 0 

I I I I I I I I 

0 -.-
,;,
::, 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 3 VACCINEES) - INJECTION: 2 I 
------------------------------------------------------------- ---------------1 

DAYS POST VACCINATION I NUMBER 
------------------------------------- ----- ------- ---------------------------1 WITH 

CLINICAL COMPLAINTS O I I I 2 I 3 I 4 I 5 I !COMPLAINTS 
----------------------------------- ----------l----------1- ---------1------ ----1----------l----------l----------l••••••••••I 

VACCINEES WITH COMPLAINTS O I O I O I O I O I O I I O I 
I < 0 . 0%) I < 0.0%) < o.o~l I < 0.0%) I c o.D%l I c o.o%l I o.O%l I 

-----------------------------------1----------I---------- --------- -1----------1- ---------1------ ----I---------- I 
VACCINEES WITH NO COMPLAINTS I 3 I 3 0 I O I O I O I 3 I 

I (100.0%) c100.0%) < 0.0%) I c o.O%l I < 0 . 0%) I < 0.0%) I c100.0%) I 
-----------------------------------1---------- ---------- ----------l----------l----------1----------1----------1 I 
TOTAL VACCINEES REPORTING I 3 3 - I O I O I O I O I I 3 I 

I I I I I I I I 

-----------------------------------1----------1-- ---- ----1----------1----------,--- -------1----------1----------1 
VACCINEES WITH NO DATA I O I O I 3 I 3 I 3 I 3 I I 0 

I I I I I I I I 

0 --0--
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I NVESTI GA TOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

7-12 MOS. 

VACCINE : HIB CONJUGATE 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

NUMBER OF VACCINEES ( 27 VACCINEES) - INJECTION: I 

DAYS POST VACCINATION NUMBER 
---------- --------------------- ------------------------------------------- WITH 

CLINICAL COMPLAINTS O 1 I 2 3 I 4 I 5 I COMPLAINTS 
••••••••••••••••••••••••••••••••••• •••••••••• ••••••••••I•••••••••• ••••••••••l••••••••••l••••••••••l••••••••••l••••••••••I 
LOCAL REACTIONS 6 12 I 9 4 I 2 I 2 I I 14 I 

c 22.2'11.l c 44.4-x.l I< 40 . 9¾l c 1s.2%l I c 9.1-x.l I c 9.1-x.i I I s1.9%l I 
----------------------------------- ---------- ----------1---------- ----------1----------1----------1---------- I 

ERYTHEMA, INJ. SITE (<=I IN.) 2 9 I 6 2 I I I I I 10 I 
1.4-x.l 33.3%l I 21 . 3-x.l 9.1%l I 4.5%) I 4.5%l I 37.o%l I 

I I I I I 
PAIN/SORENESS, INJ. SITE 3 4 I 3 1 I I I I I 5 I 

II. 1%) 14.8%) I 13 . 6%) 4.5%) I 4.5%) I 4 . 5%) I 18.5%) I 
I I I I I 

SWELLING, INJ. SITE (<=I IN.) 3 2 I 4 3 I 2 I 2 I 5 I 
II.I'll.) ( 7.4%) I ( 18 . 2%) ( 13.6%) I ( 9.1%) I ( 9.1%) I 18.5%) I 

----------------------------------- ---------- ----------1----------1----------1---------- ----------1---------- I 
SYSTEMIC 6 I 4 I 8 I 5 I 4 4 I 10 I 

c 22.2%> I c 14.B%l I c 36 . 4%l I c 22.1%1 I c 1a.2%l c 1a . 2%J I 31.0%> I 

BODY AS A WHOLE/SITE UNSPEC. 4 1 3 3 2 2 4 
14 . 8%) 3.7%) 13.6%) 13.6%) 9. 1%) 9. 1%) 14.B%) 

FATIGUE 2 I I 2 l I 2 
7 . 4%) 3. 7%) 4.5%) 9. 1%) 4.5%) 4.5%) 7 . 4%) 

WARM TO TOUCH 4 1 2 1 1 I 4 
14.8%) 3.7%) 9. 1%) 4.5%) 4.5%) 4.5%) 14 . 8%) 

DIGESTIVE SYSTEM 3 1 1 2 1 I 4 
11. 1%) 3. 7%) 4.5%) 9. 1%) 4.5%) 4.5%) 14 . 8%) 

ANOREXIA I 0 0 0 0 0 1 
3.7%) 0 . 0%) 0.0%) 0.0%) 0.0%) 0 . 0',4) 3 . 7%) 

DIARRHEA 1 0 0 0 0 0 1 
3.7%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 3 . 7%) 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE : 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

7-12 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 

NAUSEA 

TEETHING 

VOMITING 

NERVOUS SYSTEM & PSYCHIATRIC 

CRYING, EXCESSIVE 

INSOMNIA 

IRRITABILITY 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

NUMBER OF VACCINEES ( 27 VACCINEES) - INJECTION: 1 I 
------------- -------------------------------- -------- -----------------------1 

0 
•••••••••• 

1 
3.7%) 

1 
3 . 7%) 

1 
3 . 7%) 

2 
7.4%) 

1 
J.7'l') 

0 
0.0%) 

1 
3.7%) 

- --- - - ----

•••••••••• 
0 

0.0%) 

1 
3. 7%) 

0 
0 . 0%) 

3 
11. 1%) 

1 
3.7%) 

l 
3 . 7%) 

2 
7.4%) 

DAYS POST VACCINATION I 
------ --------- -------- --------- ---------- ------ -----

2 I 3 I 4 5 I 
········••1••······••1••········ ••••••••••I•••••••••• 

0 I 0 0 0 I 
0 . 0%) I 0.0%) 0.0%) 0.0%) I 

I I 
1 I 1 1 1 I 

4 . 5%) I 4 . 5%) 4 . 5%) 4.5%) I 
I I 

0 I 1 0 0 I 
0 . 0%) I 4 . 5'.4) 0 . 0%) 0.0%) I 

I I 
4 I 1 1 1 

18.2%) I 4.5%) 4.5%) 4.5%) 

1 0 0 0 
4 . 5%) 0.0%) 0.0%) 0.0%) 

1 1 1 0 
4 . 5%) 4.5%) 4 . 5%) 0.0%) 

3 l 1 1 
13 . 6%) 4.5%) 4.5%) 4.5%) 

RESPIRATORY SYSTEM 1 I 2 2 2 2 
3.7%) 3.7%) 9 . 1%) 9 . 1"-l 9 . t%l 9 . 1%) I 

I 
WHEEZING l 1 2 2 2 2 f 

3 . 7%) 3 . 7%) 9 . l 'to) 9 . l % ) 9 . 1 % ) 9 . 1 % ) I 
I 

SKIN & SKIN APPENDAGE O O 1 1 1 1 I 
o . o,r,J o.o%l 4.5%) 4.5%) 4.5%l 4.5%l I 

I 
RASH f O O I 

I < o . O%l c o . o%l I < 4 . 5%l I < 4.5%) I < 4 . 5%l c 4 . 5%l I 

--------------- - - - ----- ---------- --1----- ----- ----------1----------1 --------- - 1- ---- - --- - ----------1--- -- -----
VACCINEES WITH COMPLAINTS I 10 13 f 12 I 8 I 5 5 I 

I < 37 . 0't.l c 48 . 1%) I c 54 . 5%) I c 36 . 4%) I 1 2 2 .1%) c 22.1•> I 

NUMBER 
WITH 

COMPLAINTS 
•••••••••• 

l 
3. 7%) 

1 
3.7%) 

2 
7.4%) 

5 
18.5%) 

1 
3.7%) 

l 
3.7%) 

4 
14 . 8%) 

3 
11.1%) 

3 
11 . 1%) 

1 
3.7%) 

1 
3 . 7%) 

16 
59 . 3%) 

-
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lNVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

7-12 MOS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 27 VACCINEES) - INJECTION: I 
1----------------------------------------------------------------------------
I DAYS POST VACCINATION 
1----------------------------------------------------------------------------

CLINICAL COMPLAINTS I O 1 I 1 2 I 3 1 4 I 5 I 
----------------------------------- ----------1----------1----------1----------1----------1----------1- ---------

VACCINEES WITH NO COMPLAINTS 17 I 14 I 10 I 14 I 17 I 17 I 
c 63.0%) I c s1.9%) I < 45.5%) I c 63.6%) I c 77.3%l I c 11.J%l I 

----------------------------------- ----------1----------1----------1----------1----------1----------1--------- -
TOTAL VACCINEES REPORTING 27 I 27 I 22 I 22 I 22 I 22 I 

I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1---- - -----1----------1 

NUMBER 
WITH 

COMPLAINTS 

········••I 11 I 
40.7%l I 

I 
21 I 

I 

VACCINEES WITH NO DATA I O I O I 5 I 5 I 5 I 5 I I 0 
I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

VOGEV. RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

7-12 MOS . 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 

VACCINEES WITH COMPLAINTS 

VACCINEES WITH NO COMPLAINTS 

TOTAL VACCINEES REPORTING 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

NUMBER OF VACCINEES ( 3 VACCINEES) - INJECTION: 2 I 
----------------------------------------------------------------------------1 

OAVS POST VACCINATION 

o I 1 I 2 I 3 I 4 Is I 
------ ----1----------1----------1----------1----------1----------1---- ------

o I o I o I o I o I o I 
< 0.0%> I < 0 . 0%) I < 0.0%) I < 0.0%) I < 0.0%) I < 0.0%) I I 

----------1----------1----------1----------1----------1----------1------- ---1 
2 I 2 I 1 l 1 I 1 I 1 I l 

c100.0%> I <100.0%> I c100.0%l I <100.0%> I c100 . 0%> I 1100.0%> I I 
----------1----------1----------1------ ----1--------- - 1----------1----------1 

2 I 2 I 1 I 1 I 1 I 1 I I 
I I I I I I I 

-----------------------------------1----------1---- -----1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I 1 f 1 I 2 I 2 I 2 I 2 I I 

I I l l I I I I 

NUMBER 
WITH 

COMPLAINTS 
• • • •••••••I 

o I 
o. o-:.> I 

I 
2 I 

c 1 oo. 0%) I 
I 

2 I 
I 

--
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS, 
AGE RANGE 

VOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 
13-18 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

ERYTHEMA, INJ. SITE (<=I IN.) 

PAIN/SORENESS, INJ. SITE 

SWELLING, INJ. SITE (<=I IN.) 

SYSTEMIC 

-----------------------------------
eooY AS A WHOLE/SITE UNSPEC. 

FATIGUE 

WARM TO TOUCH 

DIGESTIVE SYSTEM 

DIARRHEA 

NAUSEA 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

NUMBER OF VACCINEES ( 8 VACCINEES) - INJECTION: I 

DAYS POST VACCINATION 

0 I I I 2 3 I 4 s I 
••••••••••l••••••••••I•••••••••• ••••••••••I•••••••••• ••••••••••!•••••••••• 

I 2 I O I I I 
< 12.5'Y.l < 25.0%l I c o.O%l < t4.3%l I < 14.3%l 

---------- ----------,---------- ----------1----------
0 I I O O I 0 

0 . 0%) I I 2 . 5%) I O. 0%) 0 . 0%) I O. 0%) 
I I I 

0 I I· 0 I I I 
0 . 0%) I I 2. 5%) 0. 0%) 14. 3%) I 14 . 3%) 

I I 
I o o I o 

< 12.s,y.J I< 12 . soY.l < o.D'Y.l < o.D%l I< 0.0%) 
----------1---------- ----------1----------1----------

1 I I I I I I I 
c t2.5%l I < 12.5%) < t4.3%l I < t4.3%l I < t4.3"-l 

1 I 
( 14.3%) 

0 
0.0%) 

I 
14.3%) 

0 
0.0%) 

I 
( 14. 3%) 

--------------------- -------------------------------------------
I I D I I I 

12.5%) 12.5%) 0.0%) 14.3%) 14.3%) 14.3%) 

I I D I I I 
12.5%) 12.5%) 0.0%) 14. 3%) 14.3%) 14.3%) 

I 0 D 1 I I 
12.5%) 0.0%) 0.0%) 14.3%) 14.3%) 14. 3%) 

I D I 1 I I 
1 2. 5')1,) 0.0%) 14.3%) 14.3%) 14 . 3%) 14.3%) 

0 D D 0 0 1 
0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 14.3%) 

I D D 1 1 
12.5%) 0.0%) 0.0%) 14 . 3%) 14.3%) 14 . 3%) 

----------

NUMBER 
WITH 

COMPLAINTS 

········••1 2 I 
2s.0%l I 

I 
1 I 

12.5¾l I 
I 

l I 
12 . s¾> I 

I 
2 I 

25 . D%l I 
I 

3 I 
37. 5%l I 

3 
37.5%) 

3 
37.5%) 

2 
25.0%) 

2 
25.0%) 

1 
12.5%) 

2 
25.0%) 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 
13-18 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 

VOMITING 

NERVOUS SYSTEM & PSYCHIATRIC 

IRRITABILITY 

PROLONGED CRYING, >1/2 HR 

UNUSUAL HIGH-PITCHED CRYING 

RESPIRATORY SYSTEM 

WHEEZING 

VACCINEES WITH COMPLAINTS 

VACCINEES WITH NO COMPLAINTS 

TOTAL VACCINEES REPORTING 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES ( 8 VACCINEES) - INJECTION: 1 
1----------------------------------------------------------------------------
I DAYS POST VACCINATION 
1--------------------- ---------- --------------------- ---------- ----------

0 I 1 2 3 I 4 5 

NUMBER 
WITH 

COMPLAINTS 
••••••••••I•••••••••• •••••••••• ••••••••••I•••••••••• •••••••••• ••••••••••!•••••••••• 

1 I O 1 1 I 1 1 
14.3%) 12.s%> I 0.0%) 14.3%l 14.3%) I 14.3%) 

I I 
, I 1 o 1 I 

12.5%) I 12 . s%> 0.0%) 14.3%) I 
I I 

o I , o 1 I 
0.0%) I 12.5%) 0.0%) 14.3%) I 

I I 
1 I O O I I 

12.s"-> I 0.0%) o.o"-> 14.3%) I 
I I 

o I o o 1 I 
o. o"' > I o . o"' > o. 0% > 1 4 . 3% > I 

I 
1 I 

1 2. 5% > I 
I 
I 

0 
0.0%) 

0 

0 
0.0%) 

0 
< 12.5%) I c 0 . 0%) I c o.o%l 

0 
0.0%) 

0 
0.0%) 

----------1----------1---------- ----------
' I 3 2 

c 12.s%> I c 37 . 5%) l 14.3%) ( 28.6%) 
----------1---------- ---------- ----------

7 I s 6 5 
c 87.5%) I c 62.5%) I < es.7%) ( 71. 4%) 

----------1----------1---------- ----------

14.3%) 

1 
14 . 3%) 

1 
14.3%) 

, I 
14.3%1 I 

I 
o I 

o. O"-l I 
I 

14.3%) 

1 
14 . 3%) 

1 
14.3%) 

1 
14.3%) 

0 
0.0%) 

o I o 
< 0.0%) I c o.o%l I 

----------1----------1----------
2 I 2 I 

c 2e.6%l I c 2a.6%l I 
----------1----------1----------

5 I s I 
c 11 . 4%l I c 11.4%l I 

----------1----------1----------
8 I B I 7 7 1 1 I 1 I 

I I I I I 

I 2 
25.0%) 

3 
37.5%) 

2 
25.0%) 

2 
25.0%) 

1 
12.5%) 

I 
12.5%) 

1 
12.5%) 

4 
50.0%) 

4 
50.0%) 

8 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I O I O I 1 I 1 I 1 I I I I 0 

I I I I I I I I 
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INVESTIGATOR 
STUOV 
VACCINE 
DOSE : 
PATIENT CLASS: 
AGE RANGE 

VOGEV, RAM 
000802 
HlB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 
13-\8 MOS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HlB CONJUGATE NUMBER OF VACClNEES ( 2 VACClNEES) - INJECTION: 2 I 
----------------------------------------------------------------------------1 

DAYS POST VACCINATION I NUMBER 
------------------------------------------------------- ---------- ------ ---- -1 WITH 

CLINICAL COMPLAINTS O I I I 2 I 3 I 4 I 5 I !COMPLAINTS 
----------------------------------- ----------1----------1----------1----------l-- ------- - l----------l----------l••••••••••I 

VACClNEES WITH COMPLAINTS O I O I O I O I O I O I I O I 
c o.O%l I c o . o%l I c 0 . 0%) I c o.O%l I c o.O%l I c o.O%l I I o.O¾l I 

----------------------------------- ----------l----------1----------l ----------1----------1----------1------ ----1 I 
VACClNEES WITH NO COMPLAINTS 2 I 2 I I I I I I I I I j 2 I 

c100.0%l I c100.0%l I c100 . 0%) I c100.0%l I c100 . 0%l I c100 . 0%l I I (100 . 0¾l I 
----------------------------------- ----------l----------l----------l----------1----------1----------1--------- - I I 
TOTAL VACCINEES REPORTING 2 I 2 I I I I I I 2 I 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1- - --- ---- - 1----------1------- ---1 
VACCINEES WITH NO DATA I O I O I I I I I I I I I I 0 

I I I I I I I I 
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ItNESTIGATOR 
SRJDY 
VACCINE 
DOSE 1 

PATIENT CLASS: 
AGERNGE 

YOGEY, RAN 
oooeoz 
NIB CONJUGATE 
7.S HCQ 
HEALTHY CHILDREN 
19-59 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

VACCINE I NIB CONJUGATE I tu-eER OF VACCINEES I 24 VlCCINEESI - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION • tueER 
1----------------------------------------------------------------------------I HITH 

CLINICAL CQttPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 

tHHHH1•fftfff························· ... - .... 1-iHHHHl1••······••1----1••······••1 ....... --1-•--1•--MiHHHHI LOCAL REACTIONS I 2 I 2 • 1 • o I o I O I I 3 
It a . 3%1 It a . 3%1 • t s.0%1 It 0.0%1 It 0.0%1 I, 0.0%1 I I 12.s%1 

-----------------------------------•----------l----------1----------1----------1----------I----------I----------I 
ERYTHENA, INJ, SITE I <=l IN. I I l I 1 I 1 I o I o I o I I 1 

I 4.2%1 I 4.2%1 I s.0%1 I 0.0%1 I 0.0%1 I o.o;o I I 4.2%1 

• • I • I I I I 
PAIN/SORENESS, IN.I. SITE I 1 I 1 • o I o I o I O • I 2 

I 4. 2% 1 I 4. 2% 1 I o. 0% 1 • o. 0% 1 I o. 0% 1 I I o. 0% 1 I I e. 3% 1 
I I I I I I • I 

SHELLING, INJ, SITE l<=l IN.I I 2 I 1 I 1 I o I o I O I I 2 
I I a. 3% l I t 4. 2% I I I 5. 0% I I I o . 0% I I I o. 0% 1 I I o. 0% I I I e. 3% 1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEMIC I 3 I 5 I 3 I Z I 2 I Z I I 5 

BODY AS A HHOLE/SITE lNSPEC. 

FATIGUE 

NlRH TO TOUCH 

NER\'OUS SYSTEN I PSYCHIATRIC 

IRRITABILITY 

SKIN I SKIN APPENDAGE 

I 1 12.5%1 I I 20.8%1 I I 15.0%1 I I 10 . 0%1 It 10.0%1 I 1 10.0%1 I I 20.8%1 

1 2 2 1 
4.2%) 8.3%) 10.0% I 5.0%) 

1 1 1 1 
4.2%) 4.2%) 5.0%) 5.0%) 

1 2 2 0 
4.2%) 8.3%) 10.0iO 0.0%) 

2 4 z 0 
8.3%) 16.7%) 10.0%) I 0.0%) 

2 4 2 0 
8.3%) 16. 7% I 10 . 0% l 0.0%) 

l l l 1 
4.2%) 4.2%) 5.0%) 5.0%) 

1 
5.0%) 

1 
5.0%) 

1 
5.0%) 

0 
0.0%) 

0 
C 0.0%) 

1 
5.0%) I 

1 
5.0%) 

0 
0.0%) 

1 
5.0%) 

0 
0.0%) 

0 
0.0%) 

l 
5.0%) 

2 
8.3%) 

1 
4.2% I 

2 
8.3%) 

4 
16. 7% I 

4 
16. 7% l 

1 
4.2%) 

0 --0--
-0 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 

, YOGEV, RAH 
000802 
HIB CONJUGATE 
7.5 HCG 

PATIENT CUSS: HEALTHY CHILDREN 
19-59 HOS. AGE RANGE 

TABLE 6 (cont.) 

CLINICAL CONPLAINTS 

VACCINE: HIB CfiJUGAn I Nl.teER OF VACCINEES C 24 VACCINEESJ - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I ti.I-BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••ltttt-1t1HHt••-1---l••••••••••l••••••••••l1HHtlliHHl1HHtl--l••••••••••I•••••••••• 

URTICARIA I 1 I l I l I l I 1 I 1 I I 1 
I c 4. zx I I c 4 . zx J I c s. 0% J I c s. 0% J I c s. 0% J I c s. 0% J I I c 4. 27. J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCIHEES MITH COl1PLAINTS I 4 I 5 I 3 I 2 I 2 I 2 I I 6 

I c 16.7%) I c 20.87.1 I c 1s.0%J I c 10.0%J 11 10.0%1 I c 10.0%) I I 2s.01.1 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

YACCINEES MITH NO COHPUINTS I 20 I 19 I 17 I 18 I 18 I 18 I I 18 
I c 83.3%1 I c 79.2%1 I c as.0%1 I c 90.0%1 I c 9o.ox, I c 90.07.J I I, 1s.0%1 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 24 I 24 I 2D I 20 I ZO I 20 I I 24 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I o I 4 I 4 I 4 I 4 I I D 

I I I I I I I I 

.... 
0 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE : 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIS CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

2- 6 MOS . 

VACCINE : HIS CONJUGATE 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

ERYTHEMA, INJ. SITE (>1 INCH) 

ERYTHEMA, INJ. SITE (<=1 IN.) 

SWELLING, INJ. SITE (<=1 IN.) 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES ( 17 VACCINEES) - INJECTION: 1 I 
1---------------------------------------------------------------------- ------1 
I DAYS POST VACCINATION 
1---------- - ----- - ---------------~-------- - ------------ ---- - --- - -------- - ---
' o 2 I J I 4 

I 
I 
I 
I 
I 
I 

•••••••••• •••••••••• ••••••••••l••••••••••I•••••••••• 
4 7 4 I 1 I 

c 23 . 5%) c 41 . 2%l c 2s.O%l I < 6 . 3%) 6.3%l 
---------- ---------- ----------1-------- - - ----- -----

0 1 o I o o 
o . O%l s.9%l o . o%J I o.o%J o.o%J 

3 
I 7 . 6%) 

5 
29.4%) 

I 
J I 

1e.B%l I 
I 

0 
0 . 0%) 

0 
0 . 0%) 

5 I .......... , ......... . 
1 I 

< 6. 3"-l I 
----------1--- -- - - ---

0 I 
0 . 0%) I 

I 
o I 

0.0%> I 
I 

I 2 2 2 I I 
I c 11 • B%l 11 . 8%) c 12.5%) I c 6 . 3%) < 6.3%) I c 6.3%) I 

-----------------------------------1---------- ---------- ----------1---------- ----------1----------1----------
SYSTEMIC I 5 4 4 I 4 4 I 4 I 

I c 2s. 4%) ( 23 . 5%) c 25 . 0%) I c 2s . 0%) c 25.0%) I c 2s.0%) I 
---------------------------------------------- ---------- --------------------- --------------------- -----------
BODY AS A WHOLE/SITE UNSPEC. 5 3 3 1 2 2 

29.4%) 17 . 6%) 18 . 8%) 6 . 3%) 12 . 5%) 12 . 5%) 

FATIGUE 2 2 2 1 2 1 
11. 8%) 11. 8%) 12 . 5%) 6.3%) 12 . 5%) 6 . 3%) 

WARM TO TOUCH 4 2 1 0 0 1 
23 . 5%) 11 . 8%) 6 . 3%) 0.0%) 0 . 0%) 6 . 3%) 

DIGESTIVE SYSTEM 0 0 1 1 1 2 
0.0%) 0 . 0%) 6 . 3%) 6 . 3%) 6 . 3%) 12 . 5%) 

TEETHING 0 0 I 1 I 1 
0.0%) 0 . 0%) 6.3%) 6 . 3%) 6 . 3%) 6.3%) 

VOMITING 0 0 0 0 0 1 
0 . 0%) 0 . 0%) 0 . 0%) 0. 00:.) 0 . 0%) 6 . 3%) 

NUMBER 
WITH 

COMPLAINTS 
••••••••••I 

a I 
47. 1%) I 

I 
1 I 

s .9%l I 
I 

1 I 
4 t. 2%l I 

I 
4 I 

2J.5%l I 
I 

10 I 
58 . B%l I 

9 
52 . 9%) 

4 
23.5%) 

7 
41 . 2%) 

2 
I I . 8%) 

1 
5 . 9%) 

5 . 9%) 

---.I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE : 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

VACCINE : HIB CONJUGATE 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

I NUMBER Of VACCINEES ( 17 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION 
1----------------------------------------------------------------------------

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I 
·································••1••······••1••······••1••······••1••······••1••······••1••······••1••········ NERVOUS SYSTEM & PSYCHIATRIC I 3 I 1 I 3 I 2 I 1 I 1 I I 

IRRITABILITY 

PROLONGED CRYING, >1/2 HR 

UNUSUAL HIGH-PITCHED CRYING 

RESPIRATORY SYSTEM 

COUGH 

NASAL DISCHARGE 

SKIN & SKIN APPENDAGE 

HYPERHYDROSIS 

RASH 

VACCINEES WITH COMPLAINTS 

VACCINEES WITH NO COMPLAINTS 

I 11.6%J I s.9%J 1B.B%J I 12.5%) I 6.3-r.l I 6.3-r.l I I 

2 
11. 8%} 

0 
0.0%) 

1 
5.9%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
5.9%} 

1 
5. 9'Mo) 

0 
0.0%) 

7 
( 41. 2%) 

10 
( 58.8%) 

I I I I I 
1 3 2 I 1 I O I I 

s.9%J 1e . e"> 12.s,c.J I 6.3%J I o.o"-> I 

0 
0.0%) 

1 
5.9%) 

1 
5.9%) 

1 
5.9%) 

1 
5.9%) 

0 
0.0%) 

0 
0.0%) 

1 
6.3%) 

0 
0.0%} 

1 
6 . 3%) 

1 
6.3%) 

1 
6.3%) 

0 
0 . 0'Mo) 

0 
0.0%) 

0 0 
c o.o%J I c o.o"-> 

----------1----------
9 I 1 

( 52.9%) I ( 43.B'Mo) 
----------1----------

8 I s 
c 47.1%> I c 56.3"-> 

I I I 
1 I 1 I 1 I 

6.3%J I 6 . 3-r.> I 6.3%) I 
I I I 

o I o I o I 
o . 0% > I o. 0% > I o. 0% > I 

I I I 
1 I 1 I 1 I 

6.3%l I 6.3%J I 6.3%) I 
I I I 

1 I 1 I 1 I 
6.3%) I 6.3-r.> I 6.3%) I 

I I I 
o I o I 1 

6.3%) o . 0% > I o . 0% > I 

1 
6.3%} 

0 
0.0%) 

1 
6.3%) 

I I 
1 I 

6. 3%J I 
I 
I 

o. O¾J I 
0 

I 
I 

1 
6. 3'~) 

0 
0.0%) 

< 6.3%) I < 6.3%) I I 
---------- ----------1----------1----------1 

4 4 I 4 I I 
( 25.0%) c 2s.0%J I< 2s.0%J I I 

---------- ----------1----------1----------1 
12 12 I 12 I I 

( 75.0%} c 1s.0%J I < 1s.0%l I I 

NUMBER 
WITH 

COMPLAINTS 
•••••••••• 

7 
41. 2%) 

7 
41 . 2%) 

1 
5.9%) 

1 
5.9%) 

1 

5.9%) 

1 
5.9%) 

1 
5.9%) 

2 
11 . Bo/,} 

1 
5.9%) 

1 
5.9%) 

11 
64.7%) 

6 
35.3%) 

..... 
...... 
;\J 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

VOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 6. (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE f NUMBER OF VACCINEES ( 17 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAVS POST VACCINATION I NUMBER 
1---------------------------------------------------------------------------- WITH 

CLINICAL COMPLAINTS I D I 1 I 2 I 3 I 4 I 5 I COMPLAINTS 
-----------------------------------1----------I----------I----------I----------I----------I----------I---------- ••••••••••I 
TOTAL VACCINEES REPORTING I 17 I 17 I 16 I 16 I 16 I 16 I 17 I 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I O I O I I I 1 I I I I I I 0 

I I I I I I I I 

-



HFLU!. ·030/07/08/88/PAGE 4 

INVESTIGATOR 
STUOV 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

VOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHV CHILDREN 

2- 6 MOS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE NUMBER Of VACCINEES ( 5 VACCINEES) - INJECTION: 2 I 
----------------------------------------------------------------------------1 

DAVS POST VACCINATION I NUMBER 
---------- - ----- - ---- ------------------------------------------------------1 WITH 

CLINICAL COMPLAINTS O I 1 2 I 3 I 4 5 I !COMPLAINTS 
••••••••••••••••••••••••••••••••••• ••••••••••I•••••••••• ••••••••••l••••••••••f•••••••••• ••••••••••I•••••••••• ••••••••••I 
LOCAL REACTIONS O I 1 0 I O I O O I 1 I 

< 0.0%) I c 25.0%) < 0 . 0%) I c 0.0%) I c 0.0%) c 0 . 0%) I 25.0%) I 
----------------------------------- ----------1---------- --- .------l----------1----------1----------1---------- I 

ERVTHEMA, INJ. SITE (<=1 IN.) 0 I 1 0 I O I O I O I 1 I 
0 . 0%) I 25.0%) 0 . 0%) I O.O'll.) I 0.0%) I 0.0%) I 25.0%) I 

I I I I I I 
PAIN/SORENESS, INJ. SITE O I . 0 I O I O I O I 1 I 

c 0.0%) I c 25.0%) < 0 . 0%) I < 0.0%) I c 0.0%> I c 0 . 0%) I 25.0%> I 
-----------------------------------1----------I---------- ----------1----------1----------1----------1---------- I 
SVSTEMIC 1 I 2 0 I O I D I O I 2 I 

< 25.0%) I < 50.0%) 0 . 0%) I c 0.0%) I c 0.0%) I c 0 . 0%) I 50.0%) I 

8OOV AS A WHOLE/SITE UNSPEC. 1 1 0 0 0 0 I I 
25.0%) 25.0%) 0.0%) 0.0%) 0.0%) 0.0%) I 25.0%) 

I 
FEVER 1 I 0 0 0 0 I I 

25.0%) 25.0%) 0 . 0%) 0.0%) 0 . 0%) 0 . 0%) I 25.0%) 
I 

NERVOUS SVSTEM & PSYCHIATRIC 0 I 0 0 0 0 I I 
0.0%) I 25 . 0%) 0.0%) 0.0%) 0.0%) 0.0%) I 25.0%) 

I I 
IRRITABILITY 0 I 0 0 0 0 I 1 

( 0.0%) I ( 25 . 0%) 0.0%) 0 . 0%) 0 . 0%) 0.0%) I 25.0%) 
----------------------------------- ----------1---------- ---------- ---------- ---------- ------- --- ----------1 

VACCINEES WITH COMPLAINTS 1 I 3 0 0 0 0 I 3 
( 25.0%) I ( 75 . 0%) I ( 0.0%) 0.0%) 0.0%) 0.0%) I 75.0%) 

----------------------------------- ----------1----------1---------- ---------- ---------- ---------- ----------1 
VACCINEES WITH NO COMPLAINTS 3 I 1 I 2 2 2 2 I 1 

( 75.0%) I ( 25.0%) I (100 . 0%) ( 100.0%) (100 . 0%) I (100 . 0%) I 25.0%} 
--------------------------------- -- ----------1----------1---------- ---------- ----------1---------- ----------1 
TOTAL VACCINEES REPORTING 4 I 4 I 2 2 2 I 2 I 4 

I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE : 
PATifNT CLASS: 
AGE RANGf 

VOGEV, RAM 
000802 
HJB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 5 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1------------------------------------------------------- - --------------------I WITH 

CLINICAL COMPLAINTS I D I I I 2 I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------l----------l------ ---- l----------l----------l----------l----------f••••••••••I 

VACCINEES WITH NO DATA I I I I I 3 I 3 I 3 I 3 I I 1 I 
I I I I I I I I I 

::, -
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

7-12 MOS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE NUMBER OF VACCINEES ( 16 VACCINEES) - INJECTION: 1 

DAYS POST VACCINATION 

CLINICAL COMPLAINTS 0 
••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 3 

I c 1 s. a%> 
-----------------------------------1----------

ERYTHEMA, INJ. SITE (<=1 IN.) I 3 
18.8%) 

SWELLING, INJ. SITE (<=I IN.) I 
6 . 3%) 

----------
SYSTEMIC 4 

( 25 . 0%) 

BODY AS A WHOLE/SITE UNSPEC. l 
6.3%) 

WARM TO TOUCH I 
6.3%) 

DIGEST! VE SYSTEM l 
6.3%) 

DIARRHEA 0 
0.0%) 

NAUSEA 0 
0 . 0%) 

POLVDIPSIA 0 
0 . 0%) 

TEETHING l 
6 . 3%) 

•••••••••• 
5 

( 3 l . 3%) 

4 
25 . 0%) 

2 
12 . 5%) 

----- -----
5 

( 3 l . 3%) 

2 
12 . 5%) 

2 
12 . 5%) 

3 
18 . 8%) 

l 
6 . 3%) 

I 
6 . 3%) 

0 
0.0%) 

I 
6 . 3%) 

2 3 I 4 I s I 
•••••••••• •••••••••• ••••••••••l••••••••••I•••••••••• 

s 2 1 I 1 I 
c 35 . 7%) c 15.4%) c 1 . 1%> I c 1 . 1%> I 

---------- ---------- ----- - ----1 - ---------1------ - - - -
5 I O I O I 

35.7%) 1.1%> 0 . 0%> I 0.0%) I 
I I 

2 I I I 
14.3%) 7.7%) c 1.1%> I c 1 . 1%> I I 

----- -- -- - ---------- --------- - 1----------1----------1 
4 4 2 I I I I 

( 28.6%) ( 30 . 8%) c 15.4%) I c 1 . 1%> I I 

2 1 0 0 
14.3%) 7.7%) 0 . 0%) 0.0%) 

2 I 0 0 
14.3%) 7.7%) 0.0%) 0 . 0%) 

2 I 0 0 
14.3%) 7 . 7%) 0 . 0%) 0 . 0%) 

I I 0 0 
7. 1%) 7 . 7%) 0.0%) 0.0%) 

I 0 0 0 
7. 1%) 0 . 0%) 0 . 0%) 0 . 0%) 

I l 0 0 
7. 1%) 7 . 7%) 0.0%) 0 . 0%) 

0 0 0 0 
0.0%) 0 . 0%) 0 . 0%) 0 . 0%) 

NUMBER 
WITH 

COMPLAINTS .......... , 
s I 

37 . 5%) I 
I 

s I 
J 1 . 3%l I 

I 
3 I 

1a.a%> I 
I 

9 I 
ss . 3%) I 

2 
12.5%) 

2 
12.5%) 

4 
25.0'.4) 

2 
12.5%) 

I 
6.3%) 

1 
6 . 3%) 

I 
6 . 3%) 

-
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INVESTIGATOR 
STUDV 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

VOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHV CHILDREN 

7-12 MOS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I NUMBER Of VACCINEES ( 16 VACCINEES) - INJECTION: 1 I 

l----------------------------------------------------------------------------1 
I OAVS POST VACCINATION I NUMBER 
---------------- -- ------------------------------------ ---------------------1 WITH 

CLINICAL COMPLAINTS O I 1 I 2 I 3 I 4 5 I !COMPLAINTS ••••••••.•••••.•••••••.......•••••• ········••1••······••1••······••1••······••1••········ •.••..••.• , •..•.•.••• , .••.•.•••• 
NERVOUS SYSTEM & PSYCHIATRIC 4 I 2 I 2 I 0 I I 0 I I 5 

2s.0%l I 12.s"-l I 14 . 3"-l I o.O%l I 1 . 1%) o . O%l I I 31.J%l 
I I I I I I 

IRRITABILITY 4 I 2 I 1 I O I O O I I 4 
25.0%l 12 . 5"-l I 1.1%) I 0.0%) I o . o%l o.O%l I I 2s.O%l 

I I I I I 
UNUSUAL HIGH-PITCHED CRYING O O 1 I O 1 0 I I 

o.O"-l o.o"-> 1.1%l I o.o%l 1.1%l 0.0%> I I 6.J¾l 
I I I 

RESPIRATORY SYSTEM O 1 1 I 2 1 0 I I 2 
0.0%) 6 . 3%) 7.1%) I 15.4%) 7 . 7%) 0 . 0%) I I 12 . 5'k) 

I I I 
COMMON COLO O 1 1 I 1 1 0 I I 1 

o.O%l 6.3"-l 1.1%) I 7.7%l 1 . 1%) o.O%l I I 6 . 3%J 
I I I 

NASAL 01 SCHARGE O O O I 1 0 0 I I 1 
o.o%l o . D"-l o.o%l I 1.1"-> 0.0%) o.O"-l I 6.3%l 

I I 
SNEEZING O O O I 1 0 0 I 1 

o.O%l o.O%l o.o%J I 1.1%) o.o%l 0 . 0%> I 6.J%l 
I I 

SKIN & SKIN APPENDAGE O 1 1 I 1 1 1 I 1 
o.o,c,> 6.3%l 1. 1%l I 1.1%> 1.1%) 1.1%) I 6 . 3%l 

I 
RASH O 1 1 1 1 1 I 1 

0.0%) 6.3%l 1.1%l 1.1%) 1 . 1%) 7.7%l I 6.3"-l 
I 

SPECIAL SENSES O 1 1 0 0 0 I 1 
o.o%J 6.3%} 1 . 1%) o.o"-> 0.0%) o.o%l I s.J%l 

I 
OTITISMEDIA O 1 1 0 0 0 I 1 

o.o'4l 6 . 3%l 1 . 1"-l o . o%J o . O%l o.o%l I 6 . J%J 
I 

UROGENITAL SVSTEM O O 1 1 0 0 I 1 
o.O%l o.o%l 1. 1%l 1.1%) o.o%l o.o%l I s.3%l 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

7-12 MOS. 

TABLE 6 (cont.) 
CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE NUMBER OF VACCINEES ( 16 VACCJNEES) - INJECTION: 1 

DAYS POST VACCINATION 

CLINICAL COMPLAINTS O I I 2 3 4 I s I 
••••••••••••••••••••••••••••••••••• ••••••••••I•••••••••• .................... ········••1••······••1••········ 

URINARY FREQUENCY O I 0 1 1 a I o I 
c o. □"-l I c o.o%J 7 . l % ) 7 . 7%) ( 0. 0%) I ( 0. 0%) I 

----------------------------------- ----------1---------- ---------- ---------- ----------1----------1--------- -
VACCJNEES WITH COMPLAINTS 6 I 8 6 s 3 I 2 I 

( 37.5%) ( 50.0%) c 42 . 9"-l c 38.5"-l c 2J.1"-> I c 15.4%) I 
---------- ---------- ----------1----------1----------

VACCINEES WITH NO COMPLAINTS 10 8 8 e 10 I 11 I 
( 62.5%) ( 50 . 0%) c s1 . 1%J c s1.5%l c 16.9%) I c 84 . 6%) I 

---------- ---------- ----------1----------1----------
TOTAL VACCINEES REPORTING 16 16 14 13 13 I 13 I 

I I 

-----------------------------------1----------1------- - --1----- -----1----------1----------1----------1----------1 

NUMBER 
WITH 

COMPLAINTS ........•. , 
1 I 

s . 3%l I 
I 

10 I 
62 . 5%) I 

I 
s I 

31 . 5,,. > I 
I 

1s I 
I 

VACCINEES WITH NO DATA I a I a I 2 I J I 3 I J I I o 
I I I I I I I I 

0 --...... 
,:x, 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

VOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

7-12 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

ERVTHEMA, INJ. SITE (<=1 IN.) 

SWELLING, INJ. SITE (<=1 IN.) 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES ( 4 VACCINEES) - INJECTION: 2 

l----------------------------------------------------------------------------
1 DAYS POST VACCINATION 
1---------- -----------------------------------------------------------------

I 
I 
I 

0 
•••••••••• 

0 
0.0%) 

0 
0.0%) 

0 
I < o.o,c,> 

1 I 2 
••••••••••I•••••••••• 

1 I l 
c 33.J¾> I c100.o"-> 

----------1----------
1 I I 

33 . 3%) I c100.o'¼> 
I 

I. I 
33.3%) 

I 
( 100.0%) 

3 
• ••••••••• 

I 
( 100. 0%) 

1 
(100.0%) 

0 
0.0%) 

4 s I 
•••••••••• ••••••••••I•••••••••• 

I O I 
c100.0%l c o.O%l I 

----------1----------1----------
1 I o I 

( I 00. 0% l j O. 0%) I 
I I 

o I o I I 
c o . 011, > I c o . 011, l I I 

-----------------------------------1---------- ----------1----------1----------1 
SYSTEMIC I 0 

NERVOUS SYSTEM & PSYCHIATRIC 

IRRITABILITY 

VACCINEES WITH COMPLAINTS 

VACCINEES WITH NO COMPLAINTS 

TOTAL VACCINEES REPORTING 

I < o. 011.> 

0 
0.0%) 

0 
0. 0%) 

----------
0 

0.0%) 
----------

3 
(100.0%) 

----------
3 

0 
0 . 0%) 

0 
0 . 0%) 

0 
0.0%) 

----------
I 

( 33 . 3'/.) 
----------

2 
( 66. 7%) 

----------
3 

1 
(100.0%) 

0 
0.0%) 

o I o I I 
o . O%l I c 0 . 0%) I I 

I I 
I O I O O I 

c100.011.> 0.0%) I 0.011.> 0.011,) I 
I I 

I o I o o I 
( 100.0%) c 0.011.> I c o.o,c,> o.o,c,) I 

---------- ----------1---------- ---------- ----------1 
I 1 I I O I 

( IOO. 0%) <100.011.> I c100.011.> o.o,c,> I 
---------- ----------1---------- ---------- ----------1 

0 o I o I 
0.0%) c 0.011.> I c o.o%l c100.0%l I 

---------- ----------,---------- ----------1----------1 
I I 1 I I I 

I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I 1 I I I 3 I 3 I 3 I 3 j j 

I I I I I I I I 

NUMBER 
WITH 

COMPLAINTS 
••••••••••I 

1 I 
33.3%l I 

I 
I I 

33. 3%l I 
I 

I I 
33.3%) I 

I 
1 I 

33 . Jo/.l I 

I 
33.3%) 

1 
33.3%) 

I 
33.3%) 

2 
66. 7%) 

3 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE : 
PATIENT CLASS: 
AGE RANGE 

VOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 
13-18 MOS. 

TABLE 6 (cont.) 
CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 8 VACCINEES) - INJECTION: I I 
1------------------------------------------~------------- ------------ -------1 
I DAYS POST VACCINATION I NUMBER 
1---------------------------------- -- -------------------------------- - ------1 WITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
•••••••••••••••••••••••••••••••••••J•••••.•••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••I 
LOCAL REACTIONS I 1 I 1 I O I O I O I O I I 1 I 

I < 12.5%) I < 12 . s%J I c o . o"-l I < o.o¾J I c o.o¾J I c o.D¾l I I 12.s¾J I 
-----------------------------------l----------l----------l----------1----------1----------1----------1----------I I 

SWELLING, INJ. SITE (<=1 IN . ) I 1 I 1 I O I O I O I O I I 1 I 
I c 12.5%) I c 12 . s¾l I c 0 . 0%) I c o.o%J I c o.o%J I c o.O%l I I 12 . s¾J I 

-----------------------------------1---------- ----------1---------- ----------1------- - --1----------1--- - -- ----I I 
SYSTEMIC I 1 2 I 1 1 I 1 I 1 I I 3 I 

I < 12.s¾J c 2s.D%l I c 16.7%) c 16 . 7"-l I c 16.7%l I c 16.7%) I I 37.5%l I 

I 
BODY AS A WHOLE/SITE UNSPEC . 1 2 1 I 0 I 0 2 

12.5%) 25.0%) 16.7%) 16 . 7%) 0.0%) I 0.0%) 25.0%) 
I 

FATIGUE 1 2 1 0 0 I 0 2 
12.5%) 25.0%) 16. 7%) 0 . 0%) 0.0%) I 0.0%) 25.0%) 

I 
WARM TO TOUCH 0 1 1 1 0 I 0 1 

( 0.0%) 12 . 5%) 16.7%) 16.7%) 0.0%) I 0.0%) 12.5%) 
I 

NERVOUS SYSTEM & PSYCHIATRIC 1 1 0 0 1 I 1 3 
12.5%) 12.5%) 0.0%) 0. 0%) 16.7%) I 16.7%) 37.5%) 

I 
IRRITABILITY 0 1 0 0 0 I 0 1 

0.0%) 12.5%) I 0.0%) 0.0%) 0.0%) I 0.0%) I 12.5%) 
I I I 

UNUSUAL HIGH-PITCHED CRYING 0 I 0 I 0 I I 2 
( 12.5%) ( 0.0%) I ( 0 . 0%) I ( 0 . 0%) ( 16. 7%) I ( 16.7%) I 25.0%) 

---------------------------------- - ----------1----------1----------1---------- ----------1---------- ----------1 
VACCINEES WITH COMPLAINTS 2 I 2 I 1 I 1 1 I 1 I 3 

( 25.0%) I ( 25.0%) I ( 16.7%) I ( 16.7%) ( 16.7%) I ( 16 . 7%) I 37.5%) 
-------------------------------- --- ----------1----------1----------1---------- ----------1-- -------- ----------1 

VACCINEES WITH NO COMPLAINTS 6 I 6 I 5 I 5 5 I 5 I 5 
( 75.0%) I ( 75.0%) I ( 83.3%) I ( 83.3%) ( 83.3%) I ( 83.3%) I 62.5%) 

-
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

VOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 
13-18 MOS. 

TABLE 6 (cont.) 
CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 8 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------1 
I OAVS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I WITH 

CLINICAL COMPLAINTS I O I 1 2 I 3 I 4 I 5 I (COMPLAINTS 
-----------------------------------1----------I---------- ----------1----------1----------1----------l----------l••••••••••I 
TOTAL VACCINEES REPORTING ( 8 I 8 6 I 6 I 6 I 6 I I 8 I 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I O I O ( 2 I 2 I 2 I 2 I I 0 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 
13-18 MOS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 3 VACCINEES) - INJECTION: 2 I 
,----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1------------------------------------------------------ ---------------------1 WITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 5 I !COMPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••I•••••••••• ••••••••••l••••••••••l••••••••••I 
LOCAL REACTIONS I 1 I O I O I O I O O I I 1 I 

I c 33.3%) I c o.O%> I c o.o~> I c 0 . 0%> I c 0.0%> c o . □%> I I 33 . 3%) I 
-----------------------------------1----------I----------I----------I----------I ---------- ----------1----------1 I 

SWELLING. INJ. SITE (<=1 IN.) I 1 I O I O I O I O O I I 1 I 
I < 33.3%) I < 0.0%> I c 0.0%) I c 0.0%) I c o. □%> < o.O%l I I 33 . 3%l I 

-----------------------------------1----------I----------I----------I---------- ---------- ----------1----------1 I 
SYSTEMIC I O I 1 I O I 1 1 1 I I 1 I 

I c o. □%> I c 33.3%) I c o.o~> I c so . o~> c so.a%> c so. □%> I I 33.3%) I 
------------------------------------------------------------------------------- ---------- ----------------------

' I BODY AS A WHOLE/SITE UNSPEC. I O 1 0 0 0 0 I 1 
I 0.0%> 33 . 3%) 0.0%) o.o%l 0.0%> o.o%l I 33.3%) 
I I 

FATIGUE I O 1 0 0 0 0 I 1 
o.o%J 33.3"-> 0.0%) 0.0%) o. □%> o. □%> I 33.3%) 

I 
NERVOUS SYSTEM & PSYCHIATRIC O O O 1 1 1 I 1 

0.0%) o. □%> 0.0%) so.0%) so.a%> so.O%l I 33.3%) 
I I 

CRYING, EXCESSIVE I O O O 1 1 0 I 1 
I 0 . 0%) 0 . 0%) 0.0%) so.0%) so.a%> 0.0%> I 33.3%) 
I I 

PROLONGED CRYING, >l/2 HR I O I O O 1 1 I 1 
I c 0.0%) < 0.0%) o.0%) so . a%) so . a%> < so . a%> I 33.3%) 

-----------------------------------1---------- ------ ---- ---------- ---------- ---------- ----------1----------
VACCINEES WITH COMPLAINTS I 1 1 0 1 I 1 1 I 1 

I c J3.3%l c 33.3%) 0.0%> c so.a%> I c so. □%> < so. □%> I 33.3%) 
-----------------------------------1----------1---------- ---------- ----------1---------- ----------1----------1 

VACCINEES WITH NO COMPLAINTS I 2 j 2 2 I I 1 1 I I 2 
I c 66. 7%l I c 66. 7%l c 100.0%) c so.a%> I c so . a%) c so.a%> I I 66. 7%l 

-----------------------------------1----------1---------- ----------1----------1---------- ----------1----------1 
TOTAL VACCINEES REPORTING I 3 I 3 2 I 2 I 2 2 I I 3 

t I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 
13-18 MOS. 

PATIENT COUNT CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 3 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 WITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 l 5 I I COMPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1••······••1 

VACCINEES WITH NO DATA I O I O I 1 I 1 I 1 I 1 I I O I 

I I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 

s YOGEV, RAM 

DOSE 1 

PATIENT CLASS: 
AGE RAN.E 

00080Z 
HIB CONJUGATE 
15 HCG 
HEALTHY CHILDREN 
19-59 ttOS. 

VACCINE s HIB CONJUGATE 

CLINICAL COHPLAINTS 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

I ta.REH OF VACCINEES I 24 VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tueER 
l----------------------------------------------------------------------------1 HITH 
I o I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 

••••••••••••••••••■•■•••••••••••••• ■--iHt-lHl■N tHHHHHOHHHt ffiHHHt■-- ■••••••••• tHHHHHt■-tt •••••••••• tHHHHt--■it •••••••••• 
INFECTIOUS GASTROENTERITIS 0 0 l 1 l l 1 

VOHITIHG 

tERVOUS SVSTEH I PSYCHIATRIC 

IRRITABILITY 

RESPIRATORY SYSTEH 

HHEEZIHG 

SKIN I SKIN APPENDAGE 

0.01.) 0.0%) 5.0%) 5.01.) 5.01.) 5.0%) 4.2%) 

0 0 l 1 
0.0%) 0.0%) 5.0%) 5.0%) 

3 0 0 1 
12 . 5%) 0.0%) 0.0%) s.o:o 

3 0 0 l 
12.5%) 0.0%) 0.0%) 5.0%1 

0 l 0 0 
0. 01.) 4.2%) 0.0%) 0.0%) 

0 1 0 0 
o. 01. J 4.2%) 0 .0% J 0.0%) 

0 0 0 l 
0.01.) ( o.o;o o. 0% J ( 5. 07. J 

1 
5 . 0%) 

l 
I 5.0%) 

1 
5.0%) 

0 
0.0%) 

0 
0.01.) 

l 
5.0.iO 

2 
10.0%) 

1 
5.0%) 

l 
5.0%) 

0 
0 .0%) 

0 
0.0%) 

1 
5.0%) 

2 
8.3%) 

4 
I 16. 77.) 

4 
16. 7%) 

1 
4.2%) 

1 
4. 2%) 

1 
I 4.2%) 

RASH 0 0 0 1 1 1 1 
I 0. 01. ) l 0. 0%) I 0. 0%) l 5. 0% l l 5. 0% J I 5. 0% J I 4. 21. J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES NITH COHPLAINTS I 9 I 8 I 5 I 4 I 3 I 3 I I 13 

I c 37.5.iO I I 33 . 3%> I I 25.0%) I l 20.0%1 I I 15.0%) I I 15.0%1 I I 54.2%> 
-----------------------------------1---------- 1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH ND COHPLAINTS I 15 I 16 I 15 I 16 I 17 I 17 I I 11 
11 62 . 51.1 11 66.7%) 11 75.o:o IC 80.0%) IC 85 . 0%) I l 55,0;0 I I 45.8%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 24 I 24 I 20 I 20 I 20 I 20 I I 24 

I I I I I I I I 
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INYESTIGATOR I YOGEV, RAH 
STUDY 000802 
VACCINE s HIB CONJUGATE 
DOSE 15 HCG 
PATIENT CLASSs HEALTHY CHILDREN 
AGE RANGE 1 19-59 NOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

VACCINE I HIB CONJUGATE I ""-"BER OF VACCINEES ( 24 VACCINEESI - INJECTION: 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tueER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL CotlPLAINTS I 0 I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------IN••·····-· 

VACCINEES HITH NO DATA I o I O I 4 I it I 4 I it I I o I 
I I I I I I I I I 
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I NVESTI GA TOR 
STUDY 
VACCINE 
DOSE : 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
30 MCG 
HEALTHY CHILDREN 

7-12 MOS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE NUMBER OF VACCINEES ( 6 VACCINEES) - INJECTION: 1 I 
----------------------------------------------------------------------------1 

DAVS POST VACCINATION I NUMBER 
----------------------------------------------------------------------------1 WITH 

CLINICAL COMPLAINTS O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
----------------------------------- ----------1----------1----------1----------1----------1----------1----------1••······••1 

VACCINEES WITH COMPLAINTS O I O I O I O I O I O I I O I 
c o.0%) I c 0.0%) I < a.a%> I c 0 . 0%) I < 0.0%) I < 0.0%) I I 0.0%) I 

----------------------------------- ----------l----------1----------1----------1----------1----------I----------I I 
VACCINEES WITH NO COMPLAINTS 2 I 2 I O I O I O I O I I 2 I 

c100.0%) I <100.0%> I c a.a%> I c 0.0%> I c a.a%> I c 0.0%> I I <100.0%> I 
----------------------------------- ----------l----------1----------1 ----------1----------I----------I----------I I 
TOTAL VACCINEES REPORTING 2 I 2 I O I O I O I O I I 2 I 

I I I I I I I I 

-----------------------------------1----------1----------1----------1---- - -- ---1----------1----------1 ---- ------1 
VACCINEES WITH NO DATA ( 4 ( 4 ( 6 ( 6 I 6 ( 6 I I 4 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIS CONJUGATE 
30 MCG 
HEALTHY CHILDREN 
13-18 MOS. 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIS CONJUGATE NUMBER OF VACCINEES ( I VACCINEES) - INJECTION: I I 
---------------------------------------------------------------------- - -----1 

DAYS POST VACCINATION I NUMBER 
-------------------------------------------------------- ---------- ----------1 WITH 

CLINICAL COMPLAINTS O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
--------------- -------------------- ----------1----------1----------1----------1 ----------1- ---------1----------1••······••1 

VACCINEES WITH COMPLAINTS O I O I O I O I O I O I I O I 
< o.o%l I c o.o%l I c o.o%l I c o.o%l I c o.O%l I c o.O%l I I 0.0%) I 

----------------------------------- ----------1----------1----------1----------1----------l----------1----------I I 
VACCINEES WITH NO COMPLAINTS 1 I 1 I O I O I O I O I I I I 

<100.0%l I c100.0%l I c o.O%l I c o.o%l I c o.o%l I c o.o%l I I c100 . 0%l I 
----------------------------------- ----------l----------1----------l----------1----------1- ---------1----------1 I 
TOTAL VACCINEES REPORTING 1 I 1 I O I O I O I O I I I 

I I I I I I I I 

-----------------------------------1----------1------- ---1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I O I O I I I I I I 1 I I 0 

I I I I I I I I 
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INVESTIGATOR YDGEV, RAN 
sruov oooaoz 
VACCINE I NIB CONJUGATE 
DOSE 1 30 HCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE a 19-59 HOS. 

TABLE 6 (cont.) 

CLINICAL COHPLAINTS 

VACCINE I NIB CDNJOOATE I N..HIER Of VACCINEES ( Zl VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I N..HIER 
1----------------------------------------------------------------------------I HITH 

CLINICAL CotFLAINTS I 0 I l I Z I 3 I 4 I 5 I ICDHPLAINTS 
•••••••• ... ••••••••••••••••••••••••l .. "••••••l•••••••-1••••••••••1 .. ••••••••l•••••••• .. l•••••••• .. l••••••••••I•••••••••• 
LOCAL REACTIONS I 5 I 5 I l I o I o I o I I 7 

I I Z3.8%1 I I Z3,8iO I I 5.3%1 I I 0.0%) I I 0.0%) I I 0.0.iO I I 33.3%) 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

ERYTHENA, INJ. SITE I <=l IN. l I 0 I 2 I o I 0 I 0 I O I I 2 
I 0.0%1 I 9.5%, I 0.0%1 I 0.0%, I 0.0%) I o.o%l I I 9.5%) 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 4 I 3 I l I o I o I o I I 4 
I 19.0%) I 14.3.iO I 5.3%) I o.0%l I 0.0%) I 0 . 0%, I I 19.0%) 
I I I I I I I I 

SHELLING, INJ. SITE l<=l IN.) I 3 I Z I o I o I o I o I I 3 
I I 14.3%) I I 9.5%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0iO I I I 14.3%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEHIC I 3 I o I l I l I l I l I I 4 

I I 14.3%) I I 0.0%) I I s.3%J I I 5.3%1 I I 5.3%1 I I 5.3%) I I 19.0%1 

BODY AS A HHOLE/SITE lleiPEC. 3 0 0 0 0 0 3 
14.3%) o.o:o 0.0%) 0 . 0%) o.o;o 0.0%) I 14.3%) 

FATIGUE l 0 0 0 0 0 1 
4.8%) 0.0%) ( 0.0%) o.o,o o.o,o 0.0% J 4.8%) 

HARN TO TOUCH z 0 0 0 D D z 
9.5%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 9.5%) 

NERVOUS SYSTEH & PSYCHIATRIC l 0 0 0 0 0 l 
4 . 8%) 0.0%) I 0.0%) I 0.0%) 0.0%) 0.0%) I 4.8%) 

IRRITABILITY 1 0 0 0 0 0 l 
I 4.8%) 0.0%) I 0.0%) 0.0%) 0.0%) ( 0.0%) 4.8%) 

RESPIRATORY SYSTEH 0 0 l l l l 1 
0.0% I 0.0,0 5.3%) 5.3%) 5.3%) 5.3%) 4.8%) 

0 --0, _., 
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YOGEYo RAH INVESTIGATOR 
sruoy 
VACCINE 

I 000802 

DOSE 1 
PATIENT CLASS1 
AGE RANGE 

HIB CONJUGATE 
30 HCG 
HEALTHY CHILDREN 
19-59 tm. 

TABLE 6 (cont.) 

CLINI.CAL COHPLAINTS 

VACCINE: HIB CONJUGATE I tUeER Of VACCINEES C 21 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST V~CCIHATION I tueER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l•o--••-l••••••••ol--1--l••••••••••l--l••••••••x•I•••••••••• 

NHEEZING I o I o I 1 I 1 I 1 I 1 I I 1 
I c o. 0% , I , o. 0% , I , s. 3%, I , s. 3% > I , s. 3% , I , s. 3%, I I , 4. 8%, 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
YACCINEES MITH COHPLAINTS I 6 I 5 I 2 I 1 I 1 I 1 I I 8 

I c 28. 6% , I c 23. 8% , I c 10. 5%, I c 5. 3%, I c s. 3% , I c s. 3% , I I 38 .1% , 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO COHPLAINTS I 15 I 16 I 17 I 18 I 18 I 18 I I 13 
I 1 71.4%1 I c 76.2%1 I, 89.5%1 I c 94.7%1 I I 94,7%1 I c 94.7%1 I I, 61.9%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL YACCINEES REPORTING I 21 I 21 I 19 I 19 I 19 I 19 I I 21 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
YACCINEES MITH NO DATA I O I O I Z I 2 I 2 I 2 I I O 

I I I I I I I I 
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INVESTIGATOR 
STUOV 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

VOGEV, RAM 
000802 
HIS CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

VACCINE : HIS CONJUGATE 

MAX TEMPERATURE 
(DEG F, ORAL) 

••••••••••••••••••••••••••••••••••• 
NORMAL 

~ 99 

99 - 99.9 

100 - 100 . 9 

101 - \01 . 9 

TEMPERATURE TAKEN 

TEMPERATURE NOT TAKEN 

TABLE 7 

MAXIMUM TEMPERATURES 

NUMBER OF VACCINEES ( 25 VACCINEES) - INJECTION 1 I 
--------------------------- ------ ------ ----------------------- ------------ --1 

DAYS POST VACCINATION I NUMBER 
---------------- ----------- -------- ------------------ ------------ -- ----- --- 1 WITH 

0 I 1 I 2 I 3 I 4 I 5 I MAX TEMP 
••••••••••l••••••••••J••••••••••l••••••••••l••••••••••I•••••••••• ••••••••••l••••••••••I 

2 I 2 I 2 I 2 I 2 I 2 I 2 I 
10 . 0%1 I 10.0¾l I 10 . o¾J I 10 . 0%1 I 10.0%1 I 10 . 0%> I 10.0%1 I 

I I I I I 
11 14 I t4 I 15 I 1s I 13 I 9 

55.0%1 10 . 0%) I 10 . 0%> I 75.0'l<.l I 75.0%l I 65.0%l I 45.0%1 
I I I I I 

3 2 I 3 I 3 I 3 I 3 I 3 
15.0%1 10 . 0%1 I 15.0%1 I 15.0%l I 1s.0%l I t5.0%l I t5 . 0%J 

I I I I 
4 2 I I I O I O I 1 5 

20.0"'1 10 . 0%1 I s . o%J I o.o%J I o.o%J I s . O"-l 2s . 0%J 
I I I I 

0 0 I O I O I O I I 
< o.o'l<.l c o.o'l<.J I c o . O%l I c o.O%l I c o.o'l<.J I c s.O%l I s.o¾J 

---------- ----------1--------- - 1- ---------1 ----------1----------1 --- ------- -------- --
20 20 I 20 I 20 I 20 I 20 I 20 

c eo.o%J < ao.o%J I < so . O%l I < ao.o%J I c ao.O¾l I < ao.o%J I c ao.o¾l 
-- -------- - ---- - ----1- -- - - -----1----------1 -- - - ------1------- - --1- - - - - - - - -- -------- --

5 s I s I s I s I s I s 
c 20.0%1 c 20 . o'l<.J I c 20 . 0%) I < 20.0%) I < 20.0%) I < 20 . 0%1 I c 20 . 0%> 

0 
:> 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 

7-12 MOS. 

VACCINE : HlB CONJUGATE 

MAX TEMPERATURE 
(DEG F, ORAL) 

••••••••••••••••••••••••••••••••••• 
NORMAL 

< 99 

99 - 99.9 

100 - 100.9 

TEMPERATURE TAKEN 

TEMPERATURE NOT TAKEN 

TABLE 7 (cont.) 

MAXIMUM TEMPERATURES 

NUMBER Of VACCINEES ( 27 VACCINEES) - INJECTION 

DAYS POST VACCINATION 

o I I I 2 I 3 4 Is I 

NUMBER 
WITH 

MAX TEMP 
••••••••••l••••••••••J••••••••••I•••••••••• ••••••••••I•••••••••••••••••••••••••••••• 

3 I 2 I 2 I 2 2 I 2 
14.3%) I 10.0%J 10.0%> I 10.0%) 10.0%> I 10.0%> 

I I I 
14 I 14 13 I 14 16 I 

6s.1,c.J I 10 . 0%) 65.0%1 I 10.0,c.J eo.o,c.J I 
I I I 

3 I 3 s I 3 1 I 
14.3%) I 1s.0%J 2s.o,c.> I ,s.o,c.J s.o%l I 

I I I 

17 
85.0%) 

0 
0.0%) 

2 
9 . 5%) 

11 
52.4%) 

5 
23 . 8%) 

I o I 1 I 3 
c 4.B%l I < ~.O%l o . o,c.> s.o,c.> c s.o,c.J I c s.o,c.J 14.3%> 

----------,---------- ---------- ---------- ----------,---------- ---------- ----------
21 I 20 20 20 20 I 20 21 

c 11.e,c.J I c 14_1,c.J c 74.t'JC.l c 14.1,c.> c 74.t%l I c 14.1,c.J c n . e%J 
----------,---------- ----------,---------- ----------,---------- ----------1----------

6 I 1 1 I 1 1 I 1 I 6 
c 22.2,c.J I < 2s.9,c.J < 25_9,c.J I c 25_9,c.J c 2s.9%l I c 2s.9%l I c 22.2%> 

,: 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
7.5 MCG 
HEALTHY CHILDREN 
13-18 MOS . 

VACCINE : HIB CONJUGATE 

MAX TEMPERATURE 

TABLE 7 (cont. ) 

MAXIMUM TEMPERATURES 

NUMBER OF VACCINEES ( 8 VACCINEES) - INJECTION I I 
----------------------------------------------------------------------------1 

OAVS POST VACCINATION I 
------------------------------------------- ---------- ---------- ----------1 

0 1 I 2 I 3 4 5 I 

NUMBER 
WITH 

MAX TEMP (DEG F, ORAL) 
••••••••••••••••••••••••••••••••••• .......... ·····••*••1••······••1••········ •••••••••• ••••••*••• ••••*•••••I•••••••••• 

NORMAL 

< 99 

99 - 99.9 

100 - 100.9 

101 - 101.9 

102 - 102.9 

2 
33.3%) 

3 
50.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0 . 0%) 

2 I 2 I 2 
20.6%1 I 20 . 6%) I 20.6%) 

I I 
3 I 4 I 

4 2. 9%) I 5 7. 1 % ) I 
I I 

2 I 1 I 
20.6%l I 14.3"-l I 

I I 
o I 

o. □%l I 
I 

o I 
o. □%l I 

0 
I 
I 

0 
0 . 0%) 

0 
0.0%) 

0 

1 
14. 3%) 

4 
57. 1%) 

0 
0 . 0%) 

0 
O.Oo/.) 

0 

2 
28. 6-Y.) 

2 
28.6%) 

2 
28.6%) 

I 
14.3%) 

0 
0.0%) 

0 

2 
28.6%) 

2 
28 . 6%) 

2 
28.6%) 

0 
0.0%) 

I 
14. 3-Y.) 

0 
I c 16.7%) I c o. □%l I c o. □%) c o. □%) I c o. □%l I c o. □%l 

-----------------------------------1----------1----------1---------- ----------1----------1---------- ----------
TEMPERATURE TAKEN I 6 I 7 I 7 7 I 7 I 7 I 

I < 1s. □%l I c a1.s%J I < a1.s%> c 87.5%) I c s1.S%l I c 87.5%) I 

-----------------------------------1----------1----------1---------- ----------1----------1----------1----------
TEMPERATURE NOT TAKEN I 2 I 1 I 1 1 I 1 I 1 I 

I c 2s. □%> I < 12.s%J I < 12.s"'> < 12.s"'i I < 12.s"-> I < 12 . 5%) I 

I 2 
I 2B.6%l 
I 
I 
I 

0 
0 . 0%) 

3 
42.9%) 

I 
14. 3%) 

0 
0.0%) 

I 
I 

< 14 . 3':1.l I 
----------1 

1 I 
< 01. 5%) I 

--------- - 1 
I I 

( I 2. 5%) I 
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INVESTIGATOR : VOGEV, RAM 
STUDY : 000802 
VACCINE : HIB CONJUGATE 
DOSE : • 7. 5 MCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 13-18 MOS. 

TABLE 7 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE : HlB CONJUGATE NUMBER OF VACCINEES ( 2 VACCINEES) - INJECTION 2 . I 
----------------------------------------------------------------------------1 

DAYS POST VACCINATION I NUMBER 
MAX TEMPERATURE ----------------------------------------------------------------------------1 WITH 

(DEG F, ORAL) 0 I I I 2 I 3 I 4 I 5 I I MAX TEMP 
••••••••••••••••••••••••••••••••••• ••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••I 

< 99 I I 1 I 1 ( 1 I 1 I I I ( I I 
c100.0%) I (100.0%) I <100.0%> I <100.0%) I 1100.0%) I <100.0%> I I 1100 . 0%) I 

----------------------------------- ----------1----------1----------1----------1----------1----------1----------1----------1 
TEMPERATURE TAKEN I I 1 I 1 I 1 I I I 1 I I 1 I 

c so.0%> I < so.a%) I < so.0%) I < so.0%> I < so.0%> I < so.0%> I I < so.0%) I 
----------------------------------- ----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN 1 I 1 ( 1 ( 1 I 1 I I ( I 1 I 
c so.o'll.) I < so.O¾l I < so.0%) I < so.O%l I < so.0%) I < 50.0%) 1 I I so.a%) I 
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INVESTIGATOR YOGEV, RAH 
Sl\JDY I 00080Z 
VACCINE I HIB COOJUGATE 
DOSE 1 7.5 HCG 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 19-59 HOS. 

TABLE 7 (cont.) 

HAXItl.tt TEHPERATURES 

VACCINE: HIB CONJUGATE I til'BER Of VACCINEES I Z4 VACCINEESI - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tueER 

HAX TEHPERATIJRE l----------------------------------------------------------------------------1 HITH 
IDEG F, ORALI I o I 1 I Z I 3 I 4 I 5 I I HAX TEHP ............................................ -.1------ -•--1••········ ......................................... . 
NORHAL 7 I 7 8 I 8 7 7 7 

38. 9% J I 38. 9% J ft4 • 4% J I ft4. 'tX I 38. 9% I 38. 9% J 38. 9% I 
I I 

< 99 8 I 7 . 7 I 7 8 9 6 
ft4. 4% ) I 38. 9% I 38. 9% I I 38. 9% I ft4. 4% I 50 • 0% I 33 • 3% I 

I I 
99 - 99.9 z I 4 3 I z 1 z 3 

11.1%1 I ZZ.Z%1 16.7%1 I 11.1%1 5.6%1 11.1%) 16.7%1 
I I 

100 - 100.9 l I o o I 1 z o z 
I 5.6%1 I I 0.0%1 I o.o;o I I 5.6%1 I 11.1%) I 0.0%1 I 11.1%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEHPERAl\JRE TAKEN I 18 I 18 I 18 I 18 I 18 I 18 I I 18 I 

I I 75. 0% I I I 75. 0% I I I 75. 0% I I I 75. 0% I I I 75. 0% I I I 75. 0% I I I I 75. 0% I I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERAl\JRE NDT TAKEN I 6 I 6 I 6 I 6 I 6 I 6 I I 6 I 
I I z5.o;o I I zs.o,o I I zs.o;o I I Z5.0%1 I I ZS.0%) I I Z5.0%) I I I Z5.0%1 I 

D 
t::: 
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INVESTIGATOR 
STUOV 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

VOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 

TABLE 7 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE : HIB CONJUGATE NUMBER OF VACCINEES ( 17 VACCINEES) - INJECTION 

DAYS 
MAX TEMPERATURE --------------------------------

(DEG F, ORAL) 0 I 1 I 2 
................................... ········••1••······••!••········ 

NORMAL 2 I 2 I 2 
12.5%) I 12 . 5%) I 12.5%) 

I I 
< 99 1 1 I 1 o I 1 o 

se.e%l I s2 . 5%l I s2 . s,c.) 
I I 

99 - 99.9 3 I 3 I 2 
1e.e"'> I 1e.e%l I 12 . s,i,) 

I I 
100 - I 00 . 9 0 I 1 I 1 

o . o,i,) I 6 . 3"-l I 6.3"-l 
I I 

101-101.9 o I o 1 
c o.o,c,) I c o.o,c,) 6.3%) 

----------------------------------- ----------1---------- ----------
TEMPERATURE TAKEN 16 I 16 16 

c 94.1%) I c 94.1%) c 94.1%) 
----------------------------------- ----------1---------- ----------

TEMPERATURE NOT TAKEN 1 I 1 I 1 
s.9%l I c s . 9%l I c 5 . 9"-l 

POST VACCINATION 
---------- ----------

3 4 

•••••••••• •••••••••• 
2 2 

12.5%) 12.5%) 

10 11 
62 . 5%) 68.8%) 

3 3 
18.8%) 18.8%) 

1 0 
6.3%) 0.0%) 

0 0 
0.0%) 0.0%) 

---------- ----------
16 16 

( 94. 1%) ( 94. 1%) 
---------- ----------

1 1 
5.9%) 5.9%) 

s I 

NUMBER 
WITH 

········••1••········ 
MAX TEMP 

••••••••••I 
2 I 

13.3%) I 

9 I 
60 . o,c,) I 

I 
4 

26.7%) 

0 
0.0%) 

0 
0.0%) 

----------
15 

( 88.2%) 
----------

2 
( 11.8%) 

2 I 
12 . 5%l I 

I 
6 I 

37.5%) I 
I 

6 I 
37.5%J I 

I 
1 I 

s_ 3%J I 
I 

I I 
I c 6. 3%) I 

----------1 ----------1 I 16 I 
I c 94 . 1,c.J I 

----------1----------1 
I 1 I 
I c s.9'Y.l I 

0 -,.. 
'° i.11 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

2- 6 MOS . 

TABLE 7 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE: HIB CONJUGATE I NUMBER OF VACCINEES ( 5 VACCINEES) - INJECTION 2 
l----------------- ----------- -------------------------------------- --- -------
1 DAYS POST VACCINATION 

MAX TEMPERATURE (--------------------- - - ------------------ - -------------------------- - ------
(DEG F, ORAL) 0 I I 2 I J I 4 I 5 

••••••••••••••••••••••••••••••••••• ••••••••••I•••••••••• ••••••••••l••••••••••l••••••••••I•••••••••• •••••••••• 
< se 2 I 2 2 I 2 I 2 I 2 

c100 . 0%> I 66 . 7%) c100.0%> I c100 . 0%> I c100.0%> I c,00.0%> 
I I I I 

FEVER O I O I O I O I 0 
< 0 . 0%) I < J3.3%l c 0 . 0%) I < 0.0%) I < 0 . 0%) I < 0.0%) 

-----------------------------------1----------1---------- ----------1----------1----------1---------- ----------
TEMPERATURE TAKEN f 2 I J 2 I 2 I 2 I 2 I 

I < 40.0%l I < 60.0%l < 40.o%l I < 40.0%l I < 40 . o%l I < 4D.D%l I 
-----------------------------------1----------1---------- ----------1----------1----------1-- --------1 ----------

TEMPERATURE NOT TAKEN f 3 I 2 J I 3 I J I 3 I 
I c so.a%> I < 4D.O%l < 60.0%l I c 60.0%) I < 60.0%) I < 60.0%) I 

NUMBER 
WITH 

MAX TEMP 

········••I 2 I 
66 . 7%l I 

I 
I 

< 33 . 3%) I 
----- - ----1 

3 I 
< 60. 0% l I 

----- --- --, 
2 I 

c 4D . D%l I 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

7-12 MOS . 

VACCINE : HIB CONJUGATE 

MAX TEMPERATURE 
(DEG F, ORAL) 

••••••••••••••••••••••••••••••••••• 
NORMAL 

< 99 

99 - 99 . 9 

10 I - 101. 9 

TEMPERATURE TAKEN 

TEMPERATURE NOT TAKEN 

TABLE 7 (cont.) 

MAXIMUM TEMPERATURES 

NUMBER OF VACCINEES ( 16 VACCINEES) - INJECTION 

DAYS POST VACCINATION 

o 1 I 2 3 
•••••••••• ••••••••••I•••••••••• •••••••••• 

2 2 I 2 2 
18. 2%) 16 . 7%) f 16. 7%) 16. 7%) 

I 
1 6 I e e 

c 63.6%) 5o.o"-> I 66.7%) 66.7%l 
I 

2 3 I 1 2 
1 e. 2% > 25. o"' l I e . 3% > 1 6. 1% > 

I 
o I 0 

c 0.0%) c e.3%) I c e.3%l O.O'JO 
----------1----------1---------- ----------

11 I 12 I 12 12 
c 68.8%) I c 1s.0%l I c 1s . 0%) ( 75.0%) 

----------1----------1---------- ----------
1 s I 4 I 4 4 
I c 31.3%) I c 25.0"-l I c 25.0%) ( 25.0%) 

4 I 5 I 
••••••••••l••••••••••I•••••••••• 

2 I 2 I 
16.7%) 20 . 0%) f 

' 8 8 f 
66.7%) ea.a%> I 

2 
16. 7%) 

0 
0.0%) ( 

0 
0.0%) 

0 
0.0%) 

I 

I 
---------- ----------1----------

12 10 I 
( 75 . 0%) ( 62.5%) I 

---------- ----------1----------
4 6 I 

( 25.0%) ( 37.5%) I 

NUMBER 
WITH 

MAX TEMP 
• ••••••••• 

2 
16.7%) 

5 
41. 7%) 

4 
33.3%) 

1 
8.3%) 

----------
12 

( 75.0%) 
----------

4 
( 25.0%) 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

VOGEV, RAM 
000B02 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 

7-12 MOS . 

VACCINE: HIB CONJUGATE 

MAX TEMPERATURE 
(DEG F. ORAL) 

••••••••••••••••••••••••••••••••••• 
< 99 

99 - 99.9 

TEMPERATURE TAKEN 

TEMPERATURE NOT TAKEN 

TABLE 7 (cont.) 

MAXIMUM TEMPERATURES 

NUMBER OF VACCINEES ( 4 VACCINEES) - INJECTION 2 I 
----------------------------------------------------------------------------1 

DAYS POST VACCINATION 

o I 1 I 2 J I 4 I s 

········••1••······••J••········ ••••••••••t••••••••••I•••••••••• • ••••••••• 
I I I I I 1 I o I 1 

c100.0%) I c100.0%J I c100.0%J < 100.0%> I 0.0%) I < 100.0"-> 
I I I I 

o I o I o o I I o 
< 0.0%) I < 0.0%) I < o.o%J < o.o%J I c100.0%J I c o.o%J 

----------1----------1-- -------- ----------1 ----- -----1----------
1 I 1 I 1 1 I 1 I 1 

c 25.0%) I c 25.o%J I c 25.o%J < 2s.0%J I < 25.0%l I < 25.0%l 
----------1----------1---------- ----------1----------1----------

3 I 3 I 3 3 I 3 I 3 
< 1s.0%J I c 1s.0%J I c 1s.0%J < 1s.0%J I c 1s.0%> I < 1s.0%> 

NUMBER 
WITH 

MAX TEMP .•........ , 
o I 

0 . 0%) I 
I 
I 

c 100.o¼J I 
----------1 

' I c 2s . 0%J I 
----- - ----1 

3 I 
< 1s . 0%l I 

0 
.JJ 
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INVESTIGATOR 
STUDV 
VACCINE 
DOSE : 
PATIENT CLASS: 
AGE RANGE 

YOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 
13-18 MOS. 

VACCINE : HIB CONJUGATE 

TABLE 7 (cont.) 

MAXIMUM TEMPERATURES 

I NUMBER OF VACCINEES ( B VACCINEES) - INJECTION I 
l----------------------------------------------------------------------------1 DAYS POST VACCINATION 

MAX TEMPERATURE -------------------------------- ---------- ---------- ---------------------
(DEG F • ORAL) 0 I I I 

••••••••••••••••••••••••••••••••••• ••••••••••!•••••••••• 
NORMAL I I 1 

25.0%) I 25.0%) 

< 99 0 0 
0.0%) 0.0%) 

99 - 99.9 2 2 
50.0%) 50.0%) 

100 - 100.9 I 0 
25.0%) 0.0%) 

101 - 101.9 0 I 
( 0.0%) 25.0%) 

-----------------------------------1---------- ----------
TEMPERATURE TAKEN I 4 I 4 I 

I < so.o,c.i I c so.o,c,) 
-----------------------------------1----------I----------

TEMPERATuRe NOT TAKEN I 4 I 4 
I < so.o,c.> I c so.o,c,> 

2 3 4 5 I 
•••••••••• • ••••••••• •••••••••• ••••••••••I•••••••••• 

1 I 1 1 I 
25.0%) 25.0%) 25.0%) 25.0%) I 

I 
1 I 0 1 I 

25.0%) 25.0%) 0.0%) 25.0%) I 
I 

2 1 3 2 I 
50.0%) 25.0%) 75.0%) 50.0%) I 

0 0 0 0 
0.0%) 0. 0%) 0.0%) 0.0%) 

0 I O 0 
0.0%) 25.0%) 0.0%) 0.0%) 

4 4 I 4 4 
c so.o,r.) c so.o,c.> I c so.o,r.i I c so.oy.) 

---------- ----------1----------1----------
4 I 4 I 4 I 4 

c so.oY.> I c so.oY.> I c so.o,c.J I c so.oy.) 

NUMBER 
WITH 

MAX TEMP 
• ••••••••• 

I 
25.0%) 

0 
0.0%) 

I 
25.0%) 

1 
25.0%) 

I 
25.0%) 

4 
( 50.0%) 

----------, 
4 I 

c so. 0%) I 

0 
.0 
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INVESTIGATOR 
STUDY 
VACCINE 
DOSE 
PATIENT CLASS: 
AGE RANGE 

VOGEV, RAM 
000802 
HIB CONJUGATE 
15 MCG 
HEALTHY CHILDREN 
13-18 MOS. 

TABLE 7 (cont.) 

MAXIMUM TEMPERATURES 

·, ----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 3 VACCINEES) - INJECTION 2 I 

1----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

MAX TEMPERATURE ----------------------------------------------------------------------------1 WITH 
(DEG F, ORAL) 0 I 1 I 2 3 4 I 5 I I MAX TEMP 

••••••••••••••••••••••••••••••••••• ••••••••••l••••••••••I•••••••••• •••••••••• ••••••••••l••••••••••1••••••••••t••••••••••I 
99 - 99. 9 o I 1 I 1 1 1 I o I o I 

o.o%l I c100.0%) I <100.0%> <100.0%> c100.0%l I c 0.0%) I c o.o%l I 
I I I I I 

100 - 100.9 o I o I o o o I I I 
I < 0.0%) c 0.0%> I < o.o%l o.o%l < 0.0%) I c100.0%l I c100.0%l I 

-----------------------------------1---------- ----------,---------- ---------- ----------1----------1----------1----------1 
TEMPERATURE TAKEN I O 1 f 1 1 f I I 1 I I 1 I 

I c 0.0%) c 33.3%l I c 33.3%) c 33.3%) I c 33.3%l I c 33.3%l I I c 33.3%l I 
-----------------------------------1---------- ----------1---------- ----------1----------1----------1----------1----------1 

TEMPERATURE NOT TAKEN I 3 I 2 I 2 2 I 2 I 2 I I 2 I 
I c100.0%l I c 66.7%l I c 66.7%l c 66.7%l I c 66.7%) I < 66.7%) I I c 66.7%l I 

:\J 
_;;, 
::> 
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INVESTIGATOR I YOGEY. RAH 
STIJDY 1 000802 
VACCINE I HI8 CONJUGATE 
DOSE 1 15 ttCG 
PATIENT CLASSt HEALTHY CHILDREN 
AGE RANGE 1 19-59 tm. 

VACCINE I HI8 CONJUGATE 

HAX TEHPERAT\IIE 
IDES F. QRAL) 

TABLE 7 (cont.) 

tw<Itut TENPERATURES 

I tullER OF YACCINEES I 24 YACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I I OAYS POST VACCINATIOO I tullER 

l----------------------------------------------------------------------------1 HITH 
I o I 1 I 2 I 3 I 4 I s I IHAXTEHP 

••••••••••••••••••••••••••••••••••• ----··-- .............................................................. tattHHHt--. 
NDIU1AL 4 5 4 4 4 4 4 

22.2;.:a 1 26 . 3%) 21.i.o 21.v., 1 21.uo 1 21.1%, 21.1%1 

< 99 10 7 9 10 11 9 1 
I 55.6,0 I 36.V.) I 47.l't%) I 52.6%) 57.9X) I 47.l't%) I 5.3%) 

99 - 99.9 It 7 It 3 3 4 10 
I 22.2%) 36.V.) I 21.17.) 15.V.) I 15.V.) 21.1%) I 52.6%) 

100 - 100.9 0 0 1 1 0 0 2 
0.0%) I 0.0%) 5.3%) 5.3%) 0.0%) 0.0%) 10.5%) 

101 - 101,9 0 0 0 1 1 2 1 
0.0%) 0.0%) 0.0%) 5.3%) 5.3%) 10.5%) 5 . 3%) 

lOZ - 102.9 0 O 1 0 0 0 1 
I I 0.0%) I I 0.0%1 I 5.3%) I 0.0%) I 0.0%) I 0.0%) I I 5.3%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 TEHPERAl\llE TAKEN I 18 I 19 I 19 I 19 I . 19 I 19 I I 19 I 
I I 75. 0.iO I I 79. 2% l I I 79. 2% l I I 79. ZY. ) I I 79. 2% l I I 79 • 2% l I I I 79. 2% ) I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 TEHPERAT\IIE NOT TAKEN I 6 I s I 5 I 5 I 5 I s I I 5 I 
I I zs.o:o I I zo.ax, I I 20.V.) I I zo.ax, I I 20.8%) I I 20.8%) I I I 20.8%) I 
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TABLE 7 (cont.) 

tW<ItUt TEHPERATURES 

INY£STIGATOR 
STUDY 
VACCINE 

: YOGEV, RAH 
I 000802 

DOSE r 
PATIENT CLASS: 
AGE RANGE 

HIB CONJUGATE 
30 ttCG 
HEALTHY CHILDREN 
19-59 tmS. 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I tuBER OF VACCitEES t Zl VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tuBER 

HA>< TEHPERAT\llE 1----------------------------------------------------------------------------I HITH 
CDEG f, ORALI I O I 1 I Z • 3 I 4 I 5 I • t1AX TEHP 

••••••••••••••••••••••••••••••••••• HtHHt••-- •••••••••••••••••••• ·········••tttHHtitif--- ------ ................... . 
NDRHAL 8 8 8 8 I a 8 8 

C 44.4%) 42.1%) 42,1%) ftZ.UO • ftZ,1%) 42.1%) 42.1%) 

• < 99 6 6 8 7 • 6 9 5 
n.3%> 31.6%> <tz.1x, 36.8%> I 31.6%> t tt7.ft%> z,.ix, 

• 99 - 99. 9 ft 5 3 4 • ft Z 5 
ZZ.2%1 26.3%) 15.8%) 21.1%) I 21.1%) 10.5%) 26.3%) 

I 
100 - 100.9 O 0 0 O • 1 0 l 

t 0.0%1 t 0.0%1 t o.0%> t o.0%> I t s.3%> t 0.0%> t s.3%> 

-----------------------------------•----------1----------•----------•----------1----------1----------1----------•----------1 
TEHPERATURE TAKEN • 18 I 19 I 19 • 19 I 19 I 19 I I 19 I 

It as.7%> I c 90.5%1 • c 90.5%> l t 90.5%> • t 90.5%> l t ,o,sx, l l t ,o.sx, • 

-----------------------------------1----------1----------•----------1----------1----------•----------1----------1----------• 
TEHPERAT\llE NOT TAKEN I 3 I Z I Z I Z I Z I Z I I Z I 

I t 14.3%) I t 9.5%> I t 9.5%> I t 9.5%> I I 9.5%> I I 9.5%> I I I 9.5%> I 



CONCURRl!;~:;:· 
VACCINE STUDIES 



Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

INTERACTION STUDIES 

010-02 - Pittsburgh, PA - Ellen R. Wald, M.D. 

Healthy children 13-22 months of age were randomly assigned to one of 
two groups. Twenty-three children received one 15 mcg dose of Lot 
1080/C-P749 concurrently with MMR®II. Twenty-two children received 
one 15 mcg dose of Lot 1080/C-P749 and MMR®II 4 weeks apart. Of 
those receiving the vaccines concurrently, 94% (16/17) had developed 
antibody titers >1.0 mcg/ml 1 month following vaccination. The GMT 
prior to vaccination was O .141 mcg/ml. The GMT at one month was 
4.630 mcg/mL 

Of those children receiving the vaccines four weeks apart, 6% (1/18) 
' had an antibody titer >l. 0 mcg/ml prior to vaccination. The GMT 

prior to vaccination was O .110 mcg/ml. One month following 
vaccination 89% (16/18) had antibody titers >1.0 mcg/ml. Two months 
following vaccination 88% (7/8) had antibody titers >1.0 mcg/ml. The 
GMT was 3.042 mcg/ml 1 month following vaccination and 2.438 mcg/ml 
2 months following vaccination. 

No serious adverse experiences were reported in this study. 

011-01 Pittsburgh, PA - Barry Dashefsky, M.D. 

Healthy children 17-24 months of age were randomly assigned to one of 
two groups. Twenty-three children received one 15 mcg dose of Lot 
1080/C-P749 concurrently with DTP and OPV. Twenty-six children 
received one 15 mcg dose of Lot 1080/C-P749 and DTP/OPV four weeks 
apart. Of those receiving the vaccines concurrently, 6% (1/16) had 
antibody titer >LO mcg/ml prior to vaccination. The GMT prior to 
vaccination was O .114 mcg/mL One month following vaccination, 88% 
(14/16) had antibody levels >LO mcg/mL The GMT at that time was 
5. 020 mcg/mL Of those children receiving the vaccines four weeks 
apart, 85% (17/20) developed antibody titers >LO mcg/ml one month 
following vaccination. Two months following vaccination 75% (9/12) 
had antibody titers >LO mcg/mL The GMT prior to vaccination was 
0.079 mcg/ml. The GMT at 1 month was 5.161 mcg/ml and at 2 months 
6.644 mcg/ml. 

No serious adverse experiences were reported in this study. 

0533Z 29AUG88 
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(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINES: 

INVESTIGATOR: 

Haemophilus b Conjugate Vaccine, (Neisseria meningitidis 
Outer Membrane Protein Complex), Study 010-02 

To compare clinical reaction rates and antibody 
responses to Haemophilus b conjugate vaccine (Neisseria 
meningitidis outer membrane protein complex) and 
measles, mumps, and rubella virus vaccine (MMR) 
administered concurrently or at separate times. 

1. Haemophilus 
meningitidis 
(PRP-OMPC) 

b Conjugate 
Outer Membrane 

Vaccine 
Protein 

Lot 1080/C-P749 - cg polysaccharide/ml 

(Neisseria 
Complex) 

mcg meningococcal protein/ml 

Aluminum h droxide diluent 
Lot 

2. Measles, Mumps and Rubella Virus Vaccine 

MMR®II 
Merck Sharp & Dahme 
Lot 0331P 

Ellen R. Wald, M.D. 
Children's Hospital of Pittsburgh 
3705 Fifth Avenue 
Pittsburgh, PA 15213 

SUB-INVESTIGATOR: Barry Dashefsky, M.D. 

STUDY LOCATION: 

62511/2201 

Michael Green, M.D. 
Nancy Guerra, C.R.N.P. 
Children's Hospital of Pittsburgh 
3705 Fifth Avenue 
Pittsburgh, PA 15213 

Children's Hospital of Pittsburgh 
3705 Fifth Avenue 
Pittsburgh, PA 15213 

29AUG88 
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DATE INITIATED: 

DATE COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

62511/2201 

- 2 -

March 30, 1988 

In progress. 

Heal thy children at least 15 months of age who have 
not previously received MMR vaccine are included in 
the study. 

Children are randomly assigned to receive PRP-OMPC 
and MMR vaccines at the same time (at separate sites) 
or 4 weeks apart. Approximately 75 children are 
assigned to each regimen. 

All children receive a single 0.5 ml (15 mcg poly
saccharide) injection of PRP-OMPC vaccine 
reconstituted in aluminum hydroxide. A single 0.5 ml 
subcutaneous injection of MMR is given at the same 
time as PRP-OMPC vaccine (at a separate site) or 4 
weeks later. 

The parent or guardian is required to record the 
vaccine recipient's temperature and any reactions at 
the injection site or systemic complaints for 5 days 
after each injection of vaccine. Unexpected or 
serious reactions are to be reported immediately to 
the study physician. Serious adverse experiences in 
the 14 days fallowing each injection of vaccine are 
required to be reported by the investigator. 

A blood sample is obtained immediately prior to and 1 
month after each injection of vaccine. All serum 
samples are assayed for antibody to the capsular 
polysaccharide of Haemophilus influenzae type b 
radio immunoassay, measles and rubella virus by 
hemagglutination inhibition assay and mumps virus by 
ELISA. Selected samples are also tested for 
bactericidal and opsonophagocytic activity, 
immunoglobulin isotype and subclass IgG. Assays for 
opsonophagocytic activity are performed at the 
University of Alabama. All other assays are 
performed at Merck Sharp and Dahme Research 
Laboratories. 

29AUG88 
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RESULTS: 

6251!/220! 

- 3 -

Demographic information and individual pre and 
postirnmunization antibody data for each vaccine 
recipient are presented in Tables 1-3. 

1. Current status: 

Regimen 

Concurrent 
Separate 

2. Serologic results: 

No. Vaccinated 
PRP-OMPC MMR 

23 
22 

23 
10 

Anti-PRP responses prior to and 1 month after 
PRP-OMPC vaccination are as follows: 

Regimen Time % With Anti-PRP GMT (mcg/ml) 

Concurrent 

Separate 

Pre 
Post 

Pre 
Post 

>0. 15 mcg/ml >1.0 mcg/ml All Vaccinees 

47 ( 8/17) 
100 (17/17) 

22 ( 4/18) 
100 ( 18/18) 

0 (0/17) 
94 (16/17) 

6 (1/18) 
89 ( 16/18) 

0. 14 
4.63 

0. 11 
3.04 

Antibody responses to PRP, measles, mumps and rubella 
are presented in Tables 4-6. 

3. Clinical results: 

The incidence of selected injection site and 
systemic reactions occurring within 2 days after 
vaccination are as follows: 

29AUG88 
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RESULTS 
(CONT.) 

6251I/220I 

- 4 -

Type of Reaction 

Injection Site: 

Pain/Soreness 
Erythema > inch 
Swelling> 1 inch 
Induration 

Systemic: 

Irritability 
Sleepiness/Lethargy/ 

Fatigue 

% of Vaccinees 
CQncurrent 

PRP-OMPC MMR 

13 (3/23) 0 0/23) 
4 ( 1/23) 0 0/23) 
0 (0/23) 0 0/23) 
0 (0/23) 0 0/23) 

22 5/23) 
9 2/23) 

with Reaction 
Separate 

PRP-OMPC MMR 

5 (1/22) 10 ( 1/10) 
0 (0/22) 0 (0/10) 
0 (0/22) 0 (0/10) 
0 (0/22) 0 (0/10) 

PRP-OMPC MMR 

36 (8/22) 10 (1/10) 
9 (2/22) 10 (1/10) 

The frequencies of all clinical reactions and maximum 
temperatures occurring during the five days following 
each injection of PRP-OMC vaccine and/or MMR vaccine 
are presented in Tables 7-9. 

No serious or alarming reactions attributable to 
vaccine have been reported. 

29AUG88 
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TABLE 1 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR: HALD,ELLEN 
STUDY 001002 
VACCINE KIB/1111R CONCURRENTLY 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SSA CODE/ IGGl 
-••NNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNK-lliHtlHINNNNNNNNNNlttt«NNNNNNNNNNNNHH!HtlHl!tiHtNNttttttlttHtNlttHtN•NNNNNNNKNNNIHHHHHHtKNNNNNNNNNKNK 

H BLAC 14H 0 001 PREBLEED 341 < 5 < 600 
0 011 INJ 1 0331P 
0 11 INJ 1 CP749 15 HCG 

36 11 BLEED 1 5630 20 4358 

F BLAC 14H 0 001 PREBLEED 401 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

28 011 BLEED 1 1859 

F CAUC 15H 0 001 PREBLEED < 125 < 5 < 600 
0 11 INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

29 011 BLEED 1 2480 zo 4625 

H CAUC 18H 0 001 PREBLEED 156 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

91 011 BLEED 1 48Z6 

F CAUC 16H 0 001 PREBLEED < 125 
0 011 INJ . 1 CP749 15 HCG 
0 011 INJ 1 0331P 

30 011 BLEED 1 Z08 

H BLAC 15H 0 001 PREBLEED 188 < 5 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

35 011 BLEED 1 2278 zo 

F CAUC 15H 0 001 PREBLEED ZZ3 < 5 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ I 0331P 

29 011 BLEED 1 8362 20 

H CAUC 15H 0 001 PREBLEED < 1Z5 < 5 
0 Oll INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

28 011 BLEED 1 27645 >= 80 

H CAUC 14H 0 1 CP749 15 HC6 
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INVESTIGATOR: 
STUDY 
VACCINE : 
PATIENT CLASS: 

HALD,ELLEN 
001002 
HIB/1111R CONCURRENTLY 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA 

H CAUC 

f OTHE 

f BLAC 

f BLAC 

H BLAC 

H BLAC 

F BLAC 

f BLAC 

F BLAC 

H CAUC 

14H 

15H 

16H 

22M 

19H 

ISM 

18M 

19H 

1811 

ISM 

0 

0 
0 
0 

33 

0 
0 

0 
0 
0 

46 

0 
0 
0 

33 

0 
0 

0 
0 
0 

78 

0 
0 
0 

34 

0 
0 
0 

33 

0 
0 
0 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 INJ l 
011 BLEED l 

011 INJ l 
011 INJ l 

001 PREBLEED 
011 INJ l 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 INJ l 
011 BLEED l 

011 INJ l 
011 INJ l 

001 PREBLEED 
on INJ l 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 INJ l 

0331P 

990 
CP749 15 HCG 
0331P 

21671 

CP749 15 HCG 
0331P 

< 125 
CP749 15 HCG 
0331P 

5452 

< 125 
CP749 15 HCG 
0331P 

15759 

CP749 15 HCG 
0331P 

< 125 
CP749 15 HCG 
0331P 

3229 

< 125 
CP749 15 HCG 
0331P 

23795 

286 
CP749 15 HCG 
0331P 

2837 

< 125 
CP749 15 HCG 
0331P 

CODE/ SBA CODE/ IGGl 

< 5 

>= 80 

< 5 

>= 80 

;) -"\J 
·::, 
a 
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INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 

HALD,ELLEN 
001002 
HIB/tlHR CONCURRENTLY 
HEALTHY CHILDREN 

TABLE l (cont·) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGGl 
IHHfifft-----••IHHHf*ff*******lflflf)()(lf)(ff*JHHtlf)(***ff-fftHfA)(iHIIHHfifft*!HHt-*iHIIHf****H*lfiHHl*tftAHlit**iHHlit!HHHHflHHHflHfit**itlHf*iHIIHHHf*IHftHHHftfiftf 

H CAUC 

H BLAC 

F BLAC 

H BLAC 

H BLAC 

H OTHE 

lSH 

lSH 

17H 

17H 

19H 

lSH 

28 

0 
0 
0 

44 

0 
0 
0 

32 

0 
0 
0 

32 

0 
0 

0 
0 
0 

33 

011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 INJ l 
011 BLEED 1 

011 INJ 1 
011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 INJ 1 
011 BLEED 1 

2329 

< 125 
CP749 15 HCG 
0331P 

1313 

< 125 
CP749 15 HCG 
0331P 

5101 

210 
CP749 15 HCG 
0331P 

7906 

CP749 15 HCG 
0331P 

654 
CP749 15 MCG 
0331P 

4689 

(\J -
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INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 

HALD,ELLEN 
001002 
HIB ANO HtlR 4 HEEKS APART 
HEALTHY CHILDREN 

TAB.LE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LDT DOSE CODE/ RIA 

F BLAC 

H BLAC 

F BLAC 

H BLAC 

F BLAC 

F CAUC 

H BLAC 

H CAUC 

F BLAC 

F BLAC 

15H 

14H 

13H 

lSN 

lSH 

14H 

lSH 

14H 

1511 

14H 

0 
0 

32 
32 
71 

0 

0 
0 

38 
38 
73 

0 
0 

43 
43 

0 
0 

31 
31 
87 

0 
0 

28 
28 
64 

0 
0 

28 
28 
66 

0 

0 

0 

001 PREBLEEO 
011 INJ l 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ 1 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
Dll INJ l 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

011 INJ l 

011 INJ 1 

001 PREBLEED 

< 125 
CP749 15 HCG 

2118 
0331P 

1688 

CP749 15 HCG 

140 
CP749 15 HCG 

3977 
0331P 

2098 

< 125 
CP749 15 HCG 

1629 
0331P 

131 
CP749 15 HCG 

9304 
0331P 

11651 

< 125 
CP749 15 HCG 

31942 
0331P 

13904 

< 125 
CP749 15 HCG 

952 
0331P 

2950 

CP749 15 HCG 

CP749 15 HCG 

245 

CODE/ SBA CODE/ IGGl 

< 5 

< 5 

< 5 

:::, 

V 

-



(b) (6) (b) (6) (b) (6)

H~L~/Z3546090/07/05/88/PAGE 5 

INVESTIGATOR: 
sruDv 
VACCINE 
PATIENT CLASS: 

HALD,ELLEN 
001002 
HIB AND tt1R 4 HEEKS APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RA~E BIRTH AGE DAV DATE PHS EVENT LDT DOSE CODE/ RIA CODE/ SBA CODE/ IGGl 
iHHHHHHHHHHfJHHHtKKKKKKKIHttHtKKKKKKKKKKKKKltltititlfit•M•••x•xxx•••-••••••••JHHHt~•---••••••••••••••••••••••••JHHHt•••••••••••••xJHt 

F BLAC 0 
33 
33 
61 

F BLAC 0 
0 

31 
31 
59 

F CAUC 0 
0 

35 
35 
77 

F BLAC 13H 0 
0 

29 
29 
59 

H BLAC 15H 0 
0 

34 

H CAUC 14H 0 
0 

32 

F BLAC 15H 0 
0 

33 

H CAUC 14H 0 
0 

31 

H BLAC 15H 0 
0 

011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED l 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ l 

CP749 

0331P 

CP749 

0331P 

CP749 

0331P 

CP749 

0331P 

CP749 

CP749 

CP749 

CP749 

CP749 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

896 

714 

458 

2666 

4467 

< 125 

1247 

2425 

< 125 

1082 

1112 

< 125 

12995 

138 

2773 

< 125 

5923 

1766 

4862 

< 125 



(b) (6) (b) (6) (b) (6)

H~~~/Z3546090/07/05/88/PAGE 6 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS; 

HALD,ELLEN 
001002 
HIB AND t111R 4 HEEKS APART 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

" BLAC 15N 44 

f BLAC 15N 0 
0 

30 

" BLAC 14H 0 

" CAUC 14N 0 
0 

28 

" BLAC 14H 0 
0 

42 

011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

001 PREBLEED 
011 INJ l 
011 BLEED l 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

CP749 15 HCG 

1589 

< 125 

2860 

196 

1373 

< 125 

6155 

CODE/ SBA CODE/ IGGl 

0 

V 



(b) (6) (b) (6) (b) (6)

h. ~l23.546090/07/05/88/PAGE 1 

TABLE 2 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR: HALD,ELLEN 
STUDY 0010oz 
VACCINE HIB/tf1R CONCURRENTLY 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGZ CODE/ OPSO CODE/IGG TOTAL CODE/ IGGM 
ffifff-**•--····--·••*****•-·----••*****-***********-*****--*******•-·-·········-··••***!HffHHt*************-********* 

H BLAC 4M 0 001 PREBLEED < Z50 3 < 100 < 100 
0 011 INJ 1 0331P 
0 011 INJ 1 CP749 15 MCG 

36 011 BLEED 1 < Z50 99 63Z 3Z7 

F BLAC 0 001 PREBLEED < Z50 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

ZS 011 BLEED 1 < Z50 

F CAUC 0 001 PREBLEED < Z50 0 < 100 < 100 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

Z9 011 BLEED 1 < Z50 99 1047 633 

H CAUC 0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

F CAUC 0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 0331P 

H BLAC 0 001 PREBLEED < Z50 < 100 < 100 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 0331P 

35 011 BLEED 1 < Z50 219 3549 

F CAUC 0 001 PREBLEED < Z50 0 < 100 < 100 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

Z9 011 BLEED l < Z50 40 499 Z002 

H CAUC 0 001 PREBLEED < Z50 0 < 100 < 100 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

ZS 011 BLEED 1 < Z50 100 4Z79 1066 

H CAUC 0 011 INJ 1 CP749 15 HCG 
0 011 INJ l 0331P 

F OTHE 0 001 PREBLEED < 250 < 100 158 
0 011 INJ l CP749 15 HCG 

0 ..... 
1\,1 -~ 



(b) (6) (b) (6) (b) (6)

HfL~/23546090/07/05/88/PAGE 2 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 

HALD.ELLEN 
001002 
HIB/HMR CONCURRENTLY 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGG2 CODE/ OPSO CODE/IGG TOTAL CODE/ IGGH 

F OTHE 15N 0 l 
33 1 

F BLAC 16H 0 l 
0 l 

F BLAC 22N 0 DOl PREBLEED 
0 11 INJ l 
0 Dll INJ l 

46 011 BLEED l 

H BLAC 19H 0 001 PREBLEED 
0 011 INJ l 
0 011 INJ l 

33 011 BLEED l 

H BLAC 15N 0 l 
0 l 

F BLAC 18H 0 l 
0 l 

F BLAC 19H 0 l 
0 l 

F BLAC 18H 0 l 
0 l 

H CAUC 15N 0 l 
0 l 

H BLAC 15" 0 011 INJ l 
0 011 INJ l 

F BLAC 17H 0 011 INJ l 
0 011 INJ l 

H BLAC 17H 0 011 INJ l 
0 011 INJ l 

H BLAC 19H 0 011 INJ l 

0331P 

CP749 15 HCG 
0331P 

CP749 15 HCG 
0331P 

CP749 15 HCG 
0331P 

CP749 15 HCG 
0331P 

CP749 15 HCG 
0331P 

CP749 15 HCG 
0331P 

CP749 15 HCG 
0331P 

CP749 15 HCG 
0331P 

CP749 15 HCG 
0331P 

CP749 15 HCG 
0331P 

CP749 15 HCG 
0331P 

CP749 15 HCG 

406 

< 250 

421 

< 250 

837 

0 

100 

675 859 

< 100 203 

472 1271 

0 -N -,.n 



(b) (6) (b) (6) (b) (6)

hrLU/23546090/07/05/88/PAGE 3 

INVESTIGATOR i 

STUDY 
VACCINE 
PATIENT CLASS: 

HALD,ELLEN 
0010oz 
HIB/HHR CONCURRENTLY 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGGZ CODE/ OPSO CODE/IGG TOTAL CODE/ IGGM 

H BLAC 

H OTHE 

19H 0 

15H 0 
0 

011 INJ l 0331P 

011 INJ l CP749 
011 INJ l 0331P 

15 HCG 

'\) 



(b) (6) (b) (6) (b) (6)

h~LU/Z3546090/07/05/88/PAGE 4 

INVESTIGATOR I HALD,ELLEN 
STUDY : 001002 
VACCINE HIB AND lflR 4 HEEKS APART 
PATIENT CLASS: HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGG2 CODE/ OPSO CODE/IGG TOTAL CODE/ IGGH 

F BLAC 

H BLAC 

F BLAC 

H BLAC 

F BLAC 

F CAUC 

H BLAC 

H CAUC 

F BLAC 

F BLAC 

15H 

14H 

13H 

15H 

1.5H 

14H 

15H 

14H 

15M 

14H 

0 
0 

32 
32 
71 

0 

0 
0 

38 
38 
73 

0 
43 

0 
31 

0 
0 

28 
28 
64 

0 
0 

28 
28 
66 

0 

0 

0 
0 

33 
33 
61 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

011 INJ l 
021 INJ 2 

011 INJ l 
021 INJ 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

011 INJ l 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 
021 INJ 2 
021 BLEED 2 

< 250 < 100 182 
CP749 15 HCG 

< 250 573 773 
0331P 

01/ QNS 427 120 

CP749 15 HCG 

< 250 
CP749 15 HCG 

274 
0331P 

01/ QNS 

CP749 15 HCG 
0331P 

CP749 15 HCG 
0331P 

< 250 0 
CP749 15 HCG 

290 
0331P 

375 100 

< 250 0 
CP749 15 HCG 

< 250 
0331P 

352 98 

CP749 15 HCG 

CP749 15 MCG 

< 250 
CP749 15 HCG 

< 250 
0331P 

< 250 

:::> .-
'.\) 

-..a 



(b) (6) (b) (6) (b) (6)

HrLU/23546090/07/05/88/PAGE 5 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 

HALD,ELLEN 
001002 
HIB AND tlHR 4 HEEKS APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGG2 CODE/ OPSO CODE/IGG TOTAL CODE/ IGGM 

F BLAC 15t1 0 011 INJ l CP749 15 HCG 
31 021 INJ 2 0331P 

F CAUC 16H 0 011 INJ l CP749 15 HC6 
35 021 INJ 2 0331P 

F BLAC 13H 0 011 INJ 1 CP749 15 HCG 
29 021 INJ 2 0331P 

H BLAC 15t1 0 011 INJ 1 CP749 15 HCG 

H CAUC 14H 0 011 INJ 1 CP749 15 HCG 

F BLAC 15t1 0 011 INJ 1 CP749 15 HCG 

H CAUC 14H 0 011 INJ 1 CP749 15 MCG 

H BLAC 15t1 0 011 INJ 1 CP749 15 HCG 

F BLAC 15t1 0 011 INJ 1 CP749 15 HCG 

H BLAC 14H 0 011 INJ 1 CP749 15 HCG 

H CAUC 14H 0 011 INJ 1 CP749 15 MCG 

H BLAC 14H 0 011 INJ 1 CP749 15 HCG 

:xi 



(b) (6) (b) (6) (b) (6)

h,_J/23546090/07/05/88/PAGE l 

TABLE 3 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR: HALD,ELLEN 
STUDY 1 001002 
VACCINE HIB/HHR CONCURRENTLY 
PATIENT CLASS: HEALTHY CHILDREN 

MEASLES - RUBELLA - MUMPS-ELI 
CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ HI CODE/ HI CODE/ SA 

M BLAC 14M 0 001 PREBLEED < s < 8 < 2 
0 011 INJ l 0331P 
0 011 INJ l CP749 15 MCG 

36 011 BLEED l 160 64 35.6 

F BLAC 14M 0 001 PREBLEED < s < 8 < 2 
0 011 INJ l CP749 15 MCG 
0 011 INJ l 0331P 

28 011 BLEED l 01/ QNS 01/ QI-IS 131 

f CAUC lSH 0 001 PREBLEED < s < 8 < 2 
0 011 INJ l CP749 15 t!CG 
0 011 INJ l 0331P 

29 011 BLEED l 80 64 26.3 

H CAUC 18H 0 001 PREBLEED < s < 8 < 2 
0 011 INJ l CP749 15 MCG 
0 011 INJ l 0331P 

91 011 BLEED l < s 256 31.8 

f CAUC 16M 0 001 PREBLEED < s < 8 < 2 
0 011 INJ l CP749 IS MCG 
0 011 INJ l 0331P 

30 011 BLEED 1 20 32 20.9 

H BLAC ISM 0 001 PREBLEED < s < 8 < 2 
0 011 INJ l CP749 15 t!CG 
0 011 INJ l 0331P 

35 011 BLEED l 160 128 17 

f CAUC lSH 0 001 PREBLEED < s < 8 < 2 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ l 0331P 

29 Dll BLEED l 20 32 29.7 

H CAUC 15M 0 001 PREBLEED < 5 < 8 < 2 
0 011 INJ l CP749 15 MCG 
0 011 INJ l 0331P 

28 011 BLEED l 80 64 7.3 

H CAUC 14M 0 011 INJ l CP749 15 MCG 

0 

'"\J -0 



(b) (6) (b) (6) (b) (6)

Hr~u/Z3546090/07/05/88/PAGE Z 

TABLE 3 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR: HALD,ELLEN 
ST\JDY 0010oz 
VACCINE HIB/HMR CONCURRENTLY 
PATIENT CLASS: HEALTHY CHILDREN 

MEASLES - RUBELLA - HUMPS-ELI 
CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE COOE/ HI COOE/ HI CODE/ SA 

~HHHHOHOUHf:lliHHOf:lliHf!HHHHHf!HHllflflflflflflflflflHHUHflfiUUf:ll:ll:ll:lliHUflfiHf:ll:11:ll:lliHflfiUHHHHflfiHfif:ll:ll:11:11:lllf:ll:11:11:ll:ll:11:ll:lliHf:ll:ll:11:ll:!lif-lEIHHl:ll:ll:ll:lliHHf:ll:ll:11:ll:ll:11:11:11:11:ll:ll:lliHHf:11:ll:ll:ll:llil-lf:ll:!lif-lE:II 

H CAUC 14H 0 011 INJ 1 0331P 

F OTHE 15H 0 001 PREBLEED < 5 < 8 < z 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

33 011 BLEED 1 160 1Z8 40.7 

F BLAC 16H 0 011 INJ l CP749 15 HCG 
0 011 INJ 1 0331P 

F BLAC ZZH 0 001 PREBLEED < 5 < 8 < z 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 0331P 

46 011 BLEED 1 80 1Z8 zoo 

H BLAC 19H 0 001 PREBLEED < 5 < 8 < z 
0 011 INJ l CP749 15 HCG 
0 011 INJ l 0331P 

33 011 BLEED l 40 64 39.8 

H BLAC 15H 0 011 INJ l CP749 15 HCG 
0 011 INJ 1 0331P 

F BLAC 18H 0 001 PREBLEED < 5 < 8 < z 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

78 011 BLEED 1 80 64 Z29 

F BLAC 19H 0 001 PREBLEED < 5 < 8 < z 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 0331P 

34 011 BLEED 1 160 1Z8 Z0.8 

F BLAC 18H 0 001 PREBLEED < 5 < 8 < z 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 0331P 

33 011 BLEED 1 80 Z56 206 

H CAUC 15H 0 001 PREBLEED < 5 < 8 < z 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ l 0331P 



(b) (6) (b) (6) (b) (6)

hrLU/23546090/07/05/88/PAGE 3 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 

HALD,ELLEN 
001002 
HIB/tl1R CONCURRENTLY 
HEALTHY CHILDREN 

TABLE 3 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

MEASLES - RUBELLA -
CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ HI CODE/ HI 

H CAUC 

H BLAC 

f BLAC 

H BLAC 

H BLAC 

H OTHE 

15H 

15H 

17H 

17H 

19H 

15H 

28 

0 
0 
0 

44 

0 
0 
0 

32 

0 
0 
0 

32 

0 
0 

0 
0 
0 

33 

011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 INJ 1 
011 BLEED 1 

011 INJ 1 
011 INJ 1 

001 PREBLEED 
011 INJ 1 
011 INJ 1 
011 BLEED 1 

80 128 

< 5 < 8 
CP749 15 HCG 
0331P 

20 256 

< 5 < 8 
CP749 15 HCG 
0331P 

160 128 

< 5 < 8 
CP749 15 HCG 
0331P 

160 256 

CP749 15 HCG 
0331P 

< 5 < 8 
CP749 15 HCG 
0331P 

80 32 

HlMPS-ELI 
CODE/ SA 

41.9 

< 2 

178 

.:::, -i\J 
i\J -



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/07/05/88/PAGE 4 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 

HALD,ELLEN 
0010oz 
HIB AND HMR 4 HEEKS APART 
HEALTHY CHILDREN 

TABLE 3 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

MEASLES - RUBELLA -
CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ HI CODE/ HI 

F BLAC 

H BLAC 

F BLAC 

H BLAC 

F BLAC 

F CAUC 

H BLAC 

H CAUC 

F BLAC 

F BLAC 

15H 

14H 

13H 

15H 

1511 

14H 

15H 

14H 

15H 

14H 

0 
0 

3Z 
3Z 
71 

D 

0 
0 

38 
38 
73 

0 
0 

43 
43 

0 
0 

31 
31 
87 

0 
0 

ZS 
ZS 
64 

0 
0 

ZS 
ZS 
66 

0 

0 

0 

001 PREBLEED 
011 INJ l 
011 BLEED l 
OZl INJ z 
OZl BLEED Z 

011 INJ l 

001 PREBLEED 
011 INJ l 
011 BLEED l 
OZl INJ z 
OZl BLEED Z 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
OZl INJ z 

001 PREBLEED 
011 INJ l 
011 BLEED 1 
OZl INJ z 
OZl BLEED Z 

001 PREBLEED 
011 INJ 1 
011 BLEED l 
OZl INJ z 
OZl BLEED Z 

001 PREBLEED 
011 INJ l 
011 BLEEO l 
OZl INJ z 
021 BLEED 2 

011 INJ l 

011 INJ l 

001 PREBLEED 

CP749 

0331P 

CP749 

CP749 

0331P 

CP749 

0331P 

CP749 

0331P 

CP749 

0331P 

CP749 

0331P 

CP749 

CP749 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 MCG 

15 HCG 

15 MCG 

15 HCG 

< 5 < 8 

< 5 < B 

160 128 

< 5 < 8 

< 5 < 8 

80 1Z8 

< 5 < 8 

< 5 < 8 

< 5 < 8 

< 5 < 8 

160 Z56 

< 5 < 8 

< 5 < 8 

160 64 

< 5 < 8 

< 5 < 8 

640 128 

< 5 < 8 

tu1PS-ELI 
CODE/ SA 

< 2 

< z 

15.8 

< z 

< z 

Z40 

< z 

< z 

190 

< z 

< z 

135 

< z 

< z 

406 

< 2 



(b) (6) (b) (6) (b) (6)

/ Z3546090/07/05/88/PAGE 5 

INVESTIGATOR : 
sruDv 
VACCINE 
PATIENT CLASS: 

HALD,ELLEN 
0010oz 
HIB AND t11R 4 HEEKS APART 
HEALTHY CHILDREN 

TABLE 3 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

MEASLES - RUBELLA -
CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE · coDE/ HI CODE/ HI 

F BLAC 4H 0 011 INJ 1 CP749 15 HCG 
33 011 BLEED 1 < 5 < 8 
33 021 INJ 2 0331P 
61 021 BLEED 2 160 128 

F BLAC 5H 0 001 PREBLEED < 5 < 8 
0 011 INJ 1 CP749 15 HCG 

31 011 BLEED 1 < 5 < 8 
31 021 INJ 2 0331P 
59 021 BLEED 2 80 128 

F CAUC 6H 0 001 PREBLEED < 5 < 8 
0 011 INJ 1 CP749 15 HCG 

35 011 BLEED 1 < 5 < 8 
35 021 INJ 2 0331P 
71 021 BLEED 2 80 64 

F BLAC 3H 0 001 PREBLEED < 5 < 8 
0 011 INJ 1 CP749 15 HCG 

29 011 BLEED 1 < 5 < 8 
29 021 INJ 2 0331P 
59 021 BLEED 2 320 256 

H BLAC SH 0 001 PREBLEED < 5 < 8 
0 011 INJ 1 CP749 15 HCG 

34 011 BLEED 1 < 5 < 8 

H CAUC 4H 0 001 PREBLEED < 5 < 8 
0 011 INJ 1 CP749 15 HCG 

32 011 BLEED 1 < 5 < 8 

F BLAC 0 001 PREBLEED < 5 < 8 
0 011 INJ 1 CP749 15 HCG 

33 011 BLEED 1 < 5 < 8 

H CAUC 0 001 PREBLEED < 5 < 8 
D 011 INJ 1 CP749 15 HCG 

31 011 BLEED 1 < 5 < 8 

H BLAC 0 001 PREBLEED < 5 < 8 
0 011 INJ 1 CP749 15 HCG 

MUHPS-ELI 
CODE/ SA 

< 2 

111 

< 2 

< 2 

8.9 

< 2 

< 2 

49.2 

< 2 

< 2 

32.5 

0 -"' N 
vf 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 

HALD,ELLEN 
0010oz 
HIB AND MHR 4 HEEKS APART 
HEALTHY CHILDREN 

TABLE 3 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

MEASLES - RUBELLA -
CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ HI CODE/ HI 

H BLAC 15M 44 011 BLEED l < 5 < 8 

F BLAC lSH 0 001 PREBLEfD < s < 8 
0 011 INJ l CP749 

30 011 BLEED l < 5 < 8 

H BLAC 14H 0 011 INJ l CP749 

H CAUC 14H 0 001 PREBLEED < s < 8 
0 011 INJ l CP749 

28 011 BLEED l < s < 8 

H BLAC 14H 0 001 PREBLEED < s < 8 
0 011 INJ l CP749 

4Z 011 BLEED l < s < 8 

tutPS- ELI 
CODE/ SA 



H~LU/LB546210/07/05/88/l 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
POPULATION 

AGE 

13-Z2 MOS. 

HALD,ELLEN 
001002 
HIB/HMR CONCURRENTLY 
RIA 
HEALTHY CHILDREN 

TABLE 4 
A N T I 8 0 D Y R E S P O N S E S 

% HITH ANTI-PRP FOLD RISE 
TIME 

IHONTHS) 

PRE INJ 
1 MONTH 

>,15 MCG AB/ML 

47 
100 

8/ 17) 
17/ 17) 

>l. 0 MCG AB/ML 
*************** 

0/ 17) 
16/ 17) 

% >2 FOLD MEAN 
*************** ****** 

94 I 16/ 17) 22.8 

GMT MCG AB/ML (N) 

ALL 
VACCINE ES 

*~************ 

0,141 
4.630 

17) 
17) 

FOOTNOTE IS J: 
IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE HEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 ...... 
N 
N 
.P-

l 

> 



•/LB546 210/0 7 /05/88/2 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
POPULATION 

AGE 
tiifil)()()(l(l()(l( 

13-22 HOS. 

HALD,ELLEN 
001002 
HIB AND tl"IR 4 HEEKS APART 
RIA 
HEALTHY CHILDREN 

TAu-i 5 
A N T I B O D Y R E S P O N S E S 

% HITH ANTI-PRP FOLD RISE 
TIHE ---------------------------------- ------------------------

IHONTHSJ >.15 HCG AB/ML >1.0 HCG AB/ML % >Z FOLD HEAN 
tHHHHHHHHHHt)( *******-*-•** *******-****** *****-*•*-*** *-*-

PRE INJ 22 4/ 18) 6 ( 1/ 18) 
1 HONTH 100 18/ 18) 89 I 16/ 18) 100 18/ 18) 18.1 
2 HONTHS 100 8/ 8) 88 ( 71 8) 100 8/ 8) 15.0 

GMT HCG AB/ML I N J 

ALL 
VACCINE ES 

*********-****** 

0.110 18) 
3.042 18) 
Z.438 8) 

FOOTNOTE I S J : 
IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TD CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TD CALCULATE THE GEOMETRIC HEAN TITER. 

-;"IJ 
f\J 
.11 



TABLE 6 

Antibody Responses to Individual Viral Vaccine 
Antigens Following Administration of 

MMR Alone or Concurrently with PRP-OMPC Vaccine 

Vaccination No. of Seroconversion Antibody 
Antigen Regimen Subjects Rate GMT 

Measles Concurrent 16 100 (16/16) 76.6 
4 Weeks Apart 8 100 ( 8/8) 160.0 

Mumps Concurrent 14 100 (14/14) 43.9 
4 Weeks Apart 8 100 ( 8/8) 65.2 

Rubella Concurrent 16 100 (16/16) 94.5 
4 Weeks Apart 8 100 ( 8/8) 117 .4 

6251I/220I 29AUG88 



HFLU/CC5 ,0/07 /05/88/ 1 TABLE 7 
C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

WALD,ELLEN 
001002 
HIB/MMR CONCURRENTLY 
HEALTHY CHILDREN 
13-22 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS BY BODY SYSTEM 

HIB CONJUGATE 
INJECTION: 

23 

19 
4 
0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

82.6 %) 
17.4 %) 

% BASED 
ON 23 

VACCINEES 

··········································~-······························· 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ. SITE 
ERYTHEMA, INJ. SITE (<=1 IN.) 
ERVTHEMA, INJ. SITE (>1 INCH) 
SWELLING, INJ. SITE (<=1 IN.) 

4 
3 
1 
1 
0 

17. 4 
13.0 
4.3 
4.3 
0.0 

'\) 

f\J 
-..J 



HFLU/CCf .0/07 /05/88/2 TABLE 7 (cont 
C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

INVESTIGATOR 
STUDV 
VACCINE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

WALD,ELLEN 
001002 
HIB/MMR CONCURRENTLY 
HEALTHY CHILDREN 
13-22 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS BY BODY SYSTEM 

MMR 
INJECTION: 

23 

23 
0 

(100.0 %) 
( 0 . 0 %) 

0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 23 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

ERYTHEMA, INJ. SITE (<=I IN.) 
ERYTHEMA, INJ. SITE (>I INCH) 
PAIN/SORENESS, INJ. SITE 
SWELLING, INJ. SITE (<=I IN.) 

0 
0 
0 
0 
0 

0.0 
0.0 
0.0 
0.0 
0.0 

:::> 

\) 
\) 

JJ 



HFLU/CC546330/07/05/BB/4 
TABLE 7 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVEST I GATOR 
STUDY 
VACCINE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

WALO,ELLEN 
001002 
HIB ANO MMR 4 WEEKS APART 
HEALTHY CHILDREN 
13-22 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS BY BODY SYSTEM 

HIB CONJUGATE 
INJECTION: 

22 

B 
14 

0 

NO . OF VACCINEES 
WITH 

CLINICAL COMP. 

36.4 %) 
63.6 %) 

% BASED 
ON 22 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS ( INJECTION SITE) 5 22 . 7 

SWELLING, INJ . SITE (<=1 IN.) 4 18.2 
ERYTHEMA, INJ . SITE (<=1 IN.) 3 13 . 6 
PAIN/SORENESS, INJ. SITE 1 4 . 5 
ERYTHEMA, INJ. SITE ( > 1 INCH) 0 0.0 

SYSTEMIC REACTIONS 14 63 . 6 
IRRITABILITY a 36.4 
WARM TO TOUCH 6 27.3 
DIARRHEA 3 13 . 6 
FATIGUE 2 9. 1 
ANOREXIA 4 . 5 
ASTHMA 4 . 5 
OTITIS MEDIA 4 . 5 
TEETHING 1 4.5 
COUGH 0 0 . 0 
ENOOPHTHALMIT IS 0 . 0.0 
NASAL CONGESTION 0 0 . 0 
NASAL DISCHARGE 0 0.0 
RASH 0 0 . 0 
UNUSUAL HIGH-PITCHED CRYING 0 0 . 0 
UPPER RESPIRATORY INFECTION, NOS 0 0.0 

rv ;--, 
0 



HFLU/CC546330/07/05/88/5 TABLE 7 (cont.) 
C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

WALD.ELLEN 
001002 
HIB ANO MMR 4 WEEKS APART 
HEALTHY CHILDREN 
13-22 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS BY BODY SYSTEM 

MMR 
INJECTION: 2 

10 

5 50 . 0 %) 
5 50.0 %) 
D 

NO . OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 10 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ. SITE 
SWELLING , INJ. SITE (<=1 IN.) 
ERYTHEMA, INJ. SITE (<=1 IN.) 
ERYTHEMA, INJ. SITE (>1 INCH) 

SYSTEMIC REACTIONS 
NASAL DISCHARGE 
COUGH 
FATIGUE 
IRRITABILITY 
RASH 
UNUSUAL HIGH-PITCHED CRYING 
WARM TO TOUCH 
ANOREXIA 
ASTHMA 
DIARRHEA 
ENDOPHTHALMITIS 
NASAL CONGESTION 
OTITIS MEDIA 
TEETHING 
UPPER RESPIRATORY INFECTION, NOS 

1 
D 
D 

5 
3 

1 
0 
D 
D 
D 
D 
0 
0 
0 

10 . 0 
10 . 0 
10.0 
o. o 
0 . 0 

50.0 
30.0 
10.0 
10. 0 
10 . 0 
10.0 
10.0 
10.0 
0.0 
0.0 
0.0 
0 . 0 
0 . 0 
0.0 
0.0 
0 . 0 

0 

l"\J 
~ 
0 



HtLU/Z3546030/07/05/88/PAGE l 

INVESTIGATOR: 
STIJDY 
VACCINE 
PATIENT CLASS: 
AGE RANGE 

HALD,ELLEN 
001002 
HI8/t111R CONCURRENTLY 
HEALTHY CHILDREN 
13-22 MOS. 

TABLE 8 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I NUMBER Of VACCINEES I 23 VACCINEESl - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tfJMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
--··---·--·····••*-*-*lt-lOHfltHf*tHf***** -********l**********l****tHt*tHt*l**********I**********'*****-*** *******-I 
LOCAL REACTIONS I l 3 I 2 I o I o I O I 4 I 

I I 4. 5% l I 13 . 6% l I I 8. 7% l I I o • 0% l I I o • 0% l I I o . 0% l I I 17. 4% l I 

----------------------------------- ---------- ----------1---------- ----------1----------1----------1---------- I 
ERYTHEHA, INJ. SITE I > l INCH l o l I l o I O I O I l I 

I 0.0%) l 4.51/.) I I 4.3%1 I 0.01/.I I 0.01/.) IC 0.01/.) I I 4.31/.) I 
I I I I I 

ERYTHEHA, INJ. SITE ( <=l IN. ) 0 l I O O I O I O I 1 I 
I O . 01/. ) 4 . .51/. I I O • 01/. ) I O • 0% l I I O . 0% l I O • 0% I I 4 . 3% l I 

I I I I I 
PAIN/SORENESS. INJ. SITE l 2 I l O I O I O I 3 I 

I 4 . .51/.1 I 9.1%1 I I 4.3%1 I o.O%l I I O.O%l I I 0.0%1 I 13.0%1 I 

----------------------------------- ----------1----------1---------- ----------1----------1----------1---------- I 
VACCINEES HITH COMPLAINTS l I 3 I 2 0 I O I O I 4 I 

I 4.5%) I I 13.61/.) I I 8.71/.l I 0.0%) I I 0.0%) I I 0.0%) I I 17.4%) I 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l I 

VACCINEES HITH NO COMPLAINTS I 21 I 19 I 21 I 23 I 23 I 23 I I 19 I 
t 1 95 . .5%1 I 1 86.4%l I c 91.31/.l I 1100.0%l I t100.0%l I noo.01/.l I I 82.6%l I 

-----------------------------------1----------I----------I----------I---------- I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 22 I 22 I 23 I 23 I 23 I 23 I I 23 I 

I I I I I I I I I 

-----------------------------------1----------l----------l----------l----------l----------l---------.l----------l 
VACCINEES HITH NO DATA I 1 I l I O I O I O I O I I O 

I I I I I I I I 

0 -l'\I 
v-6 -



HFLU/Z3546030/07/05/88/PAGE 2 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 
AGE RANGE 

HALO,ELLEN 
001002 
HIB/tl1R CONCURRENTLY 
HEALTHY CHILDREN 
13-22 HOS. 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HMR I Nl.t1BER OF VACCINEES I 23 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NU1BER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------1----------l----------1----------1----------l----------l*IHUt******' 

VACCINEES HITH COMPLAINTS I o I o I O I o I o I o I I o I 
I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I I 0.0%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
VACCINEES HITH NO COHPLAINTS I 22 I 22 I 23 I 23 I 23 I 23 1- I 23 I 

I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I I 1100.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 22 I 22 I 23 I 23 I 23 I 23 I I 23 I 

I I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I 1 I 1 I O I o I o I o I I o 

I I I I I I I I 

0 

rv 
vol 
rv 



HFL~/Z3546030/07/05/88/PAGE 3 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 
AGE RANGE 

HALD,ELLEN 
001002 
HIB/HHR CONCURRENTLY 
HEALTHY CHILDREN 
13-22 HOS . 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HI8/tl1R CONCURRENTLY I t>UMBER OF VACCINEES I 23 VACCINEESI - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I MJMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l*-*******I 
SYSTEMIC I 6 I 6 I 5 I 3 I 5 I 5 I I 11 I 

11 26.liO I I 26 . 1%} 11 21.7%1 11 13.0%) I I 21.7%) I I 21.7%) I I 47.8%) I 
--------------------------------------------

BODY AS A HHOLE/SITE U-,SPEC. 3 2 2 l l l 6 
13 .0,0 6. Tl.I 6. Tl.I 4.3%) 4.3%1 4 , 3%1 26 .1% I 

FATIGUE l 0 l l l l 2 
4.3%) 0.0%1 4.3%1 4.3%) 4.3%) 4.3%) 8, 7%) 

HARN TO TOUCH 2 2 l l 0 l 5 
8. Tl.I 8. 7%) 4.3%1 4.3%) 0.0%) 4,3%) 21. 7% J 

DIGESTIVE SYSTEM 0 0 l 0 0 0 l 
0 .0% I 0.0%) 4.3%) 0.0%) 0.0%} 0.0%) 4.3%) 

DIARRHEA 0 0 l 0 0 0 l 
0.0%1 0 . 0%) 4.3%1 0.0%) I 0.0%) 0 . 0%) I 4.3%) 

NERVOUS SYSTEM & PSYCHIATRIC 3 3 l l l l 6 
13.0% l 13.0%) 4.3%) 4.3%) 4.3%) 4. 31. J 26.1%) 

IRRITABILITY 3 3 l l l l 6 
13.0%1 13 . 0%1 4.3%1 I 4.3%1 4.3%1 4.3%1 26.1% I 

RESPIRATORY SYSTEM l l 2 2 2 2 2 
4.3%1 4.3%) 8. 7%) 8, 7%) 8.7%1 8, 7%) 8. 7%) 

NASAL CONGESTION l l l l l l l 
I 4.3%1 I 4.3%) I 4.3%1 I 4.3%) I 4.3% I I 4.3%) 4.3%) 

NASAL DISCHARGE l l l l l l l 
4.3%) 4.31. I 4 . 3%} 4 . 3%1 4 . 3%1 4,3%1 4.31.1 

0 -(\J 
IJ'I 
IJ'I 



HFLU/23546030/07/05/88/PAGE 4 

INVESTIGATOR: 
STUDY 
VACCitlE 
PATIENT CUSS: 
AGE RANGE 

HALD,ELLEN 
001002 
HIB/HHR CONCURRENTLY 
HEALTHY CHILDREN 
13-22 MOS. 

VACCINE I HIB/tl1R CONCURRENTLY 

CLINICAL COMPLAINTS 

TABLE 8 (cont.) 

CLINICAL COHPLAINTS 

I tlJHBER OF VACCINEES I 23 VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 
I o I I I 2 I 3 I 4 I 5 I I COMPLAINTS 

-***!Hf*IHf!HHHftHHf*!Ht******il-lHtlHHHHt* *IHf****il-lHt *****-** *IHf*******'********- ********- IHf**IHf**- ---*-* !Ht******** 
UPPER RESPIRATORY INFECTION, NOS O O l I l l l l 

, o . 01. ) 1 o . 01. ) 1 4. 3% l I 1 4. 3% ) 1 4. 3% 1 , 4 . 3% 1 , 4 . 3% l 
I 

SKIN & SKIN APPENDAGE O O O I O 2 2 2 
( 0 . Ol. I I O . 0% ) ( 0 . Ol. ) I ( 0 . 0% ) ( 8 . 7% ) ( 8. 7% ) ( 8 . 7% ) 

I 
RASH o O O I O 2 2 2 

o . 0% > 1 o . 0% ) o . 0% 1 I o . 0% l , s . 7% , s. 7% 1 s . 7% 1 
I 

SPECIAL SENSES l 2 1 1· 1 1 1 2 
4 . 3% > I 8. 7% ) I 4 • 3% ) I I 4. 3% ) 4. 3% ) 4 • 3% ) I 8. 7% ) 

I 
ENDOPHTHALHITIS O l O I O O O l 

I o. 0% ) I 4. 3i0 I o. 01. l I I O. oiO I o. 01. I I O. 0% ) I 4. 3% I 
I 

OTITIS HEDIA l l l I l l 1 l 
I 4. 3% > I 4. 3% I I 4. 3% l I I 4. 3% l I 4. 3% I I 4. 3%) 4. 3%) 

-----------------------------------l----------l----------l----------l----------l----------l----------l----------
vAcc1NEES HITH COHPLAINTS I 6 I 6 I 5 I 3 I 5 I 5 I 11 

I , 26.1%) I 1 26.1%> I , 21.11.1 I 1 13.0%) I , 21.11.1 I 1 21.11.1 I 1 47.8%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I 17 I 17 I 18 I 20 I 18 I 18 I I 12 
I 1 73.9%> I 1 73.9.%> I, 78.3%) I 1 87.0%) I 1 78.3%) I 1 78.3%> I I s2.2%> 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 23 I 23 I 23 I 23 I 23 I 23 I I 23 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I o I O I o I o I o I I o 

I I I I I I I I 



HtLU/Z3546030/07/05/88/PAGE 5 

INVESTIGATOR: 
STUDY 

HALD,ELLEN 
001002 

TABLE 8 (cont. ) 

CLINICAL COMPLAINTS 

VACCINE 
PATIENT CLASS: 

HIB AND MMR 4 HEEKS APART 
HEALTHY CHILDREN 

AGE RANGE 13-22 HOS. 

VACCINE: HIB CONJUGATE I N.Jt18ER OF VACCINEES l 22 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------. ___________ , 
I DAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I !COMPLAINTS 
-•••-•-•••••---••-•-•---•1--••••-•l•••-•••-l**********l•-******'**********l--•••-••l*******•-1•-•******I 
LOCAL REACTIONS I 4 I 4 I o I o I o I o I I 5 I 

I I 18. 2,0 I I 19. 0,0 I l 0. 0,0 I I 0. 0%) I I 0. 0%) I I 0. 0%) I I 22. 7% ) 
----------------------------------- ----------1- --------1----------1---------- ---------- ----------1----------1 

ERYTHEHA, INJ. SITE (<=l IN.) 3 I 2 I 0 I 0 0 0 I I 3 
13. 6% , I 9. 5% > I o. 0% > I o. 0% > o. 0% l o. 0% > I I 13. 6% > 

I I I I I 
PAIN/SORENESS, INJ. SITE l I l I 0 I 0 0 0 I I l 

4 . 5% l I 4. a% l I o . 01. l I o . 01. > o . 01. l o . 01. > I I 4. 5% l 
I I I I I 

SHELLING, INJ. SITE l<=l IN.) 3 I 3 I 0 I O 0 0 I I 4 
I 13.6%) I I 14.3%) I I 0.0%) I I 0.0%) 0.0%) I 0.0%) I I 18.2%) 

----------------------------------- ----------1----------1----------1---------- ---------- ----------1----------1 
SYSTEHIC 8 I 7 I 6 I 5 5 5 I I 13 

I 36.41.) I I 33.31.) I I 27.31.) I l 22.71.) I 22.71.) I 22.71.) I I 59.1%) 

BODY AS A HHOLE/SITE UNSPEC. 3 5 2 1 2 l 7 
13.6%) 23.8%) 9.1%) 4.5%) 9.1%) 4.5%) 31.8%) 

FATIGUE 2 2 0 0 0 0 2 
9.1%) 9.5%) 0.0%) 0.0%) 0.0%) 0.0%) 9.1%) 

HARH TO TOUCH 2 4 2 1 2 1 6 
9.1%) 19.0% l 9.1%) 4.51.) 9.1%) 4.5%) 27.3%) 

DIGESTIVE SYSTEH 1 2 1 2 1 2 5 
4.5%) 9.5%) 4.5%) 9 .11.) 4.5%) 9.1%) 22.7%) 

ANOREXIA 1 0 0 0 0 0 l 
4.51. l 0. 01.) 0.0%) 0.0%) 0.0%) 0. 01. l 4.5%) 

DIARRHEA 0 2 l 2 l l 3 
0. 01. l 9.5%) 4.5%) 9.1%) 4.5%) 4.5%) 13.6% J 



HFLU/Z3546030/07/05/88/PAGE 6 

INVESTIGATOR: 
STUDY 
VACCitlE 
PATIENT CLASS: 
AGE RANGE 

HALP,ELLEN 
001002 
HIB AND t1HR 4 HEEKS APART 
HEALTHY CHILDREN 
13-22 MOS. 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE I HIB CONJUGATE I NlR18ER OF VACCINEES I 22 VACCINEES) - INJECTION: l I 
1---------------------------------· ------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
tHHtlOOl.~ffitittHHt-lllllllllllllllllllllUI-IHI -totllll)HHOI ********** ********** ********** ********** llll*lllllHOHIII **********lllifJIIIIIIIIIIIIIII 

TEETHING O o O O O l I l 
0.0%> 0.0%> 0.0%> 0.0%> 0.0%> 4.5%> I 4.5%> 

I 
NERVOUS SYSTEH & PSYCHIATRIC 6 3 3 2 l l I 7 

27.3%> c 14.3%> 13.6%> 9.1%> 4.5%> 4.5%> I 31.8%> 
I 

IRRITABILITY 6 3 3 2 l l I 7 
21.3%> c 14.3%> 13.6%> 9.17.> 4.57.> 4.5%> I 31.8%> 

I 
RESPIRATORY SYSTEH l l l l 1 l I 1 

ASTHNA 

SPECIAL SENSES 

4.5%) 4.8%) 4.5%) 4.5%) 4.5%) 4.5%) 4.5%) 

1 1 
4.5%) I 4.87. J 

l l 
I 4.5%) I 4.8%) 

l 
4.5%) 

l 
4.5%) 

1 
4.5%) 

l 
4.5%) 

1 
4.5%) 

l 
4.5%) 

l 
4.5%) 

l 
4.5%) 

l 
4.5%) 

l 
4.5%) 

OTITIS HEDIA l l l l l 1 l 
I 4.5.iO I 4.8%) I 4.5%) I 4.5%) I 4.5%) I 4.5%) I 4.5%) 

-----------------------------------1---------- ----------l----------l----------1----------1----------1----------
vAccINEES HITH COHPLAINTS I 9 9 I 6 I 5 I 5 I 5 I 13 

I I 40.9.iO I I 42.9%> I I 27.37.J I I 22.77.J I I 22.7%> I I 22.7%) I 59.1%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COHPLAINTS I 13 I 12 I 16 I 17 I 17 I 17 I I 9 
I I 59.1%> I I 51.1:0 I I 72.7%) I I 77.3%> I I 77.37.> I I 77.37.> I I 40.9iD 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 22 I 21 I 22 I 22 I 22 I 22 I I 22 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I l I o I o I o I o I I o 

I I I I I I I I 



. 

HFLU/Z3546030/07/05/88/PAGE 7 

INVESTIGATOR: 
STUDY 

HALD,ELLEN 
001002 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE 
PATIENT CLASS: 

HIB AND t1HR 4 HEEKS APART 
HEALTHY CHILDREN 

AGE RANGE 13-ZZ HOS. 

VACCINE: tl1R I taJHBER OF VACCINEES I 10 VACCINEESJ - INJECTION: Z I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I M.IMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 
llHHHHHHHf********IHHHHttHHHHUI 1111 J(J(J(J(J()( I IHHHHtifJ(iftHt I J(lHHHH(fftHt 1--•-1 J(ititit***ifl(J( I J(J(J(ififtHtiftHt I J(itititl(!HHtl(if I*"******* J(J(J(J(J(ifl(ifl(J( I 
LOCAL REACTIONS I 1 I 1 I 1 I o I o I o I 1 I 

I I 10. o:o I c 10. 01. J I I 10. 01. l I I o. 01. > I I o. ol. > I I o. 01. > I 10. ol. l I 
-----------------------------------1----------I----------I----------I----------I----------I----------I---------- I 

PAIN/SORENESS, INJ. SITE I 1 I 0 I 0 I 0 I 0 I 0 I 1 I 
I 10. 01. > I o. 01. l I o. 01. > I o. 01. > I o. 0% l I o. 01. > I t 10. 01. l I 
I I I I I I I I 

SHELLING, INJ. SITE (<=l IN.) I 1 I 1 I 1 I 0 I 0 I 0 I 1 I 
I I 10. 0%) I I 10. 0% I I I 10. 01. I I I O. 0% l I I O. 0% I I I O. 01.) I I 10. 0% I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I---------- I 
SYSTEMIC I 4 I 4 I 3 I 3 I 4 I 3 I 5 I 

I t 40. 0% > I t 40. 01. > I I 30. 0% > I I 30. 0% > I I 40. 0% l I 1 30. 0% > I so. 0% > I 

BODY AS A HHOLE/SITE UNSPEC . 1 1 0 0 0 0 1 
( 10.0%) 10.0%) 0.0%) ( 0. 01.) 0.0%) 0.0%) 10.01.) 

FATIGUE 1 0 0 0 0 0 1 
10.0%) 0.0%) ( 0.0%) 0.0%) 0.0%) 0.01.) 10.01.) 

HARH TO TOUCH 1 1 0 0 0 0 1 
10.01.) 10.01.) ( 0. 01. l ( 0. 01.) ( 0. 01. > ( 0. 01.) ( 10.01.) 

NERVOUS SYSTEH & PSYCHIATRIC 1 0 0 0 1 1 2 
10.01.) 0.0%) 0. 01. J 0. 01.) 10.0%) 10 . 01.) 20.01.) 

IRRITABILITY 0 0 0 0 1 1 1 
0 . 0iO 0.0%) 0. 0%) 0.01.) 10.0%) 10.0%) 10.0%) 

lJIIAJSUAL HIGH-PITCHED CRYING 1 0 0 0 0 0 1 
( 10 . 0%) 0.0%) ( 0.0%) 0.0%) ( 0.0%) 0.0%) ( 10 . 0l.) 

RESPIRATORY SYSTEH 3 3 3 3 3 z 3 
30.0%) ( 30.0:0 ( 30 . 0%) 30 . 0%) I 30.0% J ( Z0.01.) ( 30.01.1 
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INVESTIGATOR: 
ST\JDY 

HALD,ELLEN 
001002 

TABLE 8 (cont.) 

CLINICAL CotlPLAINTS 

VACCINE 1 
PATIENT CLASS: 

HIB AND MMR 4 HEEKS APART 
HEALTHY CHILDREN 

AGE RANGE 13-22 MOS. 

VACCINE I t11R I Nl..t1BER OF VACCINEES I 10 VACCINEES) - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I o I l I 2 I 3 I 4 I 5 I I COMPLAINTS 
-NNNNNNNIHHINiHf---NNNNNNNNNNNNNN tHHHitHHHHHI *tHttHHHt*** *tHt*tHl**tHt ***tHl*tHttl* tHIN******* tHHHitHt*tHt* tHHIN*ittl*tHt **tHt****** 

COUGH 1 0 0 0 0 1 1 
10.0%) I 0.0%) 0.0%) 0.0%) I 0.0%) I 10.0%) 10.0:0 

NASAL DISCHARGE 3 3 3 
I 30.0%) I 30.0%) I 30.0%) 

SKIN & SKIN APPENDAGE 1 0 0 
10. 0%) 0. 0%) 0. 0% J 

3 3 2 
30.0%) I 30.0%) I 20.0%) 

0 0 0 
0.0%) 0.0%) o.o:o 

3 
I 30.0%) 

1 
10.0%) 

RASH 1 0 0 0 0 0 1 
I 10. 0%) 0. 0%) I O. 0%) I O. 0%) I O. 0%) I O. 0%) 10. 0%) 

-----------------------------------1---------- ---------- ----------1----------1----------1----------I----------I 
VACCINEES HITH COHPLAINTS I 4 4 4 I 3 I 4 I 3 I I 5 

I I 40.0%) I 40.0%) I 40.0%) I I 30.0%) I I 40.0%> I I 30.0%) I I 50.0%J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO CDNPLAINTS I 6 I 6 I 6 I 7 I 6 I 7 I I 5 
I I 60.0%> I 1 60.0%1 I I 60.0%> I I 10.0%> I I 60.0%> I I 70.0%> I I so.o%J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 10 I 10 I 10 I 10 I 10 I 10 I I 10 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I O I O I O I O I O I I O 

I I I I I I I I 
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ItNESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 
AGE RANGE 

HALD,ELLEN 
0010oz 
HIB AND HMR 4 HEEKS APART 
HEALTHY CHILDREN 
13-Z2 HOS. 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB AND 1'11R 4 HEEKS APART! M.tl3ER OF VACCINEES ( Z2 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l*IHf* ___ , 
SYSTEMIC I o I 1 I o I o I o I o I I 1 I 

I 1 0.0%1 I 1100.0%1 I 1 0.0%1 I 1 0.0%1 I 1 0.0%1 I I 0.0%1 I I 1100.0%1 I 

I I I I I 
NERVOUS SYSTEM I PSYCHIATRIC I O 1 I O I O I O I O 1 

I ( 0.0%) (100.0%) I ( 0.0%) I I 0.0%) I I 0.0%) f ( 0.0%) (100.0%) 
I I I I I 

IRRITABILITY I o 1 I o I o I o I o I 1 
I I o. 0% J I 1100. 0% l I I o. oio I I o. 0% J I I o. 0% J I I o. o:o I I 1100. 0% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COMPLAINTS I o I 1 I o I o I o I o I I 1 

I ( o. 0% J I 1100. 0.iO I I o. 0% J I I o. 0% J I I o. 07. l I I o. 0% J I I 1100. 07. J 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COMPLAINTS I O I O I O I O I O I O I I o 
I , o • 0% 1 I I o • 0% 1 I I o • 0% J I I o . 0% J I , o • 0% J I I o • 0% J I I I o. 0% 1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I O I 1 I O I O I O I O I I 1 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I 22 I 21 I 22 I Z2 I 22 I Z2 I I 21 

I I I I I I I I 
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INVESTIGATOR: HALD,ELLEN 
sruoy 001002 
VACCINE HIB/HHR CONCURRENTLY 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 13-22 MOS. 

TABLE 9 

MAXIMUM TEMPERATURES 

VACCINE: HIB/tf1R CONCURRENTLY I NU1BER OF VACCINEES I 23 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I ta.JMBER 

MAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
IDEG F, ORAL) I O I l I 2 I 3 I 4 I 5 I I MAX TEMP 

·----······-··········•IHHfifitiHHII*--***-- •*******- -•******* ·---··-***--****--··•--•I•-·--·----•**** 
NORMAL I 1 2 l 1 1 l I l 

I 1,.n:1 33.3%1 16.7%1 20.0%1 zo.0%1 zs.0%1 I 14.3%1 
I I 

< 99 I s 2 4 4 2 3 I 2 
I 83.3%) I 33.3%) 66.7%) 80 . 0%) 40.0%1 75.0%) I 28.6%) 
I I 

99 - 99.9 I o 1 o o 1 o I z 
I 0.0%) 16.7%) 0.0%) 0.0%) Z0.0%1 O,Oi!) I Z8.6i!) 
I I 

100 - 100,9 I O 1 l O l O I Z 
I I O. 0% l I 16. 7% l I 16. 7% l I O, 0% l I zo. 0% l I O, 0% l I I 28, 6%) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------
TEMPERA TURE TAKEN I 6 I 6 I 6 I 5 I 5 I 4 I I 7 

I I 26,1%1 I I 26.1%1 I I 26.li!l I I Zl.7%J I I Zl.7%1 11 17.4%1 I I I 30.4%1 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEMPERATIJRE NOT TAKEN I 17 I 17 I 17 I 18 I 18 I 19 I I 16 I 
I I 73.9%1 I 1 73,9%1 I I 73.9%1 I I 78.3%1 I I 78.3i0 I I 8Z.6%J I I I 69.6%1 I 
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INVESTIGATOR: HALD,ELLEN 
STUDY 001002 

TABLE 9 (cont.) 

HAXIMUH TENPERATlJRES 

VACCINE HIB AND tv1R 4 HEEKS APART 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE t 13-22 NOS. 

VACCINE: HIB CONJUGATE I N.leER OF VACCINEES I 22 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

MAX TEHPERATURE l----------------------------------------------------------------------------1 HITH 
IDEG F, ORALJ I O I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

---~•••••••••••••••••----••••••• tHHHHt*ltittHf •H-lfJt••-•1---••-•I•-•-•-• -•-•--• lfilif!HfiHHHHf ~!HfiHHf ~-•••-
NORHAL 1 3 I 3 I 3 3 3 1 

14. 3%) I 50. 0% J I I 50. 0% ) I I 60. 0%) t 60. 0%) I 60. 0%) I 14. 3%) 
I 

< 99 4 2 I 2 1 1 1 3 
57.1%) I 33.3%) I 33.3.iD I 20.0%) 20.0%) 20.0%) 42.9%) 

I 
99 - 99.9 1 1 I 1 1 1 1 2 

14. 3% > I 16. 71/. I I I 16. 71/. I 20. 0%) I 20 . 0% I 20. 0%) I 28. 6%) 
I 

100 - 100.9 1 o I o o o o 1 
l 14.3%) I 0.0%) I I 0.0%) l 0.0%1 I 0 . 0%) I 0.0%) l 14.3%) 

-----------------------------------1----------I----------I---------- ----------1----------1---------- ----------1----------
TEMPERATURE TAKEN I 7 I 6 I 6 5 I 5 I 5 I 7 

I ( 31.8%) I ( 27 . 3%) I I 27.31/.) I 22.71/.) I I 22.7%) I I 22.71/.) I I 31.8%) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERATURE NOT TAKEN I 15 I 16 I 16 I 17 I 17 I 17 I I 15 I 

I l 68. 2% > I I 72. 7% I I I 72. 71. > I I 77. 31. I I I 77. 3% I I I 77. 3% I I I I 68. 2% > I 

0 -rv 
t:: -
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INVESTIGATOR: HALD,ELLEN 
STIJOY 0010oz 

TABLE 9 (cont.) 

HAXIKJH TEHPERA11JRES 

VACCINE HIB ANO HtlR 4 HEEKS APART 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 13-ZZ HOS. 

VACCINE: HHR I NU1BER OF VACCINEES I 10 VACCINEES) - INJECTION Z I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tLIHBER 

HAX TEHPERA11JRE 1----------------------------------------------------------------------------I HITH 
IDEG F, ORALJ I O I 1 I Z I 3 I 4 I 5 I I HAX TEMP 

HH*tHHf--•--•*"***iHHHt*•~l-••-••l••-•--••l-••--1•--••HtHtl•••~•••l-••-••-ltHHt!HtiHHHHtltHHf•••••••I 
NORHAL I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 

I 50 . o;o I 50 . 0% J I 50 . 0% J I 50 . 0% J I 50. 0% J I t 50 • 0% J I I 50 . 0% J I 
I I I I I I I I I 

< 99 I 1 I 1 I 1 I 1 I 1 I 1 I I 1 I 
I I 50. 0% J I 1 50. o;o I 1 50. o;o I I 50. o;o I I 50. ox) I I 50. ox ) I I I 50. 0%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 
TEMPERATURE TAKEN I Z I Z I Z I Z I Z I Z I I Z I 

I I Z0.0%) I 1 Z0.0%) I I Z0.0%) I 1 Z0.0%) I 1 Z0.0%) I 1 ZO.OX) I I I Z0.0%) I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEMPERATURE NOT TAKEN I 8 I 8 I 8 I 8 I 8 I 8 I I 8 I 
I c 80. o.io I 1 80 • o;o I 1 80 . ox J I 1 80. ox > I 1 80 • ox > I c 80 • ox > I I 1 80. o:o I 

0 
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(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINES: 

INVESTIGATOR: 

62491/2201 

Haemophilus 
meningitidis 
Study 011-01 

b Conjugate 
Outer Membrane 

Vaccine, 
Protein 

(Neisseria 
Complex), 

To compare clinical reaction rates and antibody 
responses to Haemophilus b conjugate vaccine (Neisseria 
meningitidis outer membrane protein complex), 
diphtheria and tetanus toxoids and pertussis vaccine 
(DTP), and live oral trivalent poliovirus vaccine (OPV) 
administered currently or at separate times. 

1. Haemophil us 
meningitidis 
(PRP-OMPC) 

b Conjugate Vaccine, 
Outer Membrane Protein 

(Neisseria 
Complex) 

Lot 1080/C-P749 -■mcg polysaccharide/ml 
mcg meningococcal protein/ml 

Aluminum h droxide diluent 
Lot ----------

2. Diphtheria and Tetanus Toxoids 
Vaccine (DTP) 

TRI-IMMUNOL® 
Lederle Laboratories 
Lot 187-664 

and Pertussis 

3. Poliovirus Vaccine Live Oral Trivalent (OPV) 

ORIMUNE® 
Lederle Laboratories 
Lot 0557F 
Lot 178-612 

Barry Dashefsky, M.D. 
Children's Hospital of Pittsburgh 
3705 Fifth Avenue 
Pittsburgh, PA 15213 

29AUG88 
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SUB-INVESTIGATOR: 

STUDY LOCATION: 

DATE INITIATED: 

DATE COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

6249I/220I 

- 2 -

Ellen R. Wald, M.D. 
Michael Green, M.D. 
Nancy Guerra, C.R.N.P. 
Children's Hospital of Pittsburgh 
3705 Fifth Avenue 
Pittsburgh, PA 15213 

Children's Hospital of Pittsburgh 
3705 Fifth Avenue 
Pittsburgh, PA 15213 

February 8, 1988 

In progress. 

Healthy children at least 17 months of age who have 
not previously received a DTP or OPV vaccine booster 
are included in the study. 

Children are randomly assigned to receive PRP-OMPC 
vaccine and DTP /OPV vaccines at the same time or 4 
weeks apart. Approximately 75 children are assigned 
to each regimen. 

All children receive a single O. 5 ml (15 mcg 
polysaccharide) injection of PRP-OMPC vaccine 
reconstituted in aluminum hydroxide. A single 0.5 ml 
intramuscular injection of DTP vaccine and a O. 5 ml 
oral dose of OPV vaccine are given at the same time 
(at separate sites) or 4 weeks later. 

The parent or guardian is required to record the 
vaccine recipient's temperature and any reactions at 
the injection site or systemic complaints for 5 days 
after each injection of vaccine. Unexpected or 
serious reactions are to be reported immediately to 
the study physician. Serious adverse experiences in 
the 14 days following each injection of vaccine are 
required to be reported by the investigator. 

A blood sample is obtained immediately prior to and 1 
month after each injection of vaccine. All serum 
samples are assayed for antibody to the capsular 
polysaccharide of Haemophilus influenzae type b by 
radio immunoassay, diphtheria and tetanus toxoids by 

29AUG88 
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(b) (4)
(b) (4)

STUDY PROCEDURE: 
(CONT.) 

RESULTS: 

6249I/220I 

- 3 -

enzyme immunoassay, and to pertussis and polio 
virus. Selected samples are also tested for 
bactericidal and opsonophagocytic activity, 
immunoglobulin isotype and subclass.,.....;I= _G;;;...;.... _ .;;..;A;.;;;s;..;;;s;..;;a;;-<..,;;s'---;;;.f .;;;.o.;;;.r _ 
DTP and OPV are J:)erformed at 

and for 
opsonophagocytic activity at the University of 
Alabama. All other assays are performed at Merck 
Sharp & Dahme Research Laboratories. 

Demographic information and individual pre and 
postimmunization antibody data for each vaccine 
recipient are presented in Tables 1-3. 

1. Current status: 

Regimen 

Concurrent 
Separate 

No. Vaccinated 
PRP-OMPC DTP/OPV 

21 
26 

*Two children received DT vaccine only. 

2. Serologic results: 

Anti-PRP responses prior to and 1 month after 
PRP-OMPC vaccination are as follows: 

Regimen 

Concurrent 

Separate 

Time % With Anti-PRP GMT (mcg/ml) 

Pre 
Post 

Pre 
Post 

>0. 15 mcg/ml >1.0 mcq/ml All Vaccinees 

25 ( 4/16) 
100 ( 16/16) 

21 ( 4/ 19) 
100 ( 19/19) 

6 ( 1/16) 
88 (14/16) 

0 (0/19) 
90 (17/19) 

o. 11 
5.02 

0.08 
6.51 

Antibody responses to PRP, diphtheria and tetanus are 
presented in Table 4-6. Antibody responses to 
pertusis and polio virus are not yet available. 

29AUG88 
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3. Clinical results: 

The incidence of selected injection site and 
systemic reactions occurring within 2 days after 
vaccination are as follows: 

Type of Reaction 

Injection Site: 

Pain/Soreness 
Erythema >1 inch 
Swelling >l inch 
Induration 

Systemic: 

Irritability 
Sleepiness/Lethargy/ 

Fatigue 

% of Vaccinees 
Concurrent 

PRP-OMPC DTP/OPV 

33 (7 /21) 57 ( 12/21) 
0 (0/21) 0 ( 0/21) 
0 (0/21) 0 ( 0/21) 
0 (0/21) 0 ( 0/21) 

71 ( 15/21 J 
33 (7/21) 

with Reaction 
Separate 

PRP-OMPC OTP/OPV 

23 (6/26) 44 (7/16) 
0 (0/26) 0 (0/16) 
0 (0/26) 0 (0/16) 
0 (0/26) 0 (0/16) 

PRP-OMPC DTP/OPV 

35 (9/26) 25 (4/16) 
19 (5/26) 13 (2/16) 

The frequencies of all clinical reactions and 
maximum temperatures occurring during the five 
days following each injection of PRP-OMPC vaccine 
and/or DTP/OPV vaccines are presented in Tables 
7-9. 

No serious or alarming reactions attributable to 
vaccination have been reported. 

62491/220! 29AUG88 
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TABLE 1 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR: DASHEFSKY,BARRY 
STUDY 001101 
VACCINE I HIB/DTP/OPY CONCURRENTLY 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ IGGl 
-lHHt*tHt***iHHft1-********NNNNNNNNNNNNNNNNN*NMN*IHHflHHtlHHf***iHHHHHttl-lHHfNNlHHt****llif1Ht***IHttHtlliHHf*************tHt***IHt***1Ht***lHHt*IHHf*iHOt** 

H BLAC 18H 0 PREBLEED 144 < 5 < 600 
0 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

30 011 BLEED 1 33759 >= 80 45161 

F BLAC 19H 0 1 CP749 15 HCG 
0 1 87664 
0 1 78612 

H CAUC 20H 0 PREBLEED < 125 < 5 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

28 011 BLEED 1 9904 20 

H CAUC 18H 0 PREBLEED 128 < 5 < 600 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

28 011 BLEED 1 4538 >= 80 < 1200 

F CAUC 1911 0 001 PREBLEED < 125 < s < 600 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

28 011 BLEED 1 647 >= 80 < lZOO 

F BLAC 17H 0 001 PREBLEED < 125 < 5 < 600 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

28 011 BLEED 1 21740 >= 80 18449 

H CAUC 18H 0 PREBLEED < 125 < 5 < 600 
0 INJ 1 CP749 15 HCG 
0 INJ 1 87664 
0 011 INJ 1 78612 

28 011 BLEED 1 29848 >= 80 7824 

F BLAC 18H 0 001 PREBLEED < 125 
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INVESTIGATOR 
sruov 
VACCINE 
PATIENT CLASS: 

OASHEFSKY,BARRY 
001101 
HIB/DTP/OPV CONCURRENTLY 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F BLAC 18H 0 l CP749 15 MCG 
0 l 87664 
0 l 78612 

33 l 13517 

F BLAC 19H 0 l CP749 15 t1CG 
0 l 87664 
0 l 78612 

H BLAC 19H 0 001 PREBLEED 136 
0 11 INJ l CP749 15 t1CG 
0 011 INJ l 87664 
0 011 INJ l 78612 

50 011 BLEED l 19565 

H BLAC 19H 0 PREBLEED < 125 
0 INJ l CP749 15 tlCG 
0 011 INJ l 87664 
0 011 INJ l 78612 

35 11 BLEED l 1230 

H BLAC ZlH 0 PREBLEED < 125 
0 INJ l CP749 15 MCG 
0 011 INJ l 87664 
0 011 INJ l 78612 

35 011 BLEED l 1699 

F CAUC 18H 0 001 PREBLEEO < 125 
0 011 INJ l CP749 15 HCG 
0 011 INJ l 87664 
0 011 INJ l 78612 

35 011 BLEED 1 1141 

F CAUC 17H 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ l 84609 

29 011 BLEED 1 3057 

H BLAC 19H 0 001 PREBLEED 1657 
0 011 IHJ l CP749 15 HCG 

CODE/ SBA CODE/ IGGl 

< 5 < 600 

< 5 < 1200 

< 5 < 600 

20 3439 

0 -!\) 

~ 
)J 



(b) (6) (b) (6) (b) (6)

, .. ~J/23546090/07/05/88/PAGE 3 

INVESTIGATOR: 
ST\JDY 
VACCINE 
PATIENT CLASS: 

DASHEFSKY,BARRY 
001101 
HIB/DTP/OPV CONCURRENTLY 
HEALTHY CHILDREN 

TABLE 1 {cont. ) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

H BLAC 19H 0 011 INJ 1 87664 
0 011 INJ 1 84609 

30 011 BLEED 1 11276 

F BLAC 18H 0 001 PREBLEED 329 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

32 011 BLEED 1 699 

H BLAC 20H 0 001 PREBLEED 416 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

31 011 BLEED 1 13695 

H CAUC 19H 0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

F BLAC 19H 0 001 PREBLEED 212 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

28 011 BLEED 1 1682 

F BLAC 23H 0 011 INJ 1 CP749 15 HCG 
0 011 nu 1 87664 
0 011 INJ 1 78612 

H CAUC 18H 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 87664 
C 011 INJ 1 78612 

34 011 BLEED 1 14261 

CODE/ SBA CODE/ IGGl 

0 -l'\J 
.&:; 

..0 



(b) (6) (b) (6) (b) (6)

hn.LI/Z3546090/07/05/88/PAGE 8 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 

DASHEFSKY,BARRY 
001101 
HIB/DT/OPV CONCURRENTLY 
HEALTHY CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F BLAC 18H 0 001 PREBLEED 
0 011 INJ 1 
0 011 INJ 1 
0 011 INJ 1 

41 011 BLEED 1 

F CAUC 17H 0 001 PREBLEED 
0 011 INJ 1 
0 011 INJ 1 
0 011 INJ 1 

29 011 BLEED 1 

CP749 
81038 
786U 

CP749 
81038 
78612 

15 HCG 

15 MCG 

< 125 

1529 

< 125 

1572 

CODE/ SBA CODE/ IGGl 

0 -rv 
\J't 
0 



(b) (6) (b) (6) (b) (6)

, .. _.J/Z3546090/07/05/88/PAGE 4 

INVESTIGATOR: DASHEFSKY,BARRY 
STUDY 1 001101 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

VACCINE HIB AND DTP/OPV 4 HEEKS APART 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA 

F OTHE 0 001 PREBLEED 157 
0 011 INJ l CP749 15 HCG 

28 011 BLEED l 5468 
28 021 INJ 2 87664 
28 021 INJ 2 78612 
67 021 BLEED 2 17012 

F CAUC 0 001 PREBLEED < 125 
.0 011 INJ l CP749 15 HCG 

29 011 BLEED l 334 
29 021 INJ 2 87664 
29 021 INJ 2 78612 
64 021 BLEED 2 409 

F CAUC 0 001 PREBLEED < 125 
0 011 INJ l CP749 15 HCG 

28 011 BLEED l 115797 
28 021 INJ z 87664 
28 021 INJ 2 78612 
63 021 BLEED 2 105167 

F BLAC 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 HCG 

28 011 BLEED l 73437 
28 021 INJ 2 87664 
28 021 INJ 2 78612 
74 021 BLEED 2 34170 

F BLAC 0 001 PREBLEED < 125 
0 011 INJ 1 CP749 15 MCG 

28 011 BLEED l 11216 
28 021 INJ 2 87664 
28 021 INJ 2 78612 
49 021 BLEED 2 7960 

H BLAC 17M 0 001 PREBLEED < 125 
0 011 INJ l CP749 15 HCG 

36 011 BLEED l 33853 
36 021 INJ 2 87604 
36 021 INJ 2 84609 
92 021 BLEED 2 5738 

CODE/ SBA 

< 5 

20 

5 

< 5 

< 5 

< 5 

< 5 

>= 80 

20 

< 5 

>= 80 

>= 80 

CODE/ IGGl 

< 600 

7369 

31660 

< 600 

< 1200 

< 1200 

< 600 

> 2400 

> 2400 

< 600 

5622 

4122 

0 -;\,I 
I.II -



(b) (6) (b) (6) (b) (6)

h,_J/23546090/07/05/88/PAGE 5 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 

DASHEFSKY,BARRY 
001101 
HIB AND DTP/OPV 4 HEEKS APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT 

F BLAC 18H 0 001 PREBLEED 
0 011 INJ 1 

28 011 BLEED 1 
28 021 INJ 2 
28 021 INJ 2 
62 021 BLEED 2 

F BLAC 17H 0 001 PREBLEED 
0 011 INJ 1 

55 011 BLEED 1 
55 021 INJ 2 
55 021 INJ 2 

F BLAC 18H 0 001 PREBLEED 
0 011 INJ 1 

35 011 BLEED 1 
35 021 INJ 2 
35 021 INJ 2 
91 021 BLEED 2 

F BLAC 20H 0 001 PREBLEED 
0 011 INJ 1 

46 011 BLEED 1 
46 021 INJ 2 
46 021 INJ 2 
95 021 BLEED 2 

H CAUC 20H 0 001 PREBLEED 
0 011 INJ 1 

33 011 BLEED 1 
33 021 INJ 2 
33 021 INJ 2 
69 021 BLEED 2 

F BLAC 18H 0 001 PREBLEED 
0 011 INJ 1 

32 011 BLEED 1 
32 021 INJ 2 
32 021 INJ 2 
60 021 BLEED 2 

F BLAC 19H 0 001 PREBLEED 

LOT DOSE CODE/ RIA 

< 125 
CP749 15 HCG 

5053 
87664 
84609 

11995 

< 125 
CP749 15 HCG 

05/ 2226 
87664 
78612 

< 125 
CP749 15 tlCG 

6667 
87664 
78612 

7688 

157 
CP749 15 tlCG 

894 
87664 
78612 

910 

233 
CP749 15 HCG 

10191 
87664 
78612 

21578 

< 125 
CP749 15 HCG 

3795 
87664 
78612 

6019 

< 125 

CODE/ SBA CODE/ IGGl 

·:> -'\.I 
11 
"\J 



(b) (6) (b) (6) (b) (6)

·-· LUIZ3546090/07/05/88/PAGE 6 

TABLE 1 (cont.) 

DEHOGRJ.PHICS / EVENTS LISTING 

INVESTIGATOR: 
Sl\JDY 
VACCINE 
PATIENT CLASS: 

DASHEFSKY,BARRY 
001101 
HIB AND DTP/OPV 4 HEEKS APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT 

F BLAC 19H 0 011 INJ 1 
28 011 BLEED 1 
28 021 INJ 2 
28 021 INJ 2 

H CAUC 20H 0 001 PREBLEED 
0 011 INJ l 

30 011 BLEED l 
30 021 INJ 2 
30 021 INJ 2 
65 021 BLEED 2 

F BLAC 17H 0 001 PREBLEED 
0 011 INJ l 

30 011 BLEED l 
30 021 INJ 2 
30 021 INJ 2 
66 021 BLEED 2 

F BLAC 17H 0 001 PRE8LEED 
0 011 INJ l 

29 011 BLEED 1 
29 021 INJ 2 
29 021 INJ 2 
66 021 BLEED 2 

F BLAC 19H 0 001 PREBLEED 
0 011 INJ l 

28 011 BLEED l 
28 021 INJ 2 
28 021 INJ 2 

H CAUC 24H 0 001 PREBLEED 
0 011 INJ l 

40 011 BLEED 1 

F BLAC 19H 0 001 PREBLEED 
0 011 INJ 1 

F BLAC 20H 0 001 PREBLEED 
0 011 INJ l 

LOT DOSE CODE/ RIA 

CP749 15 MCG 
1109 

87664 
78612 

< 1Z5 
CP749 15 HCG 

< 125 
87664 
78618 

947 

< 125 
CP749 15 HCG 

1770 
87664 
78612 

1791 

< 125 
CP749 15 MCG 

37558 
87664 
78612 

15450 

< 125 
CP749 15 HCG 

2781 
87664 
78612 

< 125 
CP749 15 MCG 

4337 

< 125 
CP749 15 MCG 

< 125 
CP749 15 MCG 

CODE/ SBA CODE/ IGGl 

0 

~ 

(\) 

Jl 
..rl 



(b) (6) (b) (6) (b) (6)

h1LU/Z3546090/07/05/88/PAGE 7 

ItNESTIGATOR 
sruDY 

DASHEFSKY,BARRY 
001101 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

VACCINE 
PATIENT CLASS: 

HIB AND DTP/OPV 4 tlEEKS APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F BLAC 20H 45 

H BLAC 22H 0 

F CAUC 23M 0 
60 

F CAUC 21H 0 
0 

28 

H CAUC 18H 0 
0 

34 

F CAUC 17H 0 

H BLAC 19H 0 

DATE PHS EVENT 

011 BLEED 1 

011 INJ 1 

011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 

011 INJ 1 

011 INJ 1 

LOT 

CP749 

CP749 

CP749 

CP749 

CP749 

CP749 

DOSE 

15 MCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

CODE/ RIA 

7490 

16888 

315 

10086 

< 125 

6236 

CODE/ SBA 

< 5 

>= 80 

CODE/ IGGl 

::> 

"' .11 
i::: 



(b) (6)

(b) (6) (b) (6)

H~L~/23546090/07/05/88/PAGE l 

INVESTIGATOR: 
ST\JDV 
VACCINE 
PATIENT CLASS: 

DASHEFSKV,BARRV 
001101 
HIB/DTP/OPV CONCURRENTLY 
HEALTHY CHILDREN 

TABLE 2 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ IGG2 

H BLAC 18H 0 INJ l CP749 15 HCG 
0 INJ 1 87664 
0 INJ 1 78612 

f BLAC 19H 0 INJ 1 CP749 15 HCG 
0 INJ 1 87664 
0 INJ 1 78612 

H CAUC 0 11 l CP749 15 HCG 
0 l 87664 
0 1 78612 

H CAUC 0 PREBLEED 
0 1 CP749 15 HCG 
0 1 87664 
0 1 78612 

28 1 

F CAUC 19H 0 001 PREBLEED 
0 011 INJ 1 CP749 15 HCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

ZS 011 BLEED 1 

F BLAC 17H 0 001 PREBLEED 
0 011 INJ l CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ l 78612 

Z8 011 BLEED l 

H CAUC 18H 0 001 PREBLEED 
0 011 INJ 1 CP749 15 MCG 
0 INJ l 87664 
0 011 INJ l 78612 

28 011 BLEED 1 

F BLAC 18H 0 INJ l CP749 15 HCG 
0 1 87664 
0 1 78612 

F BLAC 19H 0 l CP749 15 HCG 

CODE/IGG TOTAL CODE/ IGGH 

< 100 814 

301 1373 

< 100 492 

< 100 1027 

< 100 < 100 

2482 2925 

< 100 < 100 

1865 1965 

:J -~ 
J1 
.J'\ 



(b) (6) (b) (6) (b) (6)

hr~u/23546090/07/05/88/PAGE Z 

INVESTIGATOR 
STUDY 
VACCINE 
PATIENT CLASS1 

DASHEFSKY,BARRY 
001101 
HIB/DTP/OPV CONCURRENTLY 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGG2 

f BLAC 19H 0 011 INJ l 87664 
0 011 INJ l 78612 

H BLAC 1911 0 011 INJ l CP749 1.5 HCG 
0 011 INJ l 87664 
0 011 INJ l 78612 

H BLAC 19H 0 001 PREBLEED 
0 011 INJ l CP749 1.5 HCG 
0 011 INJ l 87664 
0 011 INJ l 78612 

35 011 BLEED l 

H BLAC ZlH 0 001 PREBLEED < 250 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ l 87664 
0 011 INJ l 78612 

35 011 BLEED l < 250 

f CAUC 18H 0 011 INJ 1 CP749 1.5 HCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

F CAUC 17H 0 011 INJ l CP749 15 MCG 
0 011 INJ l 87664 
0 011 INJ l 84609 

H BLAC 19H 0 011 INJ l CP749 15 HCG 
0 011 INJ l 87664 
0 011 INJ l 84609 

F BLAC 18H 0 011 INJ l CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ l 78612 

H BLAC ZOH 0 011 INJ l CP749 15 MCG 
0 011 INJ l 87664 
0 011 INJ l 78612 

H CAUC 19H 0 Oll INJ l CP749 15 HCG 
0 011 INJ l 87664 

CODE/IGG TOTAL CODE/ IGGH 

< 100 

116 

< 100 

165 

< 100 

652 

< 100 

447 



(b) (6)
(b) (6) (b) (6)

hr~~/23546090/07/05/88/PAGE 3 

INVESTIGATOR 
STUDY 
VACCINE 
PATIENT CLASS: 

DASHEFSKY,BARRY 
001101 
HIB/DTP/OPV CONCURRENTLY 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGG2 

H CAUC 19H 0 011 INJ l 78612 

F BLAC 19H 0 011 INJ l CP749 15 MCG 
0 011 INJ l 87664 
0 011 INJ l 78612 

f BLAC 23H 0 011 INJ l CP749 15 HCG 
0 011 INJ l 87664 
0 011 INJ l 78612 

H CAUC 18H 0 011 INJ l CP749 15 MCG 
0 011 INJ l 87664 
0 011 INJ l 78612 

CODE/IGG TOTAL CODE/ IGGM 

0 -I\) ..,, 
...,i 



(b) (6) (b) (6) (b) (6)

H~LU/Z3546090/07/05/88/PAGE 4 

INVESTIGATOR 
STUDY 

DASHEFSKV,BARRY 
001101 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

VACCINE 
PATIENT CLASS: 

HIB AND DTP/OPV 4 HEEKS APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ IGG2 

F OTHE 17H 0 001 PREBLEED 
0 011 INJ 1 CP749 · 15 HCG 

28 011 BLEED 1 
28 021 INJ 2 87664 
28 021 INJ 2 78612 
67 021 BLEED 2 

F CAUC 17H 0 001 PREBLEED 
0 011 INJ 1 CP749 15 HCG 

29 011 BLEED 1 
29 021 INJ 2 87664 
29 021 INJ 2 78612 
64 021 BLEED 2 

F CAUC 1911 0 011 INJ 1 CP749 15 HCG 
28 021 INJ 2 87664 
28 021 INJ 2 78612 

F BLAC 19H 0 011 INJ 1 CP749 15 HCG 
28 021 INJ 2 87664 
28 021 INJ 2 78612 

F BLAC 17H 0 001 PREBLEED 
D 011 INJ 1 CP749 15 HCG 

28 011 BLEED 1 
28 021 INJ 2 87664 
28 021 INJ 2 78612 
49 021 BLEED 2 

H BLAC 17H 0 011 INJ 1 CP749 15 11CG 
36 021 INJ 2 87664 
36 021 INJ 2 84609 

F BLAC 18H 0 011 INJ 1 CP749 15 HCG 
28 021 nu z 87664 
28 021 INJ z 84609 

F BLAC 17H 0 011 INJ 1 CP749 15 HCG 
55 021 INJ 2 87664 
55 021 INJ z 78612 

F BLAC 18H 0 011 INJ 1 CP749 15 HCG 

CODE/IGG TOTAL CODE/ IGGH 

< 100 

565 

2614 

< 100 

< 100 

< 100 

< 100 

509 

601 

133 

16580 

1327 

< 100 

< 100 

134 

< 100 

1248 

890 

0 -N 
\.11 
O> 



(b) (6) (b) (6) (b) (6)

J/23546090/07/05/88/PAGE 5 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 

DASHEFSKY,BARRY 
001101 
HIB AND DTP/OPV 4 HEEKS APART 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ IGG2 

F BLAC 18H 35 
35 

F BLAC 20H 0 
46 
46 

H CAUC 20H 0 
33 
33 

F BLAC 18M 0 
32 
32 

F BLAC 19M 0 
28 
28 

H CAUC 20H 0 
30 
30 

F BLAC 17H 0 
30 
30 

F BLAC 17H 0 
29 
29 

F BLAC 19H 0 
28 
28 

11 CAUC 24H 0 

F BLAC 19H 0 

F BLAC 20H 0 

11 BLAC 22M 0 

011 

INJ 
INJ 

IHJ 
INJ 
INJ 

INJ 
INJ 
INJ 

INJ 
INJ 
INJ 

INJ 
INJ 
INJ 

INJ 
INJ 
INJ 

INJ 
021 nu 
021 INJ 

011 INJ 
021 INJ 
021 INJ 

011 INJ 

011 INJ 

011 INJ 

011 INJ 

2 
2 

1 
2 
2 

1 
2 
2 

1 
2 
2 

1 
2 
2 

1 
2 
2 

1 
z 
2 

1 
2 
2 

1 
2 
2 

1 

1 

1 

1 

87664 
78612 

CP749 15 HCG 
87664 
78612 

CP749 15 MCG 
87664 
78612 

CP749 15 MCG 
87664 
78612 

CP749 15 tlCG 
87664 
78612 

CP749 15 tlCG 
87664 
78618 

CP749 15 MCG 
87664 
78612 

CP749 15 MCG 
87664 
7861Z 

CP749 15 MCG 
87664 
78612 

CP749 15 MCG 

CP749 15 MCG 

CP749 15 MCG 

CP749 15 MCG 

CODE/IGG TOTAL CODE/ IGGH 

0 -N 
•..11 
-0 



(b) (6) (b) (6) (b) (6)

HtLU/Z3546090/07/05/88/PAGE 6 

INVESTIGATOR: 
SllJDY 

DASHEFSKY,BARRY 
001101 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

VACCINE 
PATIENT CLASS: 

HIB AND DTP/OPV 4 HEEKS APART 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY 

F CAUC 

F CAUC 

H CAUC 

F CAUC 

H BLAC 

Z3H 0 

ZlH 0 

18H 0 

17H 0 

19H 0 

DATE PHS EVENT LOT 

011 INJ l CP749 

011 INJ l CP749 

011 INJ l CP749 

011 INJ l CP749 

011 INJ l CP749 

DOSE 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

15 HCG 

CODE/ IGGZ CODE/IGG TOTAL CODE/ IGGt1 

0 -!\I 
0-
0 



(b) (6) (b) (6) (b) (6)

~ .. _J/Z3546090/07/05/88/PAGE 7 

INVESTIGATOR: 
STVDV 
VACCINE 
PATIENT CLASS: 

DASHEFSKV,BARRV 
001101 
HIB/DT/OPV CONCURRENTLY 
HEALTHY CHILDREN 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ IGGZ 

I
F BLAC 

F CAUC 

18H 0 
0 
0 

17H 0 
0 
0 

011 INJ 
011 INJ 
011 INJ 

011 INJ 
011 INJ 
011 INJ 

1 CP749 
1 81038 
1 7861Z 

1 CP749 
1 81038 
1 7861Z 

15 HCG 

15 HCG 

CODE/IGG TOTAL CODE/ IGGM 



(b) (6) (b) (6) (b) (6)

t-ll"Ul : z:, .,t30/08 /09/ 88/ PAGE 1 

TABLE 3 

DEMOGRAPHICS I EVENTS LI ST ING 

IIIVE '., TI GATOR : DASHEFSKV,BARRV 
STll()V 001101 
VACCINE HIB/DTP/OPV CONCURRENTLY 
Pl,TIENT CLASS: HEALTHY CHILDREN 

LA S[ SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/DIPTHERIA CODE/ TETANUS 

·•~·~•······························································································································· 
M BLAC lBM 0 001 PREBLEED 0.91 0.96 

0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

30 011 BLEED 1 94 2B 

F BLAC 19M 0 011 INJ CP749 15 MCG 
0 011 INJ 87664 
0 011 INJ 78612 

M CAUC 20M 0 001 PREBLEED 1 .53 0.37 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

28 011 BLEED 1 75 1 2 

M CAUC IBM 0 001 PREBLEED 0.64 0.35 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

28 011 BLEED 1 40 16 

F CAUC 19M 0 001 PREBLEED 1 . 23 0.33 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

28 011 BLEED 1 45 25 

F BLAC 17M 0 001 PREBLEED 0.04 0. 18 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

28 011 BLEED 1 6.2 9.8 

M CAUC IBM 0 001 PREBLEED 0.32 0.2 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

28 011 BLEED 1 30 17 

F BLAC 18M 0 001 PREBLEED 1 . 09 0.29 



(b) (6) (b) (6) (b) (6)

HFLll :Z 3. J90/08/09/88/PAGE 2 

TABLE 3 (cont.) 

DEMOGRAPHICS I EVENTS LI STING 

Ill VE:--. TI GA TOR DASHEFSKV,BARRV 
STUDV 001101 
VACCINE HIB/DTP/OPV CONCURRENTLY 
PIITlfNT CLASS: HEALTHY CHILDREN 

LASt SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/DIPTHERIA CODE/ TETANUS 

••*•~••····························································································································· 
F BLAC 0 011 INJ CP749 15 MCG 

0 011 INJ 87664 
0 011 INJ 78612 

33 011 BLEED 35 7. 1 

F BLAC 0 011 INJ CP749 15 MCG 
0 011 INJ 87664 
0 011 INJ 78612 

M BLAC 0 001 PREBLEED 0.79 0.43 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 87664 
0 011 INJ 78612 

50 011 BLEED 35 14 

M BLAC 0 001 PREBLEED 0.79 0. 15 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

35 011 BLEED 30 7 

M BLAC 1M 0 001 PREBLEED 1. 25 0.32 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 87664 
0 011 INJ 78612 

35 011 BLEED 11 9 

F CAUC 0 001 PREBLEED 0.2 0.09 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 87664 
0 011 INJ 78612 

35 011 BLEED 25 8.25 

F CAUC 0 001 PREBLEED 1. 87 0.28 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 87664 
0 011 INJ 84609 

29 011 BLEED 30 4.3 

M BLAC 0 001 PREBLEED 0.43 0. 11 
0 011 INJ 1 CP749 15 MCG 

:::, 



(b) (6) (b) (6) (b) (6)

I 11 LU ,' z35.,_..,9Q/08/09/88/PAGE 3 

111 •: E'., f lGATOR : DASHEFSKV , BARRY 
·. ' IJO V 001101 
,,,cc I NE HIB/DTP/OPV CONCURRENTLY 
p,.TJENT CLASS: HEALTHY CHILDREN 

, ASE SEX RACE BIRTH AGE DAV DATE 

TABLE 3 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/DIPTHERIA CODE/ TETANUS 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M BLAC 19M 0 011 INJ 87664 
0 011 INJ 84609 

30 011 BLEED 9.4 6 . 5 

F BLAC 18M 0 001 PREBLEED 0.53 O.D7 
0 01 \ INJ ' CP749 15 MCG 
0 011 INJ 1 87664 
0 011 INJ 1 78612 

32 011 BLEED 1 3D 1 . 7 

M BLAC 20M 0 011 PREBLEED 0. 14 D. 11 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ I 87664 
0 011 INJ 1 78612 

31 021 BLEED 1 12 15 

M CAUC 19M 0 011 PREBLEED 0. 11 D. 13 
0 o,, INJ 1 CP749 15 MCG 
0 01 \ INJ 87664 
0 011 INJ 786\2 

30 02\ BLEED 20 20 

F BLAC \9M 0 011 PREBLEED 0.22 0 . 24 
0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 87664 
0 01 \ INJ 78612 

28 02\ BLEED 3 . 3 4.2 

F BLAC 23M 0 011 INJ CP749 15 MCG 
0 o, 1 INJ 87664 
0 01 \ INJ 786\2 

M CAUC 18M 0 011 INJ CP749 15 MCG 
0 0\\ INJ 87664 
0 01 \ INJ 78612 



(b) (6)

(b) (6) (b) (6)
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TABLE 3 (cont.) 

DEMOGRAPHICS I EVENTS LI STING 

111 ·1 E '.,TI GATOR DASHEFSKV,BARRV 
~ lllD\' 001101 
v111.' t:!NE HIB AND DTP/OPV 4 WEEKS APART 
Pl, l l lNT CLASS: HEALTHY CHILDREN 

LA'.>E SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/DIPTHERIA CODE/ TETANUS 

·~··································································································································· 
F OTHE 17M 0 011 INJ 1 CP749 15 MCG 

28 011 BLEED 1 0.67 0.36 
28 021 INJ 2 87664 
28 021 INJ 2 78612 
67 021 BLEED 2 11 3 

F CAUC 17M 0 011 INJ 1 CP749 15 MCG 
29 011 BLEED 1 0.6 0.23 
29 021 INJ 2 87664 
29 021 INJ 2 78612 
64 021 BLEED 2 15 9.3 

F CAUC 19M 0 011 INJ CP749 15 MCG 
28 011 BLEED 1 0 . 64 o. 19 
28 021 INJ 2 87664 
28 021 INJ 2 78612 
63 021 BLEED 2 13 8.5 

F BLAC 19M 0 011 INJ 1 CP749 15 MCG 
28 011 BLEED 1 1. 28 0.64 
28 021 INJ 2 87664 
28 021 INJ 2 78612 
74 021 BLEED 2 25 12 

F BLAC 17M 0 011 INJ CP749 15 MCG 
28 011 BLEED 1 0. 1B 
28 021 INJ 2 87664 
28 021 INJ 2 78612 
49 021 BLEED 2 13 9.3 

M BLAC 17M 0 011 INJ 1 CP749 15 MCG 
36 011 BLEED 1 3.7 1. 7 
36 021 INJ 2 87664 
36 021 INJ 2 84609 
92 021 BLEED 2 14 4.3 

F BLAC IBM 0 011 INJ 1 CP749 15 MCG 
28 011 BLEED 1 0.52 0. 19 
28 021 INJ 2 87664 
28 021 INJ 2 84609 
62 021 BLEED 2 9. I 12 



(b) (6) (b) (6) (b) (6)
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TABLE 3 (cont.) 

DEMOGRAPHICS I EVENTS LI STING 

l ll\'E '., TI GATOR : DASHEFSKV,BARRV 
sruov 001101 
VACCINE HIB AND DTP/OPV 4 WEEKS APART 
PATILNT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/DIPTHERIA CODE/ TETANUS 

*;~* -~~······························································································································· 
F BLAC 17M 0 011 INJ 1 CP749 15 MCG 

55 021 INJ 2 87664 
!55 021 INJ 2 78612 

F BLAC ISM 0 011 INJ 1 CP749 15 MCG 
35 011 BLEED 1 0 . 59 0 . 31 
35 021 INJ 2 87664 
35 021 INJ 2 78612 
91 021 BLEED 2 4.5 3.8 

F BLAC OM 0 011 INJ 1 CP749 15 MCG 
46 Oil BLEED 1 4.4 0. 76 
46 021 INJ 2 87664 
46 021 INJ 2 78612 
95 021 BLEED 2 30 3.2 

M CAUC ~OM 0 011 INJ 1 CP749 15 MCG 
33 011 BLEED 1 4 1. 2 
33 021 INJ 2 87664 
33 021 INJ 2 78612 
69 021 BLEED 2 40 6.7 

F BLAC 18M 0 011 INJ CP749 15 MCG 
32 011 BLEED 1 30 0 . 29 
32 021 INJ 2 87664 
32 021 INJ 2 78612 
60 021 BLEED 2 25 20 

F BLAC 19M 0 011 INJ 1 CP749 15 MCG 
28 021 INJ 2 87664 
28 021 INJ 2 78612 

M CAUC 20M 0 011 INJ CP749 15 MCG 
30 011 BLEED 1 0 . 16 0 . 26 
30 021 INJ 2 87664 
30 021 INJ 2 78618 
65 021 BLEED 2 20 12 

F BLAC 17M 0 011 PREBLEED 0 . 45 0 . 15 
0 011 INJ 1 CP749 15 MCG 

30 021 INJ 2 87664 



(b) (6) (b) (6) (b) (6)

HtLU•l3. i0/08/09/88/PAGE 6 

Ir1 ,.1 c ; T1GATOR : 
S TlJliV 
VA(ClNE 
PA I l ENT CLASS: 

DASHEFSKV,BARRV 
001101 
HJB ANO OTPiOPV 4 WEEKS APART 
HEALTHY CHILDREN 

TABLE 3 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

l:A ~E SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/DIPTHERIA CODE/ TETANUS 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F BLAC 17M 30 021 INJ 2 78612 
58 021 BLEED I 25 3. 1 

F BLAC 17M 0 011 INJ I CP749 15 MCG 
29 011 BLEED 1 0.28 
29 021 INJ 2 87664 
29 021 INJ 2 78612 
66 021 BLEED 2 45 10 

F BLAC 19M 0 011 INJ I CP749 15 MCG 
28 021 INJ 2 87664 
28 021 INJ 2 78612 

M CAUC 24M 0 011 INJ CP749 15 MCG 

F BLAC 19M 0 011 INJ CP749 15 MCG 

F BLAC 20M 0 011 INJ CP749 15 MCG 

M BLAC 22M 0 011 INJ CP749 15 MCG 

F CAUC 23M 0 011 INJ CP749 15 MCG 

F CAUC 21M 0 011 INJ CP749 15 MCG 

M CAUC IBM 0 011 INJ CP749 15 MCG 

F CAUC 17M 0 011 INJ CP749 15 MCG 

M BLAC 19M 0 011 INJ CP749 15 MCG 

\. 



(b) (6) (b) (6) (b) (6)
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I tlvE::, r I GATOR 
'.:,TUllY 
VACCINE 
PATl£NT CLASS : 

DASHEFSKV,BARRV 
00110 1 
HIB/DT/OPV CONCURRENTLY 
HEALTHY CHILDREN 

t:A'.:,f SEX RACE BIRTH AGE DAV DATE 

TABLE 3 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/DIPTHERIA CODE/ TETANUS 

••**•······························································································································· 
F BLAC ISM 0 001 PREBLEED 4 . 3 0.34 

0 011 INJ 1 CP749 15 MCG 
0 011 INJ 1 81038 
0 011 INJ 1 78612 

41 011 BLEED 1 25 3 . 3 

F CAUC 17M 0 011 INJ CP749 15 MCG 
0 011 INJ 81038 
0 011 INJ 78612 



hrLU/LB546210/07/05/88/l 

INVESTIGATOR 
Sl\JDY 
VACCINE 
ASSAY 
POPULATION 

DASHEFSKY,BARRY 
001101 
HIB/DTP/OPV CONCURRENTLY 
RIA 
HEALTHY CHILDREN 

TABLE 4 
A N T I 8 0 D Y R E S P O N S E S 

% HITH ANTI-PRP FOLD RISE 

AGE 
TIHE 

(HONTHS) >.15 HCG AB/HL 
IUUUllllU(lllttf tHtlHHHHUHHEiHt IHHUHHElEIHHHttHttHt 

17-24 HOS. PRE INJ 
l HONTH 

FOOTNOTE IS I: 

25 
100 

4/ 16) 
16/ 16) 

>1.0 MCG AB/ML 
:IHHEIEl(IEl(lHHHUUHIIE 

6 
88 

1/ 16) 
14/ 16 I 

% >2 FOLD MEAN 
lf,IHUHflfl(lElElflElHHtlf lElElflflflE 

100 ( 16/ 16) 28.6 

GHT MCG AB/HL (N) 

ALL 
VACCINEES 

lflElfl(lflfl(lflflfl(lflfl(lfl(lf 

0.114 
5,020 

16 I 
16 I 

IF A TITER IS REPORTED AS <,125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 ... 
N 
a-
4) 



~U/LB546210/07/05/88/2 

INVESTIGATOR 
STlJDY 
VACCINE 
ASSAY 
POPULATION 

AGE 
tHHHHHHHHHf 

17-24 MOS. 

.TABLE 5 

A N T I B O D Y R E S P O N S E S 

OASHEFSKV,BARRV 
001101 
HIB AND DTP/OPV 4 HEEKS APART 
RIA 
HEALTHY CHILDREN 

% HITH ANTI-PRP 
TINE ----------------------------------

lNONTHS) >,15 MCG AB/ML > 1. 0 HCG AB/ML 
tHHHHHf*IHHHHf *****tHHHliHHHHHf ******•---

PRE INJ zo ( 4/ zo) 0 0/ ZO} 
1 HONTH 95 ( 19/ 20 I 85 17/ 20) 
2 HONTHS 100 ( 12/ 12) 75 9/ 12) 

FOLD RISE 
------------------------

:% >2 FOLD MEAN 
--•-********* ·---

95 19/ Z0) 38.7 
100 12/ 12) 48.6 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

--*********--

0.079 20) 
5.161 20) 
6.644 12) 

FOOTNOTE IS): 
IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE HEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

"\J 
....j 

::, 



nt,71 

TABLE 6 

Antibody Responses to Diphtheria and Tetanus 
Toxoids Following Administration of DTP/OPV 

Vaccines Alone or Concurrently with PRP-OMPC Vaccine 

% With 
Vaccination No. of >4-Fold Geometric Mean Antibody 

Toxoid Time Regimen Subjects Rise Fold Rise GMT (U/L) 

Diphtheria Pre Concurrent 16 0.46 
4 Weeks Apart 11 0.91 

l Mo. Concurrent 16 100 ( 16/16) 48.84 22.58 
4 Weeks Apart 11 100 ( 11 /11) 21. 72 19.68 

Tetanus Pre Concurrent 16 0.21 
4 Weeks Apart 11 0.34 

1 Mo. Concurrent 16 100 (16/16) 45.69 9.57 
4 Weeks Apart 11 100 ( 11/11) 25.08 8.48 

62491/2201 29AUG88 



HFLU/CC546330/07/05/88/l TABLE 7 
C L I N I C A L C O M P L A l N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

DASHEFSKY,BARRY 
001101 
HIB/DTP/OPV CONCURRENTLY 
HEALTHY CHILDREN 
17-24 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS BY BODY SYSTEM 

HIB CONJUGATE 
INJECTION: 

21 

13 
8 
0 

NO . OF VACCINEES 
WITH 

CLINICAL COMP. 

61 . 9 %) 
38. 1 %) 

% BASED 
ON 21 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ. SITE 
SWELLING, INJ. SITE (<=1 IN . ) 
ERYTHEMA, INJ. SITE (<=1 IN.) 

8 
7 
3 
2 

38 . 1 
33.3 
14 . 3 
9.5 

.::, -'.\J 

...... 
1"\J 



HFLU/CC~ .wJ30/07/05/88/2 'fABLE 7 (cont.) 
C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

DASHEFSKY,BARRY 
001101 
HIB/DTP/OPV CONCURRENTLY 
HEALTHY CHILDREN 
17-24 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS BY BODY SYSTEM 

DTP 
INJECTION: 

21 

6 
15 

0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

28. 6 %) 
71.4 %) 

% BASED 
ON 21 

VACCINEES 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION 

PAIN/SORENESS, INJ. SITE 
SWELLING. INJ. SITE (<::1 
ERYTHEMA, INJ. SITE (<==1 

SITE) 

IN.) 
IN. ) 

15 
12 

6 
5 

71 . 4 
57. I 
28.6 
23.8 

I 
I 
I 
I 
I 



HFLU/CC5~uJ30/07/05/88/3 TABLE 7 (cont.) 
C L I N I C A L C O M P L A J N I ~ U Y F R E Q U E N C Y 

INVEST I GATOR 
STUDY 
VACCINE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

DASHEFSKY,BARRV 
001101 
HIB/DTP/OPV CONCURRENTLY 
HEALTHY CHILDREN 
17-24 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS BY BODY SYSTEM 

HIB/DTP/OPV CONCURRENTLY 
INJECTION: I 

21 

3 
18 

0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

14 . 3 %) 
85 . 7 %) 

% BASED 
ON 21 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
SYSTEMIC REACTIONS 

IRRITABILITY 
WARM TO TOUCH 
FA TI GUE 
DIARRHEA 
VOMITING 
CONTUSION 
COUGH 
DIZZINESS 
NAUSEA 
RASH 
SPASM 
VIRUS INFECTION 
WHEEZING 
ASTHENIA 
ASTHMA 
ATOPIC DERMATITIS 
COMMON COLD 
MYRINGOTOMY 
NASAL DISCHARGE 
OTITI S MEDIA 
PROLONGED CRYING, >1/2 HR 
SINUSITIS 
UNUSUAL HIGH-PITCHED CRYING 

18 
16 

9 
8 
6 
2 

1 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 

85 . 7 
76.2 
42 . 9 
38 . 1 
26 . 6 
9.5 
4 . 8 
4.8 
4 . 8 
4 . 8 
4 . 8 
4.6 
4.8 
4.6 
0 . 0 
0.0 
0.0 
0.0 
0 . 0 
0.0 
0 . 0 
0.0 
0.0 
0 . 0 

C\J 
...... 
t:: 



HFLU/CC5 ~- ~J0/07/05/88/4 TABLE 7 (cont.) 
C L I N I C A L C O M P L A l N T S B Y F R E Q U E N C Y 

OASHEFSKY,BARRY 
001101 

INVESTIGATOR 
STUDY 
VACCINE 
POPULATION 
AGE RANGE 

HIB ANO OTP/OPV 4 WEEKS APART 
HEALTHY CHILDREN 
17-24 MOS. 

DAYS OF FOLLOWUP DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS BY BODY SYSTEM 

HIB CONJUGATE 
INJECTION: 

26 

11 
15 

0 

NO . OF VACCINEES 
WITH 

CLINICAL COMP. 

42.3 %) 
57 . 7 %) 

% BASED 
ON 26 

VACCINE ES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS ( INJECTION SITE) 8 30.8 

ERYTHEMA, INJ . SITE (<=1 IN . ) 7 26 . 9 
PAIN/SORENESS, INJ. SITE 6 23 . 1 
SWELLING, INJ. SITE (<=1 IN . ) 3 11. 5 

SYSTEMIC REACTIONS 14 53 . 8 
IRRITABILITY 9 34.6 
FATIGUE 7 26.9 
DIARRHEA 4 15 . 4 
VOMITING 4 15.4 
OTITIS MEDIA 3 11 . 5 
WARM TO TOUCH 3 11.5 
PROLONGED CRYING, >1/2 HR 2 7.7 
RASH 2 7 . 7 
ASTHENIA 3 . 8 
ASTHMA 3.8 
COUGH 3 . 8 
NASAL DISCHARGE 3.8 
NAUSEA 1 3.8 
SINUSITIS 1 3 . 8 
WHEEZING 1 3 . 8 
ATOPIC DERMATITIS 0 0 . 0 
COMMON COLD 0 0 . 0 
CONTUSION 0 0.0 
DIZZINESS 0 0.0 
MYRINGOTOMY 0 0 . 0 
SPASM 0 0.0 
UNUSUAL HIGH-PITCHED CRYING 0 0.0 
VIRUS INFECTION 0 0 . 0 



HFLU/CC54ti330/07/05/88/5 

OASHEFSKY,BARRY 
001101 

TABLE 7 (cont.) 
C L I N I C A L C O M P L A I N I ~ B Y f R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
POPULATION 
AGE RANGE 

HIB ANO DTP/OPV 4 WEEKS APART 
HEALTHY CHILDREN 
17-24 MOS . 

DAYS OF FOLLOWUP DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

DTP 
INJECT ION: 

17 

4 
12 

1 

2 

25 . 0 %) 
75.0 %) 

I 
I 
I 
I 
I 
I 
I 
I 

NO . OF VACCINEES % BASED I 
WITH ON 16 I 

CLINICAL COMPLAINTS BY BODY SYSTEM CLINICAL COMP. VACCINEES I 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS , INJ. SITE 
ERYTHEMA, INJ . SITE (<=I IN . ) 
SWELLING, INJ. SITE (<=I IN . ) 

SYSTEMIC REACTIONS 
IRRITABILIT Y 
WARM TO TOUCH 
FATIGUE 
ATOPIC DERMATITIS 
COMMON COLO 
MYRINGOTOMY 
OTITIS MEDIA 
PROLONGED CRYING, >1/2 HR 
UNUSUAL HIGH-PITCHED CRYING 
ASTHENIA 
ASTHMA 
CONTUSION 
COUGH 
DIARRHEA 
DIZZINESS 
NASAL DISCHARGE 
NAUSEA 
RASH 
SINUSITIS 
SPASM 
VIRUS INFECTION 
VOMITING 
WHEEZING 

9 
7 
3 
2 

7 
4 
4 
2 
I 

I 
0 
0 
0 
0 
0 
0 
0 
0 
0 
a 
0 
0 
0 
0 

56.3 
43 . B 
1B.B 
12 . 5 

43 . B 
25.0 
25 . 0 
12.5 
6.3 
6 . 3 
6 . 3 
6.3 
6 . 3 
6.3 
0.0 
0.0 
0.0 
0.0 
0 . 0 
0.0 
0.0 
a.a 
0 . 0 
0.0 
0.0 
0.0 
0 . 0 
0.0 

I 



HFLU/CC5~ _jQ/07/05/88/6 TABLE 7 (cont.) 
C L I N I C A L C O M P L A l N f S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

DASHEFSKV,BARRV 
001101 
HIB/DT/OPV CONCURRENTLY 
HEALTHY CHILDREN 
17-24 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS av BODY SYSTEM 

HIB CONJUGATE 
INJECTION: 

2 

2 
0 

(100 . 0 %) 
( 0.0 %) 

0 

NO . OF VACCINEES 
WITH 

CLINICAL COMP . 

% BASED 
ON 2 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

ERVTHEMA, INJ. SITE (<=l IN . ) 
PAIN/SORENESS, INJ. SITE 
SWELLING, INJ. SITE (<=\ IN.) 

0 
0 
0 
0 

0.0 
0 . 0 
0.0 
0.0 



HFLU/CC546330/07/05/88/7 TABLE 7 (cont.) 

C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

INVESTIGATOR 
STUDV 
VACCINE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

OASHEFSKY,BARRV 
001101 
HIB/DT/OPV CONCURRENTLY 
HEALTHY CHILDREN 
17-24 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS av BODY SYSTEM 

OT 
INJECTION: 

2 

2 
0 

( 100. 0 %) 
( 0.0 %) 

0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 2 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

ERVTHEMA, INJ. SITE (<=I IN.) 
PAIN/SORENESS, INJ. SITE 
SWELLING, INJ. SITE (<=I IN.) 

0 
0 
0 
0 

0.0 
0 . 0 
0.0 
0.0 

0 

N .... 
0, 



HFLU/CC5 J0/07/05/88/8 TABLE I (cont.) 
C L I N I C A L C O M P L A I N I ~ ~ v F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

DASHEFSKY,BARRY 
001101 
HIB/OT/OPV CONCURRENTLY 
HEALTHY CHILDREN 
17-24 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

I 
I 
I 
I 
I 
I 
I 
I 

HlB/OT/OPV CONCURRENTLY 
INJECTION: 1 

2 

1 

1 
0 

50.0 %) 
50 . 0 %) 

I NO. OF VACCINEES % BASED 
I WITH ON 2 

CLINICAL COMPLAINTS BY BODY SYSTEM I CLINICAL COMP. VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
SYSTEMIC REACTIONS 

IRRITABILITY 
OTITIS MEDIA 
ASTHENIA 
ASTHMA 
ATOPIC DERMATITIS 
COMMON COLO 
CONTUSION 
COUGH 
DIARRHEA 
DIZZINESS 
FATIGUE 
MYRINGOTOMY 
NASAL DISCHARGE 
NAUSEA 
PROLONGED CRYING, >1/2 HR 
RASH 
SINUSITIS 
SPASM 
UNUSUAL HIGH-PITCHED CRYING 
VIRUS INFECTION 
VOMITING 
WARM TO TOUCH 
WHEEZING 

I 
I 
I 
I 
I 
I 

1 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 

50 . 0 
50.0 
50.0 
0.0 
0 . 0 
0.0 
0.0 
0.0 
0.0 
0.0 
0.0 
0.0 
0.0 
0.0 
0.0 
0.0 
0 . 0 
0 . 0 
0.0 
0 . 0 
0 . 0 
0.0 
0.0 
0.0 

-" ...... 
0 



L3546030/07/05/88/PAGE l 

ItNESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 
AGE RANGE 

DASHEFSKY,BARRY 
001101 
HIB/DTP/OPV CONCURRENTLY 
HEALTHY CHILDREN 
17-24 MOS. 

TABLE 8 
CLINICAL COHPLAINTS 

VACCINE: HIB CONJUGATE I Nl.tlBER OF VACCINEES ( 21 VACCINEES) - INJECTION: l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I ICDHPLAINTS 
---•••••••------•--•---••-1-•••--l••••••--1-•••-•••l•••••-••l-•a••-la•••--•1-----1•••-***-
LOCAL REACTIONS I 6 I 7 I l I O I o I o I I 8 

I l 28.6%1 I c 33.3%1 I l 4.8%1 I l 0.0%1 I l 0.0%1 I l 0.0%1 I I 1 38.1%1 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------

ERYTHEHA, INJ. SITE I <=l IN. J I l I 2 I l I O I O I O I 2 
I l 4 . 8% l I l 9. 5% l I l 4. a% > I o . 0% l I I o • 0% l I , o . 0% l I 9. 5% 1 
I I I I I I I 

PAIN/SORENESS, INJ. SITE I 5 I 6 I l I O I O I O I 7 
I 23 . 8% l I 28. 6% J I I 4. 8% l I o . 0% l I I o . 0% l I o . 0% l I 1 33 . 3% l 
I I I I I I I 

SHELLING, INJ. SITE l <=l IN. J I 2 I 3 I 1 I o I o I o I 3 
I ( 9. 5%) I I 14. 3%) I ( 4. 8% l I I O. 0% l I ( 0. 0%) I I O. 0% l I ( 14. 3% l 

-----------------------------------1----------l----------l----------l----------l----------l----------l----------
vAccINEES HITH COHPLAINTS I 6 I 7 I l I O I O I O I 8 

I l 28.6%1 I, 33.3%1 I , 4.8%1 I , 0.0%1 I 1 0.0%1 I 1 0.0%1 I 38.1%1 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO COMPLAINTS I 15 I 14 I 20 I 21 I 21 I 21 I I 13 
I 1 71.4%1 I I 66.7Xl I I 95.2%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I I 61.97.J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 21 I 21 I 21 I 21 I 21 I 21 I I 21 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I D I O I O I O I D I I O 

I I I I I I I I 



l3546030/07/05/88/PAGE 2 

INVESTIGATOR: 
ST\JDY 
VACCINE 
PATIENT CLASS: 
AGE RANGE 

DASHEFSKV,BARRY 
001101 
HIB/DTP/OPV CONCURRENTLY 
HEALTHY CHILDREN 
17-24 MOS. 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : DTP I t-lJMSER OF VACCINEES I 21 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMSER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COMPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
--··••tHHHt••····••JHHHHHtlHHl••···••l•--tf-lHHHf•l••-··•-1•-·-·•-l•lHHUHHHHf•J••·•--1•-lHHHUHHfllHHHHHf-••l•IHHf••-
LOCAL REACTIONS I 12 I 11 I 1 I O I O I O I I 15 

I I 57.1%) I I 52.4%) I l 4.8%} I l 0.0%) I l O.OiO I l 0.0%) I I I 71.4%) 
-----------------------------------1----------I----------I----------I----------I---------- ---------- ----------

ERYTHEHA, INJ. SITE (<=l IN.) I 3 I 4 I 1 I O I O O 5 
I 14.3%) I I 19.0%) I I 4.8%1 I I 0.0%) I 0.0%) 0.0%) 23.8%1 
I I I I I 

PAIN/SORENESS, INJ. SITE I 9 I 9 I o I o I o · o 12 
I 42. 9% > I 42. 9% > I o. 0% > I . o. 0% > I o. 0% > o. 0% > 57 .1% > 
I I I I I 

SHELLING, INJ. SITE l<=l IN.) I 5 I 6 I l I O I O O 6 
I l 23 . 8% > I 1 28. 6% > I 1 4. 8% > I c o . 0% > I I o . 0% > o . 0% > 1 28. 6% > 

-----------------------------------1----------I----------I----------I----------I---------- ---------- ----------
VACCINEES HITH COHPLAINTS I 12 I 11 I 1 I O I O O 15 

I I 57 .1% > I I 52. 4% > I I 4. 8% > I I o. 0% > I I o. 0% > I o. 0% > I 71. 4% > 
-----------------------------------1----------1----------1----------1----------1---------- ----------1----------1 

VACCINEES HITH NO COHPLAINTS I 9 I 10 I 20 I 21 I 21 21 I I 6 
I 1 42.9%1 I 1 47.6%1 I 1 95.2%> I 1100.0%> I 1100 . 0%1 1100.0%> I I 28,6%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 21 I 21 I 21 I 21 I 21 I 21 I I 21 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I o I o I o I O I O I O I I O 

I I I I I I I I 

(\J 
:;o 



l3546030/07/05/88/PAGE 3 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 
AGE RANGE 

DASHEFSKY,8ARRY 
001101 
HI8/DTP/OPV CONCURRENTLY 
HEALTHY CHILDREN 
17-24 HOS. 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HI8/0TP/OPV CONCURRENTLY I NU1BER OF VACCINEES l Zl VACCINEESl - INJECTION: 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tU1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I Z I 3 I 4 I S I ICOHPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1---------- *ff*******' 
SYSTEMIC I 16 I 14 I 7 I 7 I 4 I 7 I 18 I 

I l 76. z;o I l 10. 0% > I l 33. 3% > I l 33. 3;0 I l 19. o,o I l 33. 3% > I l 85. 7% > I 
----------------------------------- -------------------------------- ---------- --------------------- ----------
BODY AS A HHOLE/SITE U.SPEC. lZ 9 z 3 z 0 13 

( 57.1%) ( 45.0%) ( 9.5%) ( 14.3%) ( 9.5%) I 0.0%) I 61.9%) 

FATIGUE 7 4 1 z z 0 8 
33.3%) I Z0.0%) I 4.8%) I 9.5%) I 9.5%) I 0.0%) I 38. 1%) 

VIRUS INFECTION 1 1 0 0 0 0 1 
4.8%) I 5.0%) I 0.0%) I 0.0%) I 0.0%) I 0.0%) ( 4.8%) 

HARM TO TOUCH 7 6 z z 1 0 9 
I 33.3% J ( 30.0%) 9.5%) I 9.5%) ( 4.8%) 0.0%) ( 42. 9%) 

DIGESTIVE SYSTEH 0 z 4 3 z 4 7 
( 0.0%) ( 10.0%) ( 19.0%) ( 14.3%) ( 9.5%) ( 19.0%) I 33.3%) 

DIARRHEA 0 z 3 3 z 4 6 
( 0.0%) ( 10.0%) I 14.3% I 14.3%) I 9.5%) 19.0%) I 28.6%) 

NAUSEA 0 0 0 0 1 0 1 
0.0%) 0.0%) I 0.0%) I 0.0%) I 4.8%) 0.0%) I 4.8%) 

VOMITING 0 0 1 0 1 0 z 
I 0.0%) ( 0.0%) ( 4.8%) ( 0.0%) ( 4.8%) I o.oin ( 9.5%) 

NERVOUS SYSTEM & PSYCHIATRIC 14 8 z 1 l 1 16 
( 66. 7%) ( 40.0:0 I 9.5%) ( 4.8%) I ( 4.6%) ( 4.6%) ( 76.2%) 

I 
DIZZINESS 0 0 1 0 I 0 0 1 

0.0%) ( 0.0%) ( 4.8%) ( 0.0%) I ( 0.0%) ( 0.0%) I 4.8%) 

f\J 
JJ 

:\) 



L3546030/07/05/88/PAGE 4 

INVESTIGATOR: 
STUDY 

DASHEFSKY,BARRY 
001101 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE 
PATIENT CLASS: 

HIB/DTP/DPV CONCURRENTLY 
HEALTHY CHILDREN 

AGE RANGE 17-24 HOS. 

VACCINE: HIB/DTP/OPV CONCURRENTLY I NU1BER OF VACCINEES I 21 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I t«JHBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I !COMPLAINTS 
·--•**-*****••····-ffiHfff~* tHHHHt*'IHf'IHf ********- ****-**** ....... ***** ******-- ********** ********** ******--

IRRITABILITY 14 8 1 1 1 1 16 

SPASM 

RESPIRATORY SYSTEN 

COUGH 

WHEEZING 

SKIN & SKIN APPENDAGE 

CONTUSION 

66.7%) 40.0%) 4.8%) 4.8%) 4.8%) 4.8%) 76.2%) 

1 0 0 0 
4.8%) 0.0%) 0.0%) 0.0%) 

0 1 2 1 
0.0%) 5. 0%) 9.5%) 4.8%) 

0 1 1 1 
0.0%) 5.0%) 4.8%) 4.8%) 

0 0 1 0 
0.0%) 0.0%) 4.8%) 0.0%) 

1 0 0 1 
4.8%) 0.0%) 0.0%) 4.8%) 

0 0 0 1 
0.0%) 0.0%) 0.0%) 4.8%) 

0 
0.0%) 

1 
4.8%) 

1 
4.8%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

2 
9.5%) 

1 
4.8%) 

1 
4.8%) 

0 
0.0%) 

0 
0.0%) 

1 
4.8%) 

2 
9.5%) 

1 
I 4.8%) 

1 
4.8%) 

2 
9.5%) 

1 
4.8%) 

RASH 1 0 0 0 0 0 1 
c 4. a% > c o. o;o c o . 0% > c o . 0% > c o . 0% > c o . 0% > 4. a% > 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 16 I 14 I 7 I. 7 I 4 I 7 I I 18 

I t 76.2%> I c 10.0%> It 33.3%> I t 33.3%> I c 19.0%> It 33.3%> I I 85.7%> 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COHPLAINTS I 5 I 6 I 14 I 14 I 17 I 14 I I 3 
I c 23. 8% > I c 30. 0% > I c 66. 7% > I c 66. 7% > I I s1. 0% > I 1 66. 7% > I I 14. 3%, 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 21 I 20 I 21 I 21 I 21 I 21 I I 21 

I I I I I I I I 



~3.546030/07/05/88/PAGE 5 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 
AGE RANGE 

DASHEFSKY,BARRY 
001101 
HIB/DTP/OPV CONCURRENTLY 
HEALTHY CHILDREN 
17-24 HOS. 

TABLE 8 {cont.) 

CLINICAL COHPLAINTS 

VACCINE : HIB/DTP/OPV CONCURRENTLY I tu1BER OF VACCIHEES I 21 VACCINEES) - INJECTION: 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I t-U-13ER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICDHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l•--••--I 

VACCINEES HITH NO DATA I O I 1 I O I O I D I O I I O I 
I I I I I I I I I 



~3546030/07/05/88/PAGE 6 

INVESTIGATOR: 
STUDY 

DASHEFSKY,BARRY 
001101 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE 
PATIENT CLASS: 

HIB AND DTP/OPV 4 NEEKS APART 
HEALTHY CHILDREN 

AGE RANGE 17-24 HOS. 

VACCINE : HIB CONJUGATE I NIMBER OF VACCINEES I 26 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
f DAYS POST VACCINATION I NUtSER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
tHH1*****ff****tHH1tfiHttHtiHtifttiHt***--.l•-.••--l-••••••••l•-•••••-l•---•-l••••••••-l----1•-H-.-I••---•• 
LOCAL REACTIONS I 7 I 6 I 2 I 1 I 1 I 1 I I 8 

I I 26. 91. > I 1 23. un I 1 7. 71. > I 1 3. 8% > I 1 3. 8% > I 1 4. 0% > I I 30. 8% > 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

ERYTHEHA,INJ.SITEf<=lIN.> I 5 I 6 I 2 I 1 I 1 I 1 I I 7 
I 19. z% > I I z3. 1% > I 7. 7% > I 3. 8% > I 3. 8% > I 4. 0% > I I 1 26. 9% > 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 5 I 4 I Z I 1 I O I O I I 6 
I 19. Z% > I 15. 4% > I 1 7. 11. > I 3 • 81. > I o . 0% > I o . 0% > I I 23 . 1% > 
I I I I I I I I 

SHELLING, INJ. SITE I <=l IN. l I 1 I 3 I 1 I I I 1 I 1 I I 3 
I 1 3.8%> I 1 11.5%> I 1 3.8%> I 1 3.8%1 I 1 3.8%> I 1 4.0%1 I I 1 11.s%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEMIC I 11 I 9 I 9 I 9 I 9 I 7 I I 14 

I 1 4Z.3%> I 1 34.6%> I 1 34.6%) I 1 34.6%) I 1 34.6%> I I zs.01.1 I I 53.8%) 

BODY AS A HHOLE/SITE UNSPEC. 5 3 1 z z 1 7 
19.2%) 11.5%) 3.8%) ( 7. 71.) 7.7%) 4.0%) Z6. 9%) 

ASTHENIA 0 0 0 0 1 1 1 
o.o.:o 0. 0%) ( 0.0%1 ( 0.0%) ( 3.8%) ( 4.0%) 3.8%) 

FATIGUE 4 3 1 2 1 1 6 
15.4%) 11.51.) ( 3.8%) ( 7. 7%) 3.8%) 4.0%) 23.1%) 

HARN TO TOUCH 1 0 I 1 z 1 3 
3.8%) ( 0.0%) ( 3.8%) 3.8%) 7. 7%) 4.0%) ( 11.5%) 

DIGESTIVE SYSTEM I z 1 4 4 4 6 
3.e:o ( 7. 7%) 3.8%) ( 15.4%) 15.4%) 16.0%) 23.1%) 

DIARRHEA I z 1 3 3 3 4 
( 3.8%) I 7.7%) ( 3.8%) ( 11.5%) ( 11.5%) 12.0:0 I 15.4%) 

0 -!\J 
:0 
V, 



. L3546030/07/05/88/PAGE 7 

INVESTIGATOR: 
STUDY 

DASHEFSKY,BARRY 
001101 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE 
PATIENT CLASS: 

HIB AND DTP/OPV 4 HEEKS APART 
HEALTHY CHILDREN 

AGE RANGE 17-24 HOS. 

VACCINE: HIB CONJUGATE I NltlBER OF VACCINEES ( 26 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NUHBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL CDHPLAINTS I o I 1 I 2 I 3 I 4 I 5 I ICOHPLAINTS 
tHHfJHfJHHHftHHfJHfiHHHfJHfJHftHHHHHtJHfJHHHf* ··-·-.. -·-·-- --···-- -··--·· ··--··- -ltlHHfJHflOf JtiHl!Ht*iHilt* JtiHHl'*ltltJHf* 

NAUSEA 0 0 0 1 1 0 1 
0.0%) 0.0%) 0.0%) 3.8%) 3.8%) 0.0%) 3.8%) 

VDHITING 0 0 0 3 2 1 4 
0.0%) 0.0%) 0.0%) 11.5%) 7.7%) 4.0%) 15.4%) 

NERVOUS SYSTEH & PSYCHIATRIC 8 5 5 4 3 1 9 
30.8%) 19.2%) 19. 2%) 15.4% J 11.5%) 4.0%) 34.6%) 

IRRITABILITY 8 5 5 4 3 1 9 
30.8%) 19.2%) 19.2%) 15.4%) 11.5%) 4.0%) 34.6%) 

PROLONGED CRYING, >l/2 HR l 0 1 1 0 0 2 
3.8%) 0.0%) 3.8%) 3.8%) 0.0%) 0.0%) 7. 7%) 

RESPIRATORY SYSTEH 0 0 1 3 4 2 4 
0.0%) 0.0%) 3.8%) 11.5%) 15.4%) 8.0%) 15.4%) 

ASTHMA 0 0 0 0 1 0 1 
0.0%) 0.0%) 0.0%) 0.0%) 3.8%) 0.0%) 3.8%) 

COUGH 0 0 0 0 1 0 1 
0.0%) 0.0%) 0.0%) 0.0%) 3.8%) 0.0%) 3.8%) 

NASAL DISCHARGE 0 0 0 1 1 0 1 
0.0%) 0.0%) 0.0%) 3.8%) 3.8%) 0.0%) 3.8%) 

SUIJSITIS 0 0 1 1 1 1 1 
o.o:o 0.0%) 3.8%) 3.8%} 3.8%) 4.o:o 3.8%) 

WHEEZING 0 0 0 1 1 1 1 
0.0%) 0.0%) 0.0%) 3.8%) 3.8%) 4.0%) 3.8%) 

SKIN & SKIN APPENDAGE 0 1 2 1 0 0 2 
0.0%) 3.8%) 7.7"1..) 3.8%) 0.0%) 0.0%) 7. 7%) 



L3546030/07/05/88/PAGE 8 

INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 
AGE RANGE 

DASHEFSKY,BARRV 
001101 
HIB AND DTP/OPV 4 HEEKS APART 
HEALTHY CHILDREN 
17-Z4 MOS. 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB CONJUGATE I taJMBER OF VACCINEES I Z6 VACCINEESJ - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NJmER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I ICOHPLAINTS 
IHHf****~•·····················••l-~•~•1--•-•l~-•--fffiHHHfJHHf*'***--••••l~•••tHUHlliHHUHHHHHHII~•·~ 

RASH I o I l I 2 I l I o I O I I 2 
I I 0.0%) I I 3.8%) I ,, 7.nn I I 3.8%) I I 0.0%) I I 0.0%) I I I 7.7%) 
I I I I I I I I 

SPECIAL SENSES I 2 I Z I Z I 3 I 3 I Z I I 3 
I I 7.7%J I 1 7.7%> I I 7.7%> I 1 11.s%J I l 11.s%J I I s.o%J I I 1 11.5%> 
I I I I I I I I 

OTITIS MEDIA I Z I Z I Z I 3 I 3 I Z I I 3 
I 1 7. 7% J I 1 7. 7% J I 1 7. 7% J I 1 11 . 5% J I 1 11. 5% J I I s. D% J I I 1 11 • 5% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 13 I 11 I 9 I 10 I 10 I 8 I I 15 

I I so.0%> I 1 4Z.3%J I 1 34.6%J I 1 38.5%J I 1 38.5%J I 1 32.0%J I I 1 57.7%> 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES HITH NO COHPLAINTS I 13 I 15 I 17 I 16 I 16 I 17 I I 11 
I I so.o%J I I 57.7%> I I 65.4%J I I 61.5%> I I 61.5%> I I 68.0%J I I I 4Z.3%J 

---------·-------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 26 I Z6 I 26 I 26 I 26 I 25 I I Z6 

I I I I I I I I 

-----------------------------------1----------l----------1-·--------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I O I O I O I O I O I l I I O 

I I I I I I I I 

0 -N 
co ..., 
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INVESTIGATOR: DASHEFSKY,BARRY 
STUDY 1 001101 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE I HIB AND DTP/OPV 4 HEEKS APART 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 17-24 HOS. 

VACCINE: DTP I NUtt3ER OF VACCINEES l 17 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I N.t1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I 0 I 1 · I 2 I 3 I 4 I 5 I !COMPLAINTS 

·································••l••······••l••······••ltHHHUHHtiHHtl••······••l•~HiHtltHHHHt~l••······••ltHHHfiHHHHHi LOCAL REACTIONS I 8 I 7 I 3 I l I o I o I I 9 
I I 50. 0%, I l 43. 8%, I , 18. 8% > I , 6. 3% > I , o. 0% > I , o. 0% > I I 56. 3% > 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
ERYTHEHA,INJ.SITE(<=lIN.J I 3 I 2 I l I 0 I 0 I 0 I I 3 

I 18.8%> I 1 12,5%> I 6.3%> I 0.0%1 I 0.0%1 I o.o,o I I , 18.8iO 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 6 I 6 I 3 I l I o I o I I 7 
I 37.5%> I 37.5%) I 18.8%> I 6.3%> I 0.0%1 I 0.0%, I I 43.8%> 
I I I I I I I I 

SHELLING, INJ. SITE ( <=l IN. J I 2 I 2 I o I o I o I 0 I I 2 
I, 12.5%) I I 12.5%) I, 0.0%1 I I 0.0%1 I, o.0%J I, 0.0%, I I 12.5%> 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEMIC I 5 I 5 I 3 I l I l I l I I 7 

I I 31. 3% > I 1 31. 3% J I I 18. 8% > I , 6. 3% > I , 6. 7% J I , 6. 7% > I I 43. 8% > 
---------- -------------------------------------------

I 
BODY AS A NHOLE/SITE ~PEC. 4 2 0 0 I 0 0 4 

25.0%) 12.5%) 0.0%) I 0.0%) I 0.0%) 0.0%) l 25.0%) 
I 

FATIGUE 2 0 0 0 I 0 0 2 
12.5%) 0.0%) 0.0%) 0.0%) I ( 0.0%) 0.0%) 12.5%) 

I 
HARM TO TOUCH 3 2 0 0 I 0 0 4 

18.8%) 12.5%) 0.0%) 0.0%) I 0.0%) 0.0%) 25.0%) 
I 

NERVOUS SYSTEM & PSYCHIATRIC 4 4 l 0 I 0 0 4 
25.0%) 25.0%) 6.3%) 0.0%) I I 0.0%) 0.0%) zs.o:o 

I 
IRRITABILITY 4 4 1 0 I 0 0 4 

25.0%) 25.0%) 6.3%) I 0.0%) I 0.0%) l 0.0%) ( 25.0%) 
I 

PROLONGED CRYING, >l/2 HR l 0 0 0 I 0 0 1 
( 6.3%) ( 0.0%) I 0.0%) I 0.0%) I ( 0.0%) ( 0.0%) ( 6.3%) 
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INVESTIGATOR: 
STUDY, 

DASHEFSKY,BARRY 
001101 

TABLE 8 (cont. ) 

CLINICAL COHPLAINTS 

VACCINE 
PATIENT CLASS: 

HIB AND DTP/OPV 4 HEEKS APART 
HEALTHY CHILDREN 

AGE RANGE 17-24 HOS. 

VACCINE: DTP I MffER OF VACCINEES I 17 VACCINEESl - INJECTION: 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I t,lJMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL CCl1PLAINTS I O I l I 2 I 3 I 4 I 5 I I COMPLAINTS 
ttiHOHftHHftHHE****tHHE-IHHHf*-iHHHHHHHt *"******tHHE ********- -•******* ********** ********** ******-- tHHE******* iHfit******* 

lHJSUAL HIGH-PITCHED CRYING l 0 0 0 0 0 l 

RESPIRATORY SYSTEM 

C0tt10N COLO 

SKIN & SKIN APPENDAGE 

ATOPIC DERMATITIS 

SPECIAL SENSES 

HYRINGOTOHY 
( 

6 . 3% J I 0 • 0% l I 0 • 0.% l I 0 • 0% ) I 0 • 0% l 0 • 0% l I 6 . 3.% ) 

0 0 l l 
0.0%) 0.0%) 6.3%) 6.3%) 

0 0 l l 
0.0%) 0.0%) 6.3%) 6.3%) 

0 l 0 0 
0.0%) 6.3%) 0.0%) 0.0%) 

0 l 0 0 
0.0%) I 6.3%) 0.0%) ( 0. 0% J 

l l l 0 
6.3%) I 6.3%) I 6.3%) 0.0%) 

0 0 l 0 
0.0%) 0.0.%) 6.3%) 0.0%) 

l 
( 6. 71/.) 

l 
6. 7%) 

0 
0.0%) 

0 
( 0. 0.% J 

0 
0.0%) ( 

0 
( 0.0%) 

l 
6.7%) 

l 
6. 7%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

l 
6.3%) 

l 
6.3%) 

l 
I 6.3%) 

1 
6.3%) 

l 
I 6.3%) 

l 
I 6.3% J 

OTITIS MEDIA 1 l 1 0 0 0 l 
I 6 • 3% l I 6 • 3% J I 6 . 3% l I 0 • 0% l I 0 • 0% ) I 0 • 0% J 6 • 3% ) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 10 I 9 I 5 I Z I l I l I I 12 

I I 62.5%1 I c 56,3%J I I 31.3%1 11 12.5%J I I 6.7%) I I 6.7%J I I 75.0%1 
-----------------------------------1----------I----------I---------- I----------I----------I----------I----------I 

VACCINEES HITH NO COHPLAINTS I 6 I 7 I 11 I 14 I 14 I 14 I I 4 
I c 37.5%1 I 1 43.8%1 I 1 68.8%1 I 1 87.5%1 I 1 93.3%1 I c 93.3%1 I I 25.0%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I 16 I 16 I 16 I 16 I 15 I 15 I I 16 

I I I I I I I I 



l3546030/07/05/88/PAGE 11 

INVESTIGATOR: 
STIJDY 
VACCINE 
PATIENT CLASS: 
AGE RANGE 

DASHEFSKY,BARRY 
001101 . 
HIB AND DTP/OPV 4 HEEKS APART 
HEALTHY CHILDREN 
17-24 HOS. 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: DTP I Nl.tSER Of VACCINEES I 17 VACCINEESJ - INJECTION: 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION ' I Nl.t8ER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I !COMPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l•••-••-I 

VACCINEES HITH NO DATA I 1 I l I l I l I 2 I 2 I I l I 
I I I I I I I I I 
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INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS1 
AGE RANGE 

DASHEFSKY,BARRY 
001101 
HIB AND DTP/OPV 4 NEEKS APART 
HEALTHY CHILDREN 
17-Z4 HOS. 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE: HIB AND DTP/OPV 4 HEEKS AIART ~ER OF VACCINEES I 26 VACCINEES) - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I l I Z I 3 I 4 I 5 I ICOHPLAINTS 
-----------------------------------1----------1----------I---· ------l----------1----------1----------l----------1~-•I 
SYSTEMIC I l I o I o I o I o I o I I l I 

I 1100.ox, I I o.o%J I, o.o%J I I o.oXJ I I o.o%J I, o.oXJ I I 1100.0%J I 
I I I 

BODY AS A NHOLE/SITE lMSPEC. I l I O O I O O O l 
I 1100.0%) I I O.OX) O.OXJ I I O.OiO o.o:o 0.0%) 1100.0%) 
I I I 

FATIGUE I l I o O I o O O l 
I 1100. ox> I I o. 0% > I I o. ox> I I o. ox J I I o. OX J I I o. ox J I I 1100. 0% J 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES "1TH COHPLAINTS I l I O I O I o I O I O I I l 

I 1100. 0% > I c o. 0% J I I o. 0% > I c o. 0% > I I o. 0% J I I o. o;o I I 1100. 0% > 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES "1TH NO COHPLAINTS I O I o I O I O I O I O I I o 
I I o • 0% > I I o • 0iO I I o • 0% J I I O • 0% > I I o . 0iO I I o . OX > I I I o. 0% J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING I l I O I o I O I O I O I I l 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES NITH NO DATA -1 25 I Z6 I 26 I 26 I 26 I 26 I I 25 

I I I I I I I I 

:v 
-0 
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INVESTIGATOR: DASHEFSKY,BARRY 
STUDY 1 001101 

TABLE 8 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB/DT/OPV CONCURRENTLY 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : 17-24 HOS. 

VACCINE: HIB CONJUGATE I N.lttiER OF VACCINEES ( 2 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tu1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I 5 I (COHPLAINTS 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l*iHHHHE*ilHttfl 

VACCINEES HITH COHPLAINTS I O I O I O I O I O I O . I I O I 
I l o . 07. J I I o. 07. J I I o . 07. > I I o • 07. > I I o • o7. > I I o . 07. J I I o • 07. > I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
VACCINEES HITH NO COHPLAINTS I Z I 2 I 2 I 1 I 1 I 1 I I 2 I 

I ,100.07.J I 1100.07.J I ,100.07.J I 1100.0%> I ,100 . ox, I 1100 . 0%> I I ,100.0%> I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I Z I 2 I Z I 1 I 1 I 1 I I 2 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1-------- ·-1----------1 
VACCINEES HITH NO DATA I O I O I O I 1 I l I l I I O 

I I I I I I I I 
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INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 
AGE RANGE 

DASHEFSKY,BARRY 
001101 
HIB/DT/OPV CONCURRENTLY 
HEALTHY CHILDREN 
17-Z4 HOS. 

TABLE 8 (cont.) 

CLINICAL COHPLAINTS 

VACCINE: DTP I N..t1BER OF VACCINEES I Z VACCINEESJ - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tU1BER 
1----------------------------------------------------------------------------I HITH 

CLINICAL CDHPLAINTS I O I 1 I Z I 3 I 4 I 5 I ICDHPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1---iHOHHl-iil 

VACCINEES HITH COHPLAINTS I o I o I O I o I o I o I I o I 
I I o.o;o I I o.oio I I 0.0%) I I 0.0%) I I 0.0%) I I 0.0%) I I I 0.0%) I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
VACCINEES HITH NO COHPLAINTS I Z I Z I Z I 1 I 1 I 1 I I Z I 

I 1100.0%1 I 1100.0%1 I 1100.0%1 I 1100.0;0 I 1100.0%1 I 1100.0%1 I I 1100.0%1 I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I Z I Z I Z I 1 I 1 I 1 I I Z I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I o I O I O I 1 I 1 I 1 I I o 

I I I I I I I I 

0 -ru 
-0 
vi 
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INVESTIGATOR: DASHEFSKY,BARRY 
STlJDY 1 001101 

TABLE 8 (cont.) 

CLINICAL CONPLAINTS 

VACCINE HIB/DT/OPV CONCURRENTLY 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 17-24 HOS. 

VACCINE: HIB/DT/OPV CONCURRENTLY I ~ER OF VACCINEES I 2 VACCINEESJ - INJECTION: l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t-a.teER 
1----------------------------------------------------------------------------I HITH 

CLINICAL CONPLAINTS I O I l I 2 I 3 I 4 I 5 I IC011PLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------IHJHHHHttHHfl 
SYSTEMIC I 1 I l I l I l I l I l I I l I 

I I so.0%1 I 1 50.0%1 I I so.0%1 I 1100.0%1 I 1100.0%1 I 1100.0%1 I I 1 50.0%> I 

I 
NERVOUS SYSTEM & PSYCHIATRIC l O O I O O O l 

50 . o:o I O . 0% ) I O. 0% ) I I O. o:o I O. OiO O . 0% J I 50 . 0% ) 
I 

IRRITABILITY l O O I O O O l 
1 50.0%1 1 0.0%1 1 0.0%> I 1 0.0%1 1 o.o:o 0.0%> 1 so.ox> 

I 
SPECIAL SENSES l l l I l l l l 

I so.0%> I 50.0%) I 50.0.iO I noo.Oll noo.0%> noo.0%> I so.o%J 
I 

OTITIS MEDIA l l l I l l l l 
1 50.0%1 1 so.0%1 1 so.0%1 I noo.0%1 noo.0%> 1100.0%> 1 so.0%> 

-----------------------------------1----------1----------1----------1----------1----------1---------- ----------1 
VACCINEES HITH CONPLAINTS I l I l I l I l I l I l I l 

I I so. 0% ) I I so. o:o I ( 50. 0%) I (100. 0% J I (100. o:o I (l-00. OiO I ( 50. 0% J 
-----------------------------------1----------I----------I----------I----------I--------- 1----------1----------1 

VACCINEES HITH NO CONPLAINTS I l I l I l I O I O I O I I l 
I , so . 0% J I 1 50 . o;o I I so . 0% 1 I I o . 0% > I I o . o;o I , o . 0% 1 I I , so . o:o 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I 2 I 2 I Z I l I 1 I l I I 2 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I o I o I O I l I l I l I I o 

I I I I I I I I 
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INVESTIGATOR : DASHEFSKY,BARRY 
STUDY 1 001101 

TABLE 9 
MAXIMUM TEMPERATURES 

VACCINE I HIB/DTP/OPV CONCURRENTLY 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 17-24 MOS. 

VACCINE : HIB/DTP/OPV CONCURRENTLY NUMBER OF VACClNEES ( 21 VACCINEES) - INJECTION 
----------------------------------------------------------------------------

DAYS POST VACCINATION 
MAX TEMPERATURE ----------------------------------------------------------------------------

(DEG F, ORAL) 0 2 3 4 5 
••••••••••••••••••••••••••••••••••• •••••••••• •••••••••• • ••••••••• •••••••••• •••••••••• • ••••••••• •••••••••• 

NORMAL 0 1 2 2 2 2 
( 0.0%) 10 . 0%) ( 20.0%) 22.2%) 22.2%) 28.6%) 

< 99 5 4 5 5 6 5 
45.5%) 40.0%) 50.0%) 55.6%) 66.7%) 71 .4%) 

99 - 99.9 3 4 2 1 0 0 
( 27.3%) 40.0%) 20.0%) 11. 1%) 0.0%) 0.0%) 

100 - 100.9 l 0 0 0 0 0 
9. 1%) 0.0%) 0.0%) 0.0%) 0.0%) 0.0%) 

101 - 101.9 1 0 0 0 1 0 
( 9. 1%) 0.0%) ( 0.0%) ( 0.0%) 11.1%) ( 0.0%) 

102 - 102.9 l 1 l 0 0 0 
9. 1%) 10. 0%) 10. 0%) 0.0%) 0.0%) 0.0%) 

103 - 103.9 0 0 0 1 0 0 
( 0.0%) 0.0%) 0.0%) ( 11.1%) ( 0.0%) 0.0%) 

----------------------------------- ---------- ---------- ---------- ---------- ---------- ---------- ----------
TEMPERATURE TAKEN 11 10 10 9 9 7 

( 52.4%) ( 47.6%) ( 47.6%) ( 42.9%) ( 42.9%) ( 33.3%) 
----------------------------------- ---------- ---------- ---------- ---------- ---------- ---------- ----------

TEMPERATURE NOT TAKEN 10 11 11 12 12 14 
( 47.6%) ( 52.4%) ( 52.4%) ( 57. 1%) ( 57. 1%) ( 66.7%) 

NUMBER 
WITH 

MAX TEMP 
• ••••••••• 

0 
0.0%) 

4 
30.8%) 

4 
30.8%) 

l 
7.7%) 

2 
15.4%) 

1 
7.7%) 

1 
7.7%) 

----------
13 

( 61 .9%) 
----------

8 
( 38. 1%) 

0 

i\,I 

D 
J1 
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INVESTIGATOR : DASHEFSKY,BARRY 
STUDY 1 001101 

TABLE 9 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE I HIS AND DTP/OPV 4 WEEKS APART 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 17-24 MOS. 

VACCINE: HIS CONJUGATE 

MAX TEMPERATURE 
(DEG F, ORAL) 

••••••••••••••••••••••••••••••••••• 
NORMAL 

< 99 

99 - 99.9 

100 - 100.9 

101 - 101 .9 

102 - 102.9 

104 - 104.9 

TEMPERATURE TAKEN 

TEMPERATURE NOT TAKEN 

NUMBER OF VACCINEES ( 26 VACCINEES) - INJECTION 

DAYS POST VACCINATION NUMBER 
---------------------------------------------------------------------------- WITH 

0 2 3 
•••••••••• •••••••••• •••••••••• •••••••••• 

4 4 4 4 
30.8%) 30 . 8%) 30.8%) 33.3%) 

5 5 4 3 
38.5%) 38.5%) 30.8%) 25.0%) 

2 3 3 2 
15.4%) 23 . 1%) 23. 1%) 16.7%) 

1 0 1 2 
7.7%) 0.0%) 7.7%) 16.7%) 

0 1 0 0 
0.0%) 7.7%) 0.0%) 0.0%) 

1 0 1 0 
( 7.7%) 0.0%) { 7.7%) 0.0%) 

0 0 0 1 
( 0.0%) 0.0%) ( 0.0%) 8.3%) 

---------- ---------- ---------- ----------
13 13 13 12 

( 50.0%) ( 50.0%) { 50.0%) ( 46.2%) 
---------- ---------- ----------1----------

13 13 13 I 14 
{ 50.0%) I ( 50.0%) ( 50.0%) I ( 53.8%) 

4 
• ••••••••• 

4 
33.3%) 

3 
25.0%) 

3 
25.0%) 

1 
8.3%) 

1 
8.3%) 

0 
0.0%) 

0 
0.0%) 

----------
12 

( 46.2%) 
----------

14 
( 53.8%) 

5 
• ••••••••• 

4 
33.3%) 

4 
33.3%) 

4 
33.3%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
{ 0.0%) 

----------
12 

( 46.2%) 
----------

14 
{ 53.8%) 

• ••••••••• 

----------

----------

MAX TEMP 
•••••••••• 

4 
28.6%) 

0 
0.0%) 

4 
28.6%) 

4 
28.6%) 

0 
0.0%) 

1 
7. 1%) 

1 
7. 1%) 

14 
( 53.8%) 

12 
( 46.2%) 

0 -N 
,D 
0-
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INVESTIGATOR : DASHEFSKV,BARRV 
STUOV 1 001101 
VACCINE HIB ANO OTP/OPV 4 WEEKS APART 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 17-24 MOS. 

TABLE 9 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE : OPV NUMBER OF VACCINEES ( 17 VACCINEES) - INJECTION 2 

DAVS POST VACCINATION NUMBER 
MAX TEMPERATURE 

(DEG F, ORAL) 
---------------------------------------------------------------------------- WITH 

••••••••••••••••••••••••••••••••••• 
< 99 

99 - 99.9 

100 - 100.9 

0 
•••••••••• 

( 

0 
0.0%) 

1 
50.0%) 

1 
50.0%) 

•••••••••• 
1 

50.0%) 

1 
50.0%) 

0 
0.0%) 

2 
• ••••••••• 

1 
(100.0%) 

0 
0 . 0%) 

0 
0.0%) 

3 
• ••••••••• 

1 
(100.0%) 

0 
0.0%) 

0 
0.0%) 

TEMPERATURE TAKEN 2 2 1 1 
( 11 .8%) ( 11 . 8%) 5.9%) 5.9%) 

----------------------------------- ----------1---------- ---------- ----------
TEMPERATURE NOT TAKEN 15 I 15 16 16 

c ss.2%) I c ss.2%) c 94.1%) c 94.1%) 

4 
•••••••••• 

1 
(100.0%) 

0 
0.0%) 

0 
0.0%) 

5 
•••••••••• 

1 
(100.0%) 

0 
0.0%) 

0 
0.0%) 

• ••••••••• 
MAX TEMP 

•••••••••• 
0 

0.0%) 

1 
50.0%) 

I 
50.0%) 

1 2 
( 5.9%) ( 5.9%) ( 11 .8%) 

----------1---------- ---------- ----------
16 I 16 1s 

c 94.1%) I c 94.1%) c se.2%) 

\J 
0 ...., 
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INVESTIGATOR : 
STUDY 
VACCINE 1 
PATIENT CLASS: 
AGE RANGE 

OASHEFSKY,BARRY 
001101 
HIB/DT/OPV CONCURRENTLY 
HEALTHY CHILDREN 
17-24 MOS. 

TABLE 9 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE: HIB/DT/OPV CONCURRENTLY NUMBER OF VACCINEES ( 2 VACCINEES) - INJECTION 

DAYS POST VACCINATION 
MAX TEMPERATURE 

(DEG F, ORAL) 
••••••••••••••••••••••••••••••••••• 

NORMAL 

0 
•••••••••• 

1 
(100.0%) 

I I 2 •••••••••• •••••••••• 
1 1 

(100.0%) (100.0%) 

3 
•••••••••• 

1 
(100.0%) 

TEMPERATURE TAKEN 1 1 1 
( 50.0%) ( 50.0%) ( 50.0%) ( 50.0%) 

----------------------------------- ---------- ---------- ----------1----------
TEMPERA TURE NOT TAKEN 1 1 1 I 1 

c so.o,c,) c so.o,c,) c so.a%) I c so.a%> 

4 
•••••••••• 

1 
( 100.0%) 

----------
1 

( 50.0%) 
----------

1 
( 50.0%) 

5 
• ••••••••• 

1 
(100.0%) 

----------
1 

( 50.0%) 
----------

I 
( 50.0%) 

•••••••••• 

----------

----------

NUMBER 
WITH 

MAX TEMP 
•••••••••• 

I 
(100.0%) 

1 
( 50 . 0%) 

I 
( 50.0%) 



NOTE: There 1s no missing mater1ai. There was 
an error 1n numbering. 
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HYPORESPONDERS STUDY 



Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

POLYSACCHARIDE VACCINE FAILURE STUDY 

006-01 - St. Louis, MO - Dan Granoff, M.D. 

Healthy children 12-71 months of age entered this study. All 
children had a history of invasive Hib disease following immunization 
with polysaccharide vaccine. Eight children received two doses 
(15 mcg) of Lot 1069/C-P241 two months apart. Prior to vaccination 
no child (0/7) had antibody titers >1.0 mcg/ml. The GMT prior to 
vaccination was O .111 mcg/ml. One to three months following the 
second dose 100% (7 /7) had antibody titers >1.0 mcg/ml. The GMT at 
that time for the 7 vaccinees was 11.990 mcg/ml. 

' 
Eight children received the first dose of Lot 1072/C-P298. Seven 
children received the second injection two months later. Prior to 
vaccination, no child . (0/6) had an antibody titer >1.0 mcg/ml. The 
GMT was 0.289 mcg/ml. One to three months following the second dose 
100% (4/4) had antibody levels >1,0 mcg/ml. The GMT at that time for 
the 5 vaccinees was 9.155 mcg/ml. 

Eleven children received a· single dose of polysaccharide vaccine 
(25 mcg) followed by a 15 mcg dose of Lot 1069/C-P241 or Lot 
1072/C-P298 at two months. Another 5 children received only the 
first dose. Prior to vaccination, no child (0/13) had an antibody 
titer >1.0 mcg/ml. The GMT was 0.167 mcg/ml. One to three months 
following the second dose 88% (7/8) had dev~lopcj titers >laO 
mcg/ml. The GMT at that time for the 8 vaccinees was 2.478 mcg/ml. 

No serious adverse experiences were reported in this study. 

0533Z 29AUG88 
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(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

Haemophil us 
meningitidis 
Study 006-01 

b Conjugate Vaccine 
Outer Membrane Protein 

(Neisseria 
Complex), 

To evaluate the safety and immwiogenicity of 
Haemophilus b conjugate vaccine (Neisseria 
meningitidis outer membrane protein complex) in 
children who developed invasive Hib disease following 
immwiization with licensed Haemophilus b 
nonconjugated polysaccharide vaccines. 

Haemophilus 
meningitidis 
(PRP-OMPC) 

b Conjugate Vaccine 
Outer Membrane Protein 

Lot 1069/C-P241 - polysaccharide/ml 

(Neisseria 
Complex) 

--~ mcg meningococcal protein/ml 

Lot 1072/C-P298 - mcg polysaccharide/ml 

--- mcg meningococcal protein/ml 

Aluminum h droxide diluent 
Lot ~----~ 

Dan M. Granoff, M.D. 
St. Louis Children's Hospital 
400 Suuth Kingshighway Boulevard 
St. Louis, Missouri 63110 

SUB-INVESTIGATORS: Jan Alford, M.D. Ray Kwidel, M.D. 

625SI 

Edwin Anderson, M.D. 
William Barson, M.D. 
Robert Bortolussi, M.D. 
Donald Brooks, M.D. 
Ralph Brown, M.D. 
Rose Bui, M.D. 
Robert Bulten, M.D. 
Lydia Caros, M.D. 
Jerry Casey, M.D. 
Anita Chacko, M.D. 
Somchart Chaiyavet, M.D. 
Subhash Chaudhary, M.D. 
James Cooley, M.D. 

Kwang Sik Kim, M.D. 
Ashir Kumar, M.D. 
Karl Li, M.D. 
Joseph McHugh, M.D. 
Wayne McNett, M.D. 
Carlos K. Menendez, M.D. 
David Moore, M.D. 
Kevin Murphy, M.D. 
Trudy Murphy, M.D. 
James Nordin, M.D. 
Stanley Pearlman, M.D. 
Samuel Ratman, M.D. 
Eugene Shapiro, M.D. 

29AUG88 
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SUB-INVESTIGATORS: 
(CONT.) 

STUDY LOCATION: 

DATE INITIATED: 

DATE COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

62551 

- 2 -

Robert Daum, M.D. 
James Feist, M.D. 
Scott Giebink, M.D. 
Mary Glode, M.D. 
V. L. Goller, M.D. 
Arthur Gower, M.D. 
George Haddad, M.D. 
Steven Heller, M.D. 
Dos Hwang, M.D. 
Steven Johnson, M.D. 
Sheldon Kaplan, M.D. 

Coordinating Center: 

Gregory Smith, M.D. 
Charles Snavely, M.D. 
Thomas Stealy, M.D. 
Arthur Thomas, M.D. 
Leonard Thompson, M.D. 
Jane Van Roekel, M.D. 
Richard Van Schoick, M.D. 
W. Stuart Warren, M.D. 
Gary Wheeler, M.D. 
Victor Wong, M.D. 
Aaron Youra, M.D. 

St. Louis Children's Hospital 
400 South Kingshighway Boulevard 
St. Louis, Missouri 63110 

June 26, 1987 

In progress. 

Heal thy children 2 to 5 years of age who developed 
invasive Hib disease 3 weeks to 24 months following 
immunization with licensed Haemophilus b 
nonconjugated polysaccharide (PRP) vaccines, and who 
had anti-PRP levels <2 mcg/1111 a::::-c included in the 
study. Children are recruited and vaccinated by 
physicians located throughout the United States. 

Children are randomly assigned to receive a PRP-OMPC 
vaccine or licensed nonconjugated PRP vaccine. 
Children in the PRP-OMPC vaccine group receive two 
0.5 ml (15 mcg polysaccharide) injections of vaccine 
reconstituted in aluminum hydroxide, 2 to 3 months 
apart, while children in the nonconjugated PRP 
vaccine group receive a single 0.5 ml (25 mcg 
polysaccharide) intramuscular injection of the 
vaccine. Children in the nonconjugated PRP vaccine 
group who fail to develop 2 mcg/ml anti-PRP are 
switched to the PRP-OMPC vaccine arm of the study. 

29AUG88 
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(b) (4)
(b) (4)

(b) (6)

STUDY PROCEDURE: 
(CONT.) 

RESULTS: 

62551 

- 3 -

The parent or guardian is required to record the 
vaccine recipient's temperature and any reactions at 
the injection site or systemic complaints for days 
after each injection of vaccine. Unexpected or 
serious reactions are to be reported immediately to 
the study physician. 

A blood sample is obtained immediately prior to and 
approximately 1 month after each injection of 
vaccine. All serum samples are assayed for antibody 
to the capsular polysaccharide of Haemophilus 
influenzae type b by radioimmunoassay. Selected 
samples may also be tested for bactericidal and 
opsonophagocytic activity immunoglobulin isotype and 
subclass lgG. Assays for opsonophagocytic activity 
are performed at the University of Alabama. All 
other assays may be performed by Merck Shar~ & Dohme 
Research Laboratories and by 

Demographic information and individual pre and 
postimmunization antibody data for each vaccine 
recipient are presented in Tables 1 and 2. 

1. Current status: 

Vaccine Group 

PRP-OMPC 
PRP 

*PRP-OMPC vaccine. 

No. Vaccinated 
Injection No. 

14 
18 

13 
13* 8* 

Two children (case no. ___________ received 
nonconjugated PRP vaccine prior to entry in the 
study. Four to 6 months after receiving PRP 
vaccine, they were enrolled in the study and 
received two injections of PRP-OMPC vaccine. 
Their results are not included in the summary 
statistics for either group. 

29AUG88 
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RESULTS: 
(CONT.) 

62551 

- 4 -

2. Serologic results: 

Anti-PRP responses prior to each injection of 
vaccine and approximately 1 month after the last 
injection of vaccine are as follows: 

~rQUR Tim~ % With Anti-PRP 
>0. 15 mcq/ml >l .O mcg/ml GMT (mcq/ml) 

PRP-OMPC Pre 62 ( 8/13) 0 ( 0/13) o. 17 
Post 100 ( 13/13) 100 ( 13/13) 6. 16 
Post 2 100 ( 13/13) 100 ( 13/13) 10.80 

PRP Pre 62 ( 8/13) 0 0/13) o. 16 
Post 83 (10/13) 31 4/13) 0.53 
Post PRP-OMPC 1 100 ( 8/8) 88 7/8) 2.48 
Post PRP-OMPC 2 100 ( 7/7) 86 6/7) 6.85 

Antibody responses by lot are presented in 
Tables 3 to 5. 

29AUG88 

01304 



RESULTS: 
(CONT.) 

- 5 -

4. Clinical results: 

The incidence of selected injection site and 
systemic reactions occurring within 2 days after 
vaccination are as follows: 

% of V2ccinees with Re2ctiQn" 
PRP-OMPC PRP 

l!!.i.,_l l.n.i.J_ l!!.i.,_l .Ini..,__1" " lniJ"" 
Type Qf Re2ctjQn n:14 n:13 n=l6 n=lO n=B 

InjectiQn Site: 
Pain/soreness 57 77 6 30 38 
Erythema > 1 inch 14 8 0 0 0 
Swelling > 1 inch 7 39 0 0 0 
Induration 0 0 0 0 0 

Systemic: 
Irritability 29 23 13 20 0 
Sleepiness/Lethargy 36 31 6 20 13 

fatigue 

"The increased reaction rates reported may be due to the disparity 
in reporting of complaints by the numerous individual physicians 
involved in the study. 

"" PRP-OMPC vaccine. 

The frequencies of all clinical reactions and 
maximum temperatures occurring during the 5 days 
following each injection of vaccine are presented 
in Tables 6 to 8 by lot. 

No serious or alarming reactions attributable to 
vaccine have been reported. 

62551 29AUG88 
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(b) (6) (b) (6) (b) (6)

f-lFLU/Z 090/08/25/88/PAGE I 

INVESTIGATOR 
STUDY 

GRANOFF , DAN 
000601 
HIB CONJUGATE VACCINE 

PATIENT CLASS: HIB POLVS VACCINE FAILURES 

CASE SEX RACE BIRTH AGE DAV DATE 

TABLE 1 

DEMOGRA l'HICS / EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F CAUC JV -15 001 
0 011 

62 011 
62 021 

111 021 

M CAUC JV - JO 001 
0 011 

70 011 
70 021 

119 021 

F CAUC JV 0 011 
62 011 

M CAUC 4V -90 001 
0 001 
0 011 

84 011 
84 021 

115 021 

M CAUC 5V -37 001 
0 011 

82 021 
83 021 

122 021 

F CAUC 4V - 13 001 
0 011 

62 011 
63 021 

167 021 

F CAUC JV -38 001 
0 011 

64 011 
64 021 

158 021 

M BLAC JV - 42 001 

PREBLEED 
INJ 1 
BLEED 1 
INJ 2 
BLEED 2 

PREBLEED 
INJ I 
BLEED I 
INJ 2 
BLEED 2 

INJ 
BLEED 

PREBLEEO 
PREBLEEO 
INJ 1 
BLEED I 
INJ 2 
BLEED 2 

PREBLEEO 
INJ I 
INJ 2 
BLEED I 
BLEED 2 

PREBLEEO 
INJ I 
BLEED 1 
JNJ 2 
BLEED 2 

PREBLEEO 
INJ 1 
BLEED 1 
INJ 2 
BLEED 2 

PREBLEEO 

CP241 

CP241 

CP2tl1 

CP241 

CP298 

CP298 

CP298 

CP2•11 
CP241 

CP241 

CP241 

CP298 

CP298 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

37.5 MCG 

15 MCG 

15 MCG 
15 MCG 

15 MCG 

15 MCG 

15 MCG 

15 MCG 

167 

18140 

28448 

249 

3427 

3476 

17872 

162 
346 

18455 

32324 

< 125 

7003 
23440 

< 125 

3190 

5420 

309 

1690 

9394 

141 

5 

>= 80 

>= 80 

< 5 

20 
80 

< 5 

< 5 

< 5 

5 

>= 80 

>= 80 

< 5 



(b) (6)(b) (6)(b) (6)

ltfLU/; ;090/08/25/BB/PAGE 2 

INVESTIGATOR 
STUDV 
VACCINE 

GRANOFF,DAN 
000601 
HIB CONJUGATE 

PA Tl ENT CLASS: HIB POLVS VACCINE FAILURES 

CASE SEX RACE BIRTH AGE DAV DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS / EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M BLAC 3V 0 011 INJ I 
56 011 BLEED I 
56 021 INJ 2 
91 021 BLEED 2 

M CAUC 3V -49 001 PREBLEED 
0 011 INJ I 

69 011 BLEED I 
69 021 INJ 2 

110 021 BLEED 2 

M CAUC 4V - 33 001 PREBLEED 
0 011 INJ I 

63 011 BLEED I 
63 021 INJ 2 

130 021 BLEED 2 

F CAUC 3V -28 001 PREBLEED 
0 011 INJ I 

63 011 BLEED 1 
63 021 INJ 2 
99 021 BLEED 2 

F CAUC 3V -73 001 PREBLEED 
0 011 INJ 1 

63 011 BLEED I 
63 021 INJ 2 
97 021 BLEED 2 

F CAUC 3V -52 001 PREBLEED 
0 011 INJ I 

62 011 BLEED I 
62 021 INJ 2 
95 021 BLEED 2 

F CAUC 2V -57 001 PREBLEED 
0 011 INJ I 

71 011 BLEED 1 
71 021 INJ 2 

101 021 BLEED 2 

CP298 15 MCG 
3830 

CP298 15 MCG 
8995 

333 
CP298 15 MCG 

3749 
CP'.£98 15 MCG 

5023 

< 125 
CP241 15 MCG 

15528 
CP241 15 MCG 

14178 

297 
CP298 15 MCG 

4693 
CP298 15 MCG 

16550 

161 
CP241 15 MCG 

8044 
CP24I 15 MCG 

6389 

125 
CP241 14 MCG 

19534 
CP241 14 MCG 

31305 

387 
CP298 39 MCG 

2566 
CP298 15 MCG 

3366 

>= 80 

>= 80 

20 

20 

< 5 

80 

20 

< 5 

5 

20 

< 5 

20 

>= 80 

< 5 

< 5 

5 

~ 

·.H 
:::, 
...... 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont.) 

DEMOGRAPHICS I EVENTS LISTING 

INVESTIGATOR GRANOFF,OAN 
STUDY 000601 
VACCINE POLVSACCHARIDE VACCINE 
PATIENT CLASS: HIB POLVS VACCINE FAILURES 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M BLAC 4V 0 001 PREBLEED 175 < 5 
0 011 INJ 1 POLVS 25 MCG 

47 011 BLEED 1 < 125 < 5 
83 021 INJ 2 CP298 15 MCG 

150 021 BLEED 2 16071 20 
150 031 INJ 3 CPH8 15 MCG 
194 031 BLEED 3 22769 20 

M AM I 4V -60 001 PREBLEED 146 
0 011 INJ 1 POLVS 25 MCG 

30 011 BLEED 1 3374 

F CAUC JV 0 001 PREBLEED < 125 < 5 
0 011 INJ 1 POLVS 25 MCG 

34 011 BLEED 1 570 < 5 
48 021 INJ 2 CP241 15 MCG 

120 031 INJ 3 CP241 15 MCG 
155 031 BLEED 2 5000 5 

M BLAC JV -28 001 PREBLEED 238 < 5 
0 011 IHJ 1 POLVS 25 MCG 

40 011 BLEED 1 647 
75 021 IHJ 2 CP2!J8 15 MCG 

140 021 BLEED 2 4051 80 

F CAUC 3Y -4 001 PREBLEED 126 < 5 
0 011 IHJ 1 POLVS 25 MCG 

30 011 BLEED 1 310 < 5 
46 021 IHJ 2 CP298 15 MCG 

114 021 BLEED 2 1585 < 5 
114 031 INJ 3 CP298 15 MCG 
172 031 BLEED 3 9110 5 

F CAUC JV -25 001 PREBLEED < 125 < 5 
0 011 INJ 1 POLYS 25 MCG 

35 011 BLEED 1 294 < 5 
73 021 INJ 2 CP298 15 MCG 

128 021 BLEED 2 2369 < 5 
134 031 INJ 3 CP298 15 MCG 
163 031 BLEED 3 4357 < 5 

M CAUC JV -4.3 001 PREBLEED 384 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont.) 

DEMOGRAPHICS I EVENTS LISTING 

INVESTIGATOR GRANOFF, DAN 
STUOV 000601 
VACCINE POLVSACCHARIOE VACCINE 
PATIENT CLASS: HIB POLVS VACCINE FAILURES 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M CAUC JV 0 011 INJ POL.VS 25 MCG 
30 011 BLEED 1633 

M CAUC JV -94 001 PREBLEEO 186 
0 011 INJ I POL VS 25 MCG 

33 01 I BLEED 1 1290 

M CAUC 4V -46 001 PREBLEED < 125 
0 011 INJ 1 POLVS 25 MCG 

78 021 INJ 2 CP298 15 MCG 
148 021 BLEED 1 1560 
148 031 INJ 3 POLVS 25 MCG 

F CAUC JV -56 001 PREBLEEO 377 < 5 
0 0 II INJ 1 POLVS 25 MCG 

30 011 BLEED 1 332 < 5 
58 021 INJ 2 CP.:41 15 'MCG 
93 021 BLEED 2 05/ 2581 20 
93 031 INJ 3 CP241 15 MCG 

141 031 BLEED 3 05/ 23431 >= 80 

F CAUC 4V -68 001 PREBLEED 388 
0 011 INJ I POLVS 25 MCG 

28 011 BLEED 1 8489 

M CAUC JV -41 001 PREBLEEO 202 < 5 
0 011 INJ I POLYS 25 MCG 

32 011 BLEED 1 < 125 < 5 
53 021 INJ 2 CP298 15 MCG 

115 021 BLEED 2 2647 < 5 
115 031 INJ 3 CP298 15 MCG 
190 031 BLEED 3 7459 < 5 

F HISP JV 0 011 IHJ 1 POU'S 25 MCG 
38 011 BLEED 1 < 250 
96 021 INJ 2 CP298 15 MCG 

174 021 BLEED 2 4040 
180 031 INJ 3 CP298 15 MCG 
217 031 BLEED 3 37374 

M CAUC JV - 27 001 PREBLEED 204 

:::> 

v,I 
0 
-D 



(b) (6) (b) (6) (b) (6)

HFLU , 16090/08/25/BB/PAGE 5 

INVESTIGATOR 
STUDV 
VACCINE 
PATIENT CLASS: 

GRANOFF,DAN 
000601 
POLVSACCHARIDE VACCINE 
HIB POLVS VACCINE FAILURES 

CASE SEX RACE BIRTH AGE DAV DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT I.OT DOSE CODE/ RIA CODE/ SBA 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M CAUC 

F CAUC 

F BLAC 

JV 

JV 

2V 

0 
53 
82 

138 
138 
167 

0 

0 
63 

124 

011 INJ 
011 BLEED 
021 INJ 
021 BLEED 
031 INJ 
031 BLEED 

011 INJ 

011 lNJ 
021 lNJ 
021 BLEED 

I POLVS 
I 
2 CP298 
2 
3 CP298 
3 

POLVS 

I POL.VS 
2 CP298 

25 

15 

15 

25 

25 
15 

MCG 

MCG 

MCG 

MCG 

MCG 
MCG 

386 

545 

896 

2565 



(b) (6) (b) (6) (b) (6)

lff LU/ 7"546090/ 08 / 25 / 88 / PAC,E I 

INVESTIGATOR 
STUDV 

GRANOFF,DAN 
000601 

POLYSACCHARIDE * VACCINE 
PATIENT CLASS: HIB POLVS VACCINE FAILURES 

CASE SEX RACE BIRTH AGE DAV DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA CODE/ IGG1 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F CAUC 4V 0 011 INJ I CP241 15 MCG 
60 011 BLEED 1 2548 
61 021 INJ 2 CP241 15 MCG 
95 021 BLEED 2 5354 

M CAUC 3V -27 001 PREBLEED 316 < 600 
0 Oil INJ 1 CP298 15 MCG 

62 011 BLEED 1 1827 17:l'.J 
66 021 INJ 2 CP298 15 MCG 

100 021 BLEED 2 13340 24138 

* PRIOR TO ENTRY INTO THE STUDY 

.... 



(b) (6) (b) (6) (b) (6)

I 
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TABLE 2 

DEMOGRAPHICS I EVENTS LISTING 

INVESTIGATOR : GRANOFF,DAN 
STUDY 000601 
VACCINE HIB CONJUGATE 
PATIENT CLASS: HIB POLVS VACCINE FAILURES 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/IGG TOTAL CODE/ IGGM CODE/ IGGI CODE/ IGG2 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F CAUC JV - 15 001 PREBLEED < 100 I 197 < 600 < 250 
0 01 I INJ I CP241 15 MCG 

62 011 BLEED I 7041 I 1555 3930 830 
62 021 INJ 2 CP241 15 MCG 

I 11 021 BLEED 2 28j!l 9576 6169 1546 

M CAUC JV 0 01 I INJ I CP241 15 MCG 
70 021 INJ 2 CP241 15 MCG 

F CAUC JV 0 011 INJ CP298 15 MCG 

M CAUC 4V I) 011 INJ I CP29B 37.5 MCG 
84 021 INJ 2 CP298 15 MCG 

M CAUC SY -37 001 PREBLEED < 100 < 100 < 600 < 250 
0 011 INJ I CP241 15 MCG 

82 021 INJ 2 CP241 15 MCG 
83 021 BLEED I 529 514 4525 < 250 

122 021 BLEED 2 2601 1591 8765 292 

F CAUC 4V -13 001 PREBLEED < 100 193 < 600 < 250 
0 011 INJ I CP241 15 MCG 

62 0 I I BLEED I 418 6199 1808 < 250 
63 021 INJ 2 CP24I 15 MCG 

167 021 BLEED 2 930 3492 3290 < 250 

F CAUC JV -38 001 PREBLEEO < 100 478 < 600 < 250 
0 011 INJ I CP298 15 MCG 

64 011 BLEED 1 358 886 1606 < 250 
64 021 INJ 2 CP298 15 MCG 

158 021 BLEED 2 532 661 3199 < 250 

M BLAC JV -42 001 PREBLEEO < IOU < 100 < 600 < 250 
0 011 INJ 1 CP298 15 MCG 

56 011 BLEED I 659 2312 4791 265 
56 021 INJ 2 CP298 15 MCG 
91 021 BLEED 2 951l 564 6702 494 

M CAUC JV -49 001 PREBLEEO < 600 
0 011 INJ I CP298 15 MCG 

69 011 BLEED 1 1187 
0 ... 
vi -N 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546u~0/08/25/88/PAGE 2 

TABLE 2 (cont.) 

DEMOGRAPHJCS I EVENTS LISTING. 

INVESTIGATOR GRANOFF,DAN 
STUDY 000601 
VACCINE HIB CONJUGATE 
PA Tl ENT CLASS: HIB POLVS VACCINE FAILURES 

CASE SEX RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE COOE/IGG TOTAL CODE/ IGGM CODE/ IGGI CODE/ IGG2 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M CAUC JV 69 021 INJ 2 CP298 15 MCG 
I 10 021 BLEED 2 2328 

M CAUC 4V -JJ 001 PfiEBLEED < lUU < IDO < 600 
0 01 I INJ 1 CP241 15 MCG 

63 01 I BLEED I 01/ QNS 12985 0 I/ QNS 
63 021 INJ 2 CP241 15 MCG 

130 021 BLEED 2 2273 2088 7846 

F CAUC JV -28 001 PREBLEED < 100 189 < 600 
0 011 INJ 1 CP298 15 MCG 

63 011 BLEED 1 905 3915 2581 
63 021 INJ 2 CP298 15 MCG 
99 021 BLEED 2 2482 2977 14647 

F CAUC JV -73 001 PREBLEEO < 100 < 100 < 600 
0 011 INJ 1 CP241 15 MCG 

63 01 I BLEED I 2357 245 7886 
63 021 INJ 2 CP241 15 MCG 
97 021 BLEED 2 3072 185 5697 

F CAUC JV -52 001 PREBLEED < 600 
0 011 INJ 1 CP241 14 MCG 

62 011 BLEED I 25014 
62 021 INJ 2 CP241 14 MCG 
95 021 BLEED 2 22316 

F CAUC 2V -57 001 PREBLEED 152 < 100 < 600 
0 011 INJ 1 CP298 39 MCG 

71 011 BLEED 1 388 160 1590 
71 021 INJ 2 CP298 15 MCG 

101 021 BLEED 2 2269 268 6776 



(b) (6) (b) (6) (b) (6)

HFLU/ZJ54ti09U/U0/25/0U/PAGE J 

TABLE 2 (cont.) 

DEMOGRAPIIICS I EVENTS LISTING 

I NVE S Tl GA TOR GRANOFF,DAN 
STUDY 000601 
VACCINE POLVSACCHARIDf: VACCINE 
PATIENT CLASS: HIB POLVS VACCINE FAILURES 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE COOE/IGG TOTAL CODE/ IGGM CODE/ IGGl CODE/ IGG2 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M BLAC 4V 0 001 PREBLEEO < 100 < 100 < 600 < 250 
0 011 INJ I POLVS 25 MCG 

47 011 BLEED I < 100 < 100 < 600 01/ QNS 
BJ 021 !NJ 2 CP298 15 MCG 

15 0 021 BLEED 2 340 542 3761 < 250 
150 031 INJ 3 CP298 15 MCG 
194 031 BLEED 3 15 70 475 8067 330 

M AM I 4V 0 011 INJ POLVS 25 MCG 

. F CAllC 3V 0 001 PREBLEED < lllll 126 < 600 
0 011 INJ I POLVS 25 MCG 

34 011 BLEED 1 203 < 100 604 
48 021 INJ 2 CP241 15 MCG 

170 031 INJ 3 CP241 15 MCG 
155 031 BLEED 2 1525 776 3756 

M BLAC JV -28 001 PREBLEEO < 100 < 100 < 600 
0 011 INJ 1 POLVS 25 MCG 

40 011 BLEED I ) < 100 452 < 600 
75 021 lNJ 2 CP298 15 MCG 

140 021 BLEED 2 1159 304 2714 

F CAUC JV -4 001 PREBLEEO < 600 
0 011 INJ I POLVS 25 MCG 

30 011 BLEED I < 600 
46 021 INJ 2 CP298 15 MCG 

114 021 BLEED 2 3080 
1 14 031 INJ 3 CP29B 15 MCG 
172 031 BLEED 3 19396 

F CAUC JV -25 001 PREBLEEO < 100 191 < 600 
0 011 INJ 1 POLVS 25 MCG 

35 011 BLEED 1 < 100 243 < 600 
73 021 INJ 2 CP298 15 MCG 

128 021 BLEED 2 3920 653 2902 
134 031 INJ 3 CP298 15 MCG 
163 031 BLEED 3 4361 603 2263 

M CAUC JV 0 011 !NJ POLYS 25 MCG 

0 
M CAUC JV 0 011 INJ POLVS 25 MCG .... 

v,I -.t:, 



(b) (6) (b) (6) (b) (6)

HFLU /Z3 5460YO / OB /25/ 88 / PAGE 4 

INVESTIGATOR 
STUDY 
VACCINE 
PATIENT CLASS : 

GRANOFF,DAN 
000601 
POLVSACCHARIDE VACCINE 
HIB POLYS VACCINE FAILURES 

CASE SEX RACE BIRTH AGE DAY DATE 

TABLE 2 (cont.) 

DEMOGRAPIIICS / EVENTS LISTING 

PHS EVENT LOT DOSE COOE/IGG TOTAL CODE/ IGGM CODE/ IGGl CODE/ IGG2 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M CAUC 

F CAUC 

F CAUC 

M CAUC 

F HISP 

M CAUC 

F CAUC 

F BLAC 

4V 

3V 

4V 

JV 

3V 

3V 

3V 

2V 

0 
78 

148 

-56 
0 

30 
58 
93 
93 

141 

0 

-41 
0 

32 
53 

115 
115 
190 

0 
38 
96 

174 
180 
217 

- 2 7 
0 

53 
82 

138 
138 
16 7 

0 

0 
6 3 

011 INJ I 
021 INJ 2 
031 INJ 3 

001 PREBLEED 
01 I INJ I 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 
031 INJ 3 
031 BLEED 3 

011 INJ 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 
031 INJ 3 
031 BLEED 3 

011 INJ 
011 BLEEO 1 
021 INJ 2 
021 BLEED 2 
031 INJ 3 
031 BLEED 3 

001 PREBLEED 
011 INJ 1 
011 BLEED 1 
021 INJ 2 
021 BLEED 2 
031 INJ 3 
031 BLEED 3 

011 INJ 

011 INJ I 
021 INJ 2 

POLVS 25 MCG 
CP298 15 MCG 
POLVS 25 MCG 

< 600 
POLVS 25 MCG 

< 600 
CP241 15 MCG 

801 
CP241 15 MCG 

14101 

POLYS 25 MCG 

< 100 < 100 < 600 
POLVS 25 MCG 

< 100 106 < 600 
CP298 15 MCG 

812 306 3245 
CP298 15 MCG 

1009 317 5630 

POLYS 25 MCG 
01/ QNS 

CP298 15 MCG 
3443 

CP298 15 MCG 
59334 

< 600 
POLYS 25 MCG 

01/ QNS 
CP298 15 MCG 

866 
CP298 15 MCG 

1175 

POLVS 25 MCG 

POLYS 25 MCG 
CP298 15 MCG 

~ -vi 

Jl 
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HFLU/L 210/0B/26/BB/1 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
POPULATION 

GRANOFF,OAN 
000601 
HIB CONJUGATE 
RIA 
CP241 
HIB POLVS VACCINE FAILURES 

TABLE 3 
A N T I B O O V R E S P O N S E S 

'l' WITH ANTI-PRP FOLD RISE 

"'>2 FOLO 
••••••••••••••• 

AGE 
•••••••••• 

12-71 MOS. 

TIME 
(MONTHS) 

•••••••••••• 

PRE INJ 
MONTHS 2/3 
MONTHS 3/5 

FOOTNOTE(S): 

>.15 MCG AB/ML 
• •••••••••••••• 

43 
100 
100 

3/ 
7/ 
71 

7) 
7) 
7) 

>1 . 0 MCG AB/ML 
••••••••••••••• 

0 
100 
100 

0/ 
7/ 
7/ 

7) 
7) 
7) 

100 
100 

71 
7/ 

7) 
7) 

MEAN 
•••••• 

57.5 
80.4 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

• •••••••••••••••• 

0. 111 ( 
8.568 ( 

11 . 990 ( 

7) 
7) 
7) 

IF A TITER IS REPORTED AS<. 125, THEN ,125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER . 



HFLU/l ·· 210/08/26/HB/2 

INVE STIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
POPULATION 

GRANOFF,DAN 
000601 
HIB CONJUGATE 
RIA 
CP29B 
HIB POLYS VACCINE FAILURES 

TABLE 4 
A N T I B O D Y R E S P O N S E S 

% WITH ANT 1-PRP FOLD RISE 

% >2 FOLD 
••••••••••••••• 

. AGE 
•••••••••• 

12-71 MOS. 

TIME 
(MONTHS) 

•••••••••••• 

PRE INJ 
MONTHS 2/3 
MONTHS 3/5 

FOOTNOTE(S) : 

>. 15 MCG AB/ML 
••••••••••••••• 

BJ 
100 
100 

5/ 
6/ 
4/ 

6) 
6) 
4) 

>1.0 MCG AB/Ml. ............. ,... 

0 
100 
100 

0/ 
6/ 
4/ 

6) 
6) 
4) 

100 
100 

6/ 
4/ 

6) 
4) 

MEAN 
• ••••• 

14 . 5 
35.7 

GMT MCG AB/ML (N) 

ALL 
VACCJNEES 

• •••••••••••••••• 

0.289 
4. 188 
9. 155 

6) 
6) 
4) 

IF A TITER JS REPORTED AS <.125, THEN .125 lS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 JS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

. .... 
-



111 I II, 1 , , ."III/ IJl,, I l, Lill/ 1 

111'.'[ST I GIi TOil 
STlJOV 
VIICCIIIE 
ASSAY 
POPULATION 

AGE 
• .. ' * ......... . 

12 71 MOS. 

GHANOFF, (l,\N 
000601 
POLVSACCllARIOE VACCINE 
RIA 
HIS POLYS VACCINE FAILURES 

TABLE 5 
ANIIEiUOV RESPONSES 

GMT MCG AB/ML (N) 
o/, WITH ANTI-PRP 

TI 1,1E 
(MONTHS) 

... .. • • • * ...... . 

PllE INJ 
MONlHS I/ l 
MUNTHS J/5 
MONTHS 5/7 

•. 15 MCG AB/ML . ................. . 
62 
B3 

100 
100 

ll / 13) 
10/ I 2) 
B/ B) 
7/ 7) 

> 1 . 0 MCG AE\/ML 
• • ♦ ............ . 

0 
33 
BU 
B6 

0/ 
4/ 
71 
6/ 

13) 
I 2) 
B) 
7) 

ALL 
VACCINEES 

••••••••••••••• 

0. 167 
0.563 
2.478 
6.B50 

13) 
12) 
B) 
7) 

RESPUNlJERS 
(>2 FOLD RISE) 
• • • • • • • • :,t.. ......... . 

I .092 
2.478 
6.850 

H) 
1:1) 
7) 

F(llllMUlE(S): 
IF A TITER IS REPORTED AS<. 125, THEN . 1:!5 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

MEAN 
• ••••• 

:.I. I 
13.5 
30.U 

FOLD Rl:C,E 

% ·2 FuLD 
• ........ *·•• ... ••••••• 

ti 7 
100 
100 

U/ 
H/ 
71 

12) 
BJ 
7) 

:::, 

.H 

:D 



,, 

HfLU /C C546330 / 0B/26/88/1 
TABLE 6 

C L I N I C A L C O M P L A I N T S B V f R E Q U E N C V 

INVESTIGATOR 
STUDY 
VACCINE 

GRANOff,DAN 
000601 
HIB CONJUGATE 
CP241 LOT NUMBER 

POPULATION 
AGE RANGE 

HIB POLVS VACCINE FAILURES 
12-71 MOS. 

DAVS OF FOLLOWUP DAVS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 

HIB CONJUGATE 
INJECTION: 

7 

2 
5 
0 

NO . Of VACCIN ~ES 
WITH 

CLINICAL COMP . 

28 . 6 %) 
71. 4 '11,) 

% BASED 
ON 7 

VACCJNEES 

··························································• (' ·•············ 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ . SITE 
ERVTHEMA, INJ. SITE (<=1 IN . ) 
ERVTHEMA, INJ . SITE (>1 INCH) 
STIFFNESS/TIGHTNESS, INJECTION 
SWELLING , INJ . SITE (<=I IN.) 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
WARM TO TOUCH 
DIARRHEA 
POLYDIPSIA 
RASH 
URTICARIA 

SITE 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 

5 
3 
2 
2 

4 
4 
3 
2 
I 

71 .4 
42.9 
28.6 
28.6 
14 . 3 
14.3 

57. I 
57. I 
42 . 9 
28.6 
14 . 3 
14.3 
14 . 3 
14.3 

,::, ,.... 
'-" .... 
·O 



HfLU/C C546JJU/UU /2 b/UU/J 

TABLE 6 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E U U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

GRANOFF,OAN 
000601 
HlB CONJUGATE 
CP241 
HlB POLYS VACCINE FAILURES 
12-71 MOS . 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 2 

7 

2 28 . 6 %) 
5 71 . 4 ,o 
0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 7 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ ; SITE 
ERYTHEMA , INJ. SITE (<=1 IN . ) 
SWELLING, !NJ . SITE (>1 INCH) 
ERYTHEMA, INJ. SITE (>1 INCH) 
SWELLING, INJ. SITE (<=1 IN . ) 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
TEETHING 
WARM TO TOUCH 

5 
5 
3 
3 

4 
3 
3 

71 . 4 
71 . 4 
42 . 9 
42 . 9 
14 . 3 
14 . 3 

5 7. 1 
42.9 
42.9 
14 . 3 
14.3 

0 

""' rv 
0 



HFLU / CC5~vJ30/08/26/88/2 

TABLE 6 (cont.) 

C L I N I C A L C O M P L A I N T S B V F R E U U E N C V 

INVE STIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

GRANOFF,OAN 
000601 
HIB CONJUGATE 
CP298 
HIB POLYS VACCINE FAILURES 
12-71 MOS . 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

Iii B CONJUGATE 
INJECTION: 

7 

2 
5 
0 

NO. OF VACCINEES 
WITH 

CL! NI CAL COMP. 

28.6 %) 
71. 4 %) 

% BASED 
ON 7 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ . SITE 
SWELLING, INJ . SITE (<=1 IN.) 
ERVTHEMA , INJ. SITE (<=1 IN . ) 
SWELLING, INJ . SITE ( > 1 INUI) 

SYSTEMIC REACTIONS 
COUGH 
DIARRHEA 
FATIGUE 
IRRITABILITY 
NAUSEA 
VOMIT I NG 
WARM TO TOUCH 
WHEEZING 

5 71. 4 
5 71 .4 
2 28. 6 
1 14.3 

14.3 

3 42 . 9 
14.3 
14 . 3 
14.3 
14 . 3 
14 . 3 
14.3 
14.3 
14.3 



HFLU / lC54o33U / UB/26/88 / 4 

TABLE 6 (cont.) 

C L I N I C A L C O M O L A I N T S B Y F H E U U E N C Y 

ltlVES TI GA TOR 
STUOY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

GRANOFF,lJAN 
000601 
HIB CONJUGATE 
CP298 
HIB POLYS VACCINE FAILURES 
12-71 MOS. 
OAYS OTO 5 

VAlCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION : 2 

6 

I (16 . 7%) 
5 ( 83.3 %) 
0 

NO. OF VACCINEES % BASED 
WITH ON 6 

CLINICAL COMP. VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, !NJ. SITE 
SWELLING, !NJ. SITE (>1 INCH) 

SYSTEMIC REACTIONS 
FATIGUE 
HYPERHYDROSIS 
IRRITABILITY 
PROLONGED CRYING, >1/2 HR 
RASH 
WARM TO TOUCH 

5 83.3 
5 83.3 
2 33.3 

4 66.7 
16 . 7 
16. 7 
16.7 
16.7 
16.7 
16. 7 

0 -II" 
N 
,v 



Hfl ll / CC!.>-lli330/UU/2G/UU/7 

TABLE 6 (cont.) 

C L I N I C A L C O M P L A I N T S B V F R E U U E N C V 

INVESTIGAlOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

GRANOFF,DAN 
000601 
POLYSACCHARIOE VACCINE 
POLVS 
HIB POLVS VACCINE FAILURES 
12-71 MOS . 
DAYS OTO 5 

VACCINEES WITH ND COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

HIB POLYSACCHARIDE(NON-M 
INJECTION: 1 

16 

10 
6 
0 

62.5 %) 
37. 5 %) 

I 
I 
I 
I 
I 
I 
I 
I 

NO . OF VACCINEES % BASED I 
WITH ON 16 I 

CLINICAL COMPLAINTS CLINICAL COMP. VACCINEES I 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION 

ERYTHEMA, INJ. SITE (<=1 
PAIN/SORENESS , INJ . SITE 
REACTION, LOCAL 

SYSTEMIC REACTIONS 
IARITABILI TY 
COMMON COLO 
COOL TO TOUCH 
ENURESIS 
FATIGUE 
GASTROINTESTINAL 
HEADACHE 
NAUSEA 
VOMITING 
WARM TO TOUCH 
WHEEZING 

PAIN 

SITE) 
IN . ) 

2 
1 
1 
1 

5 
2 
1 
1 

12.5 
6,3 
6.3 
6.3 

31. 3 
12.5 
6.3 
6.3 
6.3 
6.3 
6.3 
6.3 
6.3 
6.3 
6.3 
6.3 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 



HFLU/CC~~tiJJO / UB/26/00/5 

TABLE 6 (cont.) 

CLINICAL COMPLAINTS l:IY FHLUIJENCY 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

GRANOFF,DAN 
000601 
POLYSACCHARIOE VACCINE 
CP241 
HIB POLYS VACCINE FAILURES 
12-71 MOS . 
DAYS OTO 5 

VACCINEE S WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 

2 

1 

0 

2 

NO. OF VACCINEES 
WITH 

CLINICAL COMP . 

50 . 0 %) 
50.0 %) 

% BASED 
ON 2 

VACCINEES 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, !NJ. SITE 

SYSTEMIC REACTIONS 
FATIGUE 
GAIT ABNORMALITIES 
IRRITABILITY 

1 
1 

• 1 

50.0 
50.0 

50.0 
50.0 
50.0 
50.0 

I 
I 
I 
I 
I 
I 
I 
I 



HFLU / CL~,6330/08/26/BB/B 

TABLE 6 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R t U U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE llANGE 
DAYS OF FOLLOWllP 

VACCINE 

TOTAL VACCINEES 

GRANOFF,OAN 
000601 
POLVSACCHARIDE VACCINE 
CP241 
HIB POLYS VACCINE FAILURES 
12-71 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGA TE 
INJECTION : 3 

2 

I 
I 
0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

50.0 %) 
50.0 %) 

% BASED 
ON 2 

VACCINE ES 

I 
I 
I 
I 
I 
I •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

LOCAL REACTIONS (INJECTION SITE) 
ERYTHEMA, INJ. SITE (<=I IN.) 
PAIN/SORENESS, INJ. SITE 
STIFFNESS/TIGHTNESS. INJECT ION 
SWELLING, !NJ . SITE (<=I IN.) 

SYSTEMIC REACTIONS 
CONTUSION 
WARM TO TOUCH 

SITE 

50 . 0 
50 . 0 
50 . 0 
50.0 
50.0 

50.0 
50.0 
50.0 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 



HF Ill /CC546330/0U / 26/BU /fi 

TABLE 6 (cont.) 

C L l N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TU-JAL VACCINEES 

GRANOFF,DAN · 
000601 
POLYSACCHARIDE VACCINE 
CP298 
HIB POLYS VACCINE FAILURES 
12-71 MOS . 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WlTH NO DATA 

CLINlCAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 

9 

4 
4 

2 

NO . OF VACClNEES 
WITH 

CLlNICAL COMP. 

50.0 %) 
50.0 7,) 

% BASED 
ON 8 

VACCINEES 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACT(ONS (INJECTION 

ERYTHEMA, INJ . SITE (<::I 
PAIN/SORENESS, INJ. SITE 
SWELLING, INJ. SITE (<=I 
REACTION, LOCAL 

SYSTEMIC REACTIONS 
ANOREXIA 
FATIGUE 
IRRITABILITY 

SITE) 
IN . ) 

IN. ) 

3 
2 
2 
2 

2 
1 

37.5 
25.0 
25.0 
25 . 0 
12 . 5 

25.0 
12.5 
12 . 5 
12.5 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 



HFLU / CC~~6330 / 0B / 26 / 88 / 9 
TABLE 6 (cont. ) 

C L I N I C A L C O M P L A I N T S B Y F R E U U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

GRANOFF,DAN 
000601 
POLYSACCHARIDE VACCINE 
CP298 
HIB POLYS VACCINE FAILURES 
12-71 MOS . 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGArE 
INJECT ION : 3 

6 

2 33.3 %) 
4 66. 7 ,C.) 
0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP . 

% BASED 
ON 6 

VACCINE ES 

··············································~··························· 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS , INJ . SITE 
ECCHYMOSIS, INJECTION SITE 
ERYTHEMA, INJ . SITE (<=1 IN . ) 
SWELLING , INJ. SITE (<=I IN . ) 
WARMTH, INJECTION SITE 

SYSTEMIC REACTIONS 
WARM TO TOUCH 
FATIGUE 
GAIT ABNORMALITIES 

4 
2 
I 
1 
I 
I 

2 
2 
1 
1 

66.7 
33.3 
16.7 
16.7 
16.7 
16. 7 

33 . 3 
33.3 
16 . 7 
16.7 

~ 

"' ..... 



HFLll/CC5<o v J30 / 0B/26 / UU/ 10 
TABLE 6 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E O U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

GRANOFF,LJAN 
000601 
POLYSACCHARIDE VACCINE 
POLYS 
HIB POLY5 VACCINE FAILURES 
12-71 MOS . 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB POLYSACCHARIDE(NON - M 
INJECTION : 3 

1 

0 
1 
0 

( 0.0 %) 
(100.0 %) 

NO. OF VACCJN ~ES 
WITH 

CLINICAL COMP. 

o/, BASED 
ON I 

VACCINEES .........................................................• ,~••············ 
LOCAL REACTIONS (INJECTION SITE) 

SYSTEMIC REACTIONS 
WARM TO TOUCH 

0 0 . 0 

100 . 0 
100.0 

Joi 
i\) 
:)) 



(b) (6)

HFLU/C C546330/08/ 2 6/88/1 

TABLE 6 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E U U E N C Y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

GRANOFF,DAN 
000601 
HIB CONJUGATE * 
CP241 
HIB POLYS VACCINE FAILURES 
12 - 71 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO OATA 

CLINICAL COMPLAINTS 

ti!B CONJUGATE 
INJECTION: 

0 
1 
0 

( 0 . 0 %) 
(100 . 0 %) 

NO . OF VACCINE[S 
WITH 

"BASED 
ON I 

VACCINEES CU NICAL COMP . 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ . ~ITE 

SYSTEMIC REACTIONS 
GAIT ABNORMALITIES 

100.0 
100 . 0 

100.0 
100.0 

* Case Ill, Received PRP vaccine prior to entry in the study. 0 ... 
iJ,I 
N 
-0 



(b) (6)

HFLU/CC54b~30/0B/26/BB/3 

TABLE 6 (cont.) 

C L I N I C A L C O M P L A I N T S B V F R E O ll E N C V 

I NVESTI GA TOR 
STUOV 
VACCINE 
LOT NUMBER 
POPIJLA TI ON 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

GRANOFF,OAN 
000601 
HI B CONJUGATE * 
CP24I 
HIB POLVS VACCINE FAILURES 
12-71 MOS . 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 2 

I 

0 ( 0 . 0 %) 
1 (100.0 %) 
0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 1 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ . SITE 
100 . 0 
100 . 0 

* Case • Received PRP vaccine prior to entry in the study. 



(b) (6)

HFLll/ CC5 46330/0B/ 26/Btl / 2 

INVESTIGATOR 
STUDY 
VACCINE 

GRANOFF,DAN 
000601 
HIB CONJUGATE* 
CP298 

,TABLE 6 (cont.) 

C L I N I C A L C O M P L A I N T S B V F R E Q U E N C V 

LOT NUMBER 
POPULATION 
AGE RANGE 

HIB POLVS VACCINE FAILURES 
12-71 MOS. 

DAYS OF FOLLOWUP DAYS OTO 5 

VACCINE 

TOTAL VACCINEES 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

HIB CONJUGATE 
INJECTION: 

1 

0 
1 
0 

( 0.0 %) 
( 100 . 0 %) 

I NO . OF VACCINEES % BASED 
I WITH ON I 

CLINICAL COMPLAINT S I CLINICAL COMP . VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTION S (INJECTION SITE) 

ERVTHEMA , INJ. SITE (<=I IN . ) 
PAIN/SORENESS, !NJ. SITE 
SWELLING, INJ. SITE (> I INCH) 

SYSTEMIC REACTIONS 
WARM TO TOUCH 

I 
I 
I 
I 
I 
I 
I 
I 

100 . 0 
100 . 0 
100 . 0 
100 . 0 

100 . 0 
100 . 0 

* Case - . Received PRP vaccine prior to entry into the study. 

0 

v,I 
vi ..... 



(b) (6)

HFLU/CC546330/08/26/88/4 

TABLE 6 (cont.) 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C y 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

GRANOFF , DAN 
000601 
HIB CONJUGATE * 
CP298 
HIB POLYS VACCINE FAILURES 
12-71 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION, 2 

1 

0 ( 0.0 %) 
1 ( 100. 0 %) 
0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP . 

% BASED 
ON 1 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ . SITE 
SWELLING, INJ. SITE (<=1 IN.) 

100.0 
100.0 
100.0 

*Case# • Received PRP vaccine prior to entry in the study. 



HFLU/Z354u~30/0B/26/BB/PAGE I 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,OAN 
000601 
HIB CONJUGATE 
CP24I 
12-71 MOS. 

TABLE 7 

CLINICAL COMPLAINT~ 

VACCINE : HlB CONJUGATE I NUMBER OF VACClNEES ( 7 VACCINEES) - INJECTION: 1 
1------------------------------------------------------------------------- ---
1 DAYS POST VACCINATION 
1---------- ---------------------- -------------------------------------------

CLINICAL COMPLAINTS I O I I 2 3 I 4 I 5 

·································••1••········ ········••1••········ ········••1••······••1••·····~·· ......... . LOCAL REACTIONS I 4 3 I 2 0 I O I 0 
I c 57. 1%l c 42.9%l I c 2B . 6%l c o.o%J I c o.o%J I c o. □%l 

--------------------------- -------- --------- - ----------t---------- ----------1----------t---------- ----------, 
ERYTHEMA, INJ. SITE (>I INCH) I 2 I I O I O I 0 

14.3%l 2e.6%l I 14.3%1 0 . 0%1 I 0.0%) I 0.0%) 
I I I 

ERYTHEMA, INJ. SITE (<=I IN.) I I I O I O I 0 
14.3%1 14.31.J 14.3%1 0.0¼1 I o . o%l I o. □¼l 

I I 
PAIN/SORENESS, INJ. SITE 3 I O O I O I 0 

42.9%l 14.3%l o . o%J o . o%J I o.o%J I o.o%J 
I I 

STIFFNESS/TIGHTNESS, INJECTION SI I O O O I O I 0 
I 4 . 3%) 0. 0%) 0. 0% l O. 0%) I O . 0%) I O. 0%) 

I 
SWELLING, INJ. SITE (,=I IN . ) 0 0 I O 0 

( 0 . 0%) ( I 4. 3%) ( 14 . 3%) I ( 0. 0%) I ( 0. 0%) 0. 0%) 
-----------------------------------1----------1---------- ----------1----------1---------- ---------- ----------
SYSTEMIC I 3 I 3 2 I 2 I 2 f I 

I c 42.9%1 I c 42.9%) c 2e.6%l I c 2B.6%l I c 2a.6%l I c 14.3%l 

BOOY AS A WHOLE/SITE UNSPEC. 2 2 2 2 I I 
28.6%) 28.6%) 28 . 6%) 28.6%) 14.3%) 14 . 3%) 

FATIGUE 2 I 2 2 I I 

28.6%) 14. 3%) 28.6%) 28.6%) 14.3%) 14. 3%) 

WARM TO TOUCH I I 0 0 u 0 
14.3%) 14 . 3%) 0.0%) 0.0%) 0.0%) 0.0%) 

DIGESTIVE SYSTEM I 0 0 0 I 0 
14.3%) 0.0%) 0.0%) 0.0%) 1-l. 3%) 0.0%) 

NUMBER 
WITH 

COMPLAINTS 
•••••••••• 

5 
71. 4%) 

2 
28.6%) 

2 
28 . 6%) 

3 
42.9%) 

I 
14 . 3%) 

I 
{ 14.3%) 

4 
57. 1%) 

4 
{ 57. 1%) 

4 
{ 57. 1%) 

2 
( 28.6%) 

2 
28.6%) 



HFLU/Z3546UJU/08/26/8B/PAGE 2 

INVESTIGATOR 
STUOV 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
HIB CONJUGATE 
CP241 
12-71 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACtINEES ( 7 VACCINEES) - INJECTION: I 
1-------------------------------------------------------------- - -------------
I DAYS POST VACCINATION 
1---------- ------------------------------------------- ---------------------

CLINICAL COMPLAINTS I O 1 l 2 I 3 I 4 5 

·································••1••········ ········••1••······••1••······••1••········ ................... . 
DIARRHEA I O O I O I O I I 0 

I o. 0% > o . 0% > I o . 0% > I o . 0% > I 1 4 . 3% > o. 0% > 
I I I 

POLYDIPSIA 1 0 0 I O I O 0 
14.3%) o.o%J o.oo/.J I o.o%J I 0.0%) 0.0%) 

I I 
NERVOUS SYSTEM & PSYCHIATRIC 3 0 0 I O I O 0 

42.9%1 0.0%1 o.o%J I o.o%J I o.o%J o.o%J 
I I 

IRRITABILITY 3 0 0 I O I O 0 
4 2. 9% > o. 0% > o . 011, > I o. 0% > I u . 0% > o. o" > 

I I 
SKIN & SKIN APPENDAGE 0 I I I 0 I I 1 

o . o%J 14 . 3%1 14 . 3%1 I o.o%l I 14.3%1 14.3%1 
I I 

RA SH 0 ' 0 1 I 0 1 1 
o.o%J o.o%J 14 . 3%1 I u.oo/.J t4.3%l I 14.3%1 

I I 
URTICARIA O I O I O O I 0 

< o.o%J I c 14.3%1 c o.o%J I c o.o%J c o.o%J I < o.o%J 
------------------- - --------------- ----------!--------- - ----------1---------- ----------1---------- ----------

VACCINEES WITH COMPLAINTS 5 I 3 2 I 2 ,2 I 1 
c 11.4%1 I c 42.9%1 c 2e.6%l I < 20.6%) c 2B . 6%l I c 14.3%1 

----------------------------------- ----------1---------- ----------1--------- ----------,---------- ----------
VACCINEES WITH NO COMPLAINTS I 2 I 4 5 · 1 5 5 I 6 

I c 28 . 6"-l I< s1.1%J c 11.4%1 I< 11.4%1 c 11.4%1 I< es.n.J 
-----------------------------------1----------1---------- ----------,---------- ----------1---------- ----------
TOTAL VACCINEES REPORTING I 7 I 7 7 I 7 7 I 7 

I I I I 

-----------------------------------1----------1----------1----------1----------1 - ---------1----------1----------1 
VACCINEES WITH NO DATA I O I O I O I O I O I O I I 

I I I I I I I I 

NUMBER 
WJTH 

COMPLAINTS 
•••••••••• 

1 
14.3%) 

1 
14.3%) 

3 
42.9%) 

3 
42.9%) 

I 
14.3%) 

1 
14.3%) 

I 
14.3%) 

5 
71 . 4%) 

2 
28 . 6%) 

7 

0 
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GRANOFF , DAN 
000601 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

HIB CONJUGATE 
CP241 
12-71 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

--- - ------------- - --------- --------
ERYTHEMA, INJ. SITE (>I INCH) 

ERYTHEMA, INJ. SITE (,=I IN.) 

PAIN/SORENESS, INJ . SITE 

SWELLING, INJ . SITE (>I IllCH) 

SWELL I NG, INJ . SI TE (<=I IN.) 

---------- -------------------------
SYSTEMIC 

-------- - ---- - --------- ----- -- - ----

BODY AS A WHOLE/SITE UNSPEC. 

FATIGUE 

WARM TO TOUCH 

DIGESTIVE SYSTEM 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: 2 

DAYS POST VACCINATION 
- -- - - -- -- - - - --- - ---- ----- ---- -- - - --- ----- ---- ------ - - -------- --- ----------

0 1 I 2 3 I 4 5 
•••••••••• ········••1••········ ········••1••········ . .......... •••••••••• 

5 3 I 2 1 I I 
( 71.4%) ( 42.9%) ' ( 28.6%) ( 14.3%) ( 14.3%) ( 14.3%) 

--------- - --------- - 1----- ----- -- - -- ----- ·· -------- - ---------- ----------
0 I I 0 0 0 0 

0 . 0%) 14.3%) l 0 . 0%) 0.0%) 0 . 0%) 0.0%) 
I 

2 I I 1 0 0 0 
28.6%) 14.3%) 14.3%) 0.0%) 0 . 0%) 0. 0%) 

5 3 2 I I 0 
71.4%) 42.9%) 28 . 6%) 14 . 3%) 14 . 3%) 0 . 0%) 

2 2 1 0 0 0 
28.6%) 28 . 6%) 14 . 3%) 0 . 0%) 0 . 0%) 0.0%) 

0 0 0 I 1 I 
0 . 0%) 0.0%) 0 . 0%) 14 . 3%) 14.3%) 14.3%) 

---------- ---------- ---------- ---------- ---------- ---------- ----------
3 I l 0 0 I 

( 42 . 9%) ( 14 . 3%) ( 14 . 3%) 0.0%) 0 . 0%) ( 14 . 3%) 
-------------------- ------------ --- ------- ----------- ----- -----------------

3 I I 0 0 0 
42 . 9%) 14 . 3%) 14 . 3%) 0.0%) 0.0%) 0.0%) 

2 I I 0 0 0 
28 . 5,r.) 14.3%) 14 . 3%) 0 . 0%) 0 . 0%) 0 . 0%) 

1 0 0 0 0 0 
14 . 3%) 0 . 0%) 0 . 0%) 0 . 0%) 0 . 0%) 0.0%) 

0 0 0 0 0 1 
0.0%) 0.0%) 0 . 0%) 0 . 0%) 0 . 0%) 14 . 3%) 

NUMBER 
WITH 

COMPLAINTS 
•••••••••• 

5 
7 I. 4%) 

1 
14.3%) 

3 
42 .9%) 

5 
71. 4%) 

3 
42. 9%) 

I 
14.3%) 

4 
57. 1%) 

4 
57. 1%) 

3 
42.9%) 

I 
14.3%) 

I 
14.3%) 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
HIB CONJUGATE 
CP241 
12-71 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

------------------------------------------------------------------------------------------------L---------------------------
VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: 2 

l----------------------------------------------------------------------------1 DAYS POST VACCINATION 
1-------------------------------------------- --------------------------------

CLINICAL COMPLAINTS I O I I 2 I 3 

·································••1••······••1••······••1••······••1••········ TEETHING I O I O I O I 0 

NERVOUS SYSTEM & PSYCHIATRIC 

IRRITABILITY 

I o. 0% > I o. 0% > l o. 0% > I o . □% > 
I I I I 

o I 1 I 1 I 
o.o%J I 14.3%) I 14.3%1 I 

I I I 

0 
0.0%) 

o I I I o 
c 0.0%) I c 14.3%1 I c 14.3%) I c o.o%J 

--------------------------- -------- ----------1--------- - 1----------1----------
VACCINEES WITH COMPLAINTS 5 I 3 I 3 1 

c 11.4%1 I c 42.9%1 I c 42.9%1 c 14.3%1 
----------------------------------- ----------1----------1---------- ----------

VACCINEES WITH NO COMPLAINTS 2 I 4 I 4 · 6 
c 2e.6%l I c 57.1%1 I c 57.1%1 I c 85. aJ 

--------------------------- -------- ----------1----------1----------1----------
TOTAL VACCINEES REPORTING 7 I 1 I 1 I 1 

I I I 

4 I 5 
········••1••········ ......... . 

o I 1 I 
o.O'¼.l I 14.3%1 I 

I I 
o I 1 I 

o.o%J I 14.3%1 I 
I I 

o I I I 
c 0.0%> I c 14.J'j(,J I I 

----------1----------1----------1 
1 I 2 I I 

c 14.3%1 I c 20.6%l I I 
----------1---------- ----------

6 I 5 
c B5.7%l I c 11.4%1 

----------1---------- ----------
7 I 1 

I I 

-----------------------------------1----------l----------l ·· ---------l----------l----------l----------l----------1 
VACCINEES WITH NO DATA I O I O I O I O I , 0 I O I 

I I I I I I I I 

NUMBER 
WITH 

COMPLAINTS .•........ , 
· 1 I 
14.3':1.l I 

3 
42.9%) 

3 
42.9%) 

5 
71. 4':C.) 

2 
28.6¼) 

7 

0 
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INVESTIGATOR 
STUOY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
HIB CONJUGATE 
CP2!cl8 
12-71 MOS . 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: I 
,---- ------ -- ---- -- ------------ -------------- --------------- -- ---------------
1 DAYS POST VACCINATION 
,--- ------- --- -- -- -------- ----------- ---------------- -----------------------

CLINICAL COMPLAINTS I O I I 2 3 I 4 I 5 

·································••1••········ ········••1••········ ········••1••······••1••········ ......•••. LOCAL REACTIONS I 5 4 I I O I O I 0 
I ( 71 . 4%) ( 57.1'1',) I ( 14.3%) ( 0.0%) I ( 0 . 0%) I ( 0 . 0%) 

-- --- - - -- - - -------- ------- -------- - 1--------- - - ----- -- --!----- --- - - -- -- ----- - 1-- ---- ----1---------- ----------
ERYTHEMA, INJ . SITE (<=I IN.) I I I I O O I O I 0 

I 14.3%) 14 . J'Yol I o . O'Yol o.o%J I o.o¾J I o.o%J 
I I I I 

PAIN/SORENESS, INJ . SITE I 5 3 I I O I O I 0 
I 11 . 4%J 42.9%1 I 14 . 3%) o.o%J I u.0%1 I o.o'll.J 
I I I I 

SWELLING , INJ. SITE (>I INCH) I I I j O 0 I 0 I 0 
I 14 . 3%) 14.3%) I 0 . 0%) o . O%l I o.O%l I o.o%J 
I I I I 

SWELLING , INJ . SITE (<=I IN.) I 2 I I O O I O I 0 
I ( 28.6%) I ( 14.3%) I ( 0 . 0%) ( 0 . 0%) I l 0.0%) I ( 0.0%) I 

---- - --- - -- -- ----------------------1----------1--------- - 1----- - ---- ----------1 ---- ------ -------- - -,----------
SYSTEMIC 2 I O I O I I I O I 

BODY AS A WHOLE/SITE UNSPEC. 

FATIGUE 

WARM TO TOUCH 

DIGESTIVE SYSTEM 

DIARRHEA 

c 2a . 6%l I c o . o%J I c o . o%J < 14.3%l I < t4 . 3%l o.o%J I 

2 0 0 
2B . 6%) 0.0%) 0. 0%) 

I 0 0 
14.3%) 0.0%) 0.0%) 

I 0 0 
14 . 3%) 0.0%) 0.0%) 

0 0 0 
0 . 0%) 0 . 0%} 0.0%) 

0 0 0 
0 . 0%) 0 . 0%) 0.0%) 

0 0 
0 . 0%) 0 . 0%) 

0 0 
0 . 0%) 0 . 0%) 

0 0 
0.0%) 0 . 0%) 

I 0 
14.3%) 0 . 0%) 

I u 
14.3%) 0 . 0%) 

0 
0.0%) 

0 
0 . 0%) 

0 
0 . 0%) 

0 
0 . 0%) 

0 
0 . 0%) 

NUMBER 
WITH 

COMPLAINTS .......... , 
5 I 

11. 4ic.l I 

I 
14.3%) 

5 
71 . 4%) 

I 
14 . 3%) 

2 
2B . 6%) 

J 
42 . 9%) 

2 
28 . 6%) 

I 
14.3%) 

I 
14.3%} 

I 
14.3%} 

I 
14.3%) 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,OAN 
000601 
HIB CONJUGATE 
CP298 
12-71 MOS. 

TABLE 7 (cont. ) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: 1 
1----------------------------------------------------------------------------
I DAYS POST VACCINATION 
1--------------------- , -------------------------------- ---------------------

CLINICAL COMPLAINTS I O I 1 l 2 3 4 5 

·································••1••······••1••········ ................................................. . 
NAUSEA I O I O O O 0 

I o. 0% > I o. Oo/, > o . oo/o > 14 . 3% > o . 0% > o . 0% > 
I I 

VOM I T I NG I · 0 I O O 1 0 0 
I o.o%J I o.o%J o.o%J 14.3%) o.o%J o.o%J 
I I 

NERVOUS SYSTEM & PSYCHIATRIC I 1 I O O O O 0 
I t4.3%J I o.o%J o . oo/.J o.oo/oJ o.oo/oJ o.oo/oJ 
I I 

IRRITABILITY I 1 I O O O O 0 
I t4.3%l I o.o%J 0 . 0%> 0.0%> o.O%l 0.0%1 
I I 

RESPIRATORY SYSTEM I O I O O 1 1 0 
I o.o%J I o.o¾J o . o%J 14.3%J 14.Jo/,J o.o,c.J 
I I 

COUGH I O I O O 1 1 0 
o.o%J I o.o'.4> o . o%J 14.3%J 14.3%) o.o,-J 

I 
WHEEZING O I O I O O 1 0 

c o.o%J I c o.o%J I c o . o%J < o . oo/oJ t4.3%J o.Oo/ol 
--- - - ------------------------------ --------- - 1----------1------- - --1- --------- ---------- ---------- ----------

VACCINEES WITH COMPLAINTS 5 I 4 I 1 I 1 , 1 0 
c 11.4%) I c s1. t%J I c 14.3%l I c 14.J%J c 1-1 . 3%J o.o%J 

----------------------------------- ----------1----------1 ----- -----,---------- ---------- ---------- ----------
VACCINEES WITH NO COMPLAINTS 2 I 3 I 6 I 6 6 7 

c 2e.so/oJ I c 42.9%) I c es . 1%> I c es.1%> c es.1%> c100.o,-J 
- - --------------------------------- ----------1----------1 ··---------I---------- ---------- ---------- ----- -----
TOTAL VACCINEES REPORTING 7 I 7 I 7 I 7 7 7 

I I I 

----------- - ----- -- -·----- --- ---- - --1----------1- -------- - 1- ---------1- - ------- - 1-- - -------1-------- --1----------1 
VACCINEESWITHNOOATA I O I O I O I O I O I O I I 

I I I I I I I I 

NUMBER 
WITH 

COMPLAINTS .......... , 
1 I 

14. 3%l I 
I 

1 
14. 3%) 

14.3%) 

1 
14.3%) 

1 
14 . 3%) 

1 
14 . 3%) 

1 
14. 3%) 

5 
71 . 4%) 

2 
28.6%) 

7 

0 
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I NVESTI GA TOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRAtlOF F, DAN 
000601 
HIB CONJUGATE 
CP298 
12-71 MOS . 

VACCINE : HIB CONJUGATE 

TABLE 7 (cont. ) 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES ( 6 VACCINEES) - INJECTION: 2 
1------------------------------------------------------------. --------------
1 DAYS POST VACCINATION 
1-----------------------------------------------------------------------------

CLINICAL COMPLAINTS I O I I I 2 I 3 I 4 I 5 

·································••1••······••1••······••1••······•·1••······••1••········ ................... . LOCAL REACTIONS f 4 I 3 I 2 I 1 f I 1 
I c Bo.o%J I c so.o%J I c 33.3%J I c 1s.1%J I < 1s.1%J < 1s . 1%J I 

-----------------------------------1----------1----------1---------- ----------1--- ------- ---------- ----------1 
PAIN/SORENESS, INJ. SITE I 4 I 3 I 2 I I 1 I 

SWELLING, INJ. SITE (>1 INCH) 

I eo.o%J I so.o,y.J 33.3%) 16. 1<:<.J I 16. 1,r.J I 
I I I 
I I 1 1 1 I 
I c 20.0%J I 16.7%J 16.7%J t6.7%J I 

I 
16.7%) 

0 
0.0%) 

I 
16.7%) 

I I 
I I 

I 

-----------------------------------1---------- ---------- ---------- ---------- ---------- ---------- ----------
SYSTEMIC 1 3 

I c 60. O%J 
- - --- -- -------------- - ---- - -------------------

BODY AS A WHOLE/SITE UNSPEC. 2 
40.0%) 

FATIGUE I 
20.0%) 

WARM TO TOUCH I 
20.0%) 

NERVOUS SYSTEM & PSYCHIATRIC 0 
0.0%) 

IRRITABILITY 0 
0.0%) 

PROLONGED CRYING, > 1/2 HR 0 
0.0%) 

SKIN & SKIN APPENDAGE I 
20 . 0%) 

I 1 
( 16.7%) ( 16 . 7%) 

---------- ----------
0 0 

0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

1 1 
16. 7%) 16.7%) 

1 1 
16. 7%) 16.7%) 

I I 
16.7%) 16.7%) 

0 0 
0.0%) 0.0%) 

I 
( 16. 7%) 

----------
0 

0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
16. 7~) 

I 
16. 7%) 

I 
16. 7'4) 

0 
0.0%) 

o I 
o.o%J I < 

0 
0.0%) 

---------- ----------------------
0 0 

0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
U.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

NUMBER 
WITH 

COMPLAINTS 
•••••••••• 

5 
83.3%) 

5 
83.3%) 

2 
33.3%) 

4 
66.7%) 

2 
33.3%) 

I 
16.7%) 

1 
16.7%) 

1 
16.7%) 

I 
16.7%) 

I 
16 . 7%) 

1 
16. 7,C.) 

0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,OAN 
000601 
HIB CONJUGATE 
CP298 
12-71 MOS. 

TABLE-7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 6 VACCINEES) - INJECTION: 2 
l----------------------------------------------------------------------------
1 DAYS POST VACCINATION NUMBER 
1----------------------------------------------------------------------------- WITH 

CLINICAL COMPLAINTS I O I 1 I 2 3 I 4 I 5 ICOMPLAINTS 
•*••·····························••1••······••1••······••1••········ •.....•... , .......... , ....•..•.......•••.••.••.•...• 

HYPERHVOROSIS I 1 I O O O I O O 1 
I 20.0"-> I 0.0%> o.O%l 0.0%) I 0.0%) 0.0%) 16. a> 
I I 

RASH I O O O I O O 1 
I ( 20.0%) ( 0.0%) I ( 0.0%) I l 0.0%) I ( U.0%) I ( 0.0%) I 16.7%) 

-----------------------------------1---------- ----------1----------1----------1----------1---------- ----------1 
VACCINEES WITH COMPLAINTS I 4 3 I 2 I 1 I 1 I I I 5 

I c eo.0%> c so.o%J I c aa.3%) I < 16.7%) I c 16.7%) I < 16.1%> I eJ.3%l 
-----------------------------------1---------- ----------1----------1---------- ----------1----------1----------

VACCINEES WITH NO COMPLAINTS I 1 3 I 4 I 5 5 I S 1 
I c 20. □%J c so.o%J I c 66. 7%) I c eJ.3%J c ea.3%l I < eJ.3%l 16. 11.> 

-----------------------------------1---------- ----------1----------1---------- ----------1---------- ----------
TOTAL VACCINEES REPORTING I 5 6 I 6 I 6 f 6 I 6 6 

! I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEESWITHNOOATA I I I O I O I O I O I O I I 0 

I I I I I I I I 

0 -
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GRANOFF,OAN 
000601 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

INVESTIGATOR 
STUOV 
VACCINE 
LOT NUMBER 
AGE RANGE 

POLVSACCHARIOE VACCINE 
POL.VS 
12-71 MOS. 

VACCINE : HIB POLVSACCHARIOE(N 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

ERVTHEMA, INJ. SITE (-<=I IN.) 

PAIN/SORENESS. INJ. SITE 

REACTION, LOCAL 

SYSTEMIC 

BOOV AS A WHOLE/SITE UNSPEC. 

COOL TO TOUCH 

FATIGUE 

WARM TO TOUCH 

DIGESTIVE SYSTEM 

GASTROINTESTINAL PAIN 

NUMBER OF VACCINEES ( 16 VACCINEES) - INJECTION: 1 

OAVS POST VACCINATION 

o I , I 2 
••••••••••l••••••••••I•••••••••• 

2 I 1 I 1 
< 12 . 5%) I < 6 . 3%) I < 6 . 3%) 

----------1----------1----------
1 I o I o I 

6. 3% > I o. 0% J I o . 0% > I 
I I I 

I I f 1 
6.3%) I 6.Jr.> I 6.3%) 

I 
I o 

< 6.3%) I < o .or.> 
0 

0 . 0%) 
----------,---------- ----------

3 
• ••••••••• 

0 
0 . 0%) 

----------
0 

0.0%) 

0 
0.0%) 

0 
0.0%) 

4 I 3 2 I 2 
< 2s.or.> I < 1e.e%> < 12.soY.> I < 12.s¾> 

3 2 1 1 
18.8%) 12.5%) 6.3%) 6.3%) 

1 I 1 I 
6.3%) 6.3%) 6 . 3%) 6.3%) 

I I 0 0 
6.3%) 6.3%) 0.0%) 0.0%) 

1 0 0 0 
6.3%) 0.0%) 0.0%) 0 . 0%) 

0 I 0 0 
0 . 0%) 6 . 3%) 0.0%) 0.0%) 

0 0 0 0 
0.0%) 0.0%) 0.0%) 0.0%) 

4 5 
•••••••••• • ••••••••• 

0 0 
0.0%) 0.0%) 

---------- -- - - --. - --
0 0 

0 . 0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

2 2 I 
< 12.s¾J < 12.5%) I 

1 1 
6.3%) 6.3%) 

1 1 
6.3%) 6.3%) 

0 0 
0.0%) 0 . 0%) 

0 0 
0.0%) 0.0%) 

I 0 
6 . 3%) 0.0%) 

I 0 
6 . 3%) 0.0%) 

• ••••••••• 

----------

NUMBER 
WITH 

COMPLAINTS .......... , 
2 I 

12.s'll.J I 
I 

6. !"'' I 
I 

6.3%) 

1 
6.3%) 

5 
31. 3%) 

3 
18.8%) 

1 
6.3%) 

1 
6.3%) 

1 
6.3%) 

2 
12.5%) 

1 
6 . 3%) 
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GRANOFF,DAN 
000601 

TABLE 7 (coot·.) 

CLINICAL COMPLAINTS 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

POLVSACCHARIOE VACCINE 
POI.VS 
12-71 MOS . 

VACCINE : HIB POLVSACCHARIOE(N 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 

NAUSEA 

VOMITING 

NERVOUS SYSTEM & PSYCHIATRIC 

ENURESIS 

HEADACHE 

IRRITABILITY 

RESPIRATORY SYSTEM 

NUMBER OF VACCINEES ( 16 VACCINEES) - INJECTION : I 

DAYS POST VACCINATION 

o I 1 I 2 I J 4 s I 
········••1••······~•1••········ ................... . ••••••••••!•••••••••• 

o I 1 I o o o 
o.o¾l I 6.3%l I o . o¾l o.o¾> o.o¾J 

I I 
0 I I I 0 

o.o-r.> I 6.3%l I 0.0%) 
I I 

2 I 2 I o 
12.s¾l I 12 . s¾J I 0.0%) 

I I 
1 I o o 

6.3¾l I 0 . 01.1 o.o-r.> 
I 

o I o o 
o . 0% > I o . 0% 1 o . 0% > 

I 
1 I 2 o 

6.3%) 12.5%) 0.0%) 

0 
0.0%) 

I 
6.3%) 

I 
6 . 3%) 

0 0 
0.0%) 0.0%) 

0 I 
0.0%) 6.3%) 

0 0 
0.0%) 0.0%) 

0 I 
0.0%) 6.3%) 

0 0 
0.0%) 0.0%) 

1 0 
6.3%) 0.0%) 

o I 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
6.3%) 

COMMON COLO O I I O O O I 
o.O¾l 6 . 3%l 6 . 3%l o.o%l o'.o'-> o.o'X.l I 

I 
WHEEZING O 1 1 1 0 I 

c o.o'-> 6.3%l 6.3%) 6.3%l < o.o¾J I c 6.J¾l I 
-----------------------------------1---------- ---------- ---------- ---------- ----------1----------1----------

VACCINEES WITH COMPLAINTS I 5 3 3 2 2 I 2 
I c 31 . 3% > c I a. a,. 1 < 1 e. B% > I c 1 2. 5% 1 < 1 2. 5% > I < , 2. 5% 1 

-----------------------------------1----------1----------1----------1---------- -- --------1---------- ----------
VACCINEES WITH NO COMPLAINTS I II I 13 I 13 I 14 14 I 14 

I c se.B¾l I c et.3%l I c e1 . J%l I c e1.5%l I c e1.5%l I c e7.5%l 
-- - --------------------------------1----------1----------1----------1----------1----------1----------1----------
TOTAL VACCINEES REPORTING I 16 I 16 I 1~ I 16 I 16 I 16 I 

I I I I I I I 

NUMBER 
WITH 

COMPLAINTS 
• ••••••••• 

I 
6. 3%) 

1 
6.3%) 

3 
18.8%) 

I 
6.3%) 

1 
6.3%) 

2 
12.5%) 

I 
6.3%) 

1 
6.3%) 

I 
6.3%) 

6 
37.5%) 

10 
62.5%) 

16 

:) 

•Joi 
J::: 

"' 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
POLVSACCHARIDE VACCINE 
POLYS 
12-71 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB POLVSACCHARIDE(N I NUMBER OF VACCINEES ( 16 VACCINEES) - INJECTION: 1 
1----------------------------------------------------------------------------
I DAYS POST VACCINATION 
1----------------------------------------------------------------------------

CLINICAL COMPLAINTS I O 1 I 2 I 3 I 4 I 5 I 
--------------- --------------------1---------- ---- - -----1----------1----------1----------1----------1----------

VACCINEES WITH NO DATA I O O I O I O I O I O I 
I I I I I 

NUMBER 
WITH 

COMPLAINTS 

······~···1 
I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
POLYSACCHARIDE VACCINE 
CP241 
12-71 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS · 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 2 VACCINEES) - INJECTION: 2 
1----------------------------------------------------------------------------
I DAYS POST VACCINATION 
1----------------------------------------------------------- ·----------------

CLINICAL COMPLAINTS I O I I 2 I 3 I 4 I 5 I 
•••••••••••••••••••••••••••••••••••l••••••••••t•••••••••• ••••••••••l••••••••••t••••••••••I•••••••••• •••••••••• 
LOCAL REACTIONS t It I O O I O I O I 

I< so.o%J I< so.0%> o.o%J < o.o%J I< o. □%J I< o.o%J I 
--~~~~;;~;;~;;;~-~~~~-;~;;---------1------;---1------;--- ------~--- ------~---1------~--- ------~---1----------1 

I< so.a%> I< so.a%> I< a.mo < o.o%J I< o.o%J < o.o%l I I 
- -- -------------- - -----------------1---------- ----------1---------- ----------1---------- ----------1----------1 
SYSTEMIC I 1 0 I O O I O O ( ( 

I c 5o.o%J 0.0%1 I < o.oo/ol o.o%J I < o.o,., o.o%J I I 

I 
BODY AS A WHOLE/SITE UNSPEC. 1 0 ( 0 0 0 0 

so. 0% > o. 0% > I o. o" l o. 0% > o. 0% l o. o"" > 
I 

FATIGUE I O I O O O 0 
so.o%J 0.0%> I 0.0%> o.o%J o.o%J o.o%J 

I 
NERVOUS SYSTEM & PSYCHIATRIC 1 0 f O O O 0 

so.o,.> 0.0%> I o.oo/ol o.o,.i o.o%J o.o,.i 
I 

GAIT ABNORMALITIES 1 0 I O O O 0 
so . o,- l o . o"' > I o . o,. > o . o"' J o . 0% l o . o"' l 

I 
IRRITABILITY I O f O O O 0 

I c so.a%> I < 0.0%1 I c u.o%J < o.o%J I < o.o%J o.o%J 
-----------------------------------1----------1----------1---------- ----------1---------- ---------- ----------

VACCINEES WITH COMPLAINTS f 1 I 1 ( 0 0 I O 0 
I c so.O%l I < so.o%J I c o.O%l c o.o,.i I c o.o%J o.O%l 

-----------------------------------1----------1----------1---------- ----------(---------- ---------- ----------
VACCINEES WITH NO COMPLAINTS I I ( 1 I 2 ( 2 I 2 2 

I c so.O¾l I < so.o%J I c100.0%l I c100.0%J I 1100.oo/ol c100.o,., 
- -- --------------------------------1----------1----------1----------1----------1----------1----------1----------
TOTAL VACCINEES REPORTING I 2 ( 2 I 2 I 2 I 2 I 2 I 

I I I I I I I 

NUMBER 
WITH 

COMPLAINTS 
•••••••••• 

I 
50.0%) 

1 
50.0%) 

1 
50.0%) 

I 
50.0%) 

I 
50.0%) 

1 
50.0%) 

I 
50.0%) 

1 
50.0%) 

I 
50.0%) 

I 
50.0%) 

2 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
POLVSACCHARIDE VACCINE 
CP241 
12-71 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINlS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 2 VACCINEES) - INJECTION: 2 
l----------------------------------------------------------------------------1 DAVS POST VACCINATION . 
1----------------------------------------------------------------------------

CLINICAL COMPLAINTS I O I I I 2 I 3 I 4 I 5 
-----------------------------------1----------1----------1- - --------1----------1----------1- --------- ----------

VACCINEES WITH NO DATA I O I O I O I O I O I 0 
I I I I I I 

NUMBER 
WITH 

COMPLAINTS 
••••••••••I 

o I 
I 

0 
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GRANOFF,OAN 
000601 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

POLYSACCHARIOE VACCINE 
CP241 
12-71 MOS. 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 2 VACCINEES) - INJECTION: 3 f 
1----------------------------------------------------------------------------1 
I DAYS POST VACCINATION f NUMBER 
1--------------------------------------------- ------- -- --------- - -------- - --1 WITH 

CLINICAL COMPLAINTS I O I I f 2 I 3 I 4 5 !COMPLAINTS 

·································••1••······••1••······••1••········1········••1••········ .................•..........•. 
LOCAL REACTIONS I 1 I I f O O I O O I 

I c 50.0%l I c 50.0%) I c 0.0%) I c o.o%J I c o.o%J o.O%l 50.0%) 
-----------------------------------1----------1----------1----------1----------1----------- ---------- ----------

ERVTHEMA, INJ. SITE (<=1 IN.) I 1 I 1 I O f O I O 0 
I 50.0%l I 5o.o%l I 0.0%) I 0.0%) I 0.0%> o.O%l 
I I I I I 

PAIN/SORENESS, INJ. SITE I 1 I 1 I o I o I 
f 50. 0%) I 50. 0%) f O. 0%) f O. Oo/o) f 
I I I I I 

STIFFNESS/TIGHTNESS, INJECTION Sil 1 f O f O I O f 
I 50. 0%) I O. O'A,) f O. 0%) f O. 0%) 
I I I I 

SWELLING, INJ . SITE (<=1 IN . ) I I o I o I o 
I c 50.0%) I c o . o%J I c o.o%J I c o.o%J 

0 
0 . 0%) 

0 
0.0%) 

0 
0 . 0%) 

0 
0.0%) 

0 
0.0%) 

• 0 
( 0 . 0%) 

-------------------------- ---------1----------1--------- - ----------1-------~ - ---------- ----------1----------
SYSTEMIC I I I 1 0 f O f 0 0 I 

I c 50.o%J I c 50 . 0%) o.O%l I c o.o%J I c o . o%J o . o%J I 

BODY AS A WHOLE/SITE UNSPEC. 1 0 0 0 0 0 
50.0%) 0 . 0%) 0.0%) 0.0%) 0.0%) 0.0%) 

WARM TO TOUCH 1 0 0 0 0 0 
50.0%) 0 . 0%) 0.0%) 0.0%) 0.0%) 0.0%) 

SKIN 8. SKIN APPENDAGE 0 I 0 0 I 0 0 
0.0%) 50.0%) 0.0%) 0.0%) I 0.0%) 0.0%) 

I 
CONTUSION 0 I 0 I 0 I 0 0 

0.0%) 50.0%) ( 0.0%) I ( 0 . 0%) I ( 0.0%) 0.0%) 
----------1----------1- --------- ---------- ----------

VACCINEES WITH COMPLAINTS 1 I 0 I 0 I 0 0 
c 50.0%l I c so.a%> 0.0%) I ( 0.0%) I ( 0.0%) 0.0%) I 

1 
50.0%) 

1 
50.0%) 

1 
50.0%) 

1 
50.0%) 

1 
50.0%) 

I 
50.0%) 

I 
50.0%) 

1 
50.0%) 

1 
50.0%) 

I 
50.0%) 

0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
POLYSACCHARIDE VACCINE 
CP241 
12-71 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 2 VACCINEES) - INJECTION: 3 f 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUM8ER 
l----------------------------------------------------------------------------1 WITH 

CLINICAL COMPLAINTS I O I 1 f 2 I 3 f 4 f 5 f f COMPLAINTS 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1••······••1 

VACCINEES WITH NO COMPLAINTS I 1 I 1 f 2 I 2 I 2 I 2 f I I I 
I c 5o.o%J I 1 5o.o%J I c 100.0,c.J I < 100.0,c.J I < 100.o¾J I c 100.0%J I I 5o.o'll.J I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL VACCINEES REPORTING I 2 I 2 I 2 I 2 I 2 I 2 I I 2 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I O I O I O I O I O I O I I 0 

I I I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
POLYSACCHARJDE VACCINE 
CP298 
12-71 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

NUMBER Of VACCINEES ( 9 VACCINEES) - INJECTION: 2 

DAYS POST VACCINATION 

0 I 2 I 3 I 4 I 5 _ 
••••••••••••••••••••••••••••••••••• •••••••••• ········••1••······••1••······••1••······~•1••········ ......•... 
LOCAL REACTIONS 

ERYTHEMA, INJ. SITE (<=1 IN.) 

PAIN/SORENESS, INJ. SITE 

REACT I ON, LOCAL 

SWELLING, INJ. SITE (<=I IN.) 

SYSTEMIC 

BODY AS A WHOLE/SITE UNSPEC. 

FATIGUE 

DIGESTIVE SYSTEM 

ANOREXIA 

NERVOUS SYSTEM & PSYCHIATRIC 

2 2 I 2 I 2 I 2 I 2 
( 25.0%) < 25.0%) < 25.0%> < 25.0%> I < 25 . 0%) I c 25.0%> 

---------- ---------- ----------,---------- ---------- ----------
0 

0.0%) 
1 1 1 I 1 o 

12.5%) 12.5%) 12.5%) 12.5%) 0 . 0%) 

2 
25.0%) 

I 
12.5%) 

0 0 
0 • Oo/,) I O . 0%) 

I 
o I o 

< o.O¾l I < 0.0%) 
----------1----------

2 I o 
< 2s.0%> I < 0.0%) 

I 0 
12.5%) 0.0%) 

1 0 
12.5%) 0.0%) 

I 0 
12.5%) 0.0%) 

I 0 
12. 5%) 0.0%) 

1 0 
12.5%) 0.0%) 

I 
12.5%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0 . 0%) 

0 
0 . 0%) 

0 
0.0%) 

0 
0 . 0%) 

0 
0.0%) 

1 
12 . 5%) 

1 
12.5%) 

2 
25.0%) 

0 
0.0%) 

0 
0 . 0%) 

0 
0 . 0%) 

0 
0.0%) 

0 
0 . 0%) 

0 
0 . 0%) 

I 
12.5%) 

0 
0 . 0%) 

I 
12.5%) 

0 
0.0%) 

I 
( 12 . 5%) ( 12.5%) 

----------1----------
0 I O I 

o . 0% > I < o . a%> 

0 0 
0.0%) 0.0%) 

I 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0. 0%) 

0 0 
0.0%) 0.0%) 

NUMBER 
WITH 

COMPLAINTS 
•••••••••• 

3 
37.5%) 

2 
25.0%) 

2 
25.0%) 

1 
12. 5'11.) 

2 
25.0%) 

2 
25.0%) 

1 
12.5%) 

1 
12.5%) 

I 
12.5%) 

I 
12.5%) 

1 
12.5%) 
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INVESllGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GHANOFF,DAN 
000601 
POLYSACCHARIDE VACCINE 
CP298 
12-71 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 9 VACCINEES) - INJECTION: 2 
1----------------------------------------------------------------------------
I DAYS POST VACCINATION 
1------------------------- - ------ -------------------------------------------

CLINICAL COMPLAINTS I O I I 2 3 I 4 I 5 I 
·································••1••······••1••······••1••········ ········••1• 4·••····••1••·······•1••········ IRRITABILITY I 1 I O I O O I O I 0 

I < 12.5%l I < o.o%l I < o.o%l < o.o%l I < o.O%l < 0.0%) 
-----------------------------------1----------1----------1---------- ----------1---------- ---------- ----------

VACCINEES WITH COMPLAINTS I 3 I 2 I 2 2 I 2 2 
I ( 37.5%) I ( 25.0%) I ( 25.0%) ( 25.0%) I ( L5.0%) ( 25.0%) 

-----------------------------------1----------1---------- ---------- ----------1----------1---------- ----------
VACCINEES WITH NO COMPLAINTS I 5 I 6 6 6 I 6 I 6 

I < 62.5%J I < 75.0%l < 1s.0%l < 75.0%) I < 1s.O%l I < 1s.0%l 
-----------------------------------1----------1---------- ---------- ----------1----------1---------- ----------1 
TOTAL VACCINEES REPORTING I 8 I 8 8 8 I 8 I 8 I I 

I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I 1 I 1 I 1 I 1 I 1 I 1 I I 

I I I I I I I I 

NUMBER 
WITH 

COMPLAINTS 
••••••••••I 

1 I 
12. 5'Y.l I 

4 
50.0%) 

4 
50.0%) 

8 

0 -
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INVESTIGATOR 
STUOV 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,OAN 
000601 
POLVSACCHARIDE VACCINE 
CP298 
12 - 71 MOS . 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER Of VACCINEES ( 6 VACCINEES) - INJECTION: 3 
l------------------------------------------- ---------------------------------
1 OAVS POST VACCINATION 
1------------------ ------------------------- --------------- -----------------

CLINICAL COMPLAINTS I O I 2 3 4 I s 
•••••••••••••••••••••••••••••••••••l••••••••••J•••••••••• •••••••••• •••••••••• ••••••••••I•••••••••• 
LOCAL REACTIONS I 4 I 3 1 l 1 I 1 

I c 66 . ,,. > < 5o. O¾ > < 16 . 1% > ( 16 . 7%) < 16 . 1%> I < t6.7%J 

ECCHVMOSIS, INJECTION SITE 

ERYTHEMA, INJ. S ITE (<=I IN.) 

PAIN/SORENESS, INJ . SITE 

SWELLING, INJ . SITE (<=I IN.) 

1 
16.7%) 

1 
16.7%) 

I 
16.7%) 

1 
16.7%) 

I 
16. 7%} 

0 
0 . 0%) 

2 
33.3¾) 

1 
16.7%) 

WARMTH, INJECTION SITE I 0 
I < o . o%J < 16.7%) 

I 
16 . 7%) 

0 
0 . 0%) 

1 
16 . 7%) 

0 
0.0%) 

-- --------1----------
1 I 

16. 1,c,J I 
I 

o I 
o . D%l I 

1 
16 . 7%) 

0 
0.0%) 

o o I o o 
o . o" l o . 0% > I o . o" > o . 0% l 

I 
o o I o o 

o . o%J o.o%J I 0 . 0%> 0.0%1 
I 

o o I o I o 
o . o%J c o.o%J I < o.o%J c o.o%J 

•••••••••• 

------------------------- ----------1---------- ---------- ----- ----- -------- --1---------- ---------- ----------
SYSTEM! C I 2 2 0 o I o o 

I < 33.3%) I c 33 . 3%J o.o%J o . o%J I < o . o,c,J o.o%J 

BODY AS A WHOLE/SITE UN SPEC. 2 2 0 0 0 0 
33 . 3%) 33.3%) 0.0%) 0.0%) 0. 0%) 0.0%) 

FATIGUE I 1 0 0 0 0 
16.7%) 16. 71'.) 0 . 0%) 0 . 0%) 0.0%) 0.0%) 

WARM TO TOUCH 2 I 0 0 0 0 
33.3%) 16 . 7%) 0 . 0%) 0 . 0%) 0.0%) 0 . 0%) 

NERVOUS SYSTEM & PSYCHIATRIC I 0 0 0 0 0 
16.7%) 0 . 0%) 0 . 0%) 0 . 0%) 0.0%) 0.0%) 

NUMBER 
WITH 

COMPLAINTS .......... , 
4 I 

66. 7%l I 

I 
16.7%) 

1 
16.7%) 

2 
33.3%) 

1 
16.7%) 

1 
16.7%) 

2 
33 . 3%) 

2 
33.3%) 

1 
16.7%) 

2 
33 . 3%) 

1 
16.7%) 

0 -v,I 
1.11 
0 
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GRANOFF,DAN 
000601 

TABLE 7 (cont.) 

CLINICAL COMPLAINT~ 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

POLVSACCHARIDE VACCINE 
CP29B 
12-71 MOS. 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 6 VACCINEES) - INJECTION: 3 
l----------------------------------------------------------------------------
1 DAYS POST VACCINATION 
1----------------------------------------------------------------------------

CLINICAL COMPLAINTS O I 2 f 3 I 4 5 ........•.......................•...•.................. , .......... , •...•..... , ............................. . 
GAIT ABNORMALITIES 1 0 0 I O I O 0 

c 16.7%) c o.o¾> c 0.0%) I c 0.0%> I c 0.0%> c 0.0%) I 
-- -~-------------------------------1----------1 ---------- ----------1--- -- -----1 -- - -------1---------- ----------1 

VACCINEES WITH COMPLAINTS I 4 I 3 1 I 1 I 1 I 1 
I c 66.7%> I c 50.0%) I c 1s . 1%) I c ,s.1'-> I c 16.7%> I c 16 . 1%) 

-----------------------------------1----------1----------1----------1----------1----------1---------- ----------
VACCINEES WITH NO COMPLAINTS I 2 I 3 I 5 I 5 5 I 5 

I c 33.3%) I t 50.0%> I c eJ . J%l I t BJ.J%l < B3.3%l I c BJ.3%) 
------------------------- ----------1----------1----------1----------1---------- ----------1---------- ----------
TOTAL VACCINEES REPORTING I 6 I 6 I 6 I 6 6 I 6 

I I I I I 

I 
I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEESWITHNODATA f O I O I O I Of O I O I I 

I I I I I I I I 

NUMBER 
WITH 

COMPLAINTS 
•••••••••• 

1 
16. 7%) 

4 
66.7%) 

2 
33.3%) 

6 

0 



HFLU/Z3546030/UB/26/HB/PAGE 20 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,OAN 
000601 
POLYSACCHARIOE VACCINE 
POLYS 
12-71 MOS . 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

VACCINE : HIB POLYSACCHARIOE(N I NUMBER OF VACCINEES ( 1 VACCINEES) - INJECTION: J 
l--------------------------------------------------- --------------------------
1 DAYS POST VACCl~ATION 
1--- -------- - ---------------------- - -------- - - ------------------------------

CLINICAL COMPLAINTS I O I 1 I 2 I J 4 I 5 
---------- -------------- - ---------- - ------- - -1------ - --·- - ---------1--- - -- -- -- - ---- ---- - 1--------- - ----------
SYSTEMIC 1 I 0 0 I 0 0 I 0 

c100.0%> I c 0.0%> 0.0%) I c 0.0%) 0.0%> I c 0.0%> 

I 
BODY AS A WHOLE/SITE UNSPEC. 1 0 0 I O 0 

c100.0%J 0 . 0%> 0 . 0%> I 0.0%> 0.0%> 
I 

WARM TO TOUCH 1 0 0 I O 0 
c100.0%> 0.0%) c 0.0%> I < 0.0%> o. □%> 

---------- ------------------------- --------- - --------- - ----------1---------- -- --------
VACCINEES WITH COMPLAINTS 1 0 0 I O 0 

(100.0%) 0 . 0%) 0.0%) 0.0%) 0.0%) 

VACCINEES WITH NO COMPLAINTS O 1 1 1 1 

·o 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
0.0%) ( 100 . 0%) ( 100.0%) ( 100.0%) ( 100.0%) < 100.0%) I 

--------- - ----------1 
TOTAL VACCINEES REPORTING I 

------------------- - --------- - -----1-- - --- - ---1--- - -------1----------1--- - ------1 - ----, - ---1----------1----------1 

NUMBER 
WITH 

COMPLAINTS 

········••) 1 I 
c 1 oo. 0%) I 

1 
(100.0%) 

1 
( 100.0%) 

1 
(100.0%) 

0 
0.0%) 

VACCINEES WITH NO DATA I O I O I O I O I O I O I I 0 
I I I I I I I I 

:::, 



(b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
HIB CONJUGATE* 
CP241 
12-71 MOS . 

VACCINE: HJB CONJUGATE 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

PAIN/SORENESS, JNJ. SITE 

SYSTEMIC 

TABLE 7 (cont. ) 
CLINICAL COMPLAINTS 

NUMBER OF VACCINEES ( I VACCINEES) - INJECTION: I 

OAVS POST VACCINATION 

o I I 2 I 3 
••••••••••l••••••••••f••••••••••I•••••••••• 

1 I 1 I I I 0 
< 100.0%1 I < 100.o"J I < 100.0%J I < o.o%J 

---------- ----------1----------1----------
1 I I I 0 

( 100 . 0%) (100.0%) (100.0%) 0.0%) 

I 
(100 . 0%) 

I 0 
<100.o"J I < o . o%J 

0 
0.0%) 

4 I s I 
.......... ·····-····1·········· 0 0 

( 0.0%) ( 0 . 0%) 

o I o 
c o . o%J I c 0 . 0%> 

----------1---------- ----------
0 I o 

o . o" > I < o . o" > 

NUMBER 
WITH 

COMPLAINTS 
•••••••••• 

I 
( 100.0%) 

I 
(100 . 0%) 

l 
(100.0%) 

NERVOUS SYSTEM & PSYCHIATRIC 1 1 0 0 0 0 l 
I 100 . 0%) (100.0%) 0.0%) 0 . 0%) 

GAIT ABNORMALITIES I I O 0 
(100 . 0%) ( 100 . 0%) 0.0%) 0.0%) 

VACCINEES WITH COMPLAINTS I I I I 0 
c100.o"J I 1100 . 0"1 c100 . o"J I c o.o%J 

----------------------------------- ----------1----------1 ----------- ----------
VACCJNEES WITH NO COMPLAINTS O I O I O I 

< o.o"> I c o.o"> I c o . o"> c,oo.o"> 
-----------------------------------1----------1----------1---------- ----------
TOTAL VACCINEES REPORTING I I I I I I 

I I I I 

0 . 0%) 0.0%) (100.0%) 

0 0 I 
0.0%) 0.0%) (100.0%) 

0 0 
0.0%) 0.0%) 

I 1 
c100.o"> I c100.o"> 

----------1---------- ----------
', I I 

I 

1 
(100.0%) 

0 
0.0%) 

---------------------------- -------1----------1----------1 ----------1----------1 ---- -- - - --1--------- - 1----------1 
VACCINEES WITH NO DATA I O I O I O I O I O I O I I 

I I I I I I I 

*Case# · d PRP vacc1·ne pr1·or to entry in the study • • Rece1ve 

0 

::, 



(b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,OAN 
000601 
HIB CONJUGATE* 
CP2-ll 
12-71 MOS. 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

PAIN/SORENESS, INJ. SITE 

VACCINEES WITH COMPLAINTS 

VACCINEES WITH NO COMPLAINTS 

TOTAL VACCINEES REPORTING 

TABLE 7 (cont.) 
LLINICAL COMPLAINTS 

I NUMBER OF VACCINEES ( 1 VACCINEES) - INJECTION: 2 
1----------------------------------------------------------------------------
I DAYS POST VACCINATION 
1-------------------·---------------------------------------------------------

0 I I 2 3 I 4 s 
••••••••••l••••••••••I•••••••••• ••••••••••I•••••••••• •••••••••• •••••••••• 

1 I 1 I o o I o o 
<100.0"> <100.0%1 < 0 . 0%> < o.o%J I < 0.0%1 o.o%J 

---------- ---------- ----------,---------- ---------- ---------- ----------
1 1 0 0 0 

0.0%) 
0 

0.0%) ( 100. 0%) (100.0%) ( 0.0%) 0.0%) 
---------- ----------1---------- ---------- ---------- ---------- ----------

1 I 1 I o 
<100.0%J I 1100.0%1 I < o.o%J 

---------- ----------1----------
0 o I 1 

0.0%) 0.0%) (100.0%) 

0 0 
< 0.0%) I c o . o%J 

0 
0.0%) 

----------,---------- ----------
1 I 1 

(100.0%) (100.0%) (100.0%) 
---------- ----------1----------

1 I 1 
I 

* Case #1111. Received PRP vaccine prior to entry in the study. 

NUMBER 
WITH 

COMPLAINTS 
• ••••••••• 

1 
(100.0%) 

1 
( 100.0%) 

1 
( 100. 0%) 

0 
0.0%) 
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INVESTIGATOR 
STUOV 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,OAN 
000601 
HIB CONJUGATE* 
CP29B 
12-71 MOS. 

VACCINE : HIB CONJUGATE 

TABLE 7 (cont. ) 
CLINICAL COMPLAINTS 

NUMBER OF VACCINEES ( 1 VACCINEES) - INJECTION: 1 

OAVS POST VACCINATION NUMBER 
---------------------------------------------------------------------------- WITH 

CLINICAL COMPLAINTS 
••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

-----------------------------------
ERVTHEMA, INJ. SITE ( <= 1 IN.) 

PAIN/SORENESS, INJ. SITE 

SWELLING, INJ. SITE (>1 INCH) 

0 
•••••••••• 

I 
( 100. 0%) 

----------
1 

( 100. 0%) 

I 
( 100.0%) 

•••••••••• 
I 

(100.0%) 
----------

0 
0.0%) 

I 
(100.0%) 

2 
•••••••••• 

1 
( 100.0%) 

----------
0 

0.0%) 

1 
(100.0%) 

3 4 
•••••••••• •••••••••• 

0 
(100.0%) ( 0.0%) 

----------1----------
0 

0.0%) 

1 
(100.0%) 

I 0 
0.0%) 

0 ·1 
o. □"-> I 

I 

5 
•••••••••• 

0 
0.0%) 

----------
0 

0.0%) 

0 
0.0%) 

0 I O I O I 
c100.o,i,l c100.o,i,> I <100.0,c,> < o. □%> c o.o,c,> c o.o,c,> 

-----------------------------------1---------- ----------1---------- ---------- ----------1----------
SYSTEMIC 1 1 1 I 1 o o I o 

I c100.o,i,> I c100.o,i,> I c100.o,i,> o.o,c,> o.o"-> I c o. □%> 

I 
BODY AS A WHOLE/SITE UNSPEC. 1 I l l 0 

c100. □%l I c,00.0,i,1 c100.o,i,> o.o,i,> 
I 

WARM TO TOUCH I I 1 0 
c 100.0,i,i I c100.o,i,i <100.0,i,J o. □"-> 

----------------------------------- ----------1---------- ---------- ----------
VACCINEES WITH COMPLAINTS 1 I l 1 

c100.o,i,> I <100.0,i,J <100.0,i,> c100.o,i,) 
----------------------------------- ---------- ----------1---------- ----------

VACCINEES WITH NO COMPLAINTS O O j O 0 
o.O%l < o.o,c,J I < 0.0,i,1 0.0,i,1 

----------------------------------- ---------- ----------1---------- ----------
TOTAL VACCINEES REPORTING 1 I 

I 

* Case #1111, Received PRP vaccine prior to entry in the study. 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0 . 0%) 

•••••••••• 

----------

COMPLAINTS 
•••••••••• 

1 
(100.0%) 

I 
( 100. 0%) 

1 
(100.0%) 

1 
( 100.0%) 

1 
( 100.0%) 

1 
(100.0%) 

1 
(100.0%) 

I 
(100.0%) 

0 
( 0.0%) 

:::, 

,,., 
.J1 
Jl 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,OAN 
000601 
HIB CONJUGATE * 
CP299 
12-71 MOS. 

TABLE 7 (cont.) 
CLINICAL COMPLAINTS 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( I VACCINEES) - INJECTION: I 
1----------------------------------------------------------------------------
I DAYS POST VACCINATION 
1----------------------------------------------------------------------------

--~:~~~~~:-~~~~:~~~~~--------------1----~----- ----~----- ----~-----1----~-----1----~----- ----~----- ----------
VACCINEES WITH NO DATA I O O O I O I O 0 

I I I 

* Case 1111. Received PRP vaccine prior to entry in the study. 

NUMBER 
WITH 

COMPLAINTS 

······~···1 
I 

0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,OAN 
000601 
HIB CONJUGATE * 
CP2\JB 
12-71 MOS . 

VACCINE : HIB CONJUGATE 

CLINICAL COMPLAINTS 

TABLE 7 (cont.) 
CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES ( 1 VACCINEES) - INJECTION: 2 I 
l----------------------------------------------------------------------------
1 DAYS POST VACCINATION 
1-------------- --------------------------------------------------------------

o 1 2 J I 4 I s 
••••••••••••••••••••••••••••••••••• •••••••••• •••••••••• •••••••••• •••••••••• ••••••••••I•••••••••• •••••••••• 
LOCAL REACTIONS 1 0 0 0 0 

(100.0%) (100.0%) 0.0%) ( 0 . 0%) 0.0%) 0 . 0%) 
-------------------------- --------- ----------1---------- ---------- ---------- -- -- ------ ---------- ----------

1 (100.6%) I (100.6%) ( o . ~%) 
I I 

PAIN/SORENESS, INJ . SITE 0 
0 . 0%) 

0 
0.0%) 

0 
0.0%) 

SWELLING, INJ. SITE (<=I IN.) I I I I I O O O 0 

-----------------------------------1-~~~~:~~~- -~~~~:~~~--~-~--~:~~~- ----~:~~~- ----~:~~~- ----~:~~~- ----------
VACCINEES WITH COMPLAINTS 1 I I 0 

<100.0%) c100.0%> I < 0 . 0%> 
0 

0 . 0%) 
0 

0 . 0%) 
0 

0.0%) 
-------------------------- --------- ---------- ---------··!---------- ---------- ---------- ---------- ----------

VACCINEES WITH NO COMPLAINTS 0 
0.0%) 

0 1 I I I 1 
0.0%> <100.0%) I <100.0%> I c,00.0%> 

I 
( 100.0%) 

;~;;~-~;~~;~~~;-~~~~~;;~~---------- ---------- ---------- ------~---,------~---,------;--- ---------- ----------
' I I 

*Case# • • Received PRP vaccine prior to entry in the study. 

NUMBER 
WITH 

COMPLAINTS 
•••••••••• 

1 
( 100. 0%) 

1 
( 100. 0%) 

1 
(100.0%) 

1 
( 100. 0%) 

0 
0.0%) 

0 



HFLU/. ,6070/08/25/88/PAGE I 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
HIB CONJUGATE 
CP241 
12-71 MOS. 

VACCINE : HIB CONJUGATE 

MAX TEMPERATURE 

TABLE B 

MAXIMUM TEMPERATURES 

I NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: 1 I 
1----------------------------------------------------------------------------
I OAVS POST VACCINATION 
,--------------------- ------------------------------------------------------

{DEG F, ORAL) I O I 1 2 3 I 4 t 5 I 

·································••1••······••1••········ ......... . < 99 I 1 I 4 

99 - 99.9 

100 - 100. 9 

TEM~ERATURE TAKEN 

TEMPERATURE NOT TAKEN 

I 1 4. 3") I 5 7. 1 ") 
I .1 
I 6 I 
I 85. 1"> I 
t I 
I 
I 

0 
0.0") 

7 
( 100. 0%) 

0 
0.0%) 

3 
42.9%) 

0 
0.0%) 

7 
(100.0%) 

0 
0.0%) 

4 
57. 1") 

2 
28.6") 

1 
14.3") 

7 
( 100.0%) 

0 
0.0") 

········••1••········ ········••t••········ 4 I 3 ' 4 I 
5 7 • 1 % ) I 4 2 . 9% ) 5-1. 1,r.J I 

I 
3 I 

42.9%l I 

I 
3 I 

42. 9%l I 
I 

4 
57. 1%) 

o I o I o 
0.0%) I ( O.O"l I ( 0.0%) 

---------- ----------1----------
7 

(100.0%) 
7 I 1 

c 100.0,r.J I <100.0"> 
---------- ----------1----------

0 
0.0%) 

0 I o 
o . o" l I < o . o,r. l 

NUMBER 
WITH 

MAX TEMP 
•••••••••• 

1 
14.3%) 

5 
71. 4%) 

1 
14.3%) 

7 
(100.0%) 

0 -l,,I 

:.n 
CD 
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INVESTIGATOR 
SlUOY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
HIB CONJUGATE 
CP241 
12-71 MOS. 

TABLE 8 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE: HIB CONJUGATE NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: 2 

MAX TEMPERATURE 
(DEG F, ORAL) 

••••••••••••••••••••••••••••••••••• 
NORMAL 

< 99 

99 - 99.9 

o I 1 

········••1••········ 0 I _O 
0.0%) I 0.0%) 

5 
71. 4%) 

2 

I 
6 

85.7%) 

I 
c 28.6%) I < 14.3%) I 

----------------------------------- ----------1----------
TEMPERATURE TAKEN 1 1 I 1 

I c100.0%) c100.0%) 
-----------------------------------1---------- ----------

TEMPERATURE NOT TAKEN I O 0 
I < 0.0%) 0.0%) 

DAYS POST VACCINATION 

2 I 3 I 4 I s I 
········••1••······••1••······••1••······••1••········ I I I I I I ' 

14.3%) I 14.3%) I 14.3%) I 14.3%) 
I I I 

s I s I 4 
11.4%) I 11.4%) I s1.1%) 

1 
14.3%) 

I I 
I I 2 

c 14.3%) I c 20.6%) 

4 
57. 1%) 

2 
28.6%) 

---------- ----------1---------- ---------- ----------
7 

(100.0%) 
7 I 1 

c100.0%> I < 100.0%> 
7 

(100.0%) 
---------- ----------,---------- ---------- ----------

0 o I o o 
0.0%) I c 0.0%) I c 0.0%) I c 0.0%) 

NUMBER 
WITH 

MAX TEMP 
•••••••••• 

0 
0.0%) 

3 
42.9%) 

4 
57. 1%) 

7 
(100.0%) 

0 
( · 0.0%) 

·::::> -""' J1 
-IJ 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF , DAN 
000601 
HTB CONJUGATE 
CP29B 
12-71 MOS. 

TABLE 8 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE : HIB CONJUGATE NUMBER OF VACCINEES ( 7 VACCINEES) - INJECTION: I 

DAYS POST VACCINATION 
MAX TEMPERATURE 

(DEG F, ORAL) 
••••••••••••••••••••••••••••••••••• 

< 99 

99 - 99.9 

100 - 100.9 

101 - 101. 9 

0 2 
•••••••••• • ••••••••• •••••••••• 

5 5 4 
71. 4,C.) 7 1 . 4%) 57. 1,C.) 

2 1 1 
28.6,C.) 14.3%) 14.3,C.) 

0 1 1 
0.0%) 14.3%) 14.J,C.) 

I 
I o I o 
I < o.o,c.) I < o.o,c.) I < 14.J,c.) 

------------------------ -----------1----------1----------1----------
TEMPERA TURE TAKEN I 7 I 7 I 7 

I c100.o,c.J I <100.o,c.) c100.o,c.) 
-----------------------------------1----------1---------- ----------

TEMPERATURE NOT TAKEN I O I O 0 
I < o . o,c.) I c o . o'll.J o.o,c.) 

3 I 4 

········••1••········ 4 I 4 
s1.1,c.) I s1.1,c.) 

2 
28.6,C.) 

1 
14.J,C.) 

0 
0.0%) 

----------
7 

(100.0%) 
----------

0 
0.0%) 

I 
I ' 3 

42.9%) 

0 
0.0%) 

0 
0.0%) 

----------
7 

( 100.0%) 
----------

0 
0.0%) 

5 
• ••••••••• 

4 
66. 7") 

1 
16.7%) 

1 
16.7,C.) 

0 
0.0%) 

----------
6 

( 85.7%) 
----------

1 
( 14. J'll,) 

NUMBER 
WITH 

I MAX TEMP 
••••••••••l••••••••••I 

----------

----------

I 4 I ·1 51. 1,c.) I 
I I 
I 1 I 
I 14 . J,c.J I 
I 
I 
I 
I 

I 

( 

1 
14.3,C.) 

1 
14.J,C.) I 

----------1 
7 I 

(100.0%) I ----------1 
0 I 

( 0.0,C.) I 

..,-4 

0-
.:, 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,OAN 
000601 
HIB CONJUGATE 
CP298 
12-71 MOS. 

TABLE 8 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 6 VACCINEES) - INJECTION: 2 

l----------------------------------------------------------------------------
1 DAYS POST VACCINATION 

MAX TEMPERATURE 1----------------------------------------------------------------------------
(DEG F, ORAL) f O I 2 I 3 I 4 5 

·································••1••········ .......... ········••1••······••1••········ ................... . NORMAL 1 1 1 I I I 1 1 
20.0,r.) 1s.1,r.) 1s.1%> 1s.1%> I 1s.1,r.> 1s.1,r.> 

I 
< 99 2 0 2 3 2 2 

I 40.0%) 0.0%> 33.3%l so.a%> 33.3%l 33.3%) 
I 

99 - 99. 9 I I 1 3 2 2 2 
I 20.0,r.> 16.7%l so.0%> 33.3%) 33.3%) 33.3%) 
I 

100 - I 00. 9 I I 4 0 0 1 1 
I c 20.0%> I < 66.7%) o.o%l o.o%l 1s.1%> 16.1%) 

-----------------------------------1----------1---------- ---------- ---------- ---------- ---------- ----------
TEMPERATURE TAKEN I 5 I 6 6 I 6 I 6 I 6 

I c eJ.3%l I c100.0%> c100.0%> I c100.0%> I c100.0%) c100.0%> 
-----------------------------------1----------1----------1----------1----------1---------- ----------1----------

TEMPERATURE NOT TAKEN I 1 I O I O I O I O O I 
I < 16.7%) I < 0.0%) I < 0.0%) I < 0.0%> I < 0.0%) 0.0%) I 

NUMBER 
WITH 

MAX TEMP 
••••••••••I 

I 
16.7%) 

0 
0.0%) 

I 
16.7%) 

4 
66.7%) 

6 
( 100.0%) 

0 
0.0%) 
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INVESTIGATOR 
STUDV 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
POLVSACCHARIDE VACCINE 
POLVS 
12-71 MOS. 

TABLE 8 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE : HIB POLVSACCHARIDE(N I NUMBER OF VACCINEES ( 16 VACCINEES) - INJECTION: 1 
l-----------------------------------------------------------------------------
1 DAVS POST VACCINATION NUMBER 

WITH 
MAX TEMP 

•••••••••• 
MAX TEMPERATURE 1----------------------------------------------------------------------------

(DEG F, ORAL) I O I I I 2 I 3 4 5 

·································••1••······••1••······••1••······••1••········ ............................. . 
NORMAL I a I 9 I 9 I 9 e e e 

50.0%) I s1.1%> ss.3%1 ss.3%) I ss.3%) sJ.3%) sJ.3%) 
I I 

< 99 I 2 3 5 I 3 2 s 1 
6.3%) 14.3%) 1e.e%> 31.3%) I 1e.e%> 13.3%> 40.o%> 

99 - 99.9 

I 

4 
28.6%) 

100 - 100.9 I o 
I < 0.0%> 

-------------.---------------------1----------
TEMPERATURE TAKEN f 14 

I < e1.s%> 
-----------------------------------1----------

TEMPERATURE NOT TAKEN I 2 
I < 12. s%> 

I 
4 1 4 5 I 6 

25.0%) 6.3%) 2s.0%) I 33.3%) s.1%> 37.5%> 
I 

o o I o o 1 
0.0%) < s.3%1 I < 0.0%) I c 0.0%> 0.0%) s.3%> 

---------- ----------1----------1---------- ---------- ---------- ----------
16 16 15 I 15 15 1s 

c100.0%} c100.0%> c100.0%> I < 93.e%> < 93.B%l c100.0%> 
---------- ---------- ----------,---------- ---------- ---------- ----------

0 0 0 I I 1 0 
0.0%) I < 0.0%) 0.0%> I < 6.3%) 6.3%) 0.0%) 
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GRANOFF,OAN 
000601 

TABLE 8 (cont.) 

MAXIMUM TEMPERATURES 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

POLYSACCHARIDE VACCINE 
CP241 
12-71 MOS . 

VACCINE : HIB CONJUGATE 

MAX TEMPERATURE 
(DEG F, ORAL) 

••••••••••••••••••••••••••••••••••• 
< 99 

99 - 99.9 

100 - 100.9 

TEMPERATURE TAKEN 

NUMBER OF VACCINEES ( 2 VACCINEES) - INJECTION: 2 

DAYS POST VACCINATION 

0 I I 2 3 4 

········••1••······••1••········ •••••••••• 
1 

50.0,r.) 

•••••••••• 
t 

so.o,r.) 

5 
•••••••••• 

1 
50.0%) 

• ••••••••• 

NUMBER 
WITH 

MAX TEMP .......... , 
o I 1 I 1 o I 

0.0%) I so.o,.) I so.011.> o. o,r.> I 

2 
( 100 . 0%) 

0 
0.0%) 

I 2 
I c100.0%> 

I I 
I I 

50.0%) 
0 

0.0%) 
0 

0.0%) 
1 I 

so. o"'> I 
I 

0 
0.0%) 

1 
50.0%) 

o I I o I I 
< o.o'-> < so . a"> I < so.o"> I < 0.0%) I < so.o"'> I < so.o"'> I 

----------1----------1----------1----------1---------- ----------1----------
2 2 I 2 I 2 I 2 I 2 

<100.0%) c100.o"'> I <100.0%> I <100.0%> I <100.0%) c100.0%) 
-----------------------------------1---------- ---------- ----------1----------1----------1---------- ---------- ----------

TEMPERATURE NOT TAKEN f O I 
I < o. 0%) I < 

0 o I o I o I o 
0.0%) I < 0.0%> I < 0 . 0%> I < 0.0%> I < 0.0%) 

0 
0.0%) 



HFLU/Z ,070/08/25/88/PAGE 6 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
POLVSACCHARIDE VACCINE 

: CP241 
: ~ MOS. 

TABLE 8 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE : HIB CONJUGATE ( NUMBER OF VACCINEES { 2 VACCINEES) - INJECTION: 3 ( 
1----------------------------------------------------------------------------
I DAVS POST VACCINATION 

MAX TEMPERATURE 1----------------------------------------------------------------------------
(DEG F, ORAL) 0 ( I 2 I 3 4 5 ................................... ········••1••······••1••········ .......................................• 

NORMAL I I I I I I I 1 
so.o,i,> I so.o'll.) I so.o,i,> so.o,i,> so.o,i,> so.o,i,> 

< 99 

99 - 99.9 

I 
I 1 
I < so .O"-l 
I 
I 0 
I < o.o"-> 

-----------------------------------1----------
TEMPERATURE TAKEN I 2 

I c 100.mc.> 
-----------------------------------1----------

TEMPERATURE NOT TAKEN I 0 
I < o.o,c.> 

I I 
I o I 

0.0%) 

1 
50.0%) 

1 
so.o,c.> I 

0 
I 
I 

0 
0.0%) 

c o.o,c.J I c so.O'll.l 

0 
0.0%) 

1 
50.0%) 

---------- ----------,---------- ----------
2 

(100.0%) 
2 I 2 

c,oo.o,c.> I c100.o"'> 
2 

(100.0%) 
---------- ----------!---------- ----------

0 I o I o o 
0.0%) I c o.o,c.) I c o.o,c.J I c o.O"-l 

1 
50.0%) 

0 
0.0%) 

2 
(100.0%) 

0 
0.0%) 

NUMBER 
WITH 

MAX TEMP 
•••••••••• 

1 
50.0%) 

0 
0.0%) 

I 
50.0%) 

2 
( 100.0,C.) 

0 
0.0%) 
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GRANOFF,OAN 
000601 

TABLE 8 (cont.) 

MAXIMUM TEMPERATURES 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

POLYSACCHARIOE VACCINE 
CP298 
12-71 MOS. 

VACCINE : HIB CONJUGATE 

MAX TEMPERATURE 
(DEG F, ORAL) 

••••••••••••••••••••••••••••••••••• 
NORMAL 

< 99 

99 - 99.9 

TEMPERATURE TAKEN 

TEMPERATURE NOT TAKEN 

NUMBER OF VACCINEES ( 9 VACCINEES) - INJECTION: 2 I 
----------------------------------------------------------------------------1 

OAYS POST VACCINATION 

o 2 I 3 4 I s 
.................... ········••1••········ ········••1••········ •••••••••• 

3 4 4 4 4 4 
37.5%) 50.0%) 50.0%) 50.0%) 50.0%) 50.0%) 

4 2 3 2 2 3 
so.0%> 2s.0%> 37 . 5%) 2s.0%> I 2s.0%> 37.5%) 

I 
I 2 I I 2 I 2 I 

c 12.5%) I c 2s.0%> I c 12.5%) I c 2s . 0%) I c 2s.0%> c 12.s%> I 

----------1----------1----------1----------1--------~- ----------1----------
8 I a a I a I a a I 

c eB.9%) I c ee.9%) c ee.9%) I c ee.9%) I c BB . 9%) c ee.9%) 
----------1---------- ----------1----------1----------1---------- ----------

1 I 1 1 ( 1 ( I ( 1 
c 11.1%J I c 11.1%) c 11.1%J I c 11.1%) I c 11.1%) I c 11.1%) 

NUMBER 
WITH 

MAX TEMP 
••••••••••I 

3 I 
31. s%> I 

2 I 
2s.0%> I 

I 
3 I 

37.5%) 

8 
( 88.9%) 

----------1 
1 I 

c 11.1%) I 
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INVESTIGATOR 
STUOV 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
POLVSACCHARIOE VACCINE 
CP298 
12-71 MOS . 

TABLE 8 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE : HIB CONJUGATE I NUMBER Of VACCINEES ~ 6 VACCINEES) - INJECTION: 3 
1----------------------------------------------------------------------------
I DAYS POST VACCINATION 

MAX TEMPERATURE 1----------------------------------------------------------------------------
(0EG f, ORAL) I O I I 2 3 4 5 I 

·································••1••······••1••········ ................................................. . 
NORMAL I 2 I 2 2 3 2 2 I 

< 99 

99 - 99.9 

FEVER 

I 33 . 3%) I 40.0%) 40.0%) 60.0%) 40.0%) 40. □%> 
I 

3 I 
50 . 0%) I 

I 
o I 

o. □%> I 
I 

2 
40 . 0%) 

I 
20.0%) 

3 
60 . 0%) 

0 
0 . 0%) 

2 
40.0%) 

0 
0.0%) 

I o o o 
< 16.7%) I < 0.0%) < 0.0%) I < o.o%J 

3 
60.0%) 

0 
0 . 0%) 

0 
0.0%) 

3 
60 . 0%) 

0 
0.0%) 

0 
0.0%) 

----------------------------------- ----------1---------- ----------1---------- ---------- ---------- ----------

NUMBER 
WITH 

MAX TEMP 
•••••••••• 

2 
33.3%) 

2 
33.3%) 

I 
16.7%) 

I 
16.7%) 

TEMPERATURE TAKEN 6 I 5 5 I 5 5 5 6 
c100.0%> I < 83 . 3%) < aJ.3%> I < 83.3%) 

----------------------------------- ----------1---------- ----------,---------- ----------
( 83.3%) c 83.3%) c100.o,c,> I 

----------,---------. ----------1 
0 I I I I I 

o. □%> I < 16.7%) c 16.7%) I c 16.7%) 
TEMPERATURE NOT TAKEN I 

( 16. 7%) 
I I O I 

< 16 . 7%) I 0.0%> I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,OAN 
000601 
POLYSACCHARIDE VACCINE 
POLYS 
12-71 MOS. 

TABLE 8 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE : HIB POLYSACCHARIDE(N NUMBER OF VACCINEES ( 1 VACCINEES) - INJECTION: 3 

DAYS POST VACCINATION 
MAX TEMPERATURE ----------------------------------------------------------------------------

( DEG F, ORAL) 0 I I 2 I 3 I 4 I 5 

NUMBER 
WITH 

MAX TEMP 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••I•••••••••• •••••••••• •••••••••• 

< 99 I I I I 1 I 1 I 1 I 1 
I c100.0%) c100.o¾) c100.0%) I c100.0%) I c100.0%J c100.0%J 

1 
(100.0%) 

-----------------------------------1---------- ---------- ---------- ----------1---------- ---------- ---------- ----------
TEMPERATURE TAKEN I 1 1 1 1 I I I 1 

I c100.0%> c100.o~> c100.0%J c100.0%J I c100.0%J c100.0%J c100.0%) I 
-----------------------------------1---------- -------· -- ---------- ----------1----------1---------- ----------1----------1 

TEMPERATURE NOT TAKEN I O I O O I O I O I O I O I 
I c 0.0%) I c o.o~> 0.0%) I c 0.0%) I c 0.0%) I c o.o%J I c o.o%J I 



(b) (6)

HFLU/Z354ti070/08/25/88/PAGE I 

INVESTIGATOR 
STUDV 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
HIB CONJUGATE* 
CP241 
12-71 MOS . 

TABLE 8 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE : HlB CONJUGATE NUMBER OF VACCINEES ( . I VACCINEES) - INJECTION: I 

DAVS POST VACCINATION 
MAX TEMPERATURE 

(DEG F, ORAL) 0 I I 2 ......................•............ ··········1·········· ......... . 
< 99 I 1 1 

99 - 99.9 

I <100 . 011,> I c100.011,> <100.011,> 
I 
I 0 
I < o.o,-.J 

0 
0.0%) 

0 
0.0Y.) 

-------------- ---------------------1---------- ---------- ----------
TEMPERATURE TAKEN I I 1 

I <100.011,1 <100.011,J ( 100. 0%) 

------------------- ----------------1----------1-- -------- ----------
TEMPERATURE NOT TAKEN I O I O 0 

I < 0.011,J I < 0.011,1 I < o.o"-> 

* Case llll. Received PRP vaccine prior to entry in the s tudy. 

3 I 4 

········••1••········ 0 I I 
0 . 0%) ( I 00. 0%) 

0 
0.0%) 

0 
0 . 0%) 

0 
0.0%) 

1 
( 100. 0Y.) 

0 

5 
•••••••••• 

0 
0 . 0%) 

1 
( 100.011,) 

I 
( 100.011,) 

I 
(100.0%) o. 011,J I < 

0 
0.0%) 

•••••••••• 

NUMBER 
WITH 

MAX TEMP 
•••••••••• 

0 
0 . 0%) 

I 
(100 . 0%) 

1 
( 100.0Y.) 

0 
0.0%) 



(b) (6)

HFLU/Z3546070/08/25/88/PAGE 2 

I NVES Tl GATOR 
STUDV 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
HIB CONJUGATE* 
CP241 
12-71 MOS. 

TABLE 8 (cont.) 
MAXIMUM TEMPERATURES 

VACCINE : HIB CONJUGATE I NUMBER OF VACCINEES ( 1 VACCINEES) - INJECTION: 2 
1-------------------------------------------------- .-------------------------
I DAVS POST VACCINATION NUMBER 

MAX TEMPERATURE 1---------------------------------------------------------------------------- WITH 
(DEG F, ORAL) I 0 I 2 3 4 5 MAX TEMP ................................... , ............................................................................... . 

< 99 I 0 I I 0 I 1 1 
0 , 0%) (100.0%) (100 . 0%) 0.0%) (100.0%) (100.0%) (100.0%) 

---------- ---------- ----------
TEMPERATURE TAKEN 0 1 1 

0 . 0%) (100.0%) I (100.0%) 
---------- ----------1----------

TEMPERATURE NOT TAKEN I I 0 I 0 
I (100 . 0%) o. or. J I ( 0.0%) 

*Case# • Received PRP vaccine prior to entry in the study. 

---------- ----------
0 1 

0.0%) ( 100.0%) 
---------- ----------

1 0 
( 100.0%) 0.0%) 

----------
1 

(100.0%) 
----------

0 
o. or.> 

1 
( 100.0%) 

0 
0.0%) 
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INVESTIGATOR 
STUOV 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF,DAN 
000601 
HIB CONJUGATE* 
CP2~8 
12-71 MOS. 

TABLE 8 (cont.) 

MAXIMUM TEMPERATURES 

VACCINE : HIB CONJUGATE NUMBER OF VACCINEES ( 1 VACCINEES) - INJECTION: 1 

MAX TEMPERATURE 
(DEG F, ORAL) 

••••••••••••••••••••••••••••••••••• 
< 99 

99 - 99.9 

o I 1 •••••••••• •••••••••• 
o I o 

0.0%) 0.0%) 

1 1 
( 100. 0%) (100.0'!1.) 

----------
TEMPERATURE TAKEN 1 1 

I (100.0%) ( IOO. 0%) 
-----------------------------------1---------- ----------

TEMPERA TURE NOT TAKEN I 0 0 
I < o .O%l 0.0%) 

OAVS POST VACCINATION 

2 3 
• ••••••••••••••••••• 

0 1 
0 . 0%) (100.0%) 

1 0 
(100 . 0%) 0.0%) 

---------- ----------
1 I 1 

( IOO. O'!I.) (100.0%) 

----------,----------0 0 
( 0.0%) ( 0.0%) 

4 
•••••••••• 

I 
( 100 . 0%) 

0 
0.0'!1.) 

----------
1 

( IOO . 0%) 
----------

0 
0.0'!1.) 

*Case# - · Received PRP vaccine prior to entry in thE study. 

5 
•••••••••• 

I 
(100.0%) 

0 
0.0'!1.) 

----------
1 

( 100. 0'!1.) 
----------

0 
0.0'!1.) 

• ••••••••• 

I 

NUMBER 
WITH 

MAX TEMP 
•••••••••• 

0 
0.0'!1.) 

1 
( I 00. 0'!1.) 

I 
( 100 . 0'!1.) 

0 
0. 0'!1.) 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
AGE RANGE 

GRANOFF ,DAN 
000601 
HIB CONJUGATE* 
CP298 
12-71 MOS. 

VACCINE : HIB CONJUGATE 

TABLE 8 (cont.) 
MAXIMUM TEMPERATURES 

I NUMBER OF VACCINEES ( I VACCINEES) - INJECTION: 2 
1----------------------------------------------------------------------------

0AVS POST VACCINATION 
MAX TEMPERATURE 

(DEG F, ORAL) 0 2 
••••••••••••••••••••••••••••••••••• •••••••••• •••••••••• •••••••••• 

< 99 0 1 I 
I 0.0%) c100.0%> c100.0%> 
I 

99 - 99 . 9 I I o o 
I <100.0%> 0.0%> 0.0%) 

-----------------------------------1---------- ---------- ----------
TEMPERATURE TAKEN ( I I I 

I ( I 00. 0%) ( 100. 0%) ( 100. 0%) 
-----------------------------------1---------- ---------- ----------

TEMPERATURE NOT TAKEN I O O 0 
I < 0.0%> 0.0%> 0.0%) 

*Case# • Received PRP vaccine prior to entry in tht study. 

3 I 4 5 .......... , .......... •••••••••• 
I I I I 

(100.0%) I (100.0%) ( 100 .0%) 
I 

0 0 0 
0.0%) 0.0%) 0.0%) 

---------- ---------- ----------
I 1 

(100.0%) (100.0%) (100.0%) 
----------,---------- ----------

0 I O I 0 
0.0%) I < 0.0%> < 0.0%) 

•••••••••• 

----------

NUMBER 
WITH 

MAX TEMP 
•••••••••• 

0 
0 . 0%) 

1 
( 100. 0%) 

1 
(100.0%) 

0 
0.0%) 



PRP COMPARATIVE STUDY 



Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

COMPARATIVE STUDY OF POLYSACCHARIDE VACCINES 

007-01 - Los Angeles. CA - Kwang Sik Kim, M.D. 

Healthy children 18-60 months of age received a single 25 mcg dose of 
either b-Capsa I®, Hib IMUNE® or Hib Vax™. Eleven children 
18-23 months of age and 52 children 24-60 months of age received 
b-Capsa I®. Prior to immunization, no children in the 8-23 month age 
group and 15% (6/41) in the 24-60 month age group had antibody titers 
>1.0 mcg/ml. The GMT prior to vaccination WllS 0.111 mcg/ml for the 
8-23 month age group and 0.212 mcg/ml for the 24-60 month age group. 
One month following immunization 36% (4/11) in the 18-23 month age 
group and 66% (27 /41) in the 24-60 month age group had antibody 
levels >1.0 mcg/ml. The GMT at that time was 0.512 mcg/ml and 
4.032 mcg/ml respectively. 

Forty-six children (five 18-23 months of age and forty-one 
24-60 months of age) received Hib IMUNE®. Prior to immunization no 
children in the 18-23 month age group and 23% (9/39) in the 
24-60 month age group had antibody titers >1.0 mcg/ml. The GMT prior 
to vaccination was 0.062 mcg/ml for the 8-23 month age group and 
0. 332 for the 24-60 month age group. One month following 
immunization 25% (1/4) in the 18-23 month age group and 54% (21/39) 
in the 24-60 month age group had antibody levels >1.0 mcg/ml. The 
Gi-i7 c:1i. i:hat tlme was 1.194 mcg/ml and 2. 714 mcg/ml respectively. 

Ten children 18-23 months old and 41 children 24-60 months old 
received HibVax™. Thirteen percent (1/8) in the 18-23 month age 
group and 18% (6/34) in the older age group had antibody levels 
>1.0 mcg/ml prior to vaccination. The GMT prior to vaccination was 
0.251 mcg/ml for the 8-23 month age group and 0.214 mcg/ml for the 
24-60 month age group. One month following immunization 50% (4/8) in 
the 18-23 month age group and 62% (21/34) in the older group had 
antibody levels >1.0 mcg/ml. The GMT at that time was 1.436 mcg/ml 
and 2.553 mcg/ml respectively. 

Serious adverse experiences were reported for one child who developed 
otitis media and a urinary tract infection 2 days following 
immunization with Hib Vax™. The investigator felt this experience 
was unrelated to use of the vaccine. 

0533Z 29AUG88 
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PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

Haemophilus 
meningitidis 
Study 007-01. 

b Conjugate 
Outer Membrane 

Vaccine 
Protein 

(Neisseria 
Complex), 

To compare the safety and immnnogenicity of licensed 
Haemophilus b polysaccharide vaccines in healthy 
children 18 months to 5 years of age. 

Haemophilus b Polysaccharide Vaccine (PRP) 

b-CAPSA® I Vaccine 
Mead Johnson Nutritional Division 
Lot M068BC 
Lot 0878BD 

' HIB-IMUNE® 
Lederle Laboratories 
Lot 184-669 
Lot 190-654 

HibVAX"' 
Connaught Laboratories, Inc. 
Lot 7D91043 
Lot 7191071 

Kwang Sik Kim, M.D. 
Victor K. Wong, M.D. 
Children's Hospital cf Les Angeles 
4650 Snnset Boulevard 
Los Angeles, CA 90027 

Evan Steinberg, M.D. 
Kaiser Fonndation Hospital 
1505 North Edgemont 
Los Angeles, CA 90027 

Robert Adler, M.D. 
Children's Hospital of Los Angeles 
4650 Snnset Boulevard 
Los Angeles, CA 90027 

6248I/220I 29AUG88 



STUDY LOCATION: 

DATE STUDY 
INITIATED: 

DATE STUDY 
COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

62481/2201 

- 2 -

Children's Hospital of Los Angeles 
4650 Sunset Boulevard 
Los Angeles, CA 90027 

Kaiser Foundation Hospital 
1505 North Edgemont 
Los Angeles, CA 90027 

October 19, 1987 

In progress. 

Healthy children 19 to 58 months of age are included 
in the study. 

Children are randomly assigned to receive a single 
0.5 ml (25 mcg polysaccharide) intramuscular 
injection of b-CAPSA•l, HlB-IMUN~, or HibVAX"'. 

The parent or guardian is required to record the 
vaccine recipient's temperature and any reactions at 
the injection site or systemic complaints for 3 days 
after vaccination. Unexpected or serious reactions 
are to be reported immediately to the study 
physician. Serious adverse experiences in the 14 
days following vaccination are required to be 
reported by the investigator. 

Blood samples are obtained immediately prior to and 
approximately 1 month after vaccination. All serum 
samples are assayed for antibody to the capsular 
polysaccharide of Haemophilus inf luenzae type b by 
radioimmunoassay. Selected samples are also tested 
for bactericidal and opsonophagocytic activity, 
immunoglobulin isotype and subclass lgG . Assays for 
opsonophagocytic activity are performed at the 
University of Alabama. All other assays are 
performed at Merck Sharp & Dohme Research 
Laboratories. 

29AUG88 
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RESULTS: 

Age 
(Months) 

18-23 

2. 24 

6248I/220I 

- 3 -

Demographic information and individual pre and 
postimmunization antibody data for each vaccine 
recipient are presented in Tables 1 and 2. 

1. Current status: 

Lot Age No. Vaccinated 

b-CAPSA® 18-23 mos. 11 
2.24 mos. 52 

HIB-IMUNE® 18-23 mos. 5 
2. 24 mos. 43 

HibVAX"' 18-23 mos. 26 
2.24 mos. 25 

2. Serologic results: 

Anti-PRP responses prior to and 1 month after 
vaccination are as follows: 

I With Anti-PRP GMT (mcgfml) 
Vaccine Time >0.15 mcg/ml >1.0 mcg/ml All Vaccinees 

b-CAPSA<!> Pre 45 (5/11) 0 (0/11) 0.11 
Post 82 (9/11) 36 (4/11) 0.51 

RIB-IMu'N~ Pre 0 (0/4) 0 (0/4) 0.06 
Post 100 (4/4) 25 (1/4) 1.19 

HibVAX"' Pre 63 (5/8) 13 (1/8) 0.25 
Post 88 (7/8) 50 (4/8) 1.44 

b-CAPSA<!> Pre 51 (21/41) 15 (6/41) 0.21 
Post 98 (40/41) 66 (27/41) 4.03 

HIB-IMUNE® Pre 67 (26/39) 23 (9/39) 0.33 
Post 97 (38/39) 54 (21/39) 2. 71 

HibVAX"' Pre 59 (20/34) 18 (6/34) 0.21 
Post 94 (32/34) 62 (21/34) 2.55 

Antibody response summary statistics are 
presented in Tables 3-5. 

29AUG88 
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RESULTS 
(CONT.) 

62481/220! 

- 4 -

4. Clinical results: 

The incidence of selected injection site and 
systemic reactions occurring within 2 days after 
vaccination are as follows: 

% of Vaccinees with Reaction 
Type of Reaction b-CAPSA® HIB-IMUNE® HibVAX™ 

Injection Site: 
Pain/Soreness 10 (6/59) 15 (7/48) 12 (6/51) 
Erythema >1 inch 0 (0/59) 2 (1/48) 0 (0/51) 
Swelling >1 inch 0 (0/59) 0 (0/48) 0 (0/51) 
Induration 0 (0/59) 2 (1/48) 0 (0/51) 

.5y_s_temic: 
Irritability 7 (4/59) 19 (9/ 48) 14 (7/51) 
Sleepiness/Lethargy/ 10 (6/59) 15 (7/48) 12 (6/51) 

Fatigue 

The incidence of all clinical reactions and 
maximum temperatures occurring during the 5 days 
following each injection of b-CAPSA®, HIB-IMUNE®, 
or HibVAX™ are presented in Tables 6-8. 

No serious or alarming reactions attributable to 
the vaccines have been reported. However, one 
adverse experience probably not related to 
vaccination was reportable as serious as it 
required hospitalization. A 23 month old male 
child with a medical . history of underlying 
obstructive neuropathy was diagnosed as having 
otitis media and an ~- ~ urinary tract 
infection 2 days after receiving HibVAX'". The 
child was hospitalized 3 days later. He 
subsequently recovered and was discharged within 
10 days. 

29AUG88 
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(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/08/22/88/PAGE I 

INVESTIGATOR : 
STUOV 
VACCINE 
PATIENT CLASS: 

KIM , KWANG S . 
000701 
B-CAPSA 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE 

TABLE l 

DEMOGHAPHICS / EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F HISP 2V 0 001 
0 D 11 

34 011 

F HI SP 2V 0 001 
D 011 

34 011 

F BLAC 2V 0 001 
0 011 

45 011 

F CAUC 2V 0 011 

M HI SP 2V 0 001 
0 011 

31 011 

M CAUC JV 0 011 

M HISP JV 0 001 
D 011 

28 011 

M HISP 2V 0 001 
D 011 

47 011 

M CAUC 19M 0 001 
0 011 

24 011 

M HISP 2V 0 011 

M BLAC 2V 0 011 

F BLAC 2V 0 011 

F CAUC JV 0 001 
0 011 

39 011 

PREBLEED 
INJ 1 068BC 25 MCG 
BLEED I 

PREBLEED 
IHJ 1 068BC 25 MCG 
BLEED 1 

PREBLEED 
INJ 1 oseBc 25 MCG 
BLEED 1 

IHJ 068BC ~5 MCG 

PREBLEED 
INJ 1 068BC 25 MCG 
BLEED 1 

IHJ 068BC 25 MCG 

PREBLEED 
INJ I 068BC 25 MCG 
BLEED 1 

PREBLEED 
INJ I D68BC 25 MCG 
BLEED I 

PREBLEED 
INJ 1 06BBC 25 MCG 
BLEED 1 

IHJ 068BC 25 MCG 

INJ Ofi8BC 25 MCG 

INJ Ofi8BC 25 MCG 

PREBLEED 
INJ 1 068BC 25 MCG 
BLEED 1 

130 

181 

293 

2208 

143 

1812 

192 

4168 

147 

2112 

4609 

139901 

< 125 

125 

< 125 

133 

< 5 

< 5 

< 5 51 

< 5 83 

< 5 32 

5 67 

< 5 23 

< 5 



(b) (6) (b) (6) (b) (6)

HFLU/2~546090/08/22/88/PAGE 2 

INVESTIGATOR : 
STUDY 
VACCINE 
PATIENT CLASS: 

KIM, KWANG S. 
000701 
B-CAPSA 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M HISP 2V 0 001 PREBLEED 
0 Ott INJ I 

34 011 BLEED I 

F BLAC 2Y 0 001 PREBLEED 
0 Oil INJ I 

42 011 BLEED I 

F HI SP 24M 0 001 PREBLEED 
0 011 INJ 1 

31 011 BLEED 1 

F BLAC 3Y 0 Ott INJ 

F BLAC 3Y 0 001 PREBLEED 
0 Ott INJ 1 

29 011 BLEED 1 

M HISP 22M -I 001 PREBLEED 
0 011 INJ I 

34 011 BLEED I 

F HISP 2Y 0 001 PREBLEED 
0 011 INJ 1 

39 011 BLEEO I 

M BLAC 2Y 0 001 PREBLEED 
0 011 INJ 1 

37 011 BLEED I 

F HISP 24M 0 001 PREBLEED 
0 011 IHJ 1 

24 011 BLEED 1 

M CAUC 23M 0 001 PAEBLEED 
0 011 INJ I 

21 011 BLEED I 

M BLAC 4V 0 001 PREBLEED 
0 011 INJ I 

20 Ott BLEED 1 

242 
o,;8ec 25 MCG 

8412 

200 
068BC 25 MCG 

895 

< 125 
068BC 25 MCG 

722 

068BC 25 MCG 

155 
Ofi8BC 25 MCG 

28478 

< 125 
068BC 25 MCG 

275 

593 
068BC 25 MCG 

2520 

362 
Ofl8BC 25 MCG 

21831 

< 125 
068BC 25 MCG 

729 

194 
068BC 25 MCG 

7986 

305 
06BBC 25 MCG 

195489 

< 5 

20 

< 5 

>= 80 

< 5 

20 

< 5 

20 

< 5 

80 

< 5 

>= 80 

3 

93 

41 

95 

0 

8 

100 

0 

100 

0 

37 

.::> -.,.. 
~ 
-:,;i 



(b) (6) (b) (6) (b) (6)

HFLU/£J546090/08/22/88/PAGE 3 

INVESTIGATOR : 
STUDY 
VACCINE 
PATIENT CLASS: 

KIM, KWANG S. 
000701 
8-CAPSA 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M HISP 24M 0 
0 

23 

M HISP 23M 0 
0 

37 

f HISP 24M 0 
0 

27 

f BLAC 22M 0 
0 

37 

M HISP 2V 0 

f BLAC 2V 0 
0 

50 

f HISP JV 0 001 
0 011 

30 011 

M HISP 2V 0 001 
0 011 

32 011 

M HISP 2V 0 001 
0 011 

22 011 

M OTHE 23M 0 001 
0 011 

42 011 

f HISP 3V 0 001 
0 011 

28 OIi 

PREBLEED 
INJ I 068BC 
BLEED I 

PREBLEED 
INJ I C68BC 
BLEED I 

PREBLEED 
INJ I 068BC 
BLEED I 

PREBLEED 
INJ I 068BC 
BLEED 1 

INJ 068BC 

PREBLEED 
INJ 1 068BC 
BLEED I 

PREBLEED 
INJ 1 06BBC 
BLEED I 

PREBLEED 
INJ I 068BC 
BLEED I 

PREBLEED 
INJ 1 068BC 
BLEED I 

PREBLEED 
INJ I 068BC 
BLEED I 

PREBLEED 
INJ 1 IJ68BC 
BLEED I 

1519 
25 MCG 

9693 

523 
25 MCG 

2635 

1726 
25 MCG 

28205 

182 
25 MCG 

< 250 

25 MCG 

< 125 
25 MCG 

1632 

3155 
25 MCG 

112827 

964 
25 MCG 

6607 

< 125 
25 MCG 

< 250 

211 
25 MCG 

3462 

< 125 
25 MCG 

4213 

< 5 

5 

< 5 

5 

< 5 

>= 80 

45 

98 

v.i 
....... 
0 



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR : 
STUOY 
VACCINE 
PATIENT CLASS: 

I< IM, KWANG S . 
000701 
B-CAPSA 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M CAUC 2V 0 
0 

27 

F BLAC 2311 0 001 
0 011 

28 011 

F CAUC 2V 0 001 
0 011 

- 28 011 

M HISP 2411 0 001 
0 011 

25 011 

F HISP 24M 0 001 
0 011 

36 011 

F HISP 2V 0 001 
0 011 

36 011 

F OTHE 2V 0 001 
0 011 

29 011 

M HISP 2311 0 001 
0 011 

33 011 

.. HISP 3V 0 001 
0 011 

23 011 

M HISP 22M 0 001 
0 011 

21 011 

M HISP 2V 0 001 

PREBLEED 
INJ 1 068BC 
BLEED I 

PREBLEED 
INJ 1 068BC 
BLEED 1 

PREBLEED 
JNJ I 08780 
BLEED I 

PREBLEED 
INJ 1 0688C 
BLEED 1 

PREBLEED 
INJ 1 OE-SBC 
BLEED 1 

PREBLEED 
INJ 1 Ofi8BC 
BLEED 1 

PREBLEED 
INJ 1 06"8BC 
BLEED 1 

PREBLEED 
INJ I 087BD 
BLEED 1 

PREBLEED 
INJ 1 08780 
BLEED 1 

PREBLEED 
INJ 1 08780 
BLEED I 

PREBLEEO 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

< 125 

449 

158 

< 250 

< 125 

53922 

< 125 

392 

135 

16858 

106 

330 

< 125 

20440 

< 125 

< 250 

207 

61377 

< 125 

< 250 

197 

< 5 

20 

< 5 

20 

< 5 

< 5 

< 5 

0 

100 



(b) (6) (b) (6) (b) (6)
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TABLE 1 (cont.) 

DEMOGRAPHICS / EVENTS LISTING 

INVESTIGATOR : KIM, KW,t,NG S. 
STUDY 000701 
VACCINE 8-CAPSA 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SE>< RACE BIRTH AGE DAY DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M HISP 2Y 0 011 IHJ 08780 25 MCG 
29 011 BLEED 36966 >• 80 

M HISP 2Y 0 001 PRE8LEED < 125 
0 011 IHJ 1 0878D 2!5 MCG 

21 011 BLEED 1 31524 

F CAUC 2Y 0 001 PRE8LEEO 2175 
0 011 IHJ 1 068BC 25 MCG 

27 011 BLEED 1 6422 

F HISP 4M 0 001 PREBLEEO < 125 
0 011 IHJ 1 08780 25 MCG 

50 011 BLEED 1 186 

M HISP 2Y 0 001 PREBLEEO 197 
0 011 IHJ 1 08780 25 MCG 

24 011 BLEED 1 551 

F OTHE 2Y 0 001 PREBLEEO < 125 < 5 
0 011 IHJ 1 0878D 25 MCG 

28 011 BLEED 1 1303 < 5 

F CAUC 2Y 0 001 PREBLEEO < 125 < 5 
0 011 IHJ 1 08780 25 MCG 

29 011 BLEED 1 21927 20 

M BLAC 0 001 PREBLEEO 12307 
0 011 IHJ 1 08780 25 MCG 

29 011 BLEED 1 99898 

M OTHE 2Y 0 001 PREBLEED < 125 
0 011 IHJ 1 Ct87BD 25 MCG 

24 011 BLEED 1 428 

M HISP 2Y 0 001 PREBLEED < 125 
0 011 IHJ 1 0878D 25 MCG 

49 011 BLEED 1 677 

M HISP 2Y 0 001 PREBLEED 264 < 5 
0 011 IHJ 1 08780 25 MCG 

. .,.. 
:0 .... 



(b) (6) (b) (6) (b) (6)

HFLU/LJ546090/08/22/88/PAGE 6 

INVESTIGATOR : 
STUOY 
VACCINE 1 

PATIENT CLASS: 

KIM, KWANG S. 
000701 
8-CAPSA 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M HISP 2Y 24 011 

F HISP 3Y 0 001 
D 011 

29 011 

F HISP 3M 0 001 
0 011 

26 011 

F HISP D 001 
0 011 

21 011 

M CAUC 2Y 0 001 
0 011 

25 011 

M BLAC 2Y 0 001 
0 011 

27 011 

M BLAC 0 001 
0 011 

36 011 

M BLAC 0 011 

BLEED I 

PREBLEED 
INJ I 08780 
BLEED I 

PRE8LEED 
INJ I 08780 
BLEED I 

PREBLEED 
INJ I 08780 
BLEED I 

PREBLEED 
INJ I 08780 
BLEED I 

PREBLEED 
INJ I 08780 
BLEED I 

PREBLEED 
INJ I 06BBC 
BLEED I 

INJ 068BC 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

- 25 MCG 

40496 

166 

37617 

< 125 

16543 

473 

214 

133 

2010 

345 

572 

< 125 

< 125 

>= BO 

20 

80 

< 5 

< 5 



(b) (6)

(b) (6) (b) (6)

HFLU/Z3546090/08/22/88/PAGE 7 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

I NVESTJ GATOR : l<IM, l<WANG S. 
STUDY 000701 
VACCINE HIB-IMUNE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSD 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M HISP 4V 0 001 PREBLEED 2875 
0 011 INJ 1 90654 25 MCG 

30 011 BLEED 1 39844 

M CAUC 1M 0 001 PREBLEED < 125 
0 011 INJ 1 90654 25 MCG 

29 011 BLEED 1 418 

M BLAC 2V 0 001 PREBLEED < 125 < 5 
0 011 INJ 1 90654 25 MCG 

27 011 BLEED I 1120 < 5 

F HISP 2V 0 001 PREBLEED 298 
0 011 INJ 1 90654 25 MCG 

28 011 BLEED 1 363 

F CAUC 2V 0 001 PREBLEED 182 < 5 
0 011 lNJ 1 90654 25 MCG 

25 011 BLEED 1 57938 5 

M HlSP JV 0 001 PREBLEED 1183 
0 011 lNJ I 90654 25 MCG 

26 011 BLEED 1 265192 

M HlSP 0 001 PREBLEED 173 
0 011 INJ 1 90654 25 MCG 

30 011 BLEED I 63776 

M HISP 2V 0 001 PREBLEED 125 
0 011 INJ 1 90654 25 MCG 

30 011 BLEED 1 287 

F HISP 2V 0 001 PREBLEED 279 < 5 27 
0 011 INJ 1 90654 25 MCG 

48 011 BLEED 1 1019 20 48 

F HISP 2V 0 001 PREBLEED 241 
0 011 INJ 1 91]654 25 MCG 

34 D11 BLEED 1 333 

M BLAC 4V 0 001 PREBLEED 4807 



(b) (6) (b) (6) (b) (6)

HFLU/ZJ546090/08/22/88/PAGE 8 

TABLE l (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR : KIM , KWANG S . 
STUOV 000701 
VACCINE HIB-IMUNE 
PATIENT CLASS: HEALTHV CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M BLAC 4V 0 INJ 90654 25 MCG 
45 BLEED 83530 

F CAUC 3V 0 PREBLEED 3782 
0 INJ 1 90654 25 MCG 

28 BLEED 1 151818 

F HISP 3V 0 PREBLEED 4363 
0 INJ 1 90654 25 MCG 

41 BLEED 1 126743 

M BLAC 4M 0 001 PREBLEED < 125 
0 011 INJ I 90654 25 MCG 

25 011 BLEED 1 < 125 

M OTHE 2V 0 PREBLEED 422 < 5 18 
0 INJ 1 90654 25 MCG 

44 BLEED I 21105 20 100 

M CAUC 2V 0 PREBLEEO 330 
0 INJ I 90854 25 MCG 

29 BLEED I 27799 

M CAUC 2V 0 001 PREBLEED 1004 
0 011 INJ I 90654 25 MCG 

28 011 BLEED I 2717 

F HISP 2V ·o PREBLEED 02/ 258 
0 INJ I 90654 25 MCG 

30 BLEED I 02/ 588 

M BLAC 0 001 PREBLEED < 125 < 5 2 
0 011 INJ I 90654 25 MCG 

29 011 BLEED I 11278 < 5 99 

M BLAC 2V 0 001 PREBLEED < 125 
0 011 INJ I 90654 25 MCG 

39 011 BLEED I 260 

M BLAC 2V 0 001 PREBLEED 352 
0 011 INJ I 90654 25 MCG 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/08/22/88/PAGE 9 

INVESTIGATOR : 
STUOV 
VACCINE 
PATIENT CLASS: 

l<IM, !<WANG S. 
000701 
HIB-JMUHE 
HEALTHV CHILDREN 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE COOE/ RIA CODE/ SBA CODE/ OPSD 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M BLAC 2V 37 011 

F BLAC 2V 0 011 

M BLAC 24M 0 001 
D 011 

23 011 

M HISP 2V 0 001 
0 011 

25 011 

F HISP 2V 0 001 
0 011 

36 011 

M HISP JV 0 001 
0 011 

29 011 

M CAUC 2V 0 001 
0 011 

19 011 

M HISP 2V 0 001 
0 011 

21 011 

M OTHE 2V 0 001 
0 011 

21 011 

M OTHE 24M 0 001 
0 011 

16 011 

F CAUC 23M 0 001 
0 011 

30 011 

M HISP 2V 0 001 

BLEED 

INJ 90654 

PREBLEED 
INJ I 90654 
BLEED 1 

PREBLEEO 
INJ 1 90654 
BLEED 1 

PREBLEED 
INJ I 90654 
BLEED 1 

PREBLEED 
INJ 1 90654 
BLEED 1 

PREBLEED 
INJ 1 90654 
BLEED 1 

PREBLEED 
INJ 1 90654 
BLEED I 

PREBLEED 
INJ 1 06521 
BLEED I 

PREBLEED 
INJ I 84669 
BLEED 1 

PREBLEED 
INJ 1 80654 
BLEED I 

PREBLEED 

293 

25 MCG 

553 
25 MCG 

< 250 

< 125 
25 MCG 

< 250 

< 125 
25 MCG 

< 250 

6731 
25 MCG 

37470 

127 
25 MCG 

13409 

238 
25 MCG 

8629 

< 125 
25 MCG 

628 

< 125 
25 MCG 

11499 

< 125 
25 MCG 

579 

< 125 

< 5 

>= 80 

< 5 

>= 80 

< 5 

>= 80 

< 5 

0 

100 

0 

99 

27 

100 

54 



(b) (6) (b) (6) (b) (6)

HFLU/£~546090/08/22/88/PAGE 10 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR : l<IM, KWANG S . 
STUDY 000701 
VACCINE HIB-IMUNE 
PATIENT CLASS : HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
M HISP 2V 0 011 INJ 90654 25 MCG 

30 011 BLEED 15229 5 90 

M HISP 2V 0 001 PREBLEED 66409 
0 011 INJ 1 90654 25 MCG 

48 011 BLEED 1 62887 

M OTHE 3y· 0 001 PREBLEED < 125 < '5 40 
0 011 INJ 1 90654 25 MCG 

22 011 BLEED 1 8024 20 99 

F OTHE 2V 0 001 PREBLEED < 125 
0 011 INJ I 90654 25 MCG 

22 011 BLEED I < 250 

M HISP 2V 0 001 PREBLEED 335 5 67 
0 011 INJ I 90654 25 MCG 

27 011 BLEED 1 · 54770 >= 80 98 

M HISP 2V 0 001 PREBLEED 221 
0 011 INJ I 90654 25 MCG 

42 011 BLEED I 224 

M HISP 24M 0 001 PREBLEED 224 
0 011 INJ I 84669 25 MCG 

28 011 BLEED I < 250 

F OTHE 2V 0 001 PREBLEED 242 
0 011 INJ I 90654 25 MCG 

34 011 BLEED 1 371 

F CAUC 2V 0 001 PREBLEED 369 20 96 
0 011 INJ 1 90654 25 MCG 

21 011 BLEED 1 14407 80 100 

M HISP 24M 0 001 PREBLEED < 125 
0 011 INJ 1 90654 25 MCG 

23 011 BLEED 1 401 

M BLAC 2V 0 001 PREBLEED < 125 
0 011 INJ 1 90654 25 MCG 

0 



(b) (6) (b) (6) (b) (6)

HFLU/ZJ546090/08/22/88/PAGE II 

INVESTIGATOR 
STUDY 
VACCINE 
PA Tl ENT CLASS: 

KIM , KWANG S. 
000701 
HIB-IMUNE 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT l.DT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M BLAC 2Y 21 011 BLEED 684 

M OTHE 23M 0 011 INJ 90654 25 MCG 

M HISP 2Y 0 001 PREBLEED < 125 
0 011 INJ 1 90654 25 MCG 

30 011 BLEED 1 511 

F HISP 3V 0 001 PREBLEED 4143 
0 011 INJ 1 90654 25 MCG 

37 011 BLEED 1 5717 

F HISP 2V 0 001 PREBLEED 614 < 5 0 
0 011 INJ 1 90654 25 MCG 

21 011 BLEED 1 13816 20 100 

M BLAC 2V 0 001 PREBLEED 260 
0 011 INJ 1 90654 25 MCG 

28 011 BLEED 1 < 250 

M HISP 23M 0 001 PREBLEED < 125 
0 011 INJ l 90654 25 M~G 

49 011 BLEED 1 745 

,.,., 
.ll 
..... 



(b) (6) (b) (6) (b) (6)

HFLU/ZJ546090/08/22/88/PAGE 12 

TABLE 1 (cont.) 

DEMOGRAPHICS I EVENTS LISTING 

INVESTIGATOR : KIM, KWANG S . 
STUDY 000701 
VACCINE HIB-VAX 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT lOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F HISP 2V 0 PREBLEED < 125 < IS 
0 INJ I 91043 25 MCG 

30 BLEED I 1113 < 6 

F HISP 2211 0 PREBLEED 305 
D INJ I 91043 25 MCG 

29 BLEED 1 317 

M HISP 2Y 0 PREBLEED 289 < 5 5 
D INJ I 91043 25 MCG 

27 BLEED 1 29567 >= BO 95 

F HISP 3Y 0 PREBLEED 3668 
0 INJ 1 91043 25 MCG 

41 BLEED 1 8557 

F HISP 3Y D PREBLEED 208 
0 INJ 1 91043 25 MCG 

25 BLEED I 475 

M BLAC 2Y 0 PREBLEED 204 < 5 11 
0 INJ 1 91043 25 MCG 

34 BLEED 1 3229 < 5 95 

M HJSP 3Y 0 001 PREBLEED 161 < 5 38 
0 011 INJ 1 91043 25 MCG 

23 011 BLEED 1 18159 20 99 

F HISP JV 0 001 PREBLEED 378 20 30 
0 011 INJ 1 91043 25 MCG 

28 011 BLEED 1 2416 80 41 

1111 BLAC 24M 0 001 PREBLEEO < 125 
0 011 JNJ 1 91043 25 MCG 

45 011 BLEED 1 < 125 

F BLAC 4Y 0 001 PREBLEED 796 
0 011 INJ 1 91043 25 MCG 

23 011 BLEED 1 4924 

F HJSP 241111 0 011 INJ 91043 25 MCG 



(b) (6) (b) (6) (b) (6)

HFLU/ZJ546090/08/22/88/PAGE 13 

INVESTIGATOR : 
STUDY 
VACCINE 
PATIENT CLASS: 

KIM, KWANG S. 
000701 
HIB-VAX 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M OTHE 2211 0 001 PREBLEED 2108 
0 011 INJ 1 9l04J 25 MCG 

41 011 BLEED 1 2332 

F HISP 2V 0 011 INJ 91043 25 MCG 

F HISP 22M 0 001 PREBLEEO 724 < 5 14 
0 011 INJ 1 91043 25 MCG 

47 011 BLEED 1 1703 < 5 2 

F CAUC 2JM 0 001 PREBLEED 173 < 5 61 
0 011 INJ 1 91043 25 MCG 

31 011 BLEED 1 166382 >= 80 100 

M BLAC 2311 0 001 PREBLEED < 125 
0 011 INJ 1 91043 25 MCG 

29 011 BLEED I < 125 

F BLAC 2JM 0 011 INJ 9~043 25 MCG 

II BLAC 2V 0 011 INJ 91043 25 MCG 

F CAUC 2V 0 001 PREBLEED 4049 
0 011 IHJ 1 91043 25 MCG 

21 011 BLEED 1 4233 

M HISP JV 0 001 PREBLEED 878 
0 011 IHJ ' 9\043 25 MCG 

23 011 BLEED 1 21887 

M HISP 2V 0 001 PREBLEED < 125 
0 011 IHJ 1 91043 25 MCG 

29 011 BLEED 1 396 

F CAUC 21M 0 00\ PREBLEED < 125 
0 011 IHJ I 91043 25 MCG 

20 011 BLEED 1 < 125 

F BLAC 2V 0 001 PREBLEED < 125 < 5 34 
0 011 INJ 1 91043 25 MCG 

31 011 BLEED 1 18504 < 5 91 

-



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/0B/22/BB/PAGE 14 

INVESTIGATOR : KIM, KWANG S. 
STUDY 000701 
VACCINE HIB-VAX 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M HISP 3M D 001 
D 011 

23 011 

F HISP 4V 0 001 
0 011 

20 011 

F HISP 2V 0 001 
D 011 

28 011 

F HISP 4V D DOI 
D 011 

46 011 

F BLAC 2V 0 001 
0 011 

32 011 

M OTHE 24M 0 001 
0 011 

32 011 

M HISP 2V 0 001 
D 011 

29 011 

M HISP 0 001 
D 011 

28 011 

F HlSP 2V 0 001 
0 011 

48 011 

F BLAC 2V 0 001 
0 011 

42 011 

M BLAC 2V 0 001 

PREBLEED 
INJ I 91043 25 MCG 
BLEED I 

PREBLEEO 
INJ I 9 ·1043 25 MCG 
BLEED 1 

PREBLEED 
INJ I 91043 25 MCG 
BLEED I 

PREBLEED 
INJ I 9·043 25 MCG 
BLEED I 

PREBLEED 
INJ I 9 "1043 25 MCG 
BLEED 1 

PREBLEED 
INJ 1 91043 25 MCG 
BLEED 1 

PREBLEED 
INJ I 91043 25 MCG 
BLEED I 

PREBLEED 
INJ I 9rn43 25 MCG 
BLEED 1 

PREBLEED 
INJ I 9\043 25 MCG 
BLEED I 

PREBLEED 
INJ I 91043 25 MCG 
BLEED I 

PREBLEED 

400 

17975 

< 125 

7867 

164 

< 250 

1253 

107878 

215 

363 

< 125 

< 250 

< 125 

696 

215 

90998 

138 

15055 

161 

18596 

< 125 

< 5 

>= 80 

< 5 

< 5 

20 

< 5 

5 

< 5 

9 

100 

3 

98 

9 

75 

15 

100 

::, 



(b) (6) (b) (6) (b) (6)

HFLU/ZJ546090/08/22/88/PAGE 15 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR : KIM, KWANG S. 
STUDY 000701 
VACCINE HIB-VAX 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M BLAC 2V 0 Olt INJ 91043 25 IICG 
34 011 BLEED 30481 >= BO 

M HISP 2Y 0 001 PREBLEED < 125 
0 011 INJ 1 91043 25 IICG 

29 011 BLEED 1 < 250 

II HISP 2Y 0 001 PREBLEED < 125 
0 011 INJ I 91043 25 IICG 

21 011 BLEED I 311 

M HISP 3Y -4 001 PREBLEED 02/ 4179 
0 011 INJ 1 91071 25 IICG 

17 011 BLEED 1 02/ 142624 

M HISP 2111 0 001 PREBLEED 125 
0 011 INJ 1 91071 25 IICG 

31 011 BLEED 1 174 

F BLAC 2411 0 001 PREBLEED < 125 
0 011 INJ 1 91071 25 IICG 

21 011 BLEED 1 < 250 

M 2Y 0 001 PREBLEED 325 < 5 
0 011 INJ 1 91043 25 IICG 

36 011 BLEED 1 203016 20 

3Y 0 011 INJ 91043 25 IICG 
26 011 BLEED 1092 

M 2411 0 001 PREBLEED 211 
0 011 INJ 1 91043 25 MCG 

22 011 BLEED 1 1113 

M 24M 0 001 PREBLEED 227 < 5 
0 011 INJ 1 91043 25 IICG 

30 Olt BLEED 1 2954 5 

F 23M 0 001 PREBLEED < 125 
0 011 INJ 1 91043 25 MCG 

22 011 BLEED I 442 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/08/22/88/PAGE 16 

INVESTIGATOR : 
STUDY 
VACCINE 
PATIENT CLASS: 

KIM, KWANG S. 
000701 
HIB-VAX 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ RIA CODE/ SBA CODE/ OPSO 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F HJSP 2Y 0 001 PREBLEED 1065 
0 011 INJ 1 91071 25 MCG 

42 011 BLEED 1 14159 

M HJSP 2Y 0 001 PREBLEED 127 
0 011 INJ 1 91071 25 MCG 

32 011 BLEED 1 491 

F HJSP 24M 0 001 PREBLEED < 125 
0 011 JNJ 1 91071 25 MCG 

50 011 BLEED 1 197 

M HISP 3Y 0 001 PREBLEED 1289 
0 011 JNJ 1 91071 25 MCG 

42 011 BLEED 1 13551 

M CAUC 24M 0 001 PREBLEED 1034 
0 011 JNJ 1 91071 25 MCG 

28 011 BLEED I 12771 

M BLAC 2Y 0 001 PAEBLEED < 125 
0 011 INJ I 91Ct7 I 25 MCG 

28 011 BLEED I < 250 

F HISP 2Y 0 001 PAEBLEED < 125 
0 011 INJ I 91C71 25 MCG 

48 011 BLEED I 142 

\J,I 

" rv 



(b) (6) (b) (6) (b) (6)

HFLU/ZJ546090/08/22/88/PALE 1 

TABLE 2 
OEMOGRAPHICS / EVENTS LISTING 

INVESTIGATOR : KIM , KWANG S. 
STUDY 000701 
VACCINE B-CAPSA 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ IGGM CODE/IGG TOTAL CODE/ IGGl CODE/ IGG2 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
F HISP 2Y 0 001 PREBLEED < 100 < 100 < 600 

0 011 INJ 1 068BC 25 MCG 
34 011 BLEE0 1 < 100 < 100 < 600 

F HISP 2Y 0 001 PREBLEED 196 < 100 < 600 < 250 
0 011 INJ 1 0688C 25 MCG 

34 011 BLEED 1 409 1512 15962 < 250 

F BLAC 2Y 0 001 PREBLEED 250 < 100 < 600 < 250 
0 011 INJ 1 068BC 25 MCG 

45 011 BLEED 229 271 3095 < 250 

F CAUC 2Y 0 011 INJ 0688C 25 MCG 

M HISP 2Y 0 001 PREBLEED < 100 < 100 < 600 < 250 
0 011 INJ 1 068BC 25 MCG 

31 011 BLEED 1 < 100 610 4460 < 250 

M CAUC 3Y 0 011 INJ 068BC 25 MCG 

M HISP 3Y 0 001 PREBLEED 325 < 100 · < 600 < 250 
0 011 INJ 1 068BC 25 MCG 

28 011 BLEED 1 345 < 100 < 600 < 250 

M HISP 2Y 0 011 INJ Oti8BC 25 MCG 

M CAUC 19M 0 011 INJ On8BC 25 MCG 

M HISP 2Y 0 011 INJ 068BC 25 MCG 

M BLAC 2Y 0 011 INJ Oli8BC 25 MCG 

F BLAC 2Y 0 011 INJ Oti8BC 25 MCG 

F CAUC 3Y 0 011 INJ Oli8BC 25 MCG 

M 2Y 0 001 PREBLEED 329 < 100 < 600 < 250 
0 011 INJ I 01:i8BC 25 MCG 

34 011 BLEEO 1 289 909 5221 < 250 

F 2Y 0 011 INJ 068BC 25 MCG 

0 -'"" ,0 
'Joi 



(b) (6) (b) (6) (b) (6)

HFLU/23546090/08/22/88/PAGE 2 

TABLE 2 (cont.) 

DEMOGHAPHICS / EVENTS LISTING 

INVESTIGATOR KIM, KWANG S . 
STUDV 000701 
VACCINE 8-CAPSA 
PATIENT CLASS: HEALTHV CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ IGGM CODE/IGG TOTAL CODE/ IGGl CODE/ IGG2 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
F HISP 4M 0 11 INJ 068BC 25 MCG 

F BLAC JV 0 11 INJ 068BC 25 MCG 

F BLAC JV 0 -001 PREBLEED 260 < 100 < 600 < 250 
0 11 INJ 1 068BC 25 MCG 

29 11 BLEED 1 1510 1556 18867 565 

M HI SP 2M 0 1 1 INJ 068BC 25 MCG 

F HISP 2V 0 001 PREBLEED 185 < 100 < 600 < 250 
0 J) 11 INJ 1 068BC 25 MCG 

39 0 II BLEED 1 381 1186 4948 583 

M BLAC 2V 0 PREBLEED 248 132 < 600 < 250 
0 INJ 1 D68BC 25 MCG 

37 BLEED 1 458 4012 10055 1481 

F HISP 4M D INJ 068BC 25 MCG 

M CAUC 3M 0 PREBLEED < 100 < 100 < 600 < 250 
0 INJ 1 068BC 25 MCG 

21 BLEED 1 931 861 2574 477 

M BLAC 4V 0 PREBLEED 122 < 100 < 600 < 250 
0 INJ 1 068BC 25 MCG 

20 BLEED 1 11 I 4 19248 25701 3868 

M HISP 4M 0 INJ 068BC 25 MCG 

M HISP !3M 0 PREBLEEO 287 < 100 < 600 < 250 
0 INJ 1 068BC 25 MCG 

37 BLEED I 235 275 < 600 < 250 

F HI SP 0 INJ 068BC 25 MCG 

F BLAC 2M 0 INJ 0688C 25 MCG 

M HISP 2V 0 011 INJ 0?8BC 25 MCG 

F BLAC 2V 0 001 PREBLEED < 100 < 100 < 600 < 250 

0 .... 
\,;,I 
.CJ 
t:: 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/08/22/BB/PAGE 3 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR KIM, KWANG S. 
STUDY 000701 
VACCINE B-CAPSA 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ IGGM COOE/IGG TOTAL CODE/ IGGl CODE/ IGG2 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
F BLAC 2V 0 INJ 068BC 25 MCG 

so BLEED 1218 < 100 < 600 < 250 

F HISP JV 0 INJ 068BC 25 MCG 

M HISP 2V 0 INJ 068BC 25 MCG 

M HISP 2V 0 INJ 068BC 25 MCG 

M OTHE 3M 0 INJ 068BC 25 MCG 

F HISP JV 0 PREBLEEO 138 < 100 < 600 < 250 
0 INJ 1 068BC 25 MCG 

28 BLEED 1 650 9374 2667 3264 

M CAUC 2V 0 INJ 068.BC 25 MCG 

F BLAC 3M 0 011 INJ 068BC 25 MCG 

F CAUC 2V 0 001 PREBLEEO 204 < 100 < 600 < 250 
0 011 INJ 1 087BD 25 MCG 

28 011 BLEED 785 12410 56913 1586 

M HISP 24M 0 011 INJ 068BC 25 MCG 

F HlSP 24M 0 001 PREBLEED < 100 < 100 < 600 < 250 
0 011 INJ 1 068BC 25 MCG 

36 011 BLEED 1 261 3998 5752 1171 

F HISP 2V 0 011 INJ 068BC 25 MCG 

F OTHE 2V 0 001 PREBLEED 390 < 100 < 600 < 250 
0 011 INJ 1 068BC 25 MCG 

29 011 BLEED 1 768 3265 15389 522 

M HISP 23M 0 011 INJ 087BD 25 MCG 

M HISP JV 0 011 INJ Cl87BD 25 MCG 

M HISP 22M 0 011 INJ C,8780 25 MCG 

M HISP 2V 0 001 PREBLEED < 600 

0 -u,I 
,0 
U"I 



(b) (6) (b) (6) (b) (6)
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TABLE 2 (cont.) 
DEMOGllAPHICS / EVENTS LISTING 

INVESTIGATOR : KIM, KWANG S. 
STUDY 000701 
VACCINE B-CAPSA 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ IGGM CODE/IGG TOTAL CODE/ IGG1 CODE/ IGG2 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
M HISP 2V D 11 INJ 087B0 25 MCG 

29 il I I BLEED 45443 

M HISP 2Y D 11 INJ OH7BD 25 MCG 

F CAUC 2V 0 11 INJ OG8BC 25 MCG 

F HJSP 0 11 JNJ 087B0 25 MCG 

M HISP 2Y 0 DI I INJ 08780 25 MCG 

F OTHE 2V D PREBLEED 176 < 100 < 600 < 250 
D INJ 1 OB7BD 25 MCG 

28 BLEED 1 326 348 < 600 < 250 

F CAUC 2Y 0 PREBLEED 350 < 100 < 600 < 250 
0 INJ I 087B0 25 MCG 

24 BLEED I 12407 
29 BLEED 2 697 5102 < 250 

M BLAC 24M 0 INJ 087B0 25 MCG 

M OTHE 2Y 0 INJ OH780 25 MCG 

M HISP 2Y 0 JNJ 087BO 25 MCG 

M HISP 2Y 0 INJ 087BD 25 MCG 

F JV 0 011 JNJ OU7BD 25 MCG 

F 23M 0 011 INJ 08780 25 MCG 

F 24M 0 011 INJ 087BD 25 MCG 

M 2V 0 001 PREBLEED < 100 < 100 < 250 
0 011 INJ 1 08780 25 MCG 

25 011 BLEED 1 < 100 352 < 250 

M 2V 0 011 INJ 08780 25 MCG 

M 23M 0 011 INJ 068BC 25 MCG 



(b) (6) (b) (6) (b) (6)

HFLU/ZJS46090/08/22/88/PAGE 5 

INVESTIGATOR 
STUOY 
VACCINE 
PATIENT CLASS: 

KIM, KWANG S. 
000701 
8-CAPSA 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAY DATE 

TABLE 2 (cont.) 
DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ IGGM CODE/IGG TOTAL CODE/ IGG1 CODE/ IGG2 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

- M BLAC - 24M 0 - 011 INJ 068BC 25 MCG 



(b) (6)

(b) (6) (b) (6)

HFLU/Z3546090/08/22/88/PAGE 6 

TABLE 2 (cont.) 
DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR KIM, KWANG S. 
STUDY 000701 
VACCINE HIB-JMUNE 
PA Tl ENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ JGGM COOE/IGG TOTAL CODE/ IGG1 CODE/ JGG2 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
M HISP 4V 0 PREBLEED 01/ QNS I 19 < 600 

0 INJ 1 90654 25 MCG 
30 BLEED 1 01/ QNS 3768 22358 

M CAUC 1M 0 PREBLEEO < 100 < 100 < 600 
0 INJ 1 90654 25 MCG 

29 BLEED 1 < 100 < 100 615 

M BLAC 2V 0 PREBLEED < 100 < 100 < 600 < 250 
0 INJ I 9i>654 25 MCG 

27 BLEED 1 128 122 773 < 250 

F HISP 2V 0 PREBLEED 181 < 100 < 600 
0 INJ 1 90654 25 MCG 

28 BLEED 1 < 100 < 100 < 600 

F CAUC 2V 0 001 PREBLEEO 362 < 100 < 600 < 250 
0 011 INJ 1 90654 25 MCG 

25 011 BLEED 1 623 1274 19939 < 250 

M HJSP JV 0 001 PREBLEEO 425 483 1858 
0 011 INJ 1 90654 25 MCG 

26 011 BLEED 1 356 50565 88358 

M HISP 4M 0 001 PREBLEEO < 600 
0 011 JNJ 1 90654 25 MCG 

30 011 BLEED 1 57959 

M HJSP 2V 0 011 INJ 90654 25 MCG 

F HISP 2V 0 001 PREBLEED 585 < 100 < 600 < 250 
0 011 INJ 1 90654 25 MCG 

48 011 BLEED 1 1370 611 5350 255 

F HISP 2V 0 011 INJ 90654 25 MCG 

M BLAC 4V 0 011 INJ 90654 25 MCG 

F CAUC 3V 0 011 INJ 90654 25 MCG 

F JV 0 011 INJ 90654 25 MCG 



(b) (6) (b) (6) (b) (6)
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TABLE 2 (cont.) 
DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR KIM, KWANG S. 
STUDY 000701 
VACCINE HIB-IMUNE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT L.OT DOSE CODE/ IGGM CODE/IGG TOTAL CODE/ IGGl CODE/ IGG2 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
M BLAC i4M 0 11 INJ 90654 25 MCG 

M DTHE 2V 0 PREBLEED 105 < 100 < 600 < 250 0 INJ 1 90654 25 MCG 
44 BLEED 1 716 3375 8869 1208 

M CAUC 2V 0 INJ 90654 25 MCG 

M CAUC 2V 0 INJ 90654 25 MCG 

F HISP 2V 0 011 INJ 90654 25 MCG 

M BLAC D 001 PREBLEED 200 < 100 < 600 < 250 
0 011 INJ 1 90654 25 MCG 

29 011 BLEED 1 387 111B 122B6 < 250 

M BLAC 2V 0 011 INJ 90654 25 MCG 

M BLAC 2V 0 011 INJ 90654 25 MCG 

F BLAC 2V 0 011 INJ 90654 25 MCG 

M BLAC 24M 0 011 INJ 90654 25 MCG 

M HISP 2V 0 011 INJ 90654 25 MCG 

F HISP 2V 0 011 INJ 90654 25 MCG 

M HJSP 3V 0 011 INJ 9l'654 25 MCG 

M CAUC 2V 0 001 PREBLEED 351 < 100 < 600 < 250 
0 011 INJ 1 90654 25 MCG 

19 011 BLEED 1 1005 2062 12717 374 

M HISP 2V o. 001 PREBLEED 753 < 100 < 600 < 250 
0 011 INJ 1 90654 25 MCG 

21 011 BLEED 1 671 493 2591 476 

M OTHE 2V 0 011 INJ 06521 25 MCG 

M 24M 0 001 PREBLEED 1448 < 100 < 600 < 250 

.:;) 

.M 
0 
0 



(b) (6) (b) (6) (b) (6)
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TABLE 2 (cont.) 
DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR KIM, KWANG S. 
STUDY 000701 
VACCINE HIB-IMUNE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ IGGM CODE/IGG TOTAL CODE/ IGGl CODE/ IGG2 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
M OTHE 0 011 INJ 84669 25 MCG 

16 011 BLEED 2664 860 5530 < 250 
F CAUC 23M 0 011 INJ 90654 25 MCG 

M HISP 2V 0 001 PREBLEED 430 400 < 600 < 250 
0 011 INJ 1 90654 25 MCG 

30 011 BLEED 1 1453 984 3937 < 250 

M HISP 2V 0 011 INJ 90654 25 MCG 

M OTHE JV 0 001 PREBLEED 728 < 100 < 600 < 250 
0 011 INJ 1 90654 25 MCG 

22 011 BLEED 1026 338 4305 407 

F OTHE 2V 0 011 INJ 90654 25 MCG 

M HISP 2V 0 001 PREBLEED < 100 < 100 < 600 < 250 
0 011 INJ I 90654 25 MCG 

27 011 BLEED 1 489 8876 15960 2625 

M HISP 2V 0 011 INJ 90654 25 MCG 

M HISP 24M 0 011 INJ 84669 25 MCG 

F OTHE 2V 0 011 INJ 90654 25 MCG 

F CAUC 2V 0 001 PREBLEED 129 < 100 < 600 < 250 
0 011 INJ 1 90654 25 MCG 

21 011 BLEED 1 2913 1445 7918 708 

M 24M 0 011 INJ 90654 25 MCG 

M 2V 0 011 INJ 90654 25 MCG 

M 23M 0 011 INJ 90654 25 MCG 

M 2V 0 011 INJ 90654 25 MCG 

F JV 0 011 INJ 90654 25 MCG 

F 2V 0 001 PREBLEEO 1132 473 1040 < 250 

:::, 

l:: 
:::, 
0 



(b) (6) (b) (6) (b) (6)

HFLU/23546090/08/22/88/PAGE 9 

INVESTIGATOR 
STUOV 
VACCINE 
PATIENT CLASS: 

KIM , KWANG S. 
000701 
HIB-IMUNE 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE 

TABLE 2 (cont.) 
DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ IGGM CODE/IGG TOTAL CODE/ IGGI CODE/ IGG2 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F HISP 

M BLAC 

M HISP 

2V 0 
21 

2V 

23M 

0 

0 

011 INJ 
011 BLEED 

011 INJ 

011 INJ 

90654 

90654 

90654 

25 MCG 

25 MCG 

25 MCG 

859 3445 14513 1085 

0 



(b) (6) (b) (6) (b) (6)
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TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LIS TI NG 

INVESTIGATOR KIM, KWANG S. 
STUDY 000701 
VACCINE HIB-VAX 
PA TI ENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE CODE/ IGGM CODE/IGG TOTAL CODE/ IGG1 CODE/ IGG2 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
F HISP 2V 0 PREBLEED < 600 < 250 

0 INJ 1 91043 25 MCG 
30 BLEED 1 3356 < 250 

F HISP 2M 0 PREBLEED 396 < foo < 600 
0 INJ 1 91043 25 MCG 

29 BLEED 1 398 < 100 < 600 

M HISP 2V 0 PREBLEED < 100 < 100 < 600 < 250 
0 INJ 1 91043 25 MCG 

27 BLEED 1 944 1044 14859 531 

F HISP 3V 0 001 PREBLEEO 388 314 < 600 
0 011 INJ I 91043 25 MCG 

41 011 BLEED I 217 595 1121 

F HISP JV 0 PREBLEEO 1284 < 100 < 600 
0 INJ 1 91043 25 MCG 

25 BLEED 1 1181 < 100 < 600 

M BLAC 2V 0 001 PREBLEED < 100 < 100 < 600 < 250 
0 011 INJ 1 91043 25 MCG 

34 011 BLEED 1 100 278 3121 < 250 

M HISP JV 0 001 PREBLEED < 100 < 100 < 600 < 250 
0 011 INJ 1 91043 25 MCG 

23 011 BLEED 1 150 1347 7807 540 

F HISP JV 0 001 PREBLEED 617 < 100 < 600 < 250 
0 011 INJ I 91043 25 MCG 

28 011 BLEED I 1709 297 632 < 250 

M 0 011 INJ 91043 25 MCG 

F 4V 0 011 INJ 91043 25 MCG 

F 0 011 INJ 91043 25 MCG 

M 0 011 INJ 91043 25 MCG 

F 2V 0 Oil INJ 91043 25 MCG 



(b) (6) (b) (6) (b) (6)

HFLU/ZJ546090/08/22/88/PAuE 11 

TABLE 2 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR KIM, KWANG S . 
STUDY 000701 
VACCINE HIB-VAX 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT t.OT DOSE COOE/ IGGM CODE/IGG TOTAL CODE/ IGGl CODE/ IGG2 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
F HISP 0 001 PREBLEED 1285 < 100 < 600 < 250 0 011 INJ I 91043 25 MCG 

47 011 BLEED I 1523 231 721 < 250 
F CAUC 0 001 PREBLEED < 100 < 100 < 600 < 250 

0 011 INJ I 91043 25 MCG 
31 011 BLEED I 567 34485 63294 1259 

M BLAC 0 INJ 91043 25 MCG 

F BLAC ~3M 0 INJ 91043 25 MCG 

M BLAC 2V 0 INJ 91043 25 MCG 

F CAUC 2V 0 INJ 91043 25 MCG 

M HISP JV 0 INJ 91043 25 MCG 

M HISP 2V 0 011 INJ 9 '' 043 25 MCG 

F CAUC 21M 0 011 INJ 91043 25 MCG 

F BLAC 2V 0 001 PREBLEED 269 < 100 < 600 < 250 
0 011 INJ 1 9 ' 043 25 MCG 

31 011 BLEED I 370 1599 12431 855 

M HISP 23M 0 001 PREBLEEO 271 < 100 < 600 < 250 
0 011 INJ 1 9l043 25 MCG 

23 011 BLEED I 1491 6188 28719 1064 

F HISP 4V 0 001 PREBLEED 316 < 100 < 600 < 250 
0 011 INJ 1 91043 25 MCG 

20 011 BLEED 1 547 333 6622 < 250 

F HISP 2V 0 011 INJ 91043 25 MCG 

F HISP 4V 0 011 INJ 91043 25 MCG 

F BLAC 2V 0 011 INJ 9 '1043 25 MCG 

M OTHE 24M 0 011 INJ 91043 25 MCG 



(b) (6) (b) (6) (b) (6)
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TABLE 2 (cont.) 

DEMOGF!APHICS / EVENTS LISTING 

INVESTIGATOR KIM, KWANG S. 
STUDY 000701 
VACCINE HIB-VAX 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE PHS EVENT LOT DOSE . CODE/ IGGM CODE/IGG TOTAL CODE/ IGGl CODE/ IGG2 •••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
M HISP 2V 0 INJ 91043 25 MCG 

M HISP 0 PREBLEED < 100 < 100 < 600 < 250 
0 INJ 1 91043 25 MCG 

28 BLEED 1 < 100 5008 21091 1859 

F HISP 2V 0 INJ 91043 25 MCG 

F &LAC 2V 0 PREBLEED 200 < 100 < 600 < 250 
0 INJ 1 91043 25 MCG 

42 BLEED 1 460 2419 13105 1181 

M BLAC 2v. 0 PREBLEED 640 < 100 < 600 < 250 
0 INJ 1 91043 25 MCG 

34 BLEED 1 953 1570 18154 862 

M HISP 2V 0 011 INJ 91043 25 MCG 

M HISP 2V 0 011 INJ 91043 25 MCG 

M HISP JV 0 011 INJ 91071 25 MCG 

M HI SP 21M 0 011 INJ 91071 25 MCG 

F BLAC 24M 0 011 INJ 91071 25 MCG 

M HISP 2V 0 001 PREBLEED < 600 < 250 
0 011 INJ 1 91043 25 MCG 

36 011 BLEED 1 4656 31801 

M HISP JV 0 011 INJ 91043 25 MCG 

M OTHE 24M 0 011 INJ 91043 25 MCG 

M HISP 24M 0 001 PREBLEED < 100 < 100 < 600 < 250 
0 011 INJ 1 91043 25 MCG 

30 011 BLEED 1 254 442 < 600 323 

F OTHE 23M 0 011 INJ 91043 25 MCG 

F 2V 0 011 INJ 91071 25 MCG 

0 -



(b) (6) (b) (6) (b) (6)
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INVESTIGATOR 
STUDY 
VACCINE 
PATIENT CLASS: 

KIM, KWANG S. 
000701 
HIB-VAX 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE DAV DATE 

TABLE 2 (cont. ) 
DEMOGRAPHICS/ EVENTS LISTING 

PHS EVENT LOT DOSE CODE/ IGGM CODE/IGG TOTAL CODE/ IGG1 CODE/ IGG2 

·······················································~············································································ 
M HISP 

F HISP 

M HISP 

M CAUC 

M BLAC 

F HISP 

2V 

24M 

JV 

24M 

2V 

2V 

0 

0 

0 

0 

0 

0 

INJ 

INJ 

011 I NJ 

011 INJ 

011 INJ 

011 INJ 

91071 

91071 

91071 

91071 

91071 

91071 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

25 MCG 

::::, 



HFLU/LB546210/08/22/88/1 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
POPULATION 

KIM, KWANG S. 
000701 
B-CAPSA 
RIA 
HEALTHY CHILDREN 

,. 

TABLE 3 
A N T I B O O Y R E S P O N S E S 

WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML > 1 .o MCG AB/ML ,. >2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• ············~·· • •••••••••••••• •••••• 

18-23 MOS. PRE INJ 45 5/ 1 1 ) 0 0/ 1 I ) 
1 MONTH 82 9/ 1 1 ) 36 4/ 11) 415 5/ 1 1 ) 4.3 

24-60 MOS. PRE INJ 51 21/ 41) 15 6/ 41) 
1 MONTH 98 40/ 41) 66 27/ 41) BB ( 36/ 41) 15.0 

FOOTNOTE(S) : 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0. 111 I 1 ) 
0.512 11) 

0.212 41) 
4.032 41) 

IF A TITER IS REPORTED AS<. 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

::, 



HFLU/LB546210/08/22/88/2 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
POPULATION 

KIM, KWANG S. 
000701 
HIB-IMUNE 
RIA 
HEALTHY CHILDREN 

,., 

TABLE 4 
A N T l B 0 D Y R E S P O N S E S 

WITH ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML > 1. 0 MCG AB/ML ,., >2 FOLD MEAN 
•••••••••• •••••••••••• • •••••••••••••• • •••••••••••••• ••••••••••••••• • ••••• 

18-23 MOS . PRE INJ 0 ( 0/ 4) 0 0/ 4) 
1 MONTH 100 ( 4/ 4) 25 1 / 4) 100 ( 4/ 4) 9.6 

24-60 MOS . PRE INJ 67 26/ 39) 23 9/ 39) 
1 MONTH 97 38/ 39) 54 21/ 39) 64 ( 25/ 39) 7.5 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0.062 ( 4) 
1.194 ( 4) 

0 . 332 39) 
2.714 39) 

FOOTNOTE(S): 
IF A TITER JS REPORTED AS<. 125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HFLU/LB546210/08/22/88/J 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
POPULATION 

KIM, KWANG S. 
000701 
HIB-VAX 
RIA 
HEALTHY CHILDREN 

% 

TABLE 5 
A N T I B ) D Y R E S P D N S E S 

WITH ANTI -PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML > I . 0 MCG AB/ML % >2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• ••••••••••••••• ••••••••••••••• • ••••• 

18-23 MOS. PRE INJ 63 5/ 8) 13 1 / 8) 
I MONTH 88 7/ 8) 50 4/ 8) 50 4/ 8) 5 . 2 

24-60 MOS. PRE INJ 59 20/ 34) 18 6/ 34) 
1 MONTH 94 32/ 34) 62 21/ 34) 71 24/ 34) 10.6 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0.251 8) 
1 .436 8) 

0.214 ( 34) 
2.553 ( 34) 

FOOTNOTE(S): 
JF A TITER IS REPORTED AS <.125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND . 063 JS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



HFLU/CC546330/08/23/88/1 

INVESTIGATOR 
STUDY 
VACCINE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S . 
000701 
B-CAPSA 
HEALTHY"CHILDREN 
18-60 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO - DATA 

CLINICAL COMPLAINTS 

TABLE 6 
C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C Y 

B-CAPSA 
INJECTION: 

63 

46 
13 

4 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

78.0 ") 
22.0 ") 

"BASED 
ON 59 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION 

PAIN/SORENESS, INJ. SITE 
ERYTHEMA, INJ. SITE (<=1 
SWELLING, INJ. SITE (<=1 

SYSTEMIC REACTIONS 
FATIGUE 
IRRITABILITY 
WARM TO TOUCH 
VOMITING 
DIARRHEA 
NAUSEA 
FEVER 
PROLONGED CRYING, >1/2 HR 
RASH 

SITE) 

IN.) 
IN.) 

UNUSUAL HIGH-PITCHED CRYING 

7 
7 
1 
1 

11 
6 
4 
4 
3 
2 
2 
1 
1 
1 
1 

11.9 
11.9 

1. 7 
1. 7 

18.6 
10.2 
6.8 
6.8 
5. 1 
3.·4 
3.4 
1 . 7 
1. 7 
1. 7 
1. 7 

I 

I 



HFLU/CC546330/08/23/88/2 

INVESTIGATOR 
STUOY 
VACCINE 
POPULATION 
AGE RANGE 
OAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000701 
HIB-IMUNE 
HEALTHY CHILDREN 
18-60 MOS. 
OAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO OATA 

CLINICAL COMPLAINTS 

TABLE 6 
C L I N I C A L C O M P L A N T S B Y F R E Q U E N C Y 

HIB-IMUNE 
INJECTION: 

48 

31 
17 

0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

64.6 "-> 
35.4 "-> 

"- BASEO 
ON 48 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 9 18.8 

PAIN/SORENESS, INJ. SITE 7 14 . 6 
SWELLING, INJ. SITE (<=1 IN.) 5 10.4 
ERYTHEMA, INJ. SITE (<=1 IN.) 3 6.3. 
ERYTHEMA, INJ. SITE (>1 INCH) 1 2. 1 
INDURATION, INJECTION SITE 1 2. 1 

SYSTEMIC REACTIONS 14 29.2 
IRRITABILITY 9 18.8 
FATIGUE 7 14.6 
WARM TO TOUCH 6 12.5 
FEVER 5 10 . 4 
DIARRHEA 3 6.3 
PROLONGED CRYING, >1/2 HR 2 4.2 
VOMITING 2 4.2 
COMMON COLO I 2 . 1 
NASAL CONGESTION I 2. I 
NASAL DISCHARGE I 2. 1 
NAUSEA I 2. 1 
NERVOUSNESS I 2.1 
OTITI S MEOIA I 2. 1 
RASH 1 2. I 
UNUSUAL HIGH-PITCHED CRYING 1 2 . 1 



HFLU/CC546330/0B/23/BB/3 

INVESTIGATOR 
STUDY 
VACCINE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

KIM, KWANG S. 
000701 
HIB-VAX 
HEALTHY CHILDREN 
18-60 MOS. 
DAYS D TO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

TABLE 6 
C L I N I C A L C O M P L A I N T S B Y F R E O U E N C Y 

Hl8-VAX 
INJECTION: 

51 

36 
15 

0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

70.6 ,i,) 
29.4 ,i,) 

,i, BASED 
ON 51 

VACCINEES ........................... , ............................................. . 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ . SITE 
ERYTHEMA, INJ. SITE (<=l IN.) 
SWELLING, INJ. SITE (<=l IN.) 

SYSTEMIC REACTIONS 
IRRITABILITY 
FATIGUE 
WARM TO TOUCH 
DIARRHEA 
FEVER 
NA SAL CONGEST JON 
OTITI S MEDIA 
PROLONGED CRYING , >1/2 HR 
RASH 
UNUSUAL HIGH-PITCHED CRYING 
URINARY TRACT INFECTION, NOS 
WHEEZING 

6 
6 
2 
2 

15 
7 
6 
6 
2 
2 ,. 
l 
l 
l 
l 
I 
l 

11.8 
11 .8 

3 . 9 
3.9 

29.4 
13.7 
11 . 8 
11 .8 
3.9 
3.9 
2.0 
2.0 
2 . 0 
2.0 
2.0 
2.0 
2.0 

0 .... 
~ .... .... 



,,, LU/. •6030/06/22/88/PAGE I 

INVESTIGATOR 
STUDY 
VACCINE 
AGE RANGE 

KIM, KWANG S. 
000701 
B-CAPSA 
18-60 MOS. 

TABLE 7 

CLINICAL COMPLAINTS 

----------------------------------- ------------------------------------------------------------------------- ---------

CLINICAL 
COMPLAINTS 

••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

ERYTHEMA, INJECTION SITE (1 INCH, 

PAIN/SORENESS, INJECTION SITE 

SWELLING, INJECTION SITE (1 INCH, 

SYSTEMIC 

BODY AS A WHOLE/SITE UNSPEC. 

FATIGUE 

FEVER 

WARM TO TOUCH 

DIGESTIVE SYSTEM 

DIARRHEA 

NUMBER OF VACCINEES ( 63 VACCINEES) - INJECTION 1 I 
----------------------------------------------------------------------------1 

0 
•••••••••••••••••••• 

6 2 
( 10.0%) 3.3%) 

1 0 
1. 7%) 0.0%) 

6 2 
10.0%) 3.3%) 

1 0 
1.7%) 0.0%) 

8 2 
( 1 3 . 3%) 3 . 3%) 

6 0 
10.0%) 0. 0%) 

6 0 
10.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

2 0 
3.3%) 0. '),C,) 

3 1 
5.0%) 1. 7%) 

1 1 
1.7%) 1. 7%) 

DAYS POST VACCINATION I 

2 I 3 .......... , ......... . 
1 I o 

1 . 7% > I < o . o,c, > 

0 
0.0%) 

1 
I. 7%) 

0 
0. Q'lC,) 

0 
o. o,c,> I 

I 

4 I s I .......... , .......... , .•........ 
1 I o I 

< so.o,c,) I < o.o,c,) 
----------1---------- ----------

0 I o 
o . o,c, > I o . o,c, > 

1 
50 . 0%) 

I 
I 

( 
0 

0 . 0%) 

o o I o o 
< o.o,c,) I < o.o,c,> I < o.o,c,> o . o,c,> 

----------1----------1---------- ----------
3 I 3 I 2 I 2 

s.o,c,J I < s.o,c,) I c100.o,c,> I c100.o,c,) 

2 1 2 I 
3.3%) I. 7%) ( 100. 0%) ( 50.0%) 

0 0 0 0 
0.0%) 0.0%) 0.0%) 0.0%) 

1 0 0 0 
1. 7%) 0.0%) 0.0%) 0.0%) 

1 1 2 I 
I. 7%) 1. 7%) (100.0%) 50.0%) 

2 3 1 0 
3.3%) 5.0%) 50.0%) 0.0%) 

0 1 1 0 
0.0%) 1. 7%) 50.0%) 0 . 0%) 

NUMBER 
WITH 

COMPLAINTS .......... , 
1 I 

11 . no I 
I 

1 I 
I . 7%) I 

I 
1 I 

11 . 1%J I 
I 

1 I 
I. 7%) 

11 
Ill. '.Hi,) 

9 
I !> . Oo/.) 

6 
l 10 . 0%) 

I 
I. 7%) 

4 

"· 7%) 

6 
IU.0%) 

2 
3 . 3%) 

0 -.i::, ... 
rv 



, i LU/. 46030/06/22/88/PAGE 2 

INVESTIGATOR 
STUOV 
VACCINE 
AGE RANGE 

KIM, KWANG S . 
000701 
B-CAPSA 
18-60 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

- ---- ---- - ----. - --------------------------------------------------------------------- - ---- --- -------
I NUMBER OF VACCINEES ( 63 VACCINEES) - INJECTION I 
,----------------------------------------------------------------------------
1 OAVS POST VACCINATION 

CLINICAL 1----------------------------------------------------------------------------
COMPLA I NT S ( 0 1 I 2 I 3 4 . I 5 I 

·································••1••········ ········••1••······••1••········ ········••1••······••1••········ NAUSEA I 1 0 ( 2 ( I O I 0 
1. a> 0.0%> I a . a"> I , . ,,., 0.0%> I 0.0%> 

I 
VOM I TI NG I O 1 1 0 ( 0 

1. a> o.o"> 1. 7%) 1.1%) o.o"> I o.o"> 
NERVOUS SVSTEM & PSYCHIATRIC 

IRRITABILITY 

PROLONGED CRVING, >1/2 HR 

UNUSUAL HIGH-PITCHED CRVJNG 

I 

5 
8 . 3%) 

3 
5.0%) 

I 
I. 7") 

1 
I. 7%) 

SKIN & SKIN APPENDAGE I 1 
I 1. 1" > 
I 

RASH I 
I < 1 . a> 

----- ---------------- --------------1----------
VACCJNEES WITH COMPLAINTS I 10 

I< 16.a> 
-----------------------------------1----------

VACCJNEES WITH NO COMPLAINTS ( 50 

2 2 
3.3%) 3.3%) 

1 I 
1. 7") I. 7%) 

0 0 
0.0%) 0.0,C,) 

1 1 
1. 7%) 1. 7%) 

0 0 
0,0,C,) 0.0%) 

0 0 
0 . 0,C,) 0.0,C,) 

---------- ----------
4 3 

6.7%) 5 .o,c,) 

---------- ----------
56 57 

( 93.3%) ( 95.0,C,) 

1 I 1 
1 . 7%) 50.0%) 50.0%) 

0 0 0 
0.0%) 0. 0,C,) 0.0,C,) 

0 0 0 
0 . 0%) 0 . 0,C,) 0 . 0%) 

I 1 I 
1 . 7,C,) 50 . 0,C,) ·c 50.0,C,) 

0 0 0 
0.0%) 0.0,C,J 0.0,C,) 

0 0 0 
0 , 0,C,) ( 0 . 0,C,) ( 0 . 0%) 

---------- ----------1----------
3 2 I 2 

5. O,C,) (100 . 0,C,) I ( 100.0,C,) 
--------- - ----------1----------

57 0 I 0 
( 95.0,C,) ( 0.0%) I ( 0.0,C,) 

---- ---- --

----------
I 
I I < 83.3%) 

-----------------------------------1---------- ---------- ---------- -- -------- ----------,---------- ----------, 
fQTAL VACCINEES REPORTING ( 60 

I 
60 60 60 2 I 2 I 

I I 

NUMBER 
WITH 

COMPLAINTS 
.... 4 4= ♦ •••• 

2 
].3%) 

3 
5 . 0%) 

6 
1 o. 0% l 

4 
6. 7%) 

1 
1 . 7o/. I 

1 
1 • 7%) 

1 
1 . 7'Y. l 

I . 7%) 

13 
l 1. 7%) 

47 
78 . 3%1 

bO 

0 -~ -v4 



"' LU/L 46030/06/22/88/PAC.E 3 

I NVE STI GATOR 
STUDY 
VACCINE 
AGE RANGE 

KIM, KWANG S. 
000701 
B-CAPSA 
18-60 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES ( 63 VACCINEES) - INJECTION 1 I 

l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

CLINICAL ----------------------------------------------------------------------------1 WITH 
COMPLAINTS O 2 3 4 I 5 ICOMPLAHHS 

----------------------------------- ---------- ---------- ---------- ---------- ----------1---------- ----------1••······••1 
VACCINEES WITH NO DATA 3 3 3 3 61 I 61 f 3 f 

I I I 



, IFLU/ ~ .. 46030/06/ 22/88/PAGE 4 

INVESTIGATOR 
STUOV 
VACCINE 
AGE RANGE 

CLINICAL 

KIM, KWANG S. 
000701 
HIB-IMUNE 
18-60 MOS. 

COMPLAINTS 
••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

ERVTHEMA, INJECTION SITE (>1 INCH 

ERVTHEMA, INJECTION SITE (1 INCH.I 

INOURATION. INJECTION SITE 

TABLE 7 (cont.) 
CLINICAL COMPLAINTS 

---------------- ------------------------------------------------------------------------
NUMBER OF VACCINEES ( 48 VACCINEES) - INJECTION 1 I 

----------------------------------------------------------------------------1 
OAVS POST VACCINATION I NUMBER 

------------------------------------------------------ ------------------ - --! ~ITH 
0 1 I 2 I 3 4 5 I COMPLAINTS .................... , ........................................ ········••1••········ 

10 s I J 1 o o I 10 
< 20.e,-> c 10.4%) I < 6.3'-> 2.1'-> o.o'-> o.o'-> 20.e,,> 

----------1----------1---------- ----------1----------
1 I 1 I o I o o 

2. 1" > 2 . 1" > I o. o,- > I o. o,. > o. o" > 
I I 

2 2 I 1 I o o 
4 . 2,- > 4 . 2,. > 2 . 1,. > I o . o,- > o. o" > 

1 
2. lo/.) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

---------- --------- ·-
0 

0.0%) ., 1%) 

0 J 
0 . 0%) 6 . 3'1.) 

0 
0 . 0%) 2 . 1 ~:.) 

PAIN/SORENESS, INJECTION SITE 7 4 3 1 f 0 0 7 
14.6%) 8 3%) 6.3%) 2. lo/.) I 0.0%) 0 . 0%) 14 . 6%) 

I 
SWELLING, INJECTION SITE ( 1 INCH, 6 4 0 f 0 0 6 

12.So/o) ( 8 . 3%) ( 2.1%) ( O.Oo/o) I ( O.Oo/o) 0.0%) l 11. . 5%) 
----------------------------------- ---------- ----------1---------- ----------1---------- ---------- ----------
SVSTEMI C 13 9 I 7 6 I 1 0 14 

c 21.1,-> c 10 . e,-> I c 14.6'-> c 12.s,-> I < so.a,-> 0.0%) ::'9 . 2%) 

BOOV AS A WHOLE/SITE UNSPEC. 10 7 4 3 0 0 12 
20.8%) 14 . 6%) 8.3%) 6. Jo/.) 0. Oo/o) 0. 0%) 2S . 0%) 

FATIGUE 6 2 2 1 0 0 7 
12.5%) 4. 2o/o) 4.2%) 2. 1%) 0.0%) I 0.0%) 14 . 6%) 

I 
FEVER 5 3 1 1 0 I 0 5 

10.4%) 6 . 3%) 2 . 1%) 2. 1%) 0.0%) I 0 . 0%) 10 . 4%) 
I 

WARM TO TOUCH 4 5 2 2 0 I. 0 6 
e. Jo/.) 10.4%) 4.2%) 4. 2o/o) 0 .Oo/o) I c O.Oo/o) 12. S't.) 

-.c: 



ILU/ ,6030/06/22/88/PAGE 5 

INVESTIGATOR 
STUDY 
VACCINE 
AGE RANGE 

KIM, KWANG S . 
000701 
HIB-IMUNE 
18-60 MOS. 

TABLE 7 (cont.) 

• CLINICAL COMPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
I NUMBER OF VACCINEES ( 48 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

CLINICAL 1----------------··------------------------------------- ---------------------1 'wlTH 
COMPLAINTS I O 1 I 2 3 I 4 5 I I COMPLAINTS 

............................................. ········••1••········ ········••1••········ .......... ········••1••········ 
DIGESTIVE SYSTEM 2 2 I 2 2 I O O f 3 

4 . 2% > 4 . 2% > I 4. 2% > 4. 2% > I o. o'Jf. > o. o'Jf. > I 11. 3'- > 
I I 

DIARRHEA 2 2 I 2 1 0 0 3 
4 . 2%) 4 . 2%) I 4 . 2%) 2 . I%) 0. 0%) 0 . 0%) n . Jo/. I 

I 
NAUSEA 0 1 1 1 0 0 

0.0%) 2. 1%) 2. 1%) 2. 1%) o. 0%) 0.0%) ~- 1%) 

VOMITING 1 1 1 1 0 0 2 
2. 1%) 2. 1 % ) 2. 1%) 2. 1%) 0. 0%) 0. 0%) 4.2%) 

NERVOUS SYSTEM & PSYCHIATRIC 6 5 5 4 0 0 9 
12. 5%) 10. 4%) 10.4%) 8.3%) 0. 0%) 0.0%) 1 fl. 8'Y..) 

IRRITABILITY 6 5 5 3 0 0 •. 9 
12. 5%) 10.4%) 10. 4,C,) 6.3%) o. Q,C,) 0.0%) IA .8%) 

NERVOUSNESS 1 1 1 1 0 0 I 
2. 1%) 2. 1%) 2. 1%) 2. 1%) 0.0%) 0. 0%) 'l . 1%) 

PROLONGED CRYING. >1/2 HR 2 0 0 0 0 0 2 
4. 2%) 0. 0%) 0.0%) 0.0%) 0. 0%) 0. 0%) 4 . 2%} 

UNUSUAL HIGH-PITCHED CRYING 1 1 0 0 0 0 I 
2. 1%) 2. 1%) 0.0%) 0.0%) 0. 0%) O,O'J(,) ! . 1%) 

HESPIRATORY SYSTEM I I I 1 0 0 
2. 1%) 2. 1%) 2. 1%) 2. 1 % ) 0 .0%) 0. 0%) :.!. 1%) 

COMMON COLD 1 1 1 1 0 0 
2. l'J(,) 2. 1%) 2. 1%) 2. 1%) 0.0%) 0.0%) L. 1%) 

NASAL CONGESTION I I I I 0 0 1 

2. 1%) 2. 1%) 2. 1%) 2. 1%) 0.0%) 0.0%) 2. ,.,,., 



11~ LU/ 46030/06/22/88/PAGE 6 

INVESTIGATOR 
STUDY 
VACCINE 
AGE RANGE 

KIM, KWAN,G S. 
00070 I 
HIB-IMUNE 
18-60 MOS. 

TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

----------------------------------------------------------------------------------------------------------------

CLINICAL 
COMPLAINTS 

I NUMBER OF VACCINEES ( 48 VACCINEES) - INJECTION 1 
1--------------------------------------------------------------------------·--
I DAYS POST VACCINATION NUMBER 
------------------------------------------------------- --------------------- WllH 

0 5 COMJ:,LAINTS 2 3 4 
••••••••••••••••••••••••••••••••••• •••••••••• •••••••••• •••••••••• • ••••••••• •••••••••• •••••••••• ••••••••t• ••••••••••I 

NASAL DISCHARGE 

SKIN & SKIN APPENDAGE 

RASH 

SPECIAL SENSES 

1 
2. 1%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

OTITIS MEDIA 0 
0.0%) 

VACCINEES WITH COMPLAINTS 16 
( 33.3%) 

VACCINEES WITH NO COMPLAINTS I 32 
I < 66.1,c,> 

-----------------------------------1----------
rOTAL VACCINEES REPORTING . I 48 

I 

1 1 
2. 1%) 2. 1%) 

I 1 
2. 1%) 2. 1%) 

I 1 
2. 1%) 2. 1%) 

0 0 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

----- -·---- ----------
10 7 

( 20.8%) ( 14.6%) 
------·---- ----------

38 41 
( 79.2%) ( 85.4%) 

------·---- ----------
•18 48 

I 
2. 1%) 

1 
2. 1,C,) 

1 
2. 1%) 

0 
0.0%) 

0 
0.0%) 

----------
6 

( 12.5%) 
----------

42 
( 87.5%) 

----------
48 

0 0 I I 
0.0%) o.o%J 2. 1%J I 

I 
0 o 1 I 

0.0%) o.o,c,J 2.1%1 I 
I 

0 o 1 I 
o. 0%) 0. 0%) 2. lo/.) 

1 
50.0%) 

0 
0.0%) 

1 0 

I 
2. 1%) 

50. Q,C,) 0. Q,C,) 2 . 1 % ) 

1 0 
( 50.0%) ( 0.0%) 

----------1----------
1 o I 

( 50.0%) 0.0%) 

2 0 

17 
35.4½) 

:JI 
ti4. 6%) 

40 

-----------------------------------1----------1-----·-----1----------1----------1----------1----------1----------1 
VACCINEES WITH NO DATA I O I O I O I O I 46 I 48 I I 0 

I I I I I I I I 

...... 
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TABLE 7 (cont. ) 
CLINICAL COMPLAINTS 

NUMBER OF VACCINEES ( 51 VACCINEES) - INJECTION 1 I 
----------------------------------------------------------------------------1 

OAVS POST VACCINATION I NUMBER 
CLINICAL -------------------------------- WITH 
COMPLAINTS 

••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS 

ERVTHEMA, INJECTION SITE (1 INCH, 

PAIN/SORENESS, INJECTION SITE 

o I 

········••1••········ 6 2 
( 11.8%) 3.9%) 

2 0 
3.9%) I < o.o,r.J 

I 
6 I. 1 

11.8%) ( 2.0%) 

2 
• ••••••••• 

0 
0.0%) 

----------
0 

0.0%) 

0 
0.0%) 

3 4 I 5 
•••••••••• ········••1••········ 0 0 I 0 

0.0%) ( 0.0%) I ( 0.0%) 
---------- ----------1----------

0 0 I 0 
0.0%) 0.0%) I 0.0%) 

I 
0 0 D 

0.0%) 0.0%) 0.0%) 

SWELLING, INJECTION SITE ( 1 INCH, 1 ·1 0 0 0 0 I 
2.0,r.) < 2.0,r.> I < o.o,r.> I < o.o,r.> < o.o,r.> I < o.o,r.) I 

• ••••••••• 

----------

----------------------------------- ---------- ----------1----------1-· -------- ----------1----------1----------
s VS T EM IC 1 1 I 5 I 3 I 3 1 I 1 I 

BOOV AS A WHOLE/SITE UNSPEC. 

FATIGUE 

FEVER 

WARM TO TOUCH 

DIGESTIVE SYSTEM 

DIARRHEA 

< 21.s,r.) I < 9.8%) I < s.9%) I < s.9%) < 2s.o,r.> I c100.o,r.> I 

10 2 
19.6%) 3.9%) 

6 1 
( 11. 8%) 2.0%) 

2 0 
3.9%) 0.0%) 

6 2 
11 .8%) 3.9%) 

1 1 
2.0%) 2.0%) 

1 1 
2.0%) 2.0%) 

0 1 
0.0%) 2.0%) 

0 D 
0.0%) 0.0%) 

0 0 
0.0%) 0.0%) 

0 1 
0.0%) 2.0%) 

1 1 
2.0%) 2.0%) 

1 1 
2.0%) 2.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0 .JI%) 

D 
0.0%) 

D 
0.0%) 

COMf•LAINT~ 

6 
11. Bo/.) 

6 
11. 8%) 

., 
L 

J.9%) 

15 
I ~9.4%) 

IU 

19. 6o/..) 

6 
l I I. 8%) 

:l.9%) 

b 
I I I !1% l 

:! 
3.9%) 

• ·2 
J.9%/ 

--
.lJ 
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TABLE 7 (cont.) 
CLINICAL COMPLAINTS 

----------------------------------- ----------------------------------------------------------------------------------------

CLINICAL 
COMPLAINTS 

••••••••••••••••••••••••••••••••••• 
NERVOUS SYSTEM & PSYCHIATRIC 

IRRITABILITY 

PROLONGED CRYING, >1/2 HR 

UNUSUAL HIGH-PITCHED CRYING 

RESPIRATORY SYSTEM 

NASAL CONGESTION 

WHEEZING 

SKIN & SKIN APPENDAGE 

RASH 

SPECIAL SENSES 

OTITIS MEDIA 

UROGENITAL SYSTEM 

NUMBER OF VACCINEES ( 51 VACCINEES) - INJECTION 1 I ----------------------------------------------------------------------------1 
DAYS POST VACCINATION I NUMBER 

---------- -----------------------------------------------------------------1 WI TH 
0 2 3 I 4 5 I I COMPLAINTS 

•••••••••• • ••••••••• •••••••••• .........• , .......... ········••1••······••1••········ 
4 3 2 0 0 0 I 7 

7.8%) 5.9%) 3.9%) 0.0%) 0.0%) 0.0%) I lJ.7%) 

4 ::1 2 0 0 0 7 
7.8%) 5.9%) 3.9%) 0.0%) 0.0%) 0.0%) 13.7%) 

0 1 1 0 0 0 
0.0%) 2.0%) 2.0%) 0.0%) 0.0%) ·o.o%J 2.11%) 

I (; 0 0 0 0 1 
2.0%) 0. CJ%) 0.0%) 0.0%) 0.0%) 0. 0%) !.0%) 

0 ,J 0 1 0 0 
0.0%) 0. 0%) 0.0%) 2.0%) 0.0%) 0.0%) :.0%) 

0 0 0 1 0 0 
0.0%) 0.0%) 0.0%) 2.0%) 0.0%) 0.0%) .'.11%1 

0 0 0 I 0 0 
0.0%) 0.0%) 0.0%) 2.0%) 0.0%) 0.0%) l.0%) 

0 0 0 1 0 0 1 
0.0%) 0.0%) 0.0%) 2.0%) 0.0%) 0.0%) 2.0%) 

0 0 0 1 0 0 
0.0%) 0.0%) 0.0%) 2.0%) 0.0%) 0.0%) Z.0%) 

0 u I 1 1 1 
0.0%) ( 0.0%) 2.0%) 2.0%) 25.0%) (100.0%) 2.0%) 

0 0 1 1 1 1 1 
0.0%) 0. IJ%) 2.0%) 2. 0%) 25.0%) (100.0%) "2.0%) 

0 f) I 1 I 1 1 

0.0%) 0 . 0%) 2.0%) 2.0%) 25.0%) (100.0%) 2.0%) 

0 

.Q: -0 
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TABLE 7 (cont.) 

CLINICAL COMPLAINTS 

I NUMBER OF VACCINEES ( 51 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION 

CLINICAL 1------------------------------------------------------ ---------------------
COMPLAINTS I O 2 3 I 4 5 

·································••1••········ .................... ········••1••········ ................... . 
URINARY TRACT INFECTION, NOS I O O 1 1 I 1 1 

I c o.o%J o.o%J 2.0%J 2.0%J c 2s.0%J c100.0%J 
-----------------------------------1---------- ---------- ---------- ---------- ---------- ---------- ----------

VACCINEES WITH COMPLAINTS I 12 5 3 3 1 1 
I c 23.5%l c s.8%l c 5.9%l 5.9%) c 25.0%> <100.0%J 

-----------------------------------1---------- ----------1---------- ---------- ---------- ---------- ----------
VACCINEES WITH NO COMPLAINTS I 39 46 I 48 48 3 0 

I c 1s.s%J I c 90.2%J I c 94.1%J c 94.1%J c 1s.0%J o.o%J 
-----------------------------------1----------1----------1----------1---------- ---------- ---------- ----------
TOTAL VACCINEES REPORTING I 51 I ~-1 f 51 I 51 4 

I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1------ · 
VACCINEES WITH NO DATA I O I O I O I O I 47 I 50 I 

I I I I I I I 

Ml!~IBER 
WITH 

COMPLAINTS . ............ . 
1 

2.0%) 

15 
29.4%) 

36 
"/IJ.6%) 

l) 

0 
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TABLE 8 
MAXIMUM TEMPERATURES 

- ---- ----- -----------------------------------------------------------------------------------------------------
NUMBER OF VACCINEES ( 63 VACCINEES) - INJECTION 

DAYS POST VACCINATION NUMBER 
MAX TEMPERATURE ---------------------------------------------------------------------------- WITH 

(DEG F, ORAL) 0 1 I 2 3 I 4 I 5 MAX TEMP 
••••••••••••••••••••••••••••••••••• •••••••••• • ••••••••••••••••••• ··········1········••1••~······· • ••••••••• 

..•....... , 
NORMAL 25 26 26 28 o I o 24 I 

41. 7%) 44. 1%) 44. 1%) ( 46 . .,%) ( 0.0%) I ( 0.0%) 4U.O,_l 
I 

< 99 30 27 26 30 1 2 :15 
50.0%) 45.8%) 44. 1%) 50.0%) 50.0%) (100.0%) 4 I. 7'1. I 

99 99.9 3 5 4 1 1 0 7 
( 5.0%) ( 8.5%) ( 6.8%) 1. 7%) ( 50.0%) ( 0 . 0%) I I . 7,.) 

100 - 100.9 I 1 0 0 0 0 ll 

1. 7%) 1 . 7,.) 0.0%) 0.0%) 0 . 0%) 0.0%) II '. 0% J I 
I 

101 - 101.9 1 0 I ' 0 u .!. I 
1. 7%) O . O'llo) 1. 7%) 1. 7%) 0.0%) o.m,,) :j . Jj_ J I 

I 
102 - 102.9 0 0 1 0 0 0 ' I 

0.0%) o.o-..) 1. 7%) 0.0%) 0.0%) 0 . 0%) '. 7%) I 
I 

FEVER 0 0 1 0 0 0 I 
( 0.0%) 0 . 0,C) 1. 7%) ( 0.0%) ( 0.0%) ( 0 . 0%) I . 7,_) I 

----------------------------------- ---------- ---------- ---------- ---------- ---------- ---------- ---------- ·------1 
TEMPERATURE TAKEN 60 59 59 60 2 2 60 I 

( 95.2%) ( 93 . 7") ( 93.7%) ( 95.2%) 3.2%) 3.2%) ( ~5 . 2%) I 
----------------------------------- ---------- ---------- ---------- ---------- ---------- ---------- ---------- ----------, 

TEMPERATURE NOT TAKEN 3 4 4 3 61 61 J I 
4.8%) 6. 3,) 6.3%) 4.8%) ( 98.8%) ( 96.8%) 4.8%) I 

.s:= 
N -
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TABLE 8 {cont.) 
MAXIMUM TEMPERATURES 

-------------------------------------------------------·---------------------------------------------------------------------
NUMBER OF VACCINEES ( 48 VACCINEES) - INJECTION 

DAYS POST VACCINATION 
MAX TEMPERATURE ----------------------------------------------------------------------------

(DEG F, ORAL) 0 
1 I 2 I 3 

4 

.... :.~···I·········· ••••••••••••••••••••••••••••••••••• •••••••••• •••••••••••••••••••••••••••••• • ••••••••• 
NORMAL 16 16 17 15 0 

34.0") ( 34.0") ( 36.2") I ( 31 . 9") 0. 0") ( 0. O") 

< 99 14 19 18 I 24 1 0 
29.8") ( 40.4") ( 38.3") 51. 1") (100.0") 0. O") 

99 - 99.9 8 7 6 4 0 0 
( 17. 0") ( 14.9") ( 12.8") ( 8.5") ( 0. O") 0.0") 

100 - 100.9 4 2 5 2 0 0 
8. 5") 4. 3,.) 10. 6") 4. 3") 0. O") 0. O") 

101 - 101.9 3 2 0 I 0 0 
6. 4") 4. 3") ( 0. 0") ( 2. '") 0. 0") 0.0") 

102 - 102.9 1 0 0 1 0 0 
( 2. 1") 0.0") ( 0. 0") 2. 1") ( 0. O") 0.0") 

103 - 103.9 0 0 1 0 0 0 
0.0") 0.0") ( 2. 1 ") 0. O") 0. O") 0. 0") 

FEVER 1 1 0 
I ( 2.1") ( 2.1") ( 0.0") 

----------;;;;;~;;~~;-;;~;~--------,-----~;--- -----~;--- -----~;---
1 ( 97.9") ( 97.9") ( 97.9") 

-----------------------------------1---------- ----------,----------
TEMPERATURE NOT TAKEN I 1 1 I 1 

I c 2.1"> c 2.1"> I < 2.1"> 

NUMBER 
WITH 

MAX TEMP 
••••••••••I 

12 I 
25 . 51.) 

13 
27. 711,) 

9 
19. 1%) 

4 
B . 5%! 

5 
1 ll . 61.. I 

I 
2. 1%) 

L 
4 . 3'1.) 

47 
( 97.9%) 

I 
2. 1") 

0 -l:: 
N 
iV 
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TABLE 8 (cont.) 

MAXIMUM TEMPERATURES 

----------------------------------------------------------------------------------------------------------------

MAX TEMPERATURE 
(DEG F, ORAL) 

••••••••••••••••••••••••••••••••••• 
NORMAL 

< 99 

99 - 99.9 

100 - 100.9 

101 - 101 .9 

102 - 102.9 

103 - 103.9 

105 - 105.9 

TEMPERATURE TAKEN 

TEMPERATURE HOT TAKEN 

HUMBER OF VACCIHEES ( 51 VACCINEES) - INJECTION 

DAYS POST VACCINATION NllMBER 
---------------------------------------------------------------------------- WITH 

a I 1 2 
•••••••••• •••••••••• •••••••••• 

21 I 22 22 
44,7,i,) I ( 44.o,i,) 44.o,i,) 

19 22 24 
( 40.4,i,) ( 44.o,i,) 48.0'-) 

2 4 3 
( 4.3,i,) e.o,i,) 6.o,i,) 

4 2 0 
8.5,i,) 4 , 0,i,) o.o,i,) 

1 0 0 
2. 1,i,) 0.0,i,1 o.o,i,) 

0 0 0 
o.o,i,) O.O'll.) ( o.o,i,) 

0 0 1 
o.o,i,) o.o,i,) 2.0,i,) 

0 0 0 
o.o,i,) 0.0,i,1 0.0'-) 

---------- ---------- ----------
47 50 50 

( 92.2,i,) ( 9e.o,i,) ( 9e.o,i,) 

---------- ---------- ----------
4 1 1 

7.&,i,) 2.0,i,) 2.0,i,) 

3 
•••••••••• 

22 
44.0,i,) 

24· 
48.0'-) 

2 
( 4.o,i,) 

0 
o.o,i,) 

0 
o.o,i,) 

1 
2.0,i,) 

0 
o.o,i,) 

1 
2.0,i,) 

----------
50 

( 9e.o,i,) 
----------

I 
2.0,i,) 

4 I 5 .......... , .......... 
0 I 0 

o.o,i,) I o.o,i,) 
I 

J I 0 
(100 . 0'-) I o.o,i,) 

I 
0 I 0 

o.o,i,) I o.o,i,) 

0 0 
o.o,i,) o.o,i,) 

0 0 
0 . 0,i,1 o.o,i,) 

0 0 
o.o,i,) o.o,i,) 

0 0 
.o.o,i,) o.o,i,) 

• ••••••••• 
MAX TEMP 

•••••••••• 

19 
·rn. 0%) 

:I 
11 . 0~ I I 

I 
I 

£ . O'JC I I 
I 
I 

.: ,:,·~-: I 
I ,, I 

1, . 0'1. l f 
I 

o o I 
o. o,i, > o . o,. > ·, '.! . uo/. 1 I 

---------- ------- - -- ---------- - - - -- I 
3 

( 5,H) 

48 
( 94. 1,,.) 

0 
c o.o,i,) 

51 
(100.0,i,) 

50 
l 91l.0~) 

I 
i . o,i,, I 

-
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A ~arative Study of the Safety,Tolerance 
and Ianunogenicity of 3 LicensedHaemphilus 
influenzae Type B Capsular Polysaccharide 

(H1b-PRP) Vaccines in Children.V.l.UONS-, R.ADLER, E.A. 
STEINBERG, and K.S.KIN. Childrens HospiUl of Los Angeles, 
-USC Sehl .of Ned, and Kaiser Found. Hosp.Los Angeles, L.A. CA. 

The efficacy of Hib-PRP vaccines in the United SUtes 
has been sholm to be unpredicUble. We undertook a pros
pective randomized study to evaluate the safety, tolerance 
and i-,nogenicity of the Lederle(n•46),Connaught(n•46)and 
Praxis(n•55) Hib-PRP vaccines in children 18-24 mos(n•14) 
and 24-58 •s(n•lll) of age. ToUl sena ant1-PRP antibody 
(Ab) levels wre measured by RIA before and 1 mnth Toi low
ing vaccination(vac). 1111d systemic or local reactionswre 
observed in 24S of the vac recipients with all 3 vaccines 
being tolerated equally wll. Pre- and post-vac anti-PRPAb 
ranged fro11 <0.125-66.4 ~g/■1 and <0.125-265 ~/■1, respec
tively. Overall, 58S of the children had post-vac anti-PRP 
Ab~l.O ~g/■1. There was no significant difference in Ab 
response by age or vaccine group. Hollfever, patients with 
pre-vac Ab >0.15 ~g/■1 were mre likely to have post-vac Ab 
11.0 ~g/■1 T751 vs JJS for those with pre-vac Ab <0.15 ~g/ 
ml. p<0.0001)." Hib-PRP vac in children in the Los Angeles 
area was well tolerated but only half of the patients had 
anti-PRP Ab >1.0 ~g/■1 after vac. The low rate of Ab response 
especially in children with pre-vac anti-PRP Ab <0.15 ~g/■1 
was.apparent in all 3 of the vaccines studied. Alternativueth
ods to prevent invasive Hib disease in children is warranted. 
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Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

CLINICAL STUDIES WITH EARLY LOTS 

Study 001-01 (822) - Philadelphia, PA - Dr. R. Weibel 

Healthy children 2-71 months of age and healthy adults were entered in 
this study. Six adults received one 20 mcg dose of vaccine (Lot 
984/C-K731) reconstituted in saline. Three of these 6 (50%) had antibody 
titers >1.0 mcg/ml prior to vaccination. The prevaccination GMT was 
1. 975 mcg/ml. One month following vaccination 100% (6/6) had antibody 
levels >1.0 mcg/ml. The GMT for all vaccinees at that time was 27.176 
mcg/ml. 

Eight children 12-71 months of age received a single 10 mcg (n=5) or 20 
mcg (n=3) dose of vaccine (Lot 984/C-K731) reconstituted in saline. 
Antibody levels were measured in 7 of the 8 vaccinees and the data were 
combined for both doses due to the small number of vaccinees. One of 
seven (14%) had an antibody titer >1.0 mcg/ml prior to vaccination. The 
GMT was 0.172 mcg/ml. One month following vaccination 71% (5/7) had 
antibody titers >1.0 mcg/ml. The GMT for these 7 vaccinees at that time 
was 4.712 mcg/ml. 

Thirteen children 2-11 montlis of age received either one 10 mcg dose 
(n=7) or two 10 mcg doses (n=6) of vaccine (Lot 984/C-K731) reconstituted 
in saline at 0, 2 or 3 months. The data were combined due to the small 
number of vaccinees. The prevaccination GMT was 0.073 mcg/ml. One month 
f::llowbg the first dose 38% (5/13) had antibody levels >LO mcg/mL One 
to two months following the second dose 100% (5/5) had antibody levels >1 
mcg/ml. The GMT was 0.722 mcg/ml at one month following the first dose 
and 6.114 mcg/ml one to two months following the second dose. 

Ten children 2-6 months of age received two 6 mcg (n=7) or 10 mcg (n=3) 
doses of vaccine (Lot 1002/C-L466) reconstituted in saline at O and 2 
weeks. The data for both dosage regimens were combined due to the small 
number of vaccinees. An additional child received only one 6 mcg dose. 
Thirteen percent (1/8) had an antibody titer >1.0 mcg/ml prior to 
vaccination. The GMT was 0.225 mcg/ml. Six weeks after the second 
injection 38% (3/8) had antibody >1.0 mcg/ml. The GMT at six weeks was 
0.586 mcg/ml for these 8 vaccinees. 

No serious adverse experiences were reported in this study. 
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Study 002-70 (870) - Hnntington WV - Dr. E. Anderson 

Healthy children 2-6 months of age were entered in this study and 
received two injections of vaccine at O and 1 month. Fourteen children 
received two 10 mcg doses of vaccine (Lot 1002/C-L466) reconstituted in 
saline. One additional child received only one dose. The prevaccination 
GMT was 0.105 mcg/ml. One month after the second injection, 92% (12/13) 
had developed antibody titers >1.0 mcg/ml. The GMT for the 13 vaccinees 
at that time was 2.284 mcg/ml. Another group of 12 children received two 
13 mcg doses of vaccine (Lot 1018/C-M679) reconstituted in alum. Two 
additional children received only one dose. Two children had antibody 
titers >1.0 mcg/ml prior to vaccination. The GMT was 0.214 mcg/ml. One 
month after the second injection 42% (5/12) had antibody >1.0 mcg/ml. 
The GMT for the 12 vaccinees at that time was 0.903 mcg/ml. 

No serious adverse experiences were reported in this study. 

Study 003-73 (873) - St. Louis. MO - Dr. D. Granoff 

Heal thy children 2-17 months of age and heal thy adults were entered in 
this study. Six adults received one 7 mcg dose of vaccine (Lot 
1003/C-L680) reconstituted in alum. Four of these 6 (67%) had antibody 
titers >1.0 mcg/ml prior to vaccination. The GMT was 0.915 mcg/ml. One 
month following vaccination 100% (6/6) had antibody levels >1.0 mcg/ml. 
The GMT for all vaccinees at that time was 44.240 mcg/ml. 

Eight children 2-11 months of age and 3 children 12-17 months of age 
received two 7 mcg doses of vaccine (Lot 1003/C-L680) reconstituted in 
saline one month apart. Two additional children (2-11 months) received 
only one dose. The prevaccination GMT was O. 207 mcg/ml for the 2-11 
month age group and 0.063 mcg/ml for the 12-17 month age group. One 
month after the first dose 29% (2/7) of the 2-11 month age group and 100% 
(2/2) of the 12-17 month age group had developed antibody titers >LO 
mcg/ml. One month after the second injection, 71% (5/7) of the 2-11 
month age group had antibody titers >1.0 mcg/ml. The GMT was 1.018 
mcg/ml after one dose and 1.594 mcg/ml after two doses for the 2-11 month 
age group and 13.920 mcg/ml for the 12-17 month age group. Three 
children received a booster dose at one year of Lot 1018/C-M679 (6 mcg) 
as a third dose. Six children received a booster dose of polysaccharide 
vaccine (25 mcg) at one year as a third injection, while 2 children 
received a booster dose of polysaccharide vaccine at one year as a second 
dose. All children showed a greater than 2-fold rise in antibody titer 
following the booster dose. · 
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Twenty-nine children 2-11 months of age and 10 children 12-17 months of 
age received one 7 mcg dose of vaccine (Lot 1003/C-L680) reconstituted in 
alum. Twenty-four children (2-11 months) and 2 children (12-17 months) 
received a second dose one month later. The prevaccination GMT was 0.104 
mcg/ml for the 2-11 month age group and 0.102 mcg/ml for the 12-17 month 
age group. After one dose 44% (12/27) of the 2-11 month age group and 
89% (8/9) of the 12-17 month age group had antibody titers >1.0 mcg/ml. 
After two doses 63% (15/24) of the 2-11 month old children had developed 
titers of >1.0 mcg/ml. The GMT was 0.866 mcg/ml after one dose and 1.272 
mcg/ml after two doses for the 2-11 month age group and 3.092 mcg/ml at 
one month for the 12-17 month age group. Six children received a booster 
dose at one year of Lot 1018/C-M679 (6 mcg) as a third dose. One 
additional child received a dose of this same lot as a second dose at one 
year. Seventeen children received a booster dose of polysaccharide 
vaccine (25 mcg) at one year as a third dose. Five children received a 
booster dose of polysaccharide vaccine (25 mcg) at one year as a second 
dose. All children showed a greater than 2-fold rise in antibody titer 
following the booster dose. 

Twenty-five children 2-6 months of age received two 13 mcg doses of 
vaccine (Lot 1018/C-M679) reconstituted in alum one month apart. Three 
additional children received only the first dose. The prevaccination GMT 
was 0.102 mcg/ml. After one dose and two doses, r~spectively, 38% (5/13) 
and 50% (6/12) had antibody titers >1.0 mcg/ml. The GMT was 0.778 mcg/ml 
after one dose and 1. 216 mcg/ml after 2 doses. Twenty-six children 
received two 13 mcg doses of vaccine (Lot 1018/C-M6 79) reconstituted in 
alum two months ~part. The preva.ccination GMT was O .088 mcg/ml. 
Antibody titers of >1.0 mcg/ml were developed by 43% (9/21) and 87% 
( 20 / 23) after the first and second doses , res pee ti ve ly. The GMT was 
1.001 mcg/ml after the first dose and 3.550 mcg/ml after the second dose. 

Fifty-three black children were entered into the study to receive a 6 mcg 
dose of vaccine (Lot 1018/ C-M679) followed by polysaccharide vaccine (25 
mcg) as a booster dose 6 months to 1 year later. However, only 32 
children completed the two dose regimen. Sixteen children 2-11 months of 
age and 16 children 12-17 months of age received both doses. Prior to 
the booster dose 29% (2/7) of the 2-11 month age group and 57'1 (4/7) of 
the 12-17 month age group had antibody titers >1.0 mcg/ml. The 
prebooster GMT was 0.858 mcg/ml for the 2-11 month age group and 1.671 
mcg/ml for the 12-17 month age group. Following the booster dose 100% in 
both age groups (14/14) had antibody titers >1.0 mcg/ml. The GMT was 
117.9 mcg/ml for the 2-11 month age group and 147.9 mcg/ml for the 12-17 
month age group following the booster dose. 

An additional three children 2-11 months of age received a single 18 mcg 
dose of vaccine (Lot 1018/ C-M679) reconstituted in alum. Serology data 
are not available for these vaccinees. 

0528Z 26AUG88 
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Haemophilus b Conjugate Vaccine 
(Neisseria ~eningitidis Outer Membrane Protein Complex) 

- 4 -

Serious adverse experiences were reported for three patients. Three days 
postvaccination, a 7 month old child developed fever and rash, preswned 
to be due to a viral syndrome. The investigator felt that these 
experiences were unrelated to use of the vaccine. One child experienced 
excessive crying which the investigator felt was related to use of the 
vaccine. A third child who received vaccine reconstituted in saline 
experienced leg swelling, erythema, fever, anorexia and lethargy. The 
investigator felt these experiences were probably related to use of the 
vaccine. 

0528Z 26AUG88 
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(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)

Program: 

Purpose: 

Vaccine: 

Haemophilus 
meningitidis 
Study fj822 

b Conjugate Vaccine (Neisseria 
Complex), Outer Membrane Protein 

To evaluate antibody and clinical responses among 
healthy adults and children, 2 months to 5 years of 
age, to Haemophilus influenzae type b capsular 
polysaccharide or conjugate vaccine. 

Haemophilus influenzae type b capsular polysaccharide 
vaccine 
Lot 956/C-K074 -■mcg capsular polysaccharide/ml 

Haemophilus b Conjugate Vaccine (Neisseria 
meningitidis Outer Membrane Protein Complex) 
Lot 941/C-J767* - g capsular polysaccharide/ml 

___ mcg meningococcal protein/ml 

Haemophil us b 
meningitidis Outer 
Lot 984/C-K731 -

Lot 1002/C-1466 -

Conjugate Vaccine (Neisseru 
mbrane Protein Complex) 
mcg capsular polysaccharide/ml 

mcg meningococcal protein/ml 
mcg capsular polysaccharide/ml 

mcg meningococcal protein/ml ---
Diluent 

Saline diluent 
Lot 

Investigator: Robert Weibel, M.D. 
Director, Division of Preventive Medicine 
Joseph Stokes, Jr. Research Institute 
Children's Hospital of Philadelphia 
34th Street and Civic Center Boulevard 
Philadelphia, PA 19104 

Sub-Investigator: Alfred J. Carlson, Jr., M.D. 
420 Township Line Road 
Havertown, PA 19083 

* Conjugate vaccine prepared by a different process and 
exhibited by the subsequent lots. L..---------

054 S Z 25AUG88 



(b) (4)

Study Location: 

Date Study 

- 2 -

Pediatric Medical Associates 
420 Township Line Road 
Havertown, PA 19083 

The Office of 
George A. Starkweather, M.D. 
1001 Pennsylvania Avenue 
Havertown, PA 19083 

Started: March 1, 1984 

Date Study 
Completed: February 7, 1985 

Study Population: A total of 61 healthy adults and children (31 males 
and 30 females) were included in the study. 

Study Procedure: 

0545Z 

Vaccinees receiving Lot 956/C-K074 or Lot 941/C-J767 
are excluded from this swmnary. Lot 956/C-K074 is a 
polysaccharide vaccine and Lot 941/C-J767 is a 
con 'ugate vaccine re ared b a different process and 

exhibited in the 
subsequent lots of vaccine. 

Adults received a single 0.5 ml 
polysaccharide) subcutaneous injection 
984/C-K731 reconstituted in saline. 

(20 
of 

mro-----...,; 
Lot 

Children 12 months to 5 years of age received a single 
0.5 ml (10 or 20 mcg polysaccharide) subcutaneous 
injection of Lot 984/C-K731 reconstituted in saline. 
Infants 2 to 11 months of age received a single 0.5 ml 
(10 mcg polysaccharide) subcutaneous injection of Lot 
984/C-K731 reconstituted in saline. Those children 
who did not respond to a single injection of Lot 
984/C-K731 with antibody levels of >1.0 mcg Ab/ml by 
radio immunoassay, received a second dose of Lot 
984/C-K731 approximately 2 to 3 months later. 

Infants 2 to 6 months of age, received two 
mcg polysaccharide) or two 0.5 ml 
polysaccharide) subcutaneous injections 
1002/C-L466 reconstituted in saline. 

0.3 ml (6 
(10 mcg 
of Lot 

25AUG88 
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Results: 

- 3 -

Infants 2 to 6 months of age, received two 
mcg polysaccharide) or two 0.5 ml 
polysaccharide) subcutaneous injections 
1002/C-L466 reconstituted in saline. 

0.3 ml (6 
(10 mcg 
of Lot 

The parent, guardian or vaccine recipient was asked to 
record vaccinee's temperature and any systemic 
injection site reactions for 10 days after each 
injection of vaccine. Unexpected or serious reactions 
were to be reported immediately to the study physician. 

A blood sample was obtained immediately before and 1 
month after each vaccination. Children receiving Lot 
1002/C-L466 were bled prior to the first vaccination 
and 1 month after the second vaccination only. 

All serwn samples were assayed 
.H. influenzae type b capsular 
radioimmW1oassay (RIA) and serwn 
(SBA). 

for antibody to 
polysaccharide by 
bactericidal assay 

Demographic information and individual 
postvaccination antibody data for each 
enrolled in the study are reported in Table 1. 

pre and 
vaccine 

1. Nwnber Vaccinated: 

InjectiQn NQ. 
Lot Age _1_ __L 

984/C-K731 2-11 Mo. 13 6 
12-71 Mo. 8 2 
Adults 6 

1002/C-L466 2-11 Mo. 11 10 

054SZ 25AUG88 
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Lot 

984/C-K731 

1002/C-L466 

0545Z 

- 4 -

2. Serolo~ic Results: 

Antibody responses (RIA) prior to and after 
vaccination are as follows: 

Dose --~%~W~it-h~An~t~i_-~PR-P ___ GMT (mcg Ab/ml l 
Age 1..m£Ql Time >.15 mcg Ab/ml >1.0 mcg Ab/ml All Vaccinees 

2-11 Mo. 10 Pre 15 ( 2/13) 0 (0/13) 0.07 
1 Mo. 85 ( 11/13) 38 (5/13) 0.72 

12-71 Mo. 10 Pre 43 ( 3/7) 14 (1/7) 0. 17 
or 1 Mo. 86 ( 6/7) 71 (5/7) >4.71 
20 

Adults 20 Pre 100 6/6) 50 (3/6) 1.98 
1 Mo. 100 6/6) 100 (6/6) >27. 18 

2-6 Mo. 6 Pre 63 5/8) 13 (1/8) 0.23 
or 6 Wks. 100 8/8) 38 (3/8) 0.59 
10 

Antibody responses (by lot per age group) prior to 
vaccination through 4 months postvaccination are 
included in Tables 2-5. 

25AUG88 
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3. Clinical Results: 

The frequencies of reactions during the 10 days 
following vaccination are as follows: 

Type of Reaction Lot Dose Age o/. Frequency 

Injection Site 984/C-K731 10 mcg 2-11 Mo. 85 (11/13) 
10 or 20 mcg 12-71 Mo. 100 ( 8/8) 
20 mcg Adults 67 ( 4/6) 

1002/C-L466 6 or 10 mcg 2-6 Mo. 90 ( 9/10) 

Systemic 984/C-K731 10 mcg 2-11 Mo. 54 7/13) 
10 or 20 mcg 12-71 Mo. 50 ( 4/8) 
20 mcg Adults 50 ( 3/6) 

1002/C-L466 6 or 10 mcg 2-6 Mo. 80 ( 8/10) 

Reaction · frequencies and maximum temperatures 
recorded during the 10 days following each 
injection of vaccination are reported in Tables 
6-8. 

No serious or alarming reactions attributable to 
the vaccine were reported. 

0545Z 25AUG88 
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HfL...,JSlt6090/05/Z4/88/PAGE l 

TABLE 1 

DEHOGR;\PHICS / EVENTS LlSTltG 

INVfSTlCilATOR 1 HEIBEL• ROBERT f, 
STUDY oazzo1 
VACCINE HIB CON.M.ATE - SALINE 
REGIHEN I 01 
PATIENT CUSS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE CIIIDtl' DAY DATE PHASSQ EVENT LDT DOSE CODE RIA SBA 

-··········································-----·~-----··········--...... --.................. 
f . &Y OJ 0 001 PREaLEED < lZS < t 

0 011 Jtu 1 CK731 20 HCS 
t6 011 8LHD 1 >• uoooo >• 4096 

" &Y OJ 0 001 PREBLEED 1876 256 
0 011 JHJ 1 CK7Jl 20 HCG 

Z6 011 BLEED 1 >• 4Z7M 2048 

f &Y a:$ 0 001 PAEBLEED 370 32 
0 011 INJ 1 CK731 ZD HCS 

JS 011 BLEED 1 21446 >• 4096 

f 22H OJ 0 001 PREBLEED < 125 < z 
0 011 INJ 1 CK7Jl 10 HCS 

ZI 011 8LE£0 1 >• 11217 SlZ 

" 1911 OJ 0 001 PREILEED 150 < z 
0 011 JHJ 1 CK7Jl 10 HCG 

28 011 BLEED 1 2544 256 

" UN 06 0 001 PRE8LUD ZJ5 < z 
0 011 JNJ 1 CK7Jl 10 HCS 

76 011 BLEED 1 779 64 ,. 021 JNJ z CK7Jl 10 HCG 
126 on ILEED Z >• 80000 

f 1~ 06 0 001 PREBLEED < 100 < 2 
0 OU INJ 1 CK7Jl 10 HCS 

35 011 BLEED 1 < 100 < 2 
105 021 JNJ z CK7Jl 10 HCG 
140 021 ILEl:D Z lOOJ 16 

15ft 06 0 001 PAEBLEED 176 < 2 

" 0 011 INJ 1 CK7Jl 10 HCG 
JS 011 BLEED 1 197 512 

:::, -:::: 
I.M 
.::: 



(b) (6) (b) (6) (b) (6)

MFL\u£35't6090/0J/2't/88/PAGE 2 

IHYESTl'-ATOII I HEIBEL, ROBERT E, 
ST\JOY I OBZZOl 
VACCINE I MIB CONJUGATE - SALINE 
REGltlEN I 01 
PATIENT CUSSa HEALTHY ADULTS 

CASE SEX RACE BIRTH AGE~ DAY 

MY 10 0 
0 

z9 

35Y 10 0 
0 

za 

'tJY 10 0 
0 

z9 

60Y 10 0 
0 

Jl 

ZlY 10 0 
0 

Z7 

60Y 10 0 
0 

Z7 

TABLE 1 (cont.) 

DEttOGR,\PMICS / EVENTS LISTING 

DATE PHASSq EVENT LOT DOSE 

001 PREBLEED 
011 INJ 1 CK731 ZO ~G 
OU BLlED 1 

001 PAEBLEED 
011 IN.I 1 CK731 ZO HCG 
011 BLEED 1 

001 PREBLEED 
011 JNJ 1 CK731 20 HCG 
011 BLEEO 1 

001 PREBLEED 
011 JNJ 1 CK73l ZO tl:G 
011 BLEED 1 

001 PREBLEED 
011 INJ 1 CK731 ZO HCG 
011 BLEED 1 

001 PAEBLEED 
011 IN.I 1 CK731 ZO HCG 
011 BLEED 1 

CODE RIA 

3822 

34656 

304 

35032 

316 · 

1153 

659 

11247 

20924 

>s 160000 

11710 

>= 160000 

S8A 

16 

1024 

128 

2048 

3Z 

128 

32 

2048 

128 

Z56 

128 

102' 

~ 

J1 



(b) (6) (b) (6) (b) (6)

HFLU/£1546090/03/Z~/88/PAGE J 

INVESTIGATOR HEIBEL, ROBERT E. 
STUDY 08ZZ01 
VACCINE I HIB CDNJllGATE - SALINE 
REGIHEN I OZ 
PATIENT CUSS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE 8ROUP DAY 

0 
0 

zt 
17 .. 

0 
0 

zt 
57 

107 

0 
0 

JO 
57 

154 

TABLE 1 (cont.) 

OEHOGRAPHICS / EVENTS LISTING 

DATE PHAssq EVENT LOT DOSE 

001 PREl!LEED 
011 INJ 1 Cll7Jl 10 t«:G 
011 BLEED 1 
0Zl INJ z Cl(7Jl 10 HC8 
021 BLUD Z 

001 PRflllLEED 
011 INJ 1 Cl(7Jl 10 tl:G 
011 BLEED 1 
OZl INJ z Cl(7Jl 10 t«:G 
0Zl BLEED Z 

001 PREIJLEED 
011 INJ 1 Cl(7Jl 10 tl:8 
011 BLEED 1 
0Zl INJ z CK7Jl 10 t«:8 
021 ILEED Z 

CODE RIA SBA 

119 < z 
18J < z 
~ns ·3Z 

< 100 < z 
986 JZ 

8278 16 

< 100 < z 
109 < z 
1090 ft 



(b) (6) (b) (6) (b) (6)

HFLU/l.351t6090/03/24/88/PAGE ~ 

TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTltG 

JNVESTIGATU.. I HEIBEL, R08ERT E. 
STWY I 08ZZ01 
VACCJtE I HJ8 CONJUGATE - SALltE 
IIEGJttEN I O't 
PATIENT CUSS1 HEALTHY CHILDREN 

CASE sue RACE BIRTH AGE &IOlJI DAY DATE PHASSq EVENT LOT DOSE CODE RIA SBA 

---·······--·········"···-·······························--············-----··--···········--.... 
f 9tt o, 0 001 PREBlEED < lZ!ii < 2 

D 011 INJ 1 CK7Jl 10 ttea 
2a Dll BLEEO 1 1908 128 

" 1H o, D 001 PREii.HD 151 < 2 
0 011 INJ 1 C:K7Jl 10 ttCQ 

ze 011 BLEH 1 7599 256 

" 9tt 06 0 001 PREBLEED < 100 < 2 
0 011 INJ 1 C:K7Jl 10 ttea 

ze 011 BLEED 1 7917 SIZ 

" 9N 06 0 001 PREBLEED 01 < 100 
0 011 INJ 1 CK7Jl 10 ttel 

2a 011 8LEH 1 1006 8 

f '" 07 D 001 PREBUED < 100 < 2 
0 011 INJ 1 C:UJl -10 ttea 

zt 011 BLEED 1 906 32 

f D 001 PREBlEED 182 < 2 
0 011 INJ 1 C:UJl 10 ttea 

Z9 011 ILEED 1 2019 128 

" JH 07 0 DOI PREBlEED < 100 < 2 
0 Ill INJ 1 Cll7Jl 10 tte8 

J7 011 ILEED 1 176 < z 



(b) (6) (b) (6) (b) (6)

HFL'-" d5't6090/0J/Z't/88/PAGE ~ 

TABLE 1 (cont.) 

DEHDGRAPHICS / EVENTS LISTING 

INVESTIGATOR a HEIBEL, ROBERT E. 
S1\JOY I 082201 
VACCINE I HIB CONJUGATE - SALINE 
REC.lta:H I 05 
PATIENT CUSS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE..._,DAY DATE PHA~ EVENT LOT DOSE CODE RIA SBA 

-·---······~············ ..... ·-······· ...... ······················------·············-
"" 08 0 001 PRHLEED < 125 < z 

0 011 INJ l CL466 6 HCG 
14 on INJ z CL4'6 6 HCQ 
u 021 BLEED l 1004 4 

ZN 08 0 PREBLEED '17 < z 
0 INJ l CL4'6 6 HCG 

H INJ I CL4'6 6 HCG 
4Z BLEED l &01 < I 

itt 08 0 INJ l CL4'6 6 HCQ 

JH 08 0 PREBLEED 120 < I 
0 INJ l CL't66 6 HCG 

l't INJ z CL466 6 HCQ 
u BLEl:D l ZIO < z 

" :set 08 0 001 PREHLEED < IZ& < z 
0 011 INJ l CL4'6 6 HCQ 

l't OZI INJ I CL'tH 6 HCG 
u on ILEED l IZl!i z 

, ZH 08 0 001 PREBLEED 140 < z 
0 011 INJ l CL4'6 6 HCG 

14 OZI INJ z CL't66 6 HCG 
u on BLEED l ZH 8 

" "" 08 0 001 PREBLEED Z7& < z 
0 011 INJ l CL4'6 6 HCG 

lS OZI INJ z CL'tH 6 HCG 
u OZI BLEED l 5355 '" , 3H 08 0 001 PRE8LfED 01 179 < z 

0 011 INJ l CL466 6 HCG 
14 on INJ z CL4'6 ' ttCG 

'° on BLHD l HJ 8 

< IZ5 < z 0 

" 5tt 0, 0 001 PREBLEED -0 011 INJ l CL466 10 HCG J':: 
14 OZI INJ z CL'tH 10 e,c-. \H 

a, 



(b) (6) (b) (6) (b) (6)

HfLl.VZ3.5't6090/05/Z4/88/PAGE 6 

INVESTIGATOR HEIBEL, ROBERT f. 
ST\JOY 08ZZ01 
VACCINE I HJB CONJUGATE - SALINE 
REGJHEN 1 05 
PATIENT CUSS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH Ac.I S,0.- DAY 

M 

0 
0 

H 
17 

0 
0 

H 
M 

TABLE l (cont. ) 

DEHOGRAPHICS / EVENJS LISTING 

DATE PHASSQ EVENT LOT DOSE 

OZl BLEED l 

001 PREBLEED 
OU JNJ l CL46' JO tl:G 
OU JNJ z CL4'6 10 HCG 
OZl BLEED 1 

001 PREBLEED 
OU JNJ l CL46' 10 tl:G 
on JNJ z CLltH 10 tl:G 
OZl BLEED l 

CODE RIA 

374Z 

U99 

361 

< lZS 

'78 

SBA 

]Z 

< 2 

< z 
< z 

4 

0 .... 
~ 
1.,,1 

-0 



(b) (6) (b) (6) (b) (6)

HFl~,LJYt6090/0l/Z4/68/PAGE 7 

INVESTIGATOR 1 

sruov 
VACCINE 
REGIIEN 1 

PATIENT CUSSa 

HEIBEL, ROBERT E. 
08ZZ01 
Hla CONJUGATE - SALINE 
06 
HEALTHY CHILDREN 

CASE sue RACE BIRTH AGE ... OAV 

0 
0 

ze 
84 

llt 

0 
0 

JO 

•• lZO 

0 
0 

29 .. 
u, 

TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LlSTltG 

DATE PHASSq EVENT LOT DOSE 

001 PREBLHO 
OU IN.I 1 CK7J1 10 ttc& 
011 BLEED 1 
OZl JNJ z CK7Jl 10 ttc& 
on BLEED Z 

001 PREBLEEO 
OU JNJ 1 CK7Jl 10 ttc& 
OU BLEED 1 
OZl JNJ z CK7J1 10 ttc& 
on BLEED Z 

001 PREBLEEO 
011 JNJ 1 CK7Jl 10 HCG 
011 BLEED 1 
on JNJ t CK7J1 10 ttc& 
on ILEED t 

CODE RIA SIA 

< 100 < z 
889 

J6J37 1Z8 

< 100 < z 
lZ5 32 

J:591 64 

< 100 < z 
< 100 • 

ZOZ6 "' 

0 -



fll LIJ/1. ,6210/07/26/tlB/ I 

111111: :,TI GATOR 
·. HJCJV 
vACCINE 
A'-SAV 
Lul NUMBER 
Hll'ULATION 

A{;E 

. ········· 
12-71 MOS. 

WEIBEL, ROBERT E. 
082201 
HIB CONJUGATE - SALINE 
RIA 
CK731 
HEALTHV CHILDREN 

TABLE 2 
ANT T BO D .V RESPONSES 
VACCINE CONTAINS 10 0~ 20 MCG PRP 

,_ WITH ANTI-PAP FOLO RISE 

">2 FOLD 
TIME 

(MONTHS) 
•••••••••••• 

PRE INJ 
I MONTH 

>. 15 MCG AB/ML 
••••••••••••••• 

43 
86 

3/ 
6/ 

7) 
7) 

>1.0 MCG AB/ML 
• •••••••••••••• 

14 
71 

:/ 
5/ 

7) 
7) 

• •••••••••••••• 

71 ( 5/ 7) 

MEAN 
•••••• 

> 22.5 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

• •••••••••••••••• 

0. 172 
> 4.712 

7) 
7) 

FOOTNOTE(S): E 
IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RIS , 
ANO .063 JS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

::, 



111· LU/L 6210/07/26/88/I 

ltlVESTIGATOR 
'>TUOY 
vA(:CINE 
A~SAY 
tUT NUMBER 
l•U!>E 
l>uPULATION 

WEIBEL, ROBERT E . 
082201 
HIB CONJUGATE - SALINE 
RIA 
CK7J1 
20 MCG 
HEALTHY ~OULTS 

TABLE 3 
A N T I B O D V R E S P O N S E S 

~ WITH ANTI-PRP FOLD RISE 

~ >2 FOLD At.E 
, .......•• 

2.0 7 '.i YRS. 

TIME 
(MONTHS) 

•••••••••••• 

PRE INJ 
1 MONTH 

>. 15 MCG AB/ML 
••••••••••••••• 

100 
IOU 

6/ 
6/ 

6) 
6) 

> I .0 MCG AB/ML 
••••••••••••••• 

50 ( 
100 ( 

3/ 
6/ 

6) 
6) 

• •••••••••••••• 

100 ( 6/ 6) 

MEAN 
• ••••• 

> 13 . 8 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

• •••••••••••••••• 

I . 975 
> 27 . 176 

6) 
6) 

FOOTNOTE(S) : 
IF A TITER IS REPORTED AS <.125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER . 

r 



111 Ul/L. ,6210/07/27/88/ I 

INVt'>TIGATOR 
f.TULJV 
IIACCINE 
hl,';,A V 

LOT NUMBER 
,,o::.t 
POf'ULATION 

.\l,E 
. ' ....... . 
2- 11 MOS. 

TABLE 4 
A N T I B O O V R E S P O N S E S 

ADMINISTERED AS ONE INJECTION OR TWO INJECTIONS 
TWO TO THREE MONTHS APART 

WEIBEL, ROBERT E. 
082201 
HIB CONJUGATE - SALINE 
RIA 
CK731 
10 MCG 
HEALTHY CHILDREN 

Y. WITH ANTI-PRP 
TIME 

(MONTHS) 
•••••••••••• 

PRE INJ 
1 MONTH 
3/4 MONTH 

>. 15 MCG AB/ML 
••••••••••••••• 

15 
85 

100 

2/ 13) 
11/ 13) 
5/ 5) 

>1.0 MCG AB/ML 
••••••••••••••• 

0 ( 
38 ( 

100 ( 

0/ 13) 
5/ 13) 
5/ 5) 

FOLD RISE 

Y. >2 FOLD 
• •••••••••••••• 

69 
100 

9/ 13) 
5/ 5) 

MEAN 
•••••• 

5.8 
48.9 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

• •••••••••••••••• 

0.073 ( 13) 
o. 722 ( 13) 
6.114 ( 5) 

fOOTNOTE(S): 
IF A TITER IS REPORTED AS<. 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



llfLU/L ,6210/07/27/88/I 

I m,l ST I GA TOR 
$ lU(IV 

IIAC:(INE 
ASSAY 
LOT NUMBER 
POPULATION 

.. ~E 
•••••••••• 

2- 6 MOS. 

WEIBEL, ROBERT E. 
082201 
HIB CONJUGATE - SALINE 
RIA 
CL466 
HEALTHY CHILDREN 

TIME 
(MONTHS) 

•••••••••••• 
>. 15 MCG AB/ML 
••••••••••••••• 

PRE INJ 
6 WEEKS 

63 
100 

5/ 
8/ 

8) 
8) 

TABLE 5 
A N T I B O O V A E S P O N S E S 

CONTAINING 6 OR 10 MCP PAP 
AOMINISTERED AS TWO INJECTIONS TWO WEEKS APART 

> I • 0 MCG AB/ML 
••••••••••••••• 

FOLD RISE 

~ >2 FOLD MEAN 

13 ( 
38 ( 

1 / 
3/ 

8) 
8) 

• •••••••••••••• • ••••• 

50 ( 4/ B) 2 . 2 

. 
GMT MCG AB/ML (N) 

ALL 
VACCINEES 

• •••••••••••••••• 

0 . 225 
0.586 

8) 
8) 

FOOTNOTE ( S): 
IF A TITER IS REPORTED AS <.125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

' 

.t:: 
I:: 
.t:: 
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TABLE 6 (cont.) 

FREQUENl:Y OF CLINICAL COMPLAINTS FOLLOWING VACCINATION WITH HlB VACCINE 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PA Tl ENT CLASS : 
AGE RANGE 

WEIBEL, ROBERT E . 
082201 
HIB CONJUGATE - SALINE 
CK731 
HEALTHY CHILDREN 
12-71 MOS. 

CLINICAL COMPLAINTS 

VACCINE CONTAINING 10 OR 20 MCG PRP 

I DOSE NUMBER: 
I 
I TOTAL VACCINEES: 8 
I TOTAL VACCINEES PRESENTING DATA: 8 
1-------------------------------------------------
I NUMBER OF VACCINEES PERCENT 

-------------------------'------------------------
' I 

VOMITING I 12.5 
I 

VACCINEES WITH COMPLAINTS: I a 100. o 
I 

VACCINEES WITH NO COMPLAINTS : I o o.o 
I 

VACCINEES WITH NO DATA : I o 
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THBLE 6 (cont.) 

fREQUENCV OF CLINICAL COMPLA ; NTS FOLLOWING VACCINATION WITH HIB VACCINE 

INVESTIGATOR WEIBEL, ROBERT E. 
STUOV 082201 
VACCINE HIB CONJUGATE - SALINE 
LDT NUMBER C~731 
PATIENT CLASS , HEALTHY CHILDREN 
AGE RANGE 1 12-71 MOS. 

CLINICAL COMPLAINTS 

REACTION.LOCAL (INJECT SITE) 

ERVTHEMA, INJECTION SITE 

ERVTHEMA, INJECTION SITE l> 1 I NC.H) 

SWELLING, INJECTION SITE (>I INC.H) 

SYSTEMIC 

VACCINEES WITH COMPLAINTS: 

VACCINEES WITH NO COMPLAINTS , 

VACCINEES WITH NO DATA: 

VACCINE CO~TAINING 10 OR 20 MCG PRP 

DOSE NUMBER, 2 

TOTAL VACCINEES , 2 
TOTAL VACCINEES PRESENTING DATA: 2 

NUMBER OF VACCINEES 

2 

0 

2 

0 

0 

PERCENT 

100 . 0 

50 . 0 

50 . 0 

50.0 

0 . 0 

100.0 

0 . 0 

.. 
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TABLE ~ (cont.) 

FREQUENCV OF CLINICAL COHPLAINTS FOUOl,IING V.lCCINATIDN HITH HIB VACCINE 

INVESTIGATOR I HEIBEL, II08ERT £, 
sruov , oa2201 
VACCINE I HI8 COIUUGATE - SALINE 
LOT NHER I CK7Sl 
DOSE 1 20 ttCU 
PATIENT CLASS, HEALTHY ADULTS 
M.E RANGE I Z0-71 YIS. 

I DOSE tutBER: 1 
I 
I TOTAL VACCINEES 1 6 
I TOrAL YACCINEES PRESENTING DATAa 6 

1-------------------------------------------CLINICAL CottPLAINTS I tutBER OF YACCINEES PERCENT 

--------------------' 
REACTION,UX:AL C INJECT SITE ) 

PAIN/SORENESS, INJECTION SITE 

ECCIMl05IS, I~ECTION SITE 

ERYTHEM, INJECTION SITE 

INDURATION, INJECTION SITE 

ERYTNEttA, INJECTION SITE 1>1 I NCH) 

INFUIMATION, INJECTION SITE 

SNELUHlh lHJECTION SITE 

SYSTENIC 

DIARRHEA 

CHILLS 

COUGH 

EYE PAIN 

EVE SNELLING 

FATIGUE 

HEADACHE 

,. 
s 
z 

z 
z 
1 

1 

1 . 

J 

z 
1 

1 

1 

1 

1 

1 

66,7 

so.o 

n.s 

JS.J 

JS.J 

16,7 

16,7 

16,7 

.so.o 

JS.S 

16,7 

16.7 

16.7 

16,7 

16.7 

16,7 

0 -.I:! 
~ 
;)I 
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TABLE 6 (cont.) 

fREquENCY OF CLINICAL Cotl»LAINTS FOLLONIIC VACCINATION MITH HIB VACCINE 

JNVESTl&ATOR I NEIBELt ROBERT E. 
STUDY 1 082201 
VACCINE NIB CONJUGATE - SALINE 
LOT t&NEa CK731 
DOSE I ZO HCQ 
PATIENT CUSS1 HEALTHY ADULTS 
AQE UNGl I Z0-75 YIS. 

CLINICAL aN»LAINTS 

LYHPHADENITIS 

NALAISE 

VACCJNEES NITH aN»LAJNTSa 

VACCJNEES NITH ND CCN'LAJNIS1 

VACCJNEES NITH ND DATA1 

DOSE tUeEa1 l 

TOTAL VACCINEES 1 6 
TOT.f,L VACCINEES PRESENTJIC DAT.la 6 

tueER Of VACCINEES PERCENT 

l 

l 

z 

0 

66.7 

J3.J 
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TABLE 6 (cont.) 

FREC¥JENCY Of CLINICAL CCl1PLAINTS FOLLONING VACCINATION HITN NIB VACCINE 
ADHINISTERED AS (!NE INJECTION OR THO INJ£CTIOHS 

INVESTIGATmt I HEIBEL, ROBERT E. 
STUDY I 082201 
VACCINE I NIB CONJUGATE - SALINE 
LOT t&NIER I CK 731 
DOSE I 10 ttC8 
PAnENT CUSS1 HEALTHY CHILDIEN 
AGE RANGE I Z-11 tm. 

CLINICAL CCJtllLAINTS 

REACTION,LOCAL (INJECT SITEJ 

ERYTHEltA, INJECnON SITE 

ECCJMtOSIS, INJECnON SITE 

PAIN/SORENESS, INJECTION SITE 

SNELLINa, INJECnON SITE 

INFUlltAnON, INJECnON SITE 

SYSTDIIC 

IIIRITABILITY 

ANDIIEXIA 

ASTHENIA 

CONJlKnYITIS 

DIARRHEA 

EAR INFECTION, NOS 

ENDOPNTHALHITIS 

EYE DISCHARGE 

THO TO THREE '10NTIIS APART 

DOSE N.tBER1 1 

TOTAL VACCINEES I lJ 
TOTAL VACCINEES PRESENTING DATA& 1J 

t&NIER Of YACCINEES PERCENT 

11 M.6 

a 61.S 

J ZJ.1 

J u.1 

J ZJ.1 

1 1.1 

1 SJ.a 

1 SJ.a 

1 1.1 

1 1.1 

1 1.1 

1 1.1 

1 1.1 

1 1. 1 

1 1.1 
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TABLE 6 (cont.) 

FREQUENCY Of CLINICAL COHPLAINTS FOLLOHING VACCINATION HITH HIB VACCINE 
ADHINISTERED AS ONE INJECTION OR no INJECTIONS 

INVESTIGATOR I HEIBEL, R<ISERT E. 
STUDY 1 08ZZ01 
VACCINE HIB CVNJUGATE --SALINE 
LOT tlleER CK7Jl 
DOSE 1 10 ttCG 
PATIENT CLASS: HULTIIY CHILDREN 
AGE RANGE I Z-11 HOS, 

CLINICAL CCHPlAINTS 

FATIGUE 

HYPERS(HUA 

NASAL CONGESTION 

NASAL DISCHAJlGE 

POLYDIPSIA 

SKIN lNFLNflATION 

VACCINEES MITH CCJIIJUINTS1 

YACCINEES MITH NO CONPUINTS1 

VACCJNEES HITH NO DATA1 

DO TO THREE tQTHS APART 

I DOSE tueER 1 1 
I 
I TOTAL VACCINEES: 15 
I TOUL VACCINEES PRESENTING DATA: 13 

tueER Of VACCINEES PERCENT 

1 1.1 

1 1.1 

l 1.1 

l 1.1 

l 1.1 

l 1.1 

13 100.0 

D D,D 

0 

.Jl 
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TABLE 6 (cont.) 

FREQUENCY OF CLINICAL CONPU![NTS fDLLOHltG VACCINATION HITH HIB VACCINE 
AllttlNISTERED AS IN INJECTION OR n«> INJECTIOOS 

INVESTIGATOR I HEIBEL, ROBERT E. 
STUDY 1 08ZZ01 
VACCINE a HIB CONJUGATE - SALINE 
LOT t&.leER a CK7Jl 
DOSE 1 10 HC!l 
PATIENT CUSS1 HEALTHY CHJLDll£H 
AGE RANGE I Z-11 tlDS. 

CLINICAL COHPUINTS 

REACTION,lOCAl tINJECT SITE) 

PAIN/SOAIENESS, INJECTION SITE 

ERYTHEtlA, INJECTION SITE 

ERYTHEtlA, INJECTION SITE 11 INCH, LEC.S 
THAN) 

SYSTENIC 

IRRITABILITY 

HARN TD TOUCH 

VACCINEES NITN C<ltPUINTS1 

VACCINEES NITN NO C<ltPLAIHTS: 

VACCINEES NITH NO DATAt 

THO TO THREE HONTHS APART 

DOSE NHJER1 Z 

TOTAL VACCINEES: 6 
TOTAL VACCINEES PRESENTltG DATAa 6 

t&.leER Of VACCINEES PERCENT 

ft 66.7 

3 60.0 

1 16.7 

1 16.7 

z 33.J 

z JJ.3 

1 16.7 

4 '6.7 

z 33.J 

0 
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TABLE 6 (cont.) 

FREQUENCY OF CLINICAL COMPLAINTS FOLLOWING VACCINATION WITH HIB VACCINE 
CONTAINING 6 OR 10 MCG PRP 

J NVE S Tl GATOR 
STUDV 
VACCINE 
LOT NUMBER 
PATIENT CLASS : 
AGE RANGE 

WEIBEL, ROBERT E . 
082201 
HIB CONJUGATE - SALINE 
CL466 
HEALTHY CHILDREN 

2- 6 MOS. 

CLINICAL COMPLAINTS 

REACTION,LOCAL (INJECT SITE) 

ERYTHEMA, INJECTION SITE 

INDURATION, INJECTION SITE 

PAIN/SORENESS, INJE~TION SITE 

ECCHYMOSIS, INJECTION SITE 

SWELLING, INJECTION SITE 

WARMTH, INJECTION SITE 

SYSTEMIC 

IRRITABILITV 

COMMON COLD 

CRVING, EXCESSIVE 

INSOMNIA 

OTITIS MEDIA 

VACCINEES WITH COMPLAINTS: 

VACCINEES WITH NO COMPLAINTS: 

VACCINEES WITH NO OAlA: 

ADMINISTERED AS TWO INJECTIONS TWO WEEKS APART 

DOSE NUMBER: 

TOTAL VACCINEES : 11 
TOTAL VACCINEES PRESENTING DATA: 10 

NUMBER OF VACCINEES 

7 

6 

4 " 

4 

2 

2 . 

2 

7 

7 

9 

PERCENT 

70.0 

60.0 

40.0 

40.0 

20 . 0 

20.0 

20.0 

70.0 

70 . 0 

10.0 

10.0 

10 . 0 

10.0 

90 . 0 

10 . 0 

~ 

.Jl ..,.,. 
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TABLE 6 (cont.) 

FREQUENCY OF CLINICAL COMPLAINTS FOLLOWING VACCINATION WITH HIB VACCINE 
CONTAINING 6 OR 10 MCG PRP 

I NV EST I GATOR 
STUDY 

WEIBEL, ROBERT E. 
082201 

VACCINE 1 HIB CONJUGATE - SALINE 
CL466 LOT NUMBER 

PATIENT CLASS, 
AGE RANGE 

HEALTHY CHILDREN 
2- 6 MOS . 

CLINICAL COMPLAINTS 

REACTION,LOCAL (INJECT SITE) 

INOUAATION, INJECTION SITE 

ECCHVMOSIS, INJECTION SITE 

SWELLING, INJECTION SITE 

ERYTHEMA, INJECTION SITE 

INFLAMMATION, INJECTION SITE 

PAIN/SORENESS, INJECTION SITE 

SYSTEMIC 

IRRITABILITY 

NASAL DISCHARGE 

OTJTIS MEDIA 

VACCINEES WITH COMPLAINTS: 

VACCINEES WITH NO COMPLAINTS: 

VACCINEES WITH NO DATA: 

ADMINISTERED AS TWO INJECTIONS TWO WEEKS APART 

I DOSE NUMBER: 2 
I 
I TOTAL VACCINEES : 10 
I TOTAL VACCINEES PRESENTING DATA: 10 
1-------------------------------------------------
I NUMBER OF VACCINEES PERCENT 

5 

3 

2 

2 

5 

5 

3 

5 

5 

0 

50.0 

30.0 

20.0 

20.0 

10.0 

10.0 

10.0 

50.0 

50.0 

30.0 

10.0 

50.0 

50.0 

t::: 
Jl 
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TABLE 6 
FHEQUENLV Uf CLINICAL COMPL,,JNTS FOLLOWING VACCINATION WITH HJB VACCINE 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
PATIENT CLASS: 
AGE RANGE 

WEIBEL, ROBERT E. 
082201 
HIB CONJUGATE - SALINE 
CK73I 
HEALTHY CHILDREN 
12-71 MOS. 

CLINICAL COMPLAINTS 

VACCINE CONTAINING 10 OR" 20 MCG PRP 

I DOSE NUMBER: 
I 
I TOTAL VACCJNEES : 8 
I TOTAL VACCINEES PRESENTING DATA: 8 
l-------·------------------------------------------
1 NUMBER OF VACCINEES PERCENT 

__________________________ I ________________________ _ 
I 

REACTION.LOCAL (INJECT SITE) 

ERYTHEMA, INJECTION SITE 

PAIN/SORENESS, INJECTION SITE 

SWELLING, INJECTION SITE 

INDURATION, INJECTION SITE 

SYSTEMIC 

ANOREXIA 

APATHY 

COUGH 

DIARRHEA 

INFECTIOUS GASTROENTERITIS 

IRRITABILITY 

NERVOUSNESS 

OTALGIA 

PHARYNGEAL PAIN 

TONSILLITIS 

I 
I a 100.0 

6 75.0 

4 50.0 

2 25.0 

12.5 

4 50.0 

12.5 

12.5 

12.5 

12 .5 

12.5 

12.5 

12.5 

12.5 

12.5 

12.5 
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HEIBEL, ROBERT E, 
082201 

TABLE 7 

PATIENT COUNT CLINICAL COHPLAINTS 
VACCINE CCHTAINING 10 OR 20 HCG PAP 

INVESTIGATOR 
STUOY 
VACCINE 
LOT NHlER : 

HIB Cl»f..AJGA TE - SALINE 
CUJl 

PATIENT CUSS: 
AGE 11.va 

HEALTIIY CHILDREN 
lt-71 ttDS. 

---- ----------------------------------------------------------------------------------------------
• IUBER OF VACCINEES C 8 VACCINEESI - INJECTION 1 • 

•----------------------------------------------------------------------------1 
• DAYS POST VACCINATION • 

CLINICAL •----------------------------------------------------------------------------• 
COHPLAINTS • 0 • 1 • 2 • J • 4 • S • 6 • 

·-------······••1••-······················-------•-········· ..................... , .......... , .......... . LOCAL REACTIONS • 7 • 4 • 1 I o I o I o I o I 
I C 87.V.J I C &O.OXJ I C 12.V.J I C o.o:o I C 0.0%1 I C 0.0%1 I c o.o%J I 

-----------------------------------1---------- ---------- ---------- ---------- ---------- ---------- ---------- -----------
ERYTHEtlA, INJECTIDrf SITE I • J O O O o O 

I &0.0%1 37.V.J 0.0%1 o.v.1 o.v.1 o.v.1 0.0%1 
I 

IHDURATIOH, INJECTION SITE • 0 1 1 O O O O 
• 0,0%1 C 12,V.J 12.V.1 O.V.J 0.0%1 o.0%1 o.0%1 
I 

PAIN/SORENESS, INJF.CTIDN SITE I J J O O O O O 
• 11.v.1 c 11.v.1 0.0%1 0.0;,.1 0.0%1 0.0%1 o.v.1 
I 

SHELLING, INJECTICJ.f SITE I ·1 1 0 0 0 O 0 
I C 12.V.I C 12.V.1 C 0.07.I C o.o:o C 0.0%1 C 0,07.1 I 0,07.J 

-----------------------------------1----------1----------1----------1----------1----------1----------•----------1-----------
SYSTEttlC • J I 1 • 1 I 1 I 1 • Z I Z • 

I C 37.V.J • C 12,§%1 I C lZ.S%1 I C lZ,S%1 • C lZ.5,0 • C ZS.07.1 • t ZS.07.I • 

--------------------------------------------------------- ------------------------------------------------------------------
DIGESTIVE SYSTEN 1 0 1 0 0 1 l 

12.v.1 C 0,07.J 12.V.J 0.01.J C 0,01. I lZ.51. I 12.v.1 

ANOR.E><JA 1 0 0 0 0 0 0 
12.v.1 0.01.J 0.0%1 0.07.1 0.0%) 0.01. I 0.07.J 

DIARRHEA 1 0 0 0 0 0 0 
lZ,V.I 0,07.I 0.07.I 0.01.I 0.07. I 0.07.J I 0.0%1 

INFECTIOUS GASTROEtlTERITIS 0 0 0 0 0 l 1 
I 0.0%) O.OXI 0.07.J 0.01.J ' 0.0%1 12,§%1 lZ.5%1 

VOHITIHG 0 0 1 0 0 0 0 
0.0%1 0.01.J 12.V.I 0.0%) 0.0%1 0,07. I I 0.07.I 

NERVOUS SYSTEN I PSYCHIATRIC ] 1 0 . o 0 0 0 
I J7.S%1 lZ • .57. J I 0.07. I I . 0.07.1 I 0.07.J 0.0%1 I 0.07.I 

0 

I::: 
J1 
1.11 
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INVESTIGATOR I HEIBEL, ROBERT E. 
STUDY 082201 

TABLE 7 (cont.) 

PATIENT c:QUfl' CLINICAL COHPUJNTS 
VACCINE C(INTAJNJNG 10 OR 20 ttCG PRP 

VACCINE HJB CONJUGATE - SALINE 
LOT N,HIER I CK7Jl 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE 1 12-71 ttOS. 

----------------------------------------------------------------------------------------------------------------------------I NHIER Of VACCINEES I 8 VACCJNEES t - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION • tu1BER 

CLINICAL •----------------------------------------------------------------------------1 HITH 
CONPLAINTS I 7 I 8 I 9 I 10 I • • .CmFLAJNTS 

......... •••••••••••-••••••••••••••••••• .. ••------••••••••••••---•••l--•-1-•-••l••••••••ol ....... ••••I 
LOCAL REACTIONS I o I o I o I o I I 8 I 

I I O.OY.) I I O.OY.) I I O.OY.) I I O.OY.J I . I 1100.oY.J • 

----------------------------------- ----------1---------- ----------l----------1-------------------------------- ----------
ERYTHEHA, INJECTION SITE O I O O I O I 6 

O.OY.) I O.OX) O.OX) I O.OiO • 75.0Y.J 
I I I 

lta>URATlON, INJECTION SITE O I O O I O I 1 
O.OX) I O.OX) O.OXJ I o.OXJ I 12.s;o 

I I I 
PAIN/SORENESS, INJECTION SITE O I O O I O I 4 

O.OX) I o.o:o O.OX) I O.OXJ I SO.DY.) 
I I I 

SHELLINQ, JNJECTlOO SITE O I O O I O I 2 
I O.OX) I I O.OX) I O.OY.J I I O.OY.J I I 2S.Ol0 

-----------------------------------1----------l----------l----------l-----• ✓---l--------------------------------l----------l 
SYSTEttlC I z I 1 I 1 I 1 I I 4 I 

I I 25.0XJ I I 1Z.5Y.) I I 12.V.) I I 1Z.5Y.) I I I SO.OY.) I 

D151:STJVE SYSTEN 1 0 0 0 3 
12,SY.) O.OlO O.OY.) O.OY.) I 37.5%1 

ANOREXIA 0 0 0 0 1 
O.OX) O.OY.) O.OY.) O.OiO ' 12.5%1 

DIARRHEA 0 0 0 0 1 
o.OX) 0.0%) I o.oY. J O.OY.) ' lZ.5)0 

INFECTIOUS SASTROEHTERITIS 1 0 0 0 1 
12.SY. J 0.0%) 0.0%) 0.0%) ' 12.5%1 

0 0 0 0 l WHITING 
0.0%) O.OXJ 0.0%) 0.0%) 12.5%) 

J NERVOUS SYSTEM & PSYCHIATRIC 0 0 0 · O 
0.0%) O.OiO 0.0%) · o.ox, 37.5%) 

0 -J:: 
,.,n 
0-
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INVESTigATOR I HEIBEL. ROBERT E. 
STUDY 1 08ZZ01 

TJ,BLE 7 (cont.) 

PATIENT UIU-IT CLINICAL COHPUINTS 
VACCINE CCNTAINitG 10 OR ZO tl:G PRP 

VACCINE I HIB CONJUGATE - SALINE 
LOT ...-i&ER I CK731 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE I lZ-71 ttDS. 

-- ---------------------------------------------------------------------------------------------I ...-i&ER OF , VACCINEES I 8 VACCINEES) - INJECTION 1 I 
, _________________ . ----------------------------------------------------------1 
I DAYS POST VACCINATION · I 

CLINICAL 1-- ·-------------------------------------------------------------------------1 
Cotl'LAINTS I o I 1 , I Z I 3 I 4 I 5 · I 6 I ................. -. ......................... -~--· .................................................. . 
APATHY 1 0 0 0 O O O 

lZ.51.1 0.01.1 ( 0.01.1 0.0%1 O.OlO I 0.0%) O.OlO 

IRRITABILITY 1 l 0 0 0 0 0 
lZ.51.J I lZ.!v.l 0.07.J 0.01.J 0.01.1· . 0.01. J 0.01. J 

NERVOUSNESS 1 6 0 0 0 0 0 
lZ.51. J o.o:o O.OXJ 0.01.J o.ox, O.Ol. J 0.01., 

RESPIRATORY SYSTE" 0 Ct, l 1 1 1 1 
0.01.J 0.07.J 1Z.S%J 1Z.5%J lZ.51.J lZ.51.J lZ.5%J 

C<U;H 0 0 1 1 1 1 l 
0.01.J 0.01.J 1Z.S%1 1Z.S%J lZ.51.J lZ.5%) lZ.51. J 

PHARYNGEAL PAIN 0 0 0 1 0 0 0 
0.01.1 o.£1XJ 0.01., lZ.51. J 0.01.J 0.01.J 0.01., 

TONSILLITIS 0 0 0 0 1 1 1 
o.o:o C O.OXJ 0.01.1 0.01.J U.SlJ 12.SlJ 12.SlJ 

SPECIAL SENSES 0 0 0 1 0 0 0 
0.07.J 0.07.J 0.07.J lZ.S%J 0.01. J 0.01.J 0.01. J 

OTALGIA O I! 0 1 0 0 0 
I O.OXJ I I 0.07.J I I O.OXJ I 1Z.5XJ I I 0.01.J I I 0.01.) C 0.07.J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
VACCINEES HITH COt!PLAINTS I 7 I 'i I Z I l I l I Z I Z I 

I C 87.51.J I C 50.07.J I C Z5.0%J I C 1z.s:o I C lZ.51.1 I C Z5.0%J I C ZS.OXI I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------

VACCINEES HITH HO COHPLAINfS I 1 I 'i I 6 I 7 I 7 I 6 I 6 I 
IC u.s:o I ( 50.0l.J I I 75.0l.J IC 87.5%) IC 87.5%) 11 75.0%) 11 75.0%) I 

--------1----------1----------1----------1----------1----------1----------1----------1-----------
TOTAL VACCINEES REPO!tTltG I 8 I 8 I 8 I 8 I 8 I 8 I 8 I 

I I I I I I I I 



INVESTIGATOR I HEIBEL, ROBERT E. 
STUDY OBZZOl 

TABLE 7 (cont.) 

PATIENT COllff CLINICAL COHPLAINTS 
VACCINE CONTAININ. 10 OR ZO ttCG PRP 

VACCINE HIB CONJUGATE - SALINE 
LOT tLffBER I CK7Jl 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

-----------------------------------------------------·-----------------------------------------------------------------------I tuBER OF YACCINEES I 8 VACCINEESI - INJECTION l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I N.IISER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COHPLAINTS I 7 I 8 I 9 I 10 I I I ICOHPLAINTS 

--------••••••■M••••••·•••■•■■ •••■•••••• -■-■■-■ ■•■■••■-■■■-■----••••••■ I■-■-■-,--...... H■tHHl•■H 
APATHY 0 O O O l 

O.OlO O.OiO 0.0%1 0.0%) lZ,.5%) 

IRRITABILITY 0 0 0 0 l 
0.0%) O.OiO 0.0%1 0.0%) lZ,5%) 

NERVOUSNESS 0 0 0 0 l 
o.o:o O.OiO 0.0%1 o.o:o lZ • .5%) 

RESPIRATORY SYSTEN l l l l l 
IZ.5%) IZ.5%1 IZ.5%1 1Z.5l0 lZ.5%1 

COOlilt l l l l l 
IZ.5%) u.s.:o u.s:o IZ.5%1 IZ.5%) 

PHARYNGEAL PAIN 0 0 0 0 l 
o.o:o 0.0%) 0.0%1 o.o:o lZ.5%1 

TONSILLITIS l l l l l 
12.s:o 12.5%1 12.V.I 12.51.) 12.s:o 

SPECIAL SENSES 0 0 0 0 l 

• 0.0%) 0.0%1 0.0%1 0.0%) lZ,.5,0 

OTALGIA O O O O 1_ 
I 0.0% J I O.OiO I 0.0% I I I 0.0% J I 1Z • .5i0 

I I I ---l----------1--------------------------------I----------I 
VACCINEES HITH C<H'LAINTS I Z I 1 I l I 1 I I e. I 

I I Z.5.0%1 I I lZ.5%1 I I lZ.5%) I I 1Z,!i%1 I I 1100.0%) I 
I ---------l----------l----------l----------1--------------------------------I----------I 

VACCINEES HITH NO CDHPLAINTS I 6 I 7 I 7 I 7 I I o. I 
I I 7.5.0%1 I I 87.5.iO I I 87.5%) I t 87 • .5%1 I I I 0.0%) I 

;~;;~-;;~~;;;;-;;;;;;;.;----------!-- 8 i 8 ! 8 i. 8 !--------------------------------!------;---! 0 -I:: 
VI 
CD 
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INVESTIGATOR I HEIBEL, ROOERT E. 
STUDY 08ZZ01 

TABLE 7 (cont.) 

PATIENT COUfT CLIHICAL COHPLAINTS 
VACCINE CONTAINING 10 OR ZO ttCG PRP 

VACCIUE HIB CONJUGATE - SALINE 
LOT H.1-EER I CK731 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE RANGE I lZ-71 HOS. 

I tueER OF VACCINEES I 8 VACCINEES I - INJECTION 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I 

CLINICAL 1----------------------------------------------------------------------------I 
COHPLAINTS I o I 1 I Z I 3 I " I S I 6 I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
YACCIHEES KITH ND DATA I o I U I o I O I o I O I O I 

I I I I I -1 I I 

~ .... 
1:::

.Jl 
..0 
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INVESTIGATOR I HEIBEL, ROBERT E. 
STUDY 1 08ZZ01 

TABLE 7 (cont.) 

PATIENT COUff CLINICAL COtlPLAIHTS 
VACCINE CONTAINING 10 OR ZO ttcG PRP 

VACCINE I HIB C~ATE - SALINE 
LOT .._...,ER I CK7Jl 
PATIENT CUSS1 HEALTHY' CHILDREN 
AGE WR I lZ-71 ttDS. 

I tUltER OF YACCINEES I 8 VACCINEES t - INJECTl«»t 1 I l------------------·••---------------------------------------------------------1 . 
I DAYS POST VACCINATl«»t I l«liBER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COttPLAINTS I 7 I 8 I 9 I 10 I I I ICotPLAINTS 

-----------------------------------1----------I----------I----------I--------- l--------------------------------1----------I 
YACCINEES NITH HO P.ATA I O I G I O I G I I O I 

I I I I I I I 

::, 



HFLU/ZJYt60JO/OJ/Z9/88/PAGE 7 

INVESTIGATOR I HEIBELt ROBERT E. 
Sl\JOY 08ZZ01 

rABLE 7 (cont.) 

PATIENT UJUNT CLINICAL COtlllAINTS 
VACCINE ClfflAIHING 10 OR 20 HCG PRP 

VACCINE HIB CONJUGATE - SALINE 
LOT NlteER I CK7Jl 
PATIENT CLASS, HEALTHY CHILDREN 
AGE RANGE I U-71 ttDS. 

-----------------------------------------------------·------------------------------------------------------------I tutBER Of VACCINE ES I Z VACCINE ES) - INJECTION t I 
1------------------------------------------------· ---------------------------1 
• DAYS POST VACCINATION • 

CLINICAL l-- .-------------------------------------------------------------------------1 CONPLAINTS I o I 1 I 2 I 3 I 4 I 5 I 6 I 

---··---·····"··-···········-..... ·········••1---•---·-·· .. ,--....... , .......... , .......... , LOCAL REACTIONS • 1 • lt I 0 I o I 0 • 0 I o • 
I I 50.01.) I 1100.0lJ • I 0.0l) • I D.0l) • I o.OXJ I I o.OXJ • I o.olJ I 

-----------------------------------1----------1----------•----------•----------•----------1----------1----------1-----------
lRYTHEHA, INJ£CT1Cft SITE. I o I 1 I 0 I o I o • 0 I o • 

• 0.01.) • &0.01.) • 0,01.) • C 0,01.) • 0.0lO • 0.01.) I 0,01.) • 

I • I • • • I I ERYTHEHA, IHJECTIVN SIT£ I >l It-EH. 1 • 1 I 0 I 0 • 0 I 0 • o I 
• .60,0l) I SO.UY.) I 0.Ol) I 0.0l) • 0.Ol) • I D.01.J • o.olO • 
I I I I • • I I 

SHELLits, IHJECTICN SITE I >l It-EH. 1 I 1 • 0 I 0 • 0 • 0 • 0 • 
• I .60.01.) • I 50.01.) I I 0.Ol) • I 0.0%) I I 0.0%J • I 0.0%1 • I 0.0%) • 

-----------------------------------1----------•----------•----------1----------1----------•----------1----------1-----------
VACCINEES KITH CCJIIPLAINTS • 1 • 2 • O I O • O I O • 0 I 

• I 50.0iO I 1100.0XJ I I 0.01.) I I 0.Ol) I I 0.Ol) I I o.olJ • I o.ox, I · 
-----------------------------------1----------•----------1----------1----------•----------•----------1----------•-----------

YACCINEES HITH NO Cotl»LAINTS • 1 • O I 2 I 2 I 2 I 2 • 2 I 
• 1 so.01., I 1 0.01.1 • 1100.01., • 1100.01., • 1100.ox, • noo.01. • • noo.ox • • 

-----------------------------------1----------1------··---•----------1----------•----------•----------•----------1-----------
TOTAL VACCINEES REPCaTits • t I a: I t • t I Z I Z • t I 

• I I I • • I I 

-----------------------------------1----------•------··---1----------1----------1----------1----------1----------1-----------
YACCINEES KITH NO DATA I 0 I O • 0 I 0 • 0 I 0 I 0 • 

I I I • I I I • 
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INVESTIGATOR I NEl8EL, ROBERT E. 
STUDY J 08Z201 

fABLE 7 (cont.) 

PATIENT 1:QlJff CLINICAL CQtllLAINTS 
VACCINE C1fflAIN1NQ 10 OR ZO tEG PRP 

VACCINE I Hl8 CONJUc.ATE - SALINE 
LOT tl.teER I CK731 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RAt«.E I lZ-71 HDS. 

- - -- ------------------------- ---------- .·-- --------------------------------------------------------------------
I t&Jtl)ER OF VACCINE ES I 2 VACCINE ES I - INJECTION Z I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I ta.teER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COHPLAINTS I 7 I 8 I 9 I 10 I I I ICOHPLAINTS 

--•••••••••••••••••••••••••••l••••••••••l••••••w•••1-----1•----•1--•----1----1------1---••--1 
LOCAL REACTIONS I o I o I o I o I I z I 

I I 0.0%1 I I 0.07.I I I 0.0%1 I I 0.01.1 I I 1100.0%t I 
-----------------------------------1----------I----------I----------I----------I--------------------------------I----------I 

ERYTIIEHA, JtuECTI<ltf SJTE I o I o I o I o I I 1 I 
I 0.0%1 I 0.0%1 I 1 0.0%1 I 0.0%1 I I so.0%1 I 
I I I I I I I 

ERYTHEHA, INJECTION SITE t >1 INCHI 0 I 0 I 0 I 0 I I l I 
I I o.OY.I I 0.0%1 I I 0.0%1 I 0.07.t I I I so . 0%1 I 
I I I I I I I 

SHELLit«., INJECTiett SJTE 1 >1 JNCHI o I n I o I o I I 1 I 
I f 0.0.iO I I 0.0%) I I 0.0%1 I I 0.07.1 I I f 50.0%t I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
VACCINEES HJTH Cll!PLAIHTS I O I O I O · 1 O I I 2 I 

I 1 0.0%1 I I 0.0%1 I I 0.0%1 I f o.oxt I I 1100.0%1 I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

V.ACCINEES NJTH HO COHPLAINTS I 2 I Z I · Z I 2 I I o_ I 
I noo.01.1 I 1100.0% I I 1100.0% I I U00.0%1 I I I 0.07.1 I 

-----------------------------------1----------1------··---1----------1----------1-------------------,------------1----------1 
TOTAL VACCINEES REPORTING I Z I 2 I Z I Z II I ZI I 

l I I I I 

-----------------------------------l----------l----------l----------l----------1--------------------------------I----------I 
VACCINEES NITH HO DATA I O I Cl I O I O I II o 

1
1 

I l I I I 
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IHVfSTIGATOR r HEIBEL. ROOERT E. 
STUDY 08ZZ01 

TABLE 7 (cont.) 

CLINICAL COHPLAINTS 

VACCINE I HI& C!JHJUGATE - SALINE 
LOT t&WBER I CK7Jl 
DOSE I Z0 HCG 
PATIENT CUSS: HEALTIIY AINJLTS 
AGE RANGE I Z0-75 YRS. 

--- - - ------------------------------------------------------------------------------------------------I tu-BER OF \fACCINEES I 6 VACCINEES I - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST YACCIHATION I 

CLINICAL l------------------ ·---------------------------------------------------------1 
CottPLAINTS I o I 1 I z I 3 I It I s • 6 • 

·----·---········~··············· .................. " ............................................................ , 
LOCAL RUCTIONS I It I It I Z I 2 I z I l I 1 I 

I I 66. 7% I I I 66. 7.0 I I 33. 3% I I I 33. SY. I I I H. SY. I I I 16. 7X I I I 16. T/. I I 
-----------------------------------1---------- ---------- ---------- ---------- ----------•---------- ---------- -----------

ECCHYKlSISt INJECTlON SITE I 0 0 0 o Z I o o 
I 1 0.0%1 0.0l.l 0.0%1 0.0iO H.3XI I I 0.0iO 0.0%1 . ' 

ERYTHENA t INJECnOH SITE • Z Z 2 Z l 0 l 
• H.V.I 33.V. I 33.JiO 33.JXI 16. 77.1 0.0X I 16. 7XI 
I 

ERYTHEtlAt INJECTIOC SITE I >l INCH 0 O O 0 0 l 0 
0.07.1 C o.o;o O.OY.I O,OXI 0.0%1 16,7XI 0,0%1 

ItlJURATIONt INJECTION SITE 2 l 0 0 0 0 0 
33,V.I 16,T,(J 0,0%1 O,OXI C O.OXI O.OXI O.OXI 

INfUHHATIONt INJECTION SITE 1 0 0 0 1 0 0 
16, T/.1 0,07.1 0.07.1 0.0% I 16. 7XI O.0XI o.o:o 

PAIHISORENESSt INJECTION SITE 3 z 1 0 0 0 0 
50.0iO 55,Jl) 16. 71. I 0.0%) ' 0.0%) 0.0%) 0.01.1 

SHELLINSt INJECTIOH SITE 1 l 1 1 l l l 
IC 16.7iO I I 16.7XI I 16.7iO C 16.7iO I 16.7%1 C 16,7%1 11 16.7%1 

-----------------------------------•----------1----------1----------•----------1----------1----------•----------1-----------
SYSTEttlC I 3 I Z I 1 I o I o I o • o • 

I c so. OX I I C 33. V. I I I 16. 7% I • I o . ox I • c o. oY. I • I O. OX I I C 0, 0Y. I I 

-----------------------------------,------------------ -- • • I • • 
BOOY AS A HHOLE/SITE UHSPEC. I Z l O • 0 • 0 I O • 0 • 

I 33. JiO 16. 7/. I o. ox I I o. ox I I o. ox I I o. 0% I • o. o;o • 

• I • I • I I 1 o o Io• o Io Io• 
I 16,7XI O.OiO o.o,O I 0.0%1 I O.O%J I 0.0%1 • 0.0XI • 
I I I I I • 
I 1 o o I . o I o I o I o I 
I 1,. n J 0.0XI 0.0Y.I I ·o.o,o I o.07.1 I 0.0%1 • C 0.07.1 I 

CHILLS 

FATIGUE 
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INVESTIGATOR HEIBEL, ROBERT E. 
ST\JOY 082201 

TABLE 7 (cont.) 

CLINICAL CmtPLAINTS 

VACCINE I HIB CONJUGATE - SALINE 
LOT N.tBER I CK7ll 
DOSE 1 20 HCO 
PATIENT CLASS: HEALTHY ADULTS 
AGE RANGE 1 20-75 YRS. 

------ ---------------------------------------------------------------------------------------------------------------------
I tueER Of \IACCJNEES I 6 VACCJNEES I - INJECTJ<lf 1 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATIOH I NJtl3ER 

CLINICAL 1---------------------------------------------------------------------------I HITH 
COHPLAINTS I 7 I B I 9 I 10 I I I ICmtPLAINTS 

••••----•--•~1••••••••••••••1----••••l• ...... -,----1°•0 •--l• ........ ••l-••••••••l••••••••-l ........... 1 
LOCAL RUCTIONS I O I o I O I o I I 4 I 

I I o.OY.) I I 0.0%1 I I o.o,o I I 0.0%1 I I I 66.7%1 I 
-----------------------------------1---------- ---------- ---------- ---------- -------------------------------- ----------

ECCHYHOSIS, IN.JECUON SITE I O O O O 2 
I o.o,o o.o:o 0.01.1 0.0%1 33.3%1 
I 

ERYTHEHA t INJECTIOH SITE I O O O O 2 
I O.OY.) o.o:o o.o:o o.o:o I 33.3%) 
I 

ERYTHEHA, IN.JECTIOI SITE I >1 INCH O O O O 1 

INDURATl<lft INJECTION SITE 

INFutflATION, IN.JECTION SITE 

PAIN/SORENESS, IN.JECTJ(lf SITE 

O.OY. I O.OY. I 0.01.1 I 16. 71. I 0.0,!) 

0 
0.0%) 

0 
0.0%) 

I 
0 

o.o:n 

0 
0.0%) 

0 
0 .OY.) 

0 
o.01., 

0 
0.0%) 

0 
o.01., 

0 2 
I o.01., 33.3%1 

0 1 
0.0%) 16. 7%1 

0 3 
O.OY.I S0.0%1 

SHELLlt5, IN.JECTlotl SITE O O O O 1. 
I O. 0%) I O. OY. I I O. OY.) I O. OY. I I I 16 • 7% I 

-----1----------1----------1----------1----------1--------------------------------1----------1 ------------------------------ I o I o I o . I o I I 3 I 
SYSTEttlC I I 0.0%) I I o.oiO I I o.OY.I I I 0.0%) I I I SO . O%I I 
----------------------------------------------------------------------------------------------------------------I----------I 

O O IO IO I I 21 BODY AS A HHOLE/SITE II-ISPEC. 

CHILLS 

FATIGUE 

0.0%) 0.0%) I o.ox, I o.0%) I I 33.3%1 I 
I I I I I 

0 
0.0%1 

0 
O.O.iO 

o Io Io I I 11 
o. oi~ ) I o. 0% ) I o. 0% 1 I I 16. 7% I I 

I I I I I 
o I o I . o I I 1 I 

o. Or. I I f o. 0%) I · o. OY. I I I f 16 • 7% I I 

0 

l::: ,,.. 
s::: 



HfL.., L.5546030/03/30/88/PAGE 3 

INVESTIGATOR I HEIBEL, ROBERT E, 
STUDY 1 082201 

TABLE 7 (cont.) 

CLINICAL COHPLAINTS 

VACCINE I HIB CONJUGATE - SALINE 
LOT Nl1BER I CK731 
DOSE 1 20 HCG 
PATIENT CLASS: HEALTHY ADULTS 
AGE IWR I Z0-76 YRS, 

-- -----------------------------------------------------------------------------------------------------I N.teER OF VACCINEES I , VACCitEESJ - INJECTION l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I 

CLINICAL 1----------------------------------------------------------------------------I 
COHPUINTS Io I 1 I 2 I :s I 4 Is I, I 

-···--·--······················ -----· ------- ------- ------· .......... -----·-- .......... HAUlSl 0 l 0 0 0 0 0 
0,07.) 1,. 77.) 0.07.) 0.07.) 0.07.) 0.0%) 0.07.) 

011.ESTIYE SYSTEH t 1 0 0 0 0 0 
33.37.) 16.77.) 0,07.) 0.0%) 0,0%) 0.07.) 0.0%) 

DIARRHEA t l 0 0 0 0 0 
33,:sl) l6.7i0 0.0%) 0.07.) O,OiO 0.07.) 0,07.) 

HEHIC & LYHPHATIC SYSTEH 1 ) 0 0 0 0 0 
16.77.) 16.7%) o.OZJ 0.07.) 0.07.) 0.07.) o.OZJ 

LY .. HADENITIS 1 1 0 0 0 0 0 
1,.r.o 16. 71. J 0,07.) o.OZJ 0.0%) 0.07.) 0,07.) 

NERVOUS SYSTEN & PSYCHIATRIC 1 0 0 0 0 0 0 
1,. 77. J O.OiO O.OZJ O,Ol) o. 07.) O.OZJ o.OZJ 

HEADACHE 1 0 0 0 0 0 0 

I 16,TI.J I 0.01.) 0.07.) I 0,01.) I O.OiO C 0.07.) 0.07.) 

RESPIRATORY SYSTEN 1 0 0 0 0 0 0 
16. Tl. I o.o:o 0.0%) O.OZJ 0.07.) 0.0%) 0.0%) 

COUGH 1 0 0 0 0 0 0 

16.7%) 0.(17.) 0.07.) 0.0%) 0.07.) 0.0%1 0.07.) 

SPECIAL SENSES 0 l l 0 0 0 0 

0.07.) 16. 77.) 16.T/.J 0.0%) o.Ol) 0.0%) o.o7.J 

EYE PAJN 0 l 0 0 0 0 0 

0.0%) 16. T/.1 0.0%) 0.0%) 0.07.) 0.0% I 0.07.) 

0 0 0 
EYE SHELLltlG 0 0 l 0 

o.OZJ o.o,o 16. 7%) o.OZJ 0.0%) 0,07.I 0.0%1 

0 

C 
·~ 

vi 
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INVESTIGATOR I HEIBEL. ROBERT E. 
STUOY 08Z20l 

TABLE 7 (cont.) 

CLINICAL COHPLAINTS 

VACCINE NIB COK.AJGATE - SALINE 
LOT tU1BER CK731 
DOSE I 20 ttCG 
PATIENT CLASS1 HEALTHY ADULTS 
AGE RAH6E 1 20-76 YRS. 

----------------------------------------------------------------------------------------------------------------------------I tueER OF VACCINE ES I 6 YACCINEES) - INJECTil»t 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST YACCINATil»t • tu1BER . 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COttPLAINTS I 7 I a I 9 I 10 I I I ICOHPUINTS ----····················· ............................................................. , ................... . 
HAL.USE O O O O 1 

C 0.01.) C 0.0Y.) 0,0,O C 0.01.J l6,7ll 

DII.ESTIYE SYSTE" 0 0 0 0 2 
0.01.) o.o:o 0.01., 0.0iO 33.JiO 

DIARRHEA 0 Cl 0 0 z 
0.01., 0.(11.) 0.01., 0.01.) 53,JlO 

HENIC I L Yt91HATIC SYSTE" 0 (It 0 0 1 
0.01., 0,(J1.) 0.01.) 0.01.) 16. 71. J 

LYttPltADENITIS 0 ( , 0 0 1 
C 0.01.) ' o.,~, 0.01., 0.01., I '16. 7% J 

NERVOUS SYSTE" I PSYCHIATRIC 0 0 0 0 1 
o.o,o o.nx, ·0.01. J o.oio 16. 71.) 

HEADACHE 0 0 0 0 l 
o.oz, 0.0ZJ 0.01., C 0.01., ' 16.7'0 

RESPIRATORY SYSTE" 0 0 0 0 1 
o.ox, o.ox, 0.0%) 0.0%) 16.7'0 

COUGH 0 (1 0 0 1 
0.01. J 0.Cl.iO 0.0%) o.01. > 16. 7% J 

SPECIAL SENSES 0 0 0 0 1 
0.01., 0.0%) o.o,o 0.0%) 16. 71.) 

EYE PAIN 0 (l 0 0 1 
0.01.) 0.0ZJ 0.01.) 0.01., 16. 71.J 

EYE SHELLltG (I 0 0 1 0 
0.0%) 0.0%) 0.0%) 0.0%1 16. 71.J 

0 -~ 
a-
r,. 
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INVESTIGATOR I HEIBEL• ROBERT E, 
STVDY 08ZZ01 

TABLE 7 (cont.) 

CLINICAL CDtlPLAIHTS 

VACCINE HIB CClHJUGATE - SALINE 
LOT NHSER I Ck731 
DOSE 1 20 ttcG 
PATIENT CLASS& HEALTHY ADULTS 
AGE RANI.£ 1 Z0-75 YRS. 

-----------------------------------------------------------------------------------------------------------------I ti.I-BER OF VACCINE ES I 6 VACCINEES) - INJECTION l I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I 

CLINICAL 1----------------------------------------------------------------------------I 
CCfflLAlNTS I o I l I 2 I 3 I 4 I & I 6 I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
YACCINEES NITH CClflLAINTS I 4 I 4 I Z I 2 I 2 I l I l I 

I I 66. 7:'.) I I 66. 7l I I I JJ. 3%) I I JJ. 3% I I I 33. JlO I I 16. 7i0 I I 16. 7% I I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------

YACCINEE.S HITH ti> CCHILAINTS I 2 I Z I 4 I It I It I 5 I S I 
I I JJ. 3% I I I JJ. Jl I I I 66. T✓• • I f 66. 7% I I f 66. 7% I I I 83. 3i0 I f 83. Jl • I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I-----------
ToTAL YACCJNEES REflORTINQ I 6 I 6 I 6 I 6 I 6 I 6 · I • I 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
YACCINEES NITN N> DATA I o I O I O · I D I O I O I D I 

I I I I I I I I 

0 -
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INVESTIGATOR: HEIBEL, ROBERT E. 
STUDY 1 082201 

TABLE 7 (cont.) 

CLINICAL COHPLAINTS 

VACCINE HIB CONJUGATE - SALINE 
LOT tu1BER CK7Jl 
DOSE 1 20 ttcG 
PATIENT CLASS: HEALTHY ADULTS 
AGE RAN.E I Z0-75 YRS. 

----------------------------------------------------------------------------------------------------------------------------I tu1BER Of VACCINE ES I 6 VACCINE ES I - INJECTIIIII 1 I 
l----------------.-----------------------------------------------------------1 I DAYS POST YACCINATIIIII I N.HJER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
CottPUINTS I 7 I 8 I 9 I 10 I I I ICONPLAINTS 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 YACCINEES HITH C(H1UIHTS I O I O I O I O I . I 4 I 
I c 0.0%1 I I 0.0%1 I I o.0%1 I I 0.01.1 I I I 66.71.J I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
VACCINEES HITH t«> COtFLAIHTS I 6 I 6 I 6 I 6 I I 2 I 

I 1100.0% t I 1100.0% t I 1100.01. t I 1100.0% t I I I JJ.3% J I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
TOTAL VACCINEES REPORTIJG I 6 I 6 I 6 I 6 I I 6 I 

I I I I I I I 

-----------------------------------l----------l----------l----------l----------l--------------------------------1---------· I 
VACCINEES HJTH ti) DATA I o I O I O I O I I O I 

I I I I I I · I 



Hflll/Z35460S0/03/Z4/88/PAGE 1 

INVESTIGATOR I HEIBEL, ROBERT E. 
STUDY 1 082201 

TABLE 7 (cont.) 

PATIENT C~ CLINICAL COHPLAINTS 
ADHINISTERED AS ONE INJECTION OR THO INJECTia-G 

THO TO THREE HDNTHS APART 

VACCINE I NIB CON.JU.ATE - SALINE 
LOT N.tltER I CK7Jl 
DOSE 1 10 ttcQ 
PATIENT CLASS1 HEALTICY CHILDREN 
AGE 11,Ul;f 1 1-11 HOS, 

-----------------------------------------------------------------------------------------------------I tullER Of VACCINEES I U YACCINEES I - INJECTION 1 • 

•----------------------------------------------------------------------------• 
• . DAYS POST VACCINATION • 

CLINICAL •---------- ------------------ ------------------------------------------------• 
COttPUINTS • O I 1 I 2 • 3 I 4 I s • 6 I .............................................. ,_ .... , ....................................................... . 

LOCAL REACTIONS • 8 • 8 • 4 • 1 • 1 I 1 • O I 
• I 61 . SlO I I 61. 51. I I I 30. V. I I I 7. 71. I I I 7 . 71. I I I 7. 71. I I I o. o;o I 

----------------------------------- ---------- ---------- ----------•---------- ---------- ---------- ---------- -----------ECCHYHOSIS. INJECTION SITE O 1 2 I 1 1 1 O 
0.01.1 1.11.1 15.'tl.l I 7,71.1 7.7%1 7.71.1 I o.oiO 

• ERYTHEttA. INJECTION SITE 6 5 1 I O O O 0 
46.2.iO 38.5%) 7,7i0 I O.Ol.l 0.01.) O.OlO 0.01.1 

I 
INFLAtNTION, INJECTION SITE 1 1 0 I O O O 0 

1.11., 1.11., 0.01.1 I 0.01.1 0.0%1 o.o;o 0.01., 

• PAIN/SORENESS• INJECTION SITE 3 2 1 I O O O 0 
2J.ll.l 15.4l0 7,T,O I O,Ol.1 0.01.I 0.01.1 0,01.1 

I 
SHELLitG• INJECTI~• SITE 2 J 1 • 0 0 0 0 

I 15 .t1l. J I 23, 11.1 I I 7, 7:iO I I O. 0l. J • I O. 0% I I I O. OlO I O. 01. I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
SYSTENIC • 6 I 4 I o I o • 1 • o • o I 

I I ,., • 2% J I I JO. V. I I I O. 01. I I I O. 01. I I I 7, 71. I I I O. 01. I • I O. OlO I 
----------------------------------------------------------------------------------------------------- ------ -------- -----
BODY AS A HHOLE/SITE UHSPEC. 1 0 0 0 1 0 0 

1. 11.1 0 . 01.1 0.0%1 O.Ol. I 1. 71. J 0.0%) 0.0%1 

ASTHENIA 0 0 0 0 1 0 0 
0.01.1 0.0iO o.o;o O.OiO 7.71.1 0,0%1 O.Ol.l 

FATIGUE 1 0 0 0 0 0 0 
7,71.1 ' O.Ol.l 0 .0l. I O. Ol.1 ' o.ol. 1 0.0% I 0.01. 1 

1 0 0 
DIGESTIVE SYSTEN 0 1 0 0 

0.01.1 7. 71.1 O.OiO O.Ol. J 7.7%1 O.Ol. I O. Ol. I 

0 0 0 0 0 0 0 
ANOREXIA 

C 0.0%1 0,0/.J ' O.Ol. J O.OXJ O.Ol.l O.OXI ' O,OXI 

~ -/:: 
'3-
0 
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INVESTIGATOR I HEIBEL, ROBERT E. 
STUDY 1 08ZZ01 

TABLE 7 (cont.) 

PATIENT COUfT CLINICAL COHPLAIHTS 
AOHIHISTERED AS llNE INJECTION OR TM> INJECTIONS 

TM> TO THREE HONTHS APART 

VACCINE I HIB Cl»lJUGATE - SALINE 
LOT tl.tBER I CK731 
DOSE 1 10 ttCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE Uta I Z-11 HOS. 

------------------------------------------------------·----------------------------------------------------------------------I N.IIIER Of VACCIHEES C 13 YACCINEESl - INJECTION l I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tu1BER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COHPLAINTS I 7 I 8 I 9 I 10 I I I ICottPLAIHTS 

---------······•·N·•··········••l••······••l ...... ••-l••······••1------1•-----l••······••l--••····••l----•••--1 LOCAL REACTIONS I o I o I O I o I I 11 I 
I c o . o%t I c 0.07.t I c o.07.t I c 0.07.1 I I c 84.6%1 I 

----------------------------------- ---------- ---------- ---------- ---------- -------------------------------- ----------
ECCHYttOSIS, INJECTION SITE 0 0 0 0 3 

o.oz, C D.O%t o.07.t ( 0.01., 23.17.. 

ERYTHEttA, lNJECTlOM SITE 0 0 0 0 8 
I 0.01. J 0.01.t 0.01.t 0.01.J 61.51.J 

lNfl.AtflATION, INJECTION SITE 0 0 0 0 1 
0.01.J 0.0% J o.o.:o 0.01.J 7. 71. J 

PAIN/SORENESS, INJECTION SITE 0 0 0 0 3 
o.o.:o 0.0% I 0.01.J o.o.:o Z3 .11. I 

SHELLltG, INJECTIO~ SITE O O O O 3 
C 0. 0% I C O. o;o C O. 07. J I O. o1. I C 23 .11. I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
SYSTEHIC I 1 I :S I :s I Z I I 7 I 

I c 7. 71.1 I c 23.11.1 I c 23.11.1 I c 15.4%1 I I C 53.8%1 I 
-----------------------------------------------------------------------------------------------
BOOY AS A NtOLE/SITE I.NSPEC. 0 0 0 0 2 

o.v.1 o.0%1 0.01. I 0.01.1 15.4% I 

ASTHENIA 0 0 0 0 1 
0.01.1 o.oio 0.01.1 O.Oll 7.71.1 

FATIGUE 0 0 0 0 1 
0.01.1 0.0%1 0.01.1 0.01.J 1.11., 

1 0 1 0 z DIGESTIVE SYSTEH 
15.41. I 7. 71. I O.OiO 7. 71. I Q.Q1. I 

1 0 1 0 1 ANOREXIA 
7. 71. I o.o::o 7. 71.1 0.01. J 7. 71. I 

::, -~ 
""' -::, 



INVESTIGATOR I HEIBELt ROBfRT E. 
STUDY 1 082201 

'fABLE 7 (cont.) 

PATIENT courr CLINICAL COHPLAINTS 
ADHINISTERED AS ONE INJECTION OR THO INJECTIONS 

THO TO THREE ttOHTHS APART 

VACCINE I NIB CONJUGATE - SALINE 
LOT f«HtfR I CK7Jl 
DOSE 1 10 tea 
PATIENT CUSS1 HEALTHY CHILDREN 
AGE RANGE I Z-11 ttOS. 

---------------------------------------------------------------------------------------------------------------I N.teER Of YACCINEES C 13 VACCINEES I - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION · I 

CLINICAL 1----------------------------------------------------------------------------I CONPLAINTS I o I 1 · I 2 I 3 I " I s I 6 I 
-------··········~---········· .......... ········---·-·- .............................. DIARAHEA 0 l 0 0 0 0 0 

0.01.1 7.11.1 0.01.1 o.o:o 0.01.1 0.0%1 0.01.1 

POLYDIPSU 0 0 0 0 1 0 0 
0.0Y.I 0.01.1 0.01.1 0. 0% I 7.7%1 0.0%1 0.01.1 

HERVQIJS SYSTEN I PSYCHIATRIC s z 0 0 1 0 0 

' 38 • .51. I lS."1. I 0.01.1 0.0iO 7.7%1 0.01.1 0.01.1 

HYPERSOtfllA 1 0 0 0 0 0 0 
7. 7Y.I 0.0Y.I 0.OY.I 0.01.I 0.01.1 0.01.1 0.0Y.I 

IRRITABILilY " 2 0 0 1 0 0 
30.81. I 1S.lt1. I 0.01.I 0 .01.1 7.71.1 0.0%1 0.0% I 

RESPIRATORY SYSTEN 0 0 0 0 0 0 0 
0.0Y.I o.OY.I 0.01.1 0,01.1 0.01.1 o.oY. 1 0.01.1 

NASAL CON.ESTION 0 0 0 0 0 0 0 
0.01.1 0.01.1 o.o:o 0.01.1 0 .01.1 0.0%1 0 .01. I 

NASAL DISCHARGE 0 0 0 0 0 0 0 
0.01.1 0.01.1 0.01.1 0.0%1 0.01. I 0.01.1 0.0Y.I 

SKIN I SKIN APPEtlJAGE 1 l 0 0 0 D 0 
7. 71.1 7. 71.1 0.01.1 0.01.1 D.01.I o.o,o 0.01.1 

SKIN IHFLVttATION 1 1 0 D 0 0 0 

7. 71.1 7. 71.1 I 0.01.I 0.01.1 0.0Y.I o.oY. 1 0.01. I 

SPECIAL SENSES 0 0 0 0 0 0 0 

0.0Y. I C 0.01. J 0.01.1 0.01.1 o.o:o 0.0%) 0.01.1 

CONJlH:TIVITIS 0 0 0 0 0 0 0 

0.01.I 0.01.1 0.0Y. I 0.01.J 0.01.1 0.01.1 0.01.1 

j 

;;: 
...... 



ltNESTI~ATOR I HEIBEL, R<IOERT E. 
STUDY 08ZZ01 

TABLE 7 (cont.) 

PATIENT 1:0Uff CLINICAL Cot1PLAINTS 
ADtUNISTERED AS ONE INJECTIOO OR THO INJECTIONS 

THO -ro THREE .... THS APART 

VACCINE HIB CONJUGATE - SALINE 
LOT ~ER I CK731 
DOSE I 10 lt:Q 
PATIENT CLASS1 HEALTHY CHILDREN 
AQE RANGE I t-11 HOS. 

----------------------------------------------------------------------------------------------------------------------------I tu1BER Of VACCINE ES I 1J VACCINE ES I - INJECTION 1 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I t«.tlBER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
C<H»UINTS I 7 I 8 I 9 I 10 I I I ICOHPUINTS ..................................................................................... , .......... , ................... . 
DIAJUIHU O O O O l 

0.0%1 0.0%1 0.0%1 0.0%) 7.7%1 

POLYDIPSU 0 0 0 0 l 
o.0%J 0.0%) 0.0%) 0.0%) 1.11.1 

NERVOUS SYSTEN I PSYCHIATRIC 1 3 z l 7 
7. Tl.) tJ.11.) t 15."%) 7.71.) sJ.a:o 

HYPERSOttaA 0 0 0 0 l 
0.0%) 0.0%1 0.0l.l 0.0%1 7.7%1 

IRRITABILITY 1 :5 z l 1 
7.7%1 ZJ.l.%1 15."l. I 7.7%1 53.8%1 

RESPIRATORY SYSTEN 0 l l l z 
0.0%1 7.TI.I 7.7%1 7.7%1 15.4%1 

NASAL tmGESTIClH 0 l 1 0 l 
0.0%) 7.7%) 7.T/.J 0.0%) 7. Tl.I 

NASAL DISCHARGE 0 0 0 l l 
0.0%) 0.Cll.) 0.0%) 7.7%) 7. 7%1 

SKIN I SKIN APPENJAGE 0 0 0 0 l 

0.01.1 0.0%1 o.o,o ' 0.0%) 7.7%1 

SKIN INfl.NflATIClH 0 0 0 0 l 
0.0%) 0.0%) 0.0l. J 0.0l. I 7.7%1 

0 l 0 z z 
SPECIAL SENSES 

0.0%1 7 .11.) 0.01.) 15.41. J 15.4%1 

0 0 0 l l 
CONJIH:TIVITIS 

0.01., 0.0%) 0.0%) 7. 7'Y.I 7.7%) 

0 

~ ...., 
,"'\J 
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INVESTIGATOR I HEIBtL, ROBERT E. 
ST\JOY I oa22c1 

TABLE 7 (cont.) 

PATIENT C.Olffl CLINICAL COHPUINTS 
ADHINISTERED AS ONE INJECTION OR n«> INJECTIONS 

THO TO THREE HONTHS APART 

VACCINE I HIB CONJUGATE - SALINE 
LOT Nl.ltBER l CK7Jl 
DOSE 1 10 HCO 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE Ul«;E I Z-11 tm. 

-----------------------------------------------------------------------------------------------------------------I NHSER Of VACCINEES C 13 VACCINEES J - INJECTION 1 I 
l-------------------------·--------------------------------------------------1 I DAYS POST VACCINATION I 

CLINICAL l----------------------------------------------------------------------------1 
Cmt>UINTS I o I l I 2 I 3 I ft I 5 I 6 I -··--·------...... ----, .......... , .......... , .......... , .......... , .......... , .......... , .......... , 
UR INFECTION, HOS I o I o I o I o I o I o I o I 

I o.07.J I 0.07.J I o.OZJ I o.o;o I o.07.J I o.OZJ I a.OZJ I 
I I I I I I I I 

ENDOPHTHAUIITIS I o I ~ I o I o I 0 I o I o I 
I o. oz J I o. oz J I o. 0% J I. o. o7. J I c o. 0% J I c o. oz J I c o. oz J I 
I I I I I I I I 

EYE DISCHARGE . I o I o I o I o I o I o I o I 
I c o.oY.J I c o.o:o I c o.oZJ I c o.o%J I C o.07.J I c o.oZJ I c o.o:o I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----·------
YACCINEES MITH CC11!»LllNTS I 11 I 10 I ft I 1 I 2 I 1 I o I 

I c Blt.61.J I c 76.91.J I C 30.81.J I . c 7,71.J I c 15.41.J I C 7.77.J I c o.oY.J I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1--~--------

YACCINEES MITH NO COttPUINTS I Z I 3 I 9 I 1Z I 11 I 12 I 13 I 
I C lS.41.J I C 23.17.J I c 69.ZY.J I c 92.37.1 I c 84.67.1 I C 9Z.J7.I I noo.07.1 I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
TOTAL YACCINEES REPORTING I 13 I 13 I 13 I 13 I 13 I 13 I 13 I 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
YACCINEES MITH NO DATA I o I O I O I O I O I O I O I 

I I I I I I I I 

0 
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INVESTIGATOR HEIBEL, ROBERT E. 
STUDY 08ZZOI 

TABLE 7 (cont.) 

PATIENT COlffl CLI~ICAL CONPLAINTS 
ADHINISTERED AS (IE INJECTION OR THO INJECTIONS 

THO TO THREE tofTHS APART 

VACCINE I HIB CONJU;ATE - SALINE 
LOT t«.ttBER I CK7Jl 
DOSE 1 10 t«:Q 
PATIENT CLASS: HEALTHY CNJLDIIEN 
A5E RANGE 1 1-11 ms. 

-----------------------------------------------------··----------------------------------------------------------------------I tuBER OF YACCINEES C 13 VACCINE ES) - INJECTION 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tueER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COHPUINTS I 7 I a I 9 I 10 I I I ICottPLAINTS 

-•----•••••••••n•••••••••••••••l------••l••••••••••l••••••••••l•••••••-1••••••••••1-• .... l••••••••••l .. • .. •••--t 
EAR INFECTION, NOS I o I i1> I o I 1 I I 1 I 

I 0.0%1 I o.olO I 0 . 0%1 I 1.r1.1 I I 7.7%J I 
I I I I I I I 

ENDOPHTHAUtJTIS I o I tJ I o I 1 I I 1 I 
I o.o.iO I o.llXI I 0,0%1 I 7. Tl.I I I 7. 71.1 I 
I I I I I I I 

EYE DISCIWl&E I o I l I O I o I I 1 I 
I C 0. 0%) I C 7. no I I 0, 0% I I C 0. 0% I I I I 7. 7% J I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
YACCIHEES HITN Cl:IPLAINTS I 1 I J I J I Z I I 13 I 

I C 7. 71. I I C ZJ .11. I I I ZJ, 11.1 I C 15. "% I I I noo. 0% J I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

VACCINEES HITN HD CIH'UINTS I 1Z I 10 I 10 I 11 I I O I 
I c ,z.J,O I c n.•%1 I c 76,91.I I t M,6%1 I · I t 0.01.1 I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
TOTAL VACCINEES Rf POJITitG I lJ I lJ I lJ I lJ I I lJ I 

I I I I I I I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
YACCINEES NITN HD DATA I 0 I O I 0 I O I II O II 

I I I I I 

.r:::: 
..... 
~ 
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INYESTIGATOR I HEIBEL• RmERT E. 
Sl\JDY I 092201 

'tABLE 7 (cont.) 

PATIENT aJllff CLINICAL CotS>LAINTS 
ADltlNISTERED AS ONE INJECTION OR THO INJECTIONS 

THO ro THREE tt0NTHS APART 

VACCINE I HIB CONJUaATE - SALINE 
LOT tUeER I CK7Jl 
DOSE 1 10 t1C41 
PATIENT CLASSa HEALTHY CIIILDIIEM 
AGE IWGE I t-11 ,m. 

• tUBER Of VACCINE ES C 6 VACCINEES) - INJECTION Z -, 

•----------------------------------------------------------------------------• • DAYS POST VACCINATION • 

CLINICAL •---------------------------------------------------------------------------• 
CCHtUINTS • 0 • l • Z • 3 • • • S • 6 • 

··········································• ... 1--------•··········· ...................... _. __ • __ .. __ • lOCAllHCTl<HI • J. Z. 0. 0. 0. o. o • 
• C so.01.) • I JJ.V.) • C 0.01.) I C 0,01.) • C o.01.) I C 0.01.) I I 0.01.) I 

-----------------------------------1----------•----------•----------1----------1----------1----------1----------1-----------
ERYTNENA, IHJECTICIN SITE • O I l • O • o • o • o I o I 

I 0.01.) • 16. T.I.) • I o.01.) I o,01.) I C o.01.) I I 0.01.) • 0.01.) • 

I I I I I • • • 
ERYTHENA, INJECTICIN SITE 11 INCH, I l I O I O I o I o • o I o • 

LESS THAtJ)I 16.T.I.I I 0.01.) I o.01.1 • 0,01.I I 0.01.) • I 0.01.I • 0.01.1 • 

I I I I I • • • 
PAIHISORENESS, INJECTICIN SITE I 3 I l I o I O • O • O • o • 

I C S0.01.) I C 16. r.o I C 0.01.) • C o.01.) I C 0.01.) • C 0.01.) • C 0.01.) I 
-----------------------------------1----------•----------•----------1----------1----------1- --------1----------1--.--------
SYSTDtlC . I Z I O • l • O I O I o • o I 

I C J3.V.I • C 0.01.) I C 16.T.I.I I I 0.01.1 • C 0.01.) I I 0.01.) I C 0.01.) • 

-----------------------------------------------------·-------------------------- --------------------------------------------
• IODY AS A NtOLE/SITE UGPEC. l • D O O O O o 

C 16.T.I.) • I o.OX) C o.01.) C 0.01.) I o.01.) I 0.01.) 0.01.) 
I 

NUIITOTOUCH l. U O O O O O 
16.71.J • 0.01.) 0,01.) 0,01.) I 0.01.) 0.01.) 0.01.) 

I 
NERVOUS SYSTEN I PSYCHIATRIC 2 I O l O O O O 

c n.v., I 0.01., 16. T.I. • 0.01., 0.01., c o.o;o 0.01., 
I 

IRRITABILITY Z • 0 l O O O o 
C 33.V.) I C o.OX) C 16.T.I.) I o.OX) • I 0.01.) C o.o:o C 0.01.) 

-----------------------------------•----------1----------1----------1----------1----------1----------1----------•-----------
VACCINEES NITH COtFUINTS I 3 • 2 • l • 0 • 0 • 0 I O I 

• I so.OX) I I 33.:51.) • I 16.71.) I I 0,01.) • I 0.01.) • I 0.01.) I I 0.01.1 I 
-----------------------------------1---------1------··---•----------1----------1----------1----------1----------1-----------

VACCINEES NlTH NO COtFUINTS I 3 • 4 • S I 6 • 6 I 6 • 6 • 
• C so.OX) • I 66.71.) • I 83.31.) I U00.01.) • Cl00.01.) I UGO.OZ) I noo.OZ) I 

-----------------------------------1----------•-------·---•----------1--• ._ ----1----------1----------•----------1-----------
TOTAL VACCINEES REPORTD5 I 6 I 6 I 6 I 6 I 6 I 6 • 6 I 

I I I I I I I I 

l I{ ,, , 

0 -.t: ..., 
Ul · 
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INYESTI"TOR I HEIBEL» ROBERT E, 
sruov , oa2201 

TABLE 7 (cont.) 

PATIENT C:0.'.UfT CLINICAL COtlPLAINTS 
ADHINISTER£D AS ClNE INJECTION OR THO INJECTIONS 

THO TD THREE ttDNTHS APART 

VACCINE I NIB CONJUGATE - SAllt.E 
LOT NHIER I CK7Jl 
DOSE 1 10 NC8 
PATIENT CUSS1 HEALTHY CIGLDREN 
MlE UICE I t-lllm, 

--------------------------------------------------------------------------------------------------------------------------1 IUeER Of YACCINEES l 6 YACCINEESI - INJECTION 2 I 
1---------------------------------------------------------------------------1 I DAYS POST VACCINATION I NHlER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
CCH'UINTS • 7 • 8 • t . 10 • • I ICOHPLAINTS 

••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• .. l•••••••••••••••••••-•••••••••••l•11-tt11-tt•••11-ttl 
LOCAi.REACTIONS • o. O. o. o. I 4 I 

• ' o.OXI • ' o.o:o • C o.OXI • ( o.o:o • I ( '6.7in I 

-----------------------------------•----------•----------•----------•----------•------------------~------·-1----------1 
ERYTIIEHA» INJECTION SITE I o I O • o I O • I 1 I 

I C O.OXI • o.OXI • o.OXI • C o.OXI • I I 16.71.) I 

I I • • I I I 
ERYTIIEltA, IHJEcnON SITE U INCH». o I o I o I o I I 1 I 

LE"SS TiiAN)I I o.OXI I o.OXI I 0.01.J I O.OY.I I I I 16.71.) I 
I I I I I I I 

PAINISCIRENESS, INJECTION SITE • O I O • O • O • I 3 I 
I l o.OXI I C o.~I I C 0.01.1 I I O.OXI • I I 50.01.) I 

-----------------------------------1----------•----------•----------1----------•--------------------------------1---~------1 
SYSTEIIIC • o • O • o I o • I Z I 

I I o.o:o • I o.OXI • C o.OXI I I o.o;o • I t 33.3%) I 

--------------------------------------------------------- ----------------------------------------------------------------
• IIODY AS A NIIOLUSITE lNSPEC. I 0 0 0 0 l 
• O.OXI O.Din I o.OXI I 0.01.I l 16.7%) 
I 

NAMTDTilUCH I o o o o 1 
I o.OXJ 0.01.1 0.DiO I o.V.I 16.71.) 
I 

NEIMJUS SYSTEN I PSYCNIATUC • O O O O Z 
I I o.ox, c 0.01.1 c o.OX> c o.ox1 t 33.31., 
I 

IRRITABILITY I O O O O Z 
I t o.OY.I I o.o:o I o.ox, t o.OXI t 33.31.) 

-----------------------------------•----------•----------1----------•----------1--------------------------------1----------1 
YACCINEES NITH CCHILAINTS I O • 0 • 0 • 0 • I 4 I 

• I o.OXI • C 0.0,:1 • I o.OXI I I 0.01.) I I I 66. 71.1 I 
-----------------------------------1----------•----------•----------•----------1--------------------------------1----------1 

YACCINEES NITN NO COHPLAINTS I 6 • 6 • 6 I 6 I • Z I 
I 1100.01.1 I noo.0%> • noo.0%> I 1100.DiCI • I I 33.31.1 I 

-----------------------------------1----------1--------·--l----------1---P ·-----•--------------------------------1----------I 
TOTAL VACCINEES REPORTING I 6 I 6 I 6 I 6 • I 6 I 

• • • • • I I 
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INVESTIGATOR I HEIBEL, ROBERT E. 
STUDY I oazz01 

TABLE 7 (cont.) 

PATIENT OOUfl' CLINICAL CotlPLAINTS 
ADHINISTERED AS 0-E INJECTION OR ' THO INJECTIONS 

ntO Tl) TltR£E ttDN11tS APART . 

VACCINE I NIB CONJUSATE - SALINE 
LOT tue£R I CK 731 
DOSE 1 10 ltCG 
PATIENT CUSS1 IEALTHY CHILDIEN 
AGE RANGE 1 1-11 NOS. 

-------------------------------------------- . ---------···----------------------------------------------------------
I tueER Of \IACCINEES I 6 YACCINEES) - INJECTION 2 I 
l------------------··---------------------------------------------------------1 I DAYS POST VACCINATION I 

CLINICAL l----------------------------------------------------------------------------1 
COtllLAINTS I o I 1 I I I J I 4 I s I 6 I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------VACCINEES NITH ND DATA I O I O I O I O I O I D I D I 
I I I I I I I I 

:::; 
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ItNESTIQATOR I HEIBEL• ROBERT E. 
STUDY 1 082201 

TABLE 7 (cont.) 

PATIENT COlltT CLINICAL CotlPLAINTS 
ADttINISTERED AS ONE INJECTION OR THO INJECTIONS 

THO TO THREE HONTHS APART 

VACCINE & HIB CONJUGATE - SALINE 
LOT tuefR I ctt73l 
DOSE a 10 ttCQ 
PATIENT CUSS1 HEALTHY CHILDREN 
ASE IIAN.E 1 1-11 ttOS. 

I tueER OF YACCINEES l 6 YACCINEES) - INJECTION Z I 
1---- ·-----------------------------------------------------------------------1 I DAYS POST VACCINATION I tUeER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
CCNILAINTS I 7 I 8 I 9 I 10 I I I ICDHPLAINTS 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 YACCIIEES NITH NO DATA I O I B I O I O I I o I 
I I I I I I I 

c:, 
..... 
::» 
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INV£STIGATmt NEIBfl, ROBERT E. 
STUDY 082201 

TABLE 7 (cont. ) 

PATIENT COllfT CLINICAL COHPLAINTS 
CONTAINING 6 OR 10 ttCG PRP 

ADNINISTfRfD AS n«> INJECTIONS n«> HffKS APART 

VACCINE I HIB CONJUGATE - SALINE 
LOT N.tBfR I CL466 
PATIENT CUSS1 HEALTHY CHILDREN 
AGE RANGE I Z- 6 ttDS. 

--------------------------------------------------------------------------------------------------------------I IUBER Of VACCINEES l 11 VACCINEfS) - INJECTION 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I 

CLINICAL 1----------------------------------------------------------------------------·I 
CDHPLAINTS • o I 1 I 2 I 3 I It I S I 6 I .......................................................................................... , ..................... , 

LOCAL REACTIONS • 4 I 5 • 1 I o • 0 • 0 • o I 
• c 40.0lO I c 50.llO • c 10.0:0 I c o.o,o I c 0.01.1 I c 0.01.1 I l 0.01.1 I 

ECCNYtl)SIS, INJECTION SITE 1 z 0 0 0 0 0 
10.01.) 20.t;!) 0.01.) 0.0%) 0.0%) 0.0%) l 0.0%) 

ERYTHEKA, INJECTION SITE It z 0 0 0 0 0 

• 'tO.o;,.) ZD,0:O o.01., o.01., 0.0%) 0.0%) 0.0%) 

IHDIIIATION, INJECTION SITE J · 2 1 0 0 0 0 
30.0%) zo.o;c, 10.01. l o.01., 0.01.1 0.0% I 0.0%) 

PAIN/SORENESS, INJECTION SITE 3 1 0 0 0 0 0 
JO.OX) • 10.0%) 0.01.) 0.0%) 0.0%) 0.0%) 0.0%) 

SHELLINII, INJECTION SITE z " 0 0 0 0 0 
20.0%) o.o:o o.01., 0.01. l o.01.) 0.0ll 0.0ll 

NAlltlTH, INJECTION SITE ·2 0 0 0 0 0 0 
I c 20.01.1 I c 0.010 c 0.01.1 c o.olt I c 0.01.1 • l 0.01.1 C 0.01.t 

-----------------------------------•----------•----------1----------•----------1----------•----------•----------1-----------
SYSTEltlC I 6 • 4 • 0 • 0 • l I l I O • 

• I 60.01.l • I ltO.OY.l I I 0.0ll I C o.o,O I I 10.01.l I l 10.01.1 I I 0.0ll I 
----------------------------------- ----------------------------------------------------------------- ----------------------I 
NERVOUS SYSTEM I PSYCHIATRIC 6 4 0 I 0 0 0 0 

60.01. l 40.01.) o.01. l I 0.01.1 ( o.01. l l 0.01.1 0.01.) 

I 
CRYIN., E>CCESSIYE 1 0 0 I 0 0 0 0 

10.01. l o.o:o 0.0%) I o.ox, 0.0%) l 0.01.1 l 0.01.1 
I 

IHSCHUA 1 1 0 I 0 0 0 0 
10.0%) I 10.or., 0.0%) I. I 0.01.) 0.0%) ( o.01., ( 0.01. I 

I 
IRRITABILITY 6 It 0 I 0 0 0 0 

( 60.01.J 40.0l'.) o.01.1 I I 0.01. J 0.0ll l 0.01.1 l o. 01.) -::, 

£:: 
..... 
0 
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INVESTIGATOR I HEIBEL, ROBERT E. 
STUDY 1 082201 

TABLE 7 (cont. ) 

PATIENT COllfl" CLINICAL COHPLAINTS 
C(lfffAINING 6 OR 10 HCG PAP 

ADttlNISTERED AS THO INJECTIONS THO MEEKS APART 

VACCINE I NIB CONJUGATE - SALINE 
LOT N..tBER I CL466 
PATIENT CLASS1 HEALTHY CNIUNIEN 
AGE RANGE a z- 6 ttDS. 

---- - ---------------------------------------------------------------------------------------------------------------------I NIBER Of VACCINEES C 11 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tulBER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COl1PLAINTS I 7 I I I 9 I 10 I I I ICDHPLAINTS 

--•••••••••••••••••••••••••••••••1••••••••••1 .......... 1••••••••••1••••••••••1..,.. ..... •l••-----l••••••••••l•---•-•I 
LOCAL REACTIONS I o I o I o I o I I 7 I 

I C O.OlO I I 0.01.) I f 0.01.) I f 0.01.) I I I 70.0lO I 
----------------------------------- ---------- ---------- ---------- ---------- -------------------------------- ----------ECCHYttOSIS, INJECTION SITE 0 0 0 0 2 

0.01.) o.o;:, o.o,o o.o,o Z0.0%) 

ERYTHENA• INJECTION SITE 0 0 0 0 6 
0,0.iO o.o;::J 0.01.) 0.01. J 60,01.) 

INDUIATION. INJECTION SITE 0 0 0 0 4 
0 .01.) o.ot, 0.01.) o.o,o 40.0%) 

PAIHISORENESS• INJECTION SITE 0 0 0 0 4 
0.01.) 0,01.) 0.01. J 0.01.) 40,0,0 

SHELLDG• INJECTION SITE 0 0 0 0 2 
0.01.) 0,01.) 0.0.iO o.oY. J Z0,0%) 

NARHTH • INJECTION SITE O O O O 2 
f 0.01.J C O.O.iO I I O,OY.t I O.OY.t I I Z0,0%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
SYSTEMIC I o I o I o I o I I 7 I 

I I o.OY.J I I o.oz, I f 0.01., I I o.OY.J I I I 70.0%) I 
--------------------------------------------------------- ------------------------------------------------------- ----
NERVOUS SYSTEN I PSYCHIATRIC 0 0 0 0 7 

I 0.01.) t 0,01.) o.01., 0.0%) 70.0% J 

CRYING. EXCESSIVE 0 0 0 0 l 
0.07.) 0.0.iO 0.01.) o.oz, 10.0%) 

INSCHfIA 0 0 0 0 l 
0.07.) I o.OY. J o.oz) I 0.01.) 10.0%) 

IRRITABILITY 0 0 0 0 7 

o.01.J o.OY., O.OY.) 0.01., 70.0,0 ::, 

.t:: 
::x, 
~ 
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INVESTIGATOR I NEIBELt ROBERT E. 
Sl\JDY I 082201 

TABLE 7 (cont.) 

PATIENT C:Oll(f CLINICAL CCH'UINTS 
CONTAININS 6 OR 10 ttCG PRP 

ADHINISTERED AS 1ll> INJECTIONS 1ll> HEEKS APART 

VACCINE I HIB CONJUGATE - SALINE 
LOT t&.teER I CL~66 
PATIENT CLASS1 HEALTHY CHILDIIEN 
AGE !WR I Z- 6 ttDS. 

-----------------------------------------------------------------------------------------------------------------I tueER OF VACCINEES I 11 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I 

CLINICAL 1----------------------------------------------------------------------------I 
Cott»UINTS I o I 1 • z • 3 I ft I s I 6 I 

--·········---·················· ..................... ···········--· ............. --- •..•...... , RESPIRATORY SYSTDt O O O I o 1 · o o I 
o.v., 0.0%> o.v., I 0.0%> 10.0%> o.0%> 0.0%> I 

I I 
C<HION COLD O O O I O 1 o o I 

c o.v. > c o.0% > 0.0% > I 0.0% > 10.0% > 0.01., 0.01., I 
I I 

SPECIAL SENSES O O O I O 1 1 o I 
o.o%l o.v., o.v., I 0.0%) 1 10.0%) 10.0%) o.0%l I 

I I 
OTITIS NEDIA 0 0 0 • 0 1 1 0 I 

I 0.0% I I 0.07.) I 0.0% I • I 0.01. I I 10.01.1 I 10.0Y.) I 0.0%) • 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
VACCINEES MITH CCJtllUINTS I 8 I 7 I 1 I o I 1 I 1 I o I 

I c ao.0%> I I 10.0%> I c 10.0%> I 1 0.01., I c 10.0%> I c 10.0%> I c 0.0%> I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------

VACCINEES MITH ND Cott»UINTS I Z I 3 I 9 I 10 I 9 I 9 I 10 I 
I c 20.0% 1 I c JO.OX> I c 90.0%1 I 1100.0%> I c 90.0% > I I 90.01. > I 1100.01.1 I 

-----------------------------------1----------•-----------1----------1----------1----------1----------1----------1-----------
TOTAL VACClNEES IIEPORTitG I 10 I 10 I 10 I 10 I 10 I 10 I 10 I 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
VACClNEES MITH ND DATA I 1 · I 1 I l I 1 I 1 I l I 1 I 

I I I I I I I I 



HfLwn5't6030/03/J0/88/PAGE 4 

ltNESTISATOR I HEIBEL• ROBERT E. 
STUDY 1 082201 

TABLE 7 (cont.) 

PATIENT COIJNT CLINICAL COHPLAINTS 
CONTAINING 6 OR 10 t,;1;· PRP 

ADHINISTERfD AS 1)1> INJECTIONS 1)1> HEEKS APART 

VACCINE I HIB CONJUSATE - SALINE 
LOT tUtBER I CLl't6' 
PATIENT CLASS, HEALTHY CNIUUWt 
ASE IWGE I z- 6 NOS. 

----------------------------------------------------------------------------------------------------------------------------I NltBH Of YACCIHEES I 11 YACCIHEES I - INJECTION 1 I 
1----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tuBER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
CCH'LAINTS I 7 I 8 I 9 I 10 I I I ICOHPLAINTS 

..................................................................................... l••······••I••········ ...... __ 
RESPIRATORY SYSTEN 0 0 0 0 1 

CCHDt COLD 

SPECIAL SENSES 

0.01.1 0.01.1 0.01.1 D.01.1 I 10.0%1 

0 0 
D.01.1 0.01.1 

0 0 
c 0.01. 1 • 0.01.1 

D 
0.01.1 

D 
0.01.) 

D 
0.01.1 

0 
0.01.1 

1 
10.0%1 

1 
10.0%t 

onns HEDIA 0 0 D D 1 
I 0.01.1 I 0.OiCI C 0.01.1 C D.0,O I l0,0%t 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
YACCINEES NITH CGPLAINTS I o I o I o I o I I · 9 I 

I c 0.0%1 I c o.01.J I c 0.0%1 I c 0.0%1 I I c 90.oxt I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

YACCINEES NITH NO CCJtllLAINTS I 10 I 10 I lD I 10 I I 1 I 
I uoo.0%1 I uoo.0%1 I uoo.0%1 I uoo.0%1 I I 1 10.0%1 I 

-----------------------------------1----------1--------.. -1----------1----------1--------------------------------1----------1 
TOTAL YACCIHEES IIEPOllTINe I 10 I 10 I lD I 10 I I 10 I 

I I I I I I I 

-----------------------------------1----------1--------.. -1----------1----------1--------------------------------1----------1 
YACCIHEES NITH NO DATA I 1 I 1 I 1 I 1 I II 1 II 

I I I I I 

0 -s::: 
0, 
N 
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INY£STIGATOR a HEIBEL, ROBERT E. 
STUDY r 082201 

TABLE 7 (cont.) 

PATIENT COllfl" CLINICAL CCfftLAINTS 
CONTUNING 6 OR 10 ttCG PRP 

ADNINISTERED AS THO INJECTIONS THO HEEKS APART 

YACcINE r NIB CCJNJU.ATE - SALINE 
LOT tuBER : CL't6' 
PATIENT CLASSr HEALTHY CHILDIIEN 
MoE RANGE I z- ' HOS. 

I NJtBER OF YA~~;;;;-;--;~-;~~;;,;;;~-- INJECTION Z I 

l----------------------------------------------------------------------------1 I DAYS POST YACCINATimt I 
CLINICAL 1----------------------------------------------------------------------------I 
CCHtLAINTS I o I 1 I Z I J I 4 I s I 6 I 

•••••••••••••••••••••••••••••••••••l-••••••••1••••••••••1••••••••••1••••••••••1-----1••••••••••1•---...ul 
LOCAL REACTIONS I 5 t J I o I o I o I o I o I 

I I 50.01.) I I J0.01.) I I D.OX) I I o.01.) I I 0.01.) I I 0.01.) I I o.01.) I 

ECCHYNOISIS, INJECTION SITE 1 1 0 0 0 0 0 
1D.D1.) lD.01.) 0.01.) 0.01.) D.01.) D.01.) 0.01.) 

ERYTHEHA, INJECTION SITE 1 0 0 0 0 0 0 
lD.OX) D.D,0 D.OX) o.OX) 0.01.) D.01.) o.01.) 

INDlllATION, INJECTION SITE z t D 0 0 0 0 
20.ox) zo.01. a o.OX) 0.01.) 0.01.) D.01.) o.01.a 

INflAtNTION, INJECTION SITE 1 0 .D 0 0 0 0 
10.0X) o.OX) o.o,o o.OX) O.OX) o.01.) o.o;o 

PAIN/SOllfNESS, INJECTimt SITE 1 0 0 D D 0 0 

' 10.0X) o.OXa ' o.oxa ' O.O,CI ( 0.01.) o.01. a 0.01.) 

SNELLltG 11 INJECTION SITE Z O O O O O 0 
I 20.01.) I D.OX) I o.OX) I I o.o;ca I 0.01.) I 0,01.) I 0.01.) I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
SYSTEtllC I 5 I Z I o I 1 I o I o I o I 

I I SO.DY.) I I Z0.01.) I I D.OY.) I I 10.01.) I I 0.01.a I I 0.01.a I 0.01., I 
----------------------------------- -------------------------------- --------------------------------------------------
NERVOUS SYSTEN I PSYCHIATRIC 5 1 0 

SO.OX) 10.01.) 0.01.) 

IRRITABILITY 5 1 0 
( 50.01.) 10.0:~) 0.01.) 

RESPIRATORY SYSTEN 0 1 0 
0.01.) 10.0.::a o.oxa · . I 

NASAL DISCHARGE 0 1 0 
O.D1.) 10.0::, 0.01.) ( 

0 0 
0.01.) ( 0.01.) 

0 0 
0.01.) O.OlO 

1 0 
10.01.) o.o:o 

1 0 
10.01.) 0.01.) 

0 
I 0.01.) 

0 
( 0.01.) 

0 
0.0%) 

0 
( 0.01.) 

I 
o I 

I 0.01.) I 
I 

o I 
0.01. > I 

I 
o I 

0.0%) I 
I 

o I 
0.01., I 
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INVESTIGATOR I HEIBEL, ROBERT E. 
sruoy I oeuo1 

TABLE 7 (cont.) 

PATIENT tOll{T CLINICAL COHPLAINTS 
CONTUNING 6 OR 10 11CG PRP 

ADHINISTERED A$ THO INJECTIONS THD NEEKS APART 

VACCINE : NIB CONJUGATE - SALINE 
LOT tueER a CL't66 
PATIENT CLASS1 HEALTHY CHILDREN 
AGE iW«;E a Z- 6 NOS. 

----------------------------------------------------------------------------------------------------------------------------
• tueER OF VACCINEES C 10 VACCINEESI - INJECTION Z I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION • Nl.tlBER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COtStUINTS I 7 I 8 • 9 I 10 I I I ICOHPLAINTS 

____ ........................... , ............................................................................ ,.tHHt ....... , 
LOCAL REACTIONS • 0 • 0 • 0 • 0 • • 5 • 

• C O.OY.I • C O.OiO • C o.V.) • C 0.0%1 • I I 50.0%1 I 

----------------------------------- ---------- ---------- ---------- ---------- -------------------------------- ----------ECCHYttDSIS, INJECTION SITE 0 0 0 0 z 
O.OiO 0.0%) 0.0%) o.v., Z0.0%1 

ERYTHEHl, INJECTION SITE 0 0 0 0 l 
o.v., o.v., 0.0.iO o.v., 10.0%) 

INDURATION, INJECTIClH SITE 0 0 0 0 3 
0.0%) o.v., o.v., 0.0%) 1 Jo.o:o 

INfUINTION, INJECTION SITE 0 0 0 0 l 
o.o,o o.o,o 0.0%) 0.0%) 10.0;0 

PAIN/SORENESS, INJECTION SITE 0 0 0 0 l 
0.0%) o.v., o.v., o.v., 10.0lO 

SNELLING, INJECTION SITE O O O O 2 
c o.v., c o.v., c o.v., • c o.o,o • c 20.v.1 

-----------------------------------•----------1----------•----------•----------•--------------------------------•----------1 
SYSTEHIC I O • 0 • 0 • l • • 5 I 

• I O.OY.I • C O.V.) • I O.OiO • I 10.0%1 • • I 50.0%) I 

-------------------------------------------------------------------- -------------------------- ---- ---
NERVOUS SYSTEN I PSYCHIATRIC 0 0 0 0 5 

0.01.) o.v.J C 0.01.) 0.01.) I 50.01.J 

IRRITABILITY 0 0 0 0 5 
0.0%) 0.0%) 0.0%) 0. 01.) I 50.0%) 

RESPIRATORY SYSTEH 0 0 0 l 3 
0.01.J o.o;:, 0.01.) I 10.V.) 30.01.) 

NASAL DISCHARGE 0 0 0 l 3 

0.01.J O.Oi~) o.v.1 10.0%) 30.0%) 
0 -.,::, 
:» 
C 
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INVESTIGATOR & HUBE Lt RCBERT E, 
STUDY & 082201 

TABLE 7 (cont.) 

PATIENT COlffl CLINICAL CONPLAINTS 
CCNUINIHQ 6 CR 10 ttc8 PRP 

AOHINISTERED ,s THO INJECTICINS THO HEEKS APART 

VACCINE I HIB CCNJUGATE - SALINE 
LOT tllBER & CL.66 
PATIENT CLASS1 HEALTHY CHILD11£N 
AGE RANGE I Z- 6 NOS. 

-----------------------------------------------------------------------------------------------------------------I NHIH Of YACCINEES C 10 YACCINEES) - INJECTICN Z I 
1----------------------------------------------------------------------------I I DAYS POST YACCINATICN I 

CLINICAL l----------------------------------------------------------------------------1 
CCH»UINTS I o I 1 I z I 5 I • I s I 6 I 

...... •••••••••••••••••••••••••••••• .. ••••••••l ......... ••••••••••••l .... • ..... l•••••••1tt1•l ...... ••••ltHHHHHt••••I 
SPECIALSENSES • O I 1 I o I o. o I o I o I 

• 0.0.iO I lo.OX) I 0,OX) I o.OX) I I o.OXI I I o.o.io I D.01.) I 
I I I I I I I I 

OTITIS HEDIA I o I 1 I o I o I o I o I o I 
I I 0.OXI I I 10.01.1 I I 0.01.) I I 0.01.) I I 0.01.1 I I o.01.) I I 0.01.1 I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
YACCINEES NITH CCH»LAINTS I 5 I J I 0 I 1 I 0 I 0 I o I 

I I 50.0X) I C JO.OX) I C o.OX) I I 10.0X) I I o.ox, I I 0.0.iO I C o.OX) I 
-----------------------------------1----------1---------1----------1----------1----------1----------1----------1-----------

YACCINEES NITH ND CCH»LAINTS I S I 7 I 10 I 9 I 10 I 10 I 10 I 
I I so.01.1 I I 70.0X) I 1100.0X) I I 90.01.) I 1100.01.) I 1100.0XI I 1100.01.) I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
TOTAL YACCINEES REPORTIN. I 10 I 10 I 10 I 10 I 10 I 10 I 10 I 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1-----------
Y.ACCINEES NITN ND DATA I O I o I 0 I 0 I 0 I 0 I 0 I 

I I I I I I I I 
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ltNESTIGATOR I HEIBEL, ROBERT E. 
STUDY l 08Z201 

TABLE 7 (cont.) 

PATIENT COLt« CLINICAL COIIPLAINTS. 
CONT,,ININlil 6 OR 10 NCG PRP 

ADttlNISTERED AS THO INJECTIONS THO HEEKS APART 

VACCINE I HIB CONJUGATE - SALINE 
LOT N..tBER : CL~66 
PATIENT CUSS, HEALTHY CHILDREN 
ASE RAtGE l z-. ttDS. 

----------------------------------------------------------------------------------------------------------------------------
• N..tBER Of VACCINEES I 10 VACCINEESJ - INJECTION 2 I 
1----------------------------------------------------------------------------• • DAYS POST VACCINATION I tlKER 

CLINICAL •----------------------------------------------------------------------------1 HITH 
CCH'UINJS • 7 • 8 • t . 10 • • • IC011PLAINTS 

................................................................................................................ , ..... !Ht ... , 

SPECIAL SENSES • 0 • 0 • . O I 0 • I 1 I 
I I 0.01.J • o.01.1 • 0.01.J • I 0.01.J • I I 10.0%1 I 
• • • • I I I OTITIS tlEDJA • O • O • O • O • I 1 I 
• I 0.01.J I I o.V.J • C 0.01.J • C 0.01.1 I I c 10.oi!J I 

-----------------------------------•----------•----------•----------•----------•--------------------------------•----------• YACCINEES MITH CCNILAINTS • 0 • 0 • O • 1 • I 5 I 
• I 0.01.1 I I 0.01.1 • I 0.01.1 • I 10.01.1 • I I 50.0%1 I 

-----------------------------------•----------•----------1----------•----------•--------------------------------•----------I VACCINEES MITH N> CCNILAINTS • 10 I 10 • 10 • t I • 5 I 
• U00.0iO • U00,01.1 • U00,V.) • C 90.01.J • • I 50.0%1 I 

-----------------------------------1----------•----------•----------1----------1--------------------------------•----------1 
TOTAL YACCINEES REPOIITitG • 10 • 10 • 10 • 10 I • · 10 I 

. I I • • • • I 

-- •----------•----------•----------1----------1--------------------------------1----------1 
VACCINEES MITH NO DATA • 0 • 0 • 0 • 0 I I. 0 II 

• • • I • 
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INVESTIGATOR I HEIBEL, ROBERT E. 
STUDY 08Z20l 

TABLE 8 

PATIENT CCUfT tW<Itut TEHPERAT\llES 
VACCINE CO,.ITAlNIHG 10 OR 20 ttC6 PRP 

VACCINE NIB CONJUGATE - SALINE 
LOT NNER I CK711 
PATIENT CUSS1 HEALTHY CHILOR£N 
AGE RANGE I lt-71 ttDS. 

I NNER Of 'iACCIHEES I 8 VACCIHEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I 

KA>C TE .. ERATURE 1----------------------------------------------------------------------------I 
I DEQ F • ORAL I I o I 1 I Z I :s I 4 I s I 6 I 

....................................................... , .............................. NltiHHHtlHHHfl••········ 
NORltAL 1 1 I 1 z 2 z I 2 

12.57., 14.31., I 14.11., 28.61., 28,61. 1 28.61., I 28.61., 
I I 

<H 1 2 I 1t 4 3 ct I 4 
17.57.l I 28.61.) I 57.11.1 57.11.l I ltZ.91.) 57.11.l I 57.11.l 

I I 
" - 99. 9 1 4 I 2 1 2 1 I 1 

37.57.) 57.11.l I I 28.61.l 14.11.) 28,61.) I llt,11.l I I llt,11.) 
I I 

100 - 100. 9 1 o I o o o o I o 
I 12.51.) I o.OX) I I 0.01.) I 0.01.) I 0.01.) I 0.01.) I I 0.01.) 

-----------------------------------1----------1---------1----------1----------1----------1----------1----------1 
TEtlPERAl\llE TAllEN I a I 7 I 7 I 7 I 7 I 7 I 7 I 

I 1100.01., I I 87.57.l I I 87.57.l I I 87.51.l I I 87.51.l I I 87.51.l I I 87 • .51.l I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 TDIPE.RAl\llE NOT TAllEN I o I 1 I 1 I 1 I 1 I 1 I 1 I 

I I O.OX) I I 12.57.1 I I lZ.51.l I I 12.51.1 I I 12.51.) I I 12.51.l I I 12.51.1 I 
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TABLE~ (cont.) 

PATIENT ClllftT tW<ItUt TEttPERAl\JRES 
VACCINE CONTAINING 10 OR Z0 ttcG PRP 

INVESTIGATOR 
Sl\JDY 
VACCINE 

1 HEIBEL, ROBERT E. 

LOT N.ltBER 1 
PATIENT CUSS: 
AGE RANSE 

08ZZ01 
HIB CONJUGATE - SALINE 
CK7Jl 
HEALTHY CHILDREN 
lZ-71 ttOS. 

I N.ltBER OF VACCINEES C 8 VACCIHEES ) - INJECTIQH 1 I 
1---------------------------------------------------------------------------I I DAYS POST VACCINATIQH I IO'IBER 

ttAX TEHPERATURE 1----------------------------------------------------------------------------I HITH c DEG f, ORAL ) I 7 I 8 I 9 • 10 I I • I twC TEHP 

............................................... ····························•--1-------1••······•·1••········ ···-···-NDRttlL • Z Z • Z • Z • 1 
• 28.6%) za.6Y.) • JJ.V.) I JJ.V.) I C 12.Sl) 

I • • • <99 I " 5 I 1t I J I 1 
• 57.V.J 71.'l:'.I I 66.T/.J I .SO.DY.I I c 12.Sll 
I I I I 

9t - 9t, 9 I 1 o • o I · 1 I s 
I 1'1,J:o o.GY.) I 0,01.) I C 16.7;',) I 6Z.Sl) 
I I I I 

100 - 100. 9 I o o I o I o I 1 
• C o.GX) l o.o:o I l o.GX) I I o.GX) • l 12.s:o 

-----------------------------------1----------1----------1----------•----------•--------------------------------1----------1 
TEttPERATURE TAKEN • 7 • 7 I 6 • 6 • I 8 I 

I t 87.s:o I C 87.~J I C 75.0%) I C 75.0%) I I U00.0l) I 
-----------------------------------l----------l-------··--1----------l----------l--------------------------------1----------I 

TEMPERATURE NOT JAl(EN I 1 I 1 I . Z I Z • • o I 
I C lZ,51.J I C lZ,51.) I C ZS.OX) I C ZS.OX) I I l o.olJ I 
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INVESTIGATOR s HEIBEL, ROBERT E, 
STUDY oazzo1 

TABLE 8 (cont.) 

PA!IENT COl.NT tw<Itut TEHPERATURES 
VACCINE CDlfTAINING 10 OR ZO tlCG PRP 

VACCINE HIB CONJUGATE - SALINE 
LOT Nll'BER I Cll731 
PATIENT CUSSs HEALTHY CHILINIEN 
AGE UtGl , lZ-71 IIDS, 

I tUtBER Of 'IACCINEES ( Z VACCINEES I - INJECTION Z I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I 

HA>< TE .. ERA1\ll£ 1----------------------------------------------------------------------------I 
t DEG f , ORAL I I o I l I Z I 3 I ft I s I 6 I 

....................................................... I••········ ....................................... . 
t«JltlAL l l I l l l l l 

so.OY.I so.OY.I . • so.o,o .&o.OY.I ( so.o,o so.olO SO.OY.I 

< 99 0 0 0 l l l 0 
0.01.J O.OY.I o.o;o SO.OlO S0.0%1 so.0%) 0,0%) 

99 - 99,9 0 0 l 0 0 0 l 
O,OY.) O.OY.I SO.OY.I 0.0%1 o.OY.J ( 0.0%) so.OY.) 

100 - 100.9 0 l 0 0 0 0 0 
O.OY.I .&o.0%) O.OY.I O,OY.) 0.0%) O.OY.I O,OY.) 

lM - 10ft. t 1 0 0 0 O O O 
I • .&o.01.1 c o.OY.J I c o.OY.J • o.oY.1 • 0.01.1 I • o.oY.• I • o.oY.) 

-------.---------------------------1----------1----------1----------1----------1----------1----------1----------1 TEIIIERA1\ll£ TAKEN I Z I Z I Z I Z I Z I Z I Z I 
I (100.0lO I (100.0%) I UOO.OY.I I noo.01.1 I noo.OY.) I noo.o,o I 1100,0%) I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TE .. ERAI\IIE NOT TAKEN I o I o I o I o I o I O I O I 

I ( o.OY.I I I o.OXI I ( o.OX) I I O.OY.) I ( o.OY.) I ( O.OY.J I I 0,01.) I 
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INVESTIGATOR HEIBEL, ROBERT E. 
STUDY 082201 

TABLE 8 (cont.) 

PATIENT CO.lfl' HAXltUt TEHPERATURES 
VACCINE C0ttrAINltG 10 OR 20 ~ PRP 

VACCINE I HIB CCIUJGATE - SALINE 
LOT t&NER : CK731 
PATIENT CUSS: HEALTHY CHILDREN 
ASE RANGE I lZ-71 ltlJS. 

I t&NER Of VACCINEES I Z VACCINEES) - INJECTION I I 
l------------------··---------------------------------------------------------1 I DAYS POST YACCINATI<lt I tueER 

HA>< TEHPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG f, ORAL ) I 7 I 8 I 9 I 10 I I I I MAX TEHP 

••••••••••••••••••••••••••••••••••• ·······-· ............................... ········••l••······••I-■--■--■- ......... . 
NORHAL 1 1 1 1 1 

A.V.) A.GY.J A.V.) A.V.) A.GY.) 

< " 
1 1 0 1 0 

A,O,O A.01.) o.v., 50.V.) o.o:o 

" - "·' 0 0 1 0 0 
( o.v., C o.ox, A.o:o 0.01.) I 0.0iO 

100 - 100., 0 0 0 0 0 
0.01.) o.v., o.v., o.v., I 0.01.t 

104 - 104. 9 0 0 0 0 1 
, 0.01., , 0.01., I I o.GY.1 , o.v.1 I I t so.oY.t 

-----------------------------------1----------I----------I----------I----------I--------------------------------I----------I 
TEHPERATURE TAKEN I Z I 2 I 2 I 2 I I Z I I uoo.v.1 I uoo.V.J I uoo.01.1 I uoo.01.J I I 1100.01.1 I 

-----------------------------------l----------l----------l---------l----------1--------------------------------I----------I 
TEHPEIIATURE NOT TAKEN I o I O I o I O I I o. I I t 0.01.J I t 0.01., I t o.GY.1 I t o.GY.1 I I I o.o:o I 
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INYESTlGlTOR , HEIBEL, ROBERT E. 
STUOY 0IZZ0l 

T~LE 8 (cont.) 

tW<ItUt TEttPERATURES 

VACCINE HIB CONJUGATE - SALINE 
LOT NnER , CK 731 
DOSE , 20 HCQ 
PATIENT CLASS: HEALTHY ADULTS 
ASE RANGE Z0-75 vas. 

I tuttER Of YACCINEES I 6 YACCINEESI - INJECTI~ 1 I 
1----------------------------------------------------------------------------I I . DAYS POST YlCCINATI~ I 

t1AX TEttPERATUR£ l---------~------------------------------------------------------------------1 
I DE& f • ORAL I I o I 1 I 2 I 3 I 4 I s I 6 I 

················--················ .......... ········- ........................... --..................... . NDIIHAL 1 1 1 1 I 1 I 1 1 I 
I 16. 7l I I 16. 7l I I 16. T.1.1 I 16. 7l I I I 16. 7l I I I 16. 7l I I 16. 7l) I 

I I I 
<99 4 4 4 4 I s I s s I 

66.7Y.J 66.TI.J 66.T/.J 66.7Y.J I 13.Jll I 13.JY.J 13.JY.J. 
I I I 

99 - tt., 1 o 1 1 I o I o o I 
I 16. 1l I 0.GY. I 16. V. I 16, T.1.1 I o.GY. I I o.o,O 0.0% I I 

I I I 
100 - 100. 9 o 1 o o I o I o o I 

I o.o,o I 16.T.I.J I o.GY.J I 0.0lO I I o.GY.J I I 0.0%1 I 0.0lJ I 
-----------------------------------1----------1----------1----------1----------1----------1----------1---------1 

TEHPERATURE TAKEN I 6 I 6 I 6 I 6 I 6 I 6 I 6 I 
I 1100.GY.1 I 1100.GY.I I 1100.GY.1 I 1100.0ll I 1100.GY.1 I 1100.oY.1 I 1100.oY.1 I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
TEHPERATURE NDT TAKEN I o I o I o I o I o I o I O I 

I I o.oY.J I I 0.0%) I I o.GY.J I I o.oY.J I I o.oY.J I I 0.0%1 I I 0.0%1 I 

• 
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INVESTIGATOR HEIBEL, ROBERT E. 
STIJDY 1 08ZZ01 

TABLE 8 (cont.) 

twcIIUt TEHPERAT\IIES 

VACCINE HIB CONJUI.ATE - SAUNE 
LOT t&.teER CK7Jl 
DOSE I ZO ttCG 
PATIENT CLASS& HEALTHY ADULTS 
AGE RAN.E a Z0-75 YRS. 

I NRER OF VACCINE ES l 6 YACCINEES) - IIUECTIDN 1 I 
l----------------------------------------------------------------------------1 I DAYS POST YACCIHATitlf I tueER 

HA>C TEttPERAlURE 1----------------------------------------------------------------------------I HITH 
a DEG f, ORAL I I 7 I a I 9 I 10 I I I I tw< TEHP ........................................................ , .............................. , .......... , ................... .. 

NDRHAL 1 1 I 1 1 l 
16. T/. I l 16. 7~ I I & 16. 71.1 l 16. Tl. t 16. 7i0 

I 
<99 s s I s s 1t 

83.JY.I 83.V:) I 8J.JY.) 83.31.) a 66.7l) 
I 

99 - 99. 9 o o I o o o 
o.GY.) o.~) I ( o.GY.) 0.0lO 0.01.) 

I 
100 - 100.9 0 0 I O O l 

. , o.v.1 , o.OY.1 I , o.GY.t , o.o:o , 1,.1,:a 
. -----------------------------------1----------1---------1----------.1----------1--------------------------------1----------1 

TEttPERAlURE TAKEN I 6 I 6 I 6 I 6 I I 6 I 
I uoo.GY.t I uoo.olO I U00.01.) I UOO.0lt I I noo.0Y.t I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
TEHPERAIURE NOT TAKEN I o I o I 0 I 0 I I o I 

I ( o.GY.) I l o.o:o I I 0.01.) I ( o.GY.) I I l 0.Ol) I 
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INYESTI"TOR I HEIBEL, ROBERT E, 
STUDY 1 082201 

T.ABLE 8 (cont.) 

PATIENT c,ourr HAXItut TEttPERAl\JRES 
AIIIUNISTER£D AS mE INJECTION OR Tl«> INJECTIONS 

Tl«> TO THREE ttDNTHS APART 

VACCINE NIB CIJN.AJI.ATE - SALINE 
LDT tUeEI CK 7Jl 
DOSE 1 10 ltC8 
PATIENT CUSS1 HEALTHY CNILDIIEN 
A8E IANGE I t-11 .... 

---------------------------------------------------- .-----------------------------------------------------------1 tultER Of VACCIHEES I lJ VACCINEESI - INJECTION l I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I 

11AX TDl»ERATUIE 1----------------------------------------------------------------------------I 
IDE8 F, DRAU I o I l I Z I J I • I 5 I 6 I •..•••.....•••.•...•.....••••..•.•....•....•. ·····••1ttt11 ········••I••········ .................... ■IHHttHHf■-■ 
NatAL Z Z Z I z z Z z 

I 15 •• ,0 15,'iiO l5.4iO I I 15,4".I 18.ZXI 16.7'0 15.•1.I 
I 

Ct, 5 .5 9 ·f 9 7 9 9 
JB.51.1 JB.51.1 69.UI I. I 69,ZXI 6J,6i!I 7.5.0i!J 69,ZXJ 

I 
9t - tt.t Z 4 Z I Z l l Z 

15.4".I J0,81.1 15.41.1 I I 15.4".J t,li!I B,Ji!I 15 •• i!I 
I 

100 - 100.t J z o I o o o o 
2J,VO 15,.UI 0.Oi!I I. 0.Oi!I 0.Oi!J 0.01.1 0.01.J 

I 
101 - 101,t 0 0 0 I 0 l 0 0 

o.Oi!I o.o;o 0.Oi!I I 0.01.1 t.li!I 0.01.J 0.Oi!J 
I 

lOJ - 103. t l 0 0 f 0 0 0 0 
I I 7.7i!J I C o.o·:o I C o.Oi!J I I 0.Oi!J I 0.Oi!J C 0.0i!J I o.o:o 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 n .. ERAllllE TAKEN I lJ I lJ I lJ I lJ I 11 I 12 I lJ I 
I 1100.0i! I I 1100.0:C I I 1100.01.1 I 1100.01. J I I M.61.1 I I tZ.J,O I 1100.oio I 

-----------------------------------1----------1-------·---1----~-----1----------1----------1----------1----------1 
TEttPERATIIIE NOT TAKEN I o I o I o I o I Z I 1 I o I 

I I o.Oi!I I I o.o:o I I o.Oi!I I I 0,Oi!I I I 15.~J I I 7.71.J I I 0.01.J I 

0 -J:: 
-D 
vi 



Ht~.JZJS't6070/0J/Z4/88/PAGE Z 

INVESTIQATOR NEIBEL. ROBERT E. 
SlUOY OBZZOl 

TABLE 8 (cont.) 

PATIENT CUffl HAXItUt TE .. ERAl\JRES 
ADMINISTERED AS ONE INJECTION OR THO INJECTimtS 

THO TO THIEE tDfl1fS APART 

VACCINE I HIB CONJUl;ATE - SALINE 
LOT tueER I CK7Jl 
DOSE 1 10 HC8 
PATIENT Cl.ASS& HEALTHY CHILDUN 
AR IWGE I Z-11 .... 

I tUeER Of 'IACCINEES C lJ VACCINEES) - INJECTION l I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tueER 

ttA>C TEHPERATURE l----------------------------------------------------------------------------1 HITH 
CDHf.ORAL) I 7 I e I 9 I 10 I I I IHAXTEHP 

••••••••••••••••••••••••••••••••••• .......... •••••••ltff •••••••••• .... .....- ••••••••••l••••••••••I•••••••••• ••■--••••• 
NORHAL Z . Z Z Z z 

C 16.T/.) C l.&.4:1.) l.&."4'.) 18.Z.iO I l5.4XI 

< 99 7 10 7 6 z 
58.J.iO 76. 9:'. I H.e;o 54 • .51.1 15.4l'.) 

99 - 99.t J l 4 z 4 
C ZJ.01. I C 1.no J0.81.1 18.ZXI 30.V.1 

100 - 100.t 0 0 0 1 3 

O.OXI 0.01.1 0.01.1 9.UI Z3.IXJ 

101 - 101 . t 0 0 0 0 1 

o.o.o O.Gr.l 0.01.1 C 0.01.1 7.71.1 

lOJ-103.t O O O O 1 
I o.01.) I ( 0.01.1 ( 0 . 01.) ( o .01.) I . I C 7.7%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
TPtPERAlUIE TAKEN I 12 I lJ I lJ I 11 I I 13 I 

I c 92.JY.I I UDO.DY.I I UDO.DY.I I C 84.iY.I I I ClOO.OXI I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

TEtttERAlUIE NOT TAKEN I l I O I D I Z I I o I 
I C 7.71.1 I C o.o;o I C 0.01.1 I C 15.41.) I I I O.OX) I 
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INVESTIGATOR ttEIBELt ROBERT E. 
SlUDY 08ZZ01 

TAB~E 8 (cont.) 

PATIENT CflllfT NAXll'Llt TEttPERATlJRES 
ADttlNISTERED AS ONE INJECTION OR THO INJECTIONS 

THO TO THREE NONTHS APART 

VACCINE Hl8 CON.JUI.ATE - SALINE 
LOT N.telR CK731 
DOSE 1 10 tlCG 
PATIENT CUSS1 HEALTHY CHILDUN 
AGE RANGE I t-11 tlDS. 

• tutBER Of VACCINEES I 6 VACCINEESI - INJECTION 2 • 

1----------------------------------------------------------------------------I • ·. DAYS POST VACCINATION I 
ltAX TEttPERATURE •----------------------------------------------------------------------------1 

I DE8 F • ORAL I • 0 • 1 . I Z • 3 • it • S I 6 I 
................................... ················••t1t1•··········· ...................................... ... 

NORtlAL 3 • J • J J 3 J I J 
so.v.1 • so.oi:1 • so.v., so.o:o so.01.1 so.v.1 1 so.v.1 

• • I <99 2 • J • Z 3 3 3 • Z 
JJ.31.1 • so.01.1 • • JJ.31.1 so.v., so.01.1 so.01.1 • JJ.31.1 

I • • 99 - 99. 9 o I o • l o o o • l 
o.V. J I o.V. J I 16. T✓• J o.V. J o.V. I o.v. J I 1'. T/. 1 

I • • 100 - 100. 9 1 • 0 • 0 0 0 0 • 0 
I 16.T/.I I I o.V.1 • t 0.01.1 I o.OXI t 0.01.1 I 0.01.1 • I o.OXI 

-----------------------------------•----------•----------•----------•----------•----------•----------•----------1 JEtllERATURE TAKEN • 6 • 6 • 6 • 6 • 6 • 6 • 6 I 
I 1100.01.1 I 1100.v.1 I 1100.01.1 I 1100.0:0 I 1100.v.1 • 1100.0:0 • 1100.01.1 • 

-----------------------------------•----------•----------1----------•----------•----------1----------•----------• TftltEIIATURE NOT TAKEN • o • o I 0 • o I D • 0 • o I 
I t o.01. J I I 0.01. J I I o.01. I I I o.V. I I I o.V. I I I 0.01. I • I 0.01. I I 

.o 
,.J1 
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INYESTJCilATOR I HEIBEL, ROHRT E. 
STUDY 1 082t01 

TABLE 8 (cont.) 

PATIENT CCllffl HAXI~ TEttPERATIJRES 
ADHIHISTERED AS CM INJECTJOH OR THO INJECTIONS 

THO TO THREE H0NTIIS APART 

VACCINE I HIB CONJUGATE - SALINE 
LOT IUeER I CK731 
DOSE I ID ttc& 
PATIENT CLASS1 HEALTHY CHILDUN 
AGE IWGE I Z-11 NDIS. 

----------------------------------------------------------------------------------------------------------------------------I tueER Of YACCINEES C 6 YACCINEESJ - IHJECTJOH 2 I 
l----------------------------------------------------------------------------1 I DAYS POST YACCINATJOH I tu18ER 

ttA>C TEttPEUTURE l----------------------------------------------------------------------------1 HITH 
CDESF,ORALJ I 7 I a I 9 I 10 I I I INAXTEHP 

................................................................. ········••l■■-••···••l••·······•I••········ --lftf 
N011HAL J J J JI :s 

60.0XJ 60.01.> li0.01.J 60.0Y.J I so.ox, 
I 

<99 2 J J 3 I 1 
40.01.J 60.01.1 .50.0XJ .50.0XJ I 1,.1;,.1 

I 
,, - ,,., o o o o I 1 

o.OY.J 0.01.1 0.01.1 0.01.1 I 16. 7%> 
I 

100 - 100., o o o o I 1 
C 0.0lO C o.OX) C o.OXJ C 0,01.J I C 1,.nn 

-----------------------------------I----------l--------·•-1----------l ---------1-------------------------------I--- . -----1 
n..-EIIATIIIE TAKEN I i I 6 I 6 I 6 I I 6 I 

I C 83.JlO I noo.oxt I U00.01.J I noo.01.J I I ClOO.OiO I 
-----------------------------------1----------1----------1----------1----------1-------------------------------1----------1 

TENPEIIATUI£ NOT TAKEN I l I 0 I 0 I 0 I I O I 
I c 16.T/.J I c 1.0XJ I c o.OXJ I c o.OXJ I I c 0.0%1 I 
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INVESTIGATOR HEIBEL, ROBERT E, 
STUDY a 082201 

TABLE 8 (cont.) 

PATIENT Ccx.ff t1AXIKM TEHPERATURES 
CONTAINING 6 OR 10 ttCG PRP 

ADHINISTERED AS 1NJ INJECTIONS TN> HEEKS APART 

VACCINE I HIB CONJUGATE - SALINE 
LOT NlefR r Cllt66 
PATIENT CUSS: HEALTHY CNllDlfN 
ASE RANGE : Z- 6 HDIS. 

IWC TEtFERATUtE 
IDEQ F, GRAU 

I tueER OF YACCINEES I 11 YACCINEESI - INJECTION 1 I 
1----------------------------------------------------------------------------1 I DAYS POST VACCINATION I 
1----------------------------------------------------------------------------I Io I 1 I z I 3 I <t Is I 6 I 

■•••••••■•••••••••• ..... ••••■•••••• .._. ..... ••••••••■■ --•••••••• ••••••• ... **IHHHHI ... tHHHttHt**** .......... 
NORHAL 1 1 1 1 1 1 1 

< 99 

,. - "·' 

10,0.iO 10.01.1 10.01. I 10.01. I 10.0.iO 10.01.1 10.01.) 

5 
.&O .oz) 

3 
30.01.J 

' 8 60.0%) 80,01.) 

3 1 
30.01. I I 10.01.) 

9 
90.01.1 

0 
0.01.1 

• 60.0%1 

3 
30,0%1 

7 8 
70,0.iO I 80,01.1 

Z 1 
20.0%1 10.01.1 

100 - 100. t 1 0 0 0 0 0 0 
I 10,01.) t o.OY.l I 0,01.) t 0.01.1 I o.01.) I 0.01.I t o.o:o 

-----------------------------------1----------l--------··-1----------I----------I----------I----------I----------I 
TEt91ERATUtE TAKEN I 10 I 10 I 10 I 10 I 10 I 10 I 10 I 

I I 90,91.I I t 90.9'0 I I 90,9.iO I I 90.91.1 I t 90,91.J I I 90.91.1 I I 90.91.I I 
-----------------------------------1----------1--------.. -1----------1----------1----------1----------1----------1 

TEIFERATUIIE NOT TAKEN I 1 I 1 I 1 I 1 I 1 I 1 I 1 I 
I t t.11.1 I t 9.11.~ I I t.11.1 I t 9.11.1 I t 9.11.1 I I 9.11.1 I t 9,11.1 I 
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INVESTIGATOR HEIBEL, ROBERT E. 
STUDY & 082201 

TABLE 8 (cont.) 

PATIENT Cll.t4T tw<Itut TEHPERATURfS 
CONTAINING 6 OR 10 ttC& PRP 

ADHINISTERED AS THD INJECTIONS THD HEEKS APART 

VACCINE I HIB CONJUGATE - SALINE 
LOT tl.t'BER I CL466 
PATIENT CL.ASS1 HEALTHY Cltll.DREN 
AloE llANGE I z- ' ltDS. 

I tueER OF YACCINEES I 11 YACCINEES I - INJECTic»f 1 I 
1----------------------------------------------------------------------------I I DAYS POST YACCINATlc»f I tu8ER 

ttA>C TEtlJERAl\JRE 1----------------------------------------------------------------------------I HITH 
I DE9 F, ORAL I I 7 I 8 • 9 I 10 I I • I IW< TEHP 

•••••••••••••••••••••••••••••• ..... l••••••••••l ......... ••••••••••••I•••••••••• ........... l••••••••••I•••••••••• -••••-I 
NDAHAl I 1 • 1 • 1 • 1 1 l 

I 10.0;0 I 10.ox I I 10.ox I I I 10.ox 1 10. 0lO I 
I I I I I 

<99 I 8 I 9 I 9 I 9 4 I 
I 80.0XI I 90.0XI I 90,0XI I 90.0lO 40.0lO I 
I I I I I 

99 - 99.t I 1 I o I o I o 4 I 
I 10.0XI I o.OX) I o.OXI I o.OXI 40.0XI I 
I I I I I 

100 - 100. t I o I o I o I o 1 I 
I C 0.0lO I I o.OX) I I o.OXI I I o.OXI I 10.0,0 I 

-----------------------------------1----------l----------l----------l•---------I--------------------------------I----------I 
TOIIERATUIE JAKIN I 10 I 10 I 10 I 10 I I · 'lo l 

I I 90.97.1 I c 90.97.1 I c 90.97.1 I c 90,97.J I I I 90,9lO I 
-----------------------------------1----------1----------1--- ·------1----------1--------------------------------1----------1 

RtllERATUIE t«>T TAK.EN I 1 I 1 I 1 I 1 I I 1 I 
I c t.17.1 I t t.lU I t 9.lXI I I 9.V.1 I I I 9.lXI l 

0 



HFLU/Z3!ilt6070/0J/30/88/PAGE J 

INVESTIGATOR I HEIBEL, ROBERT E. 
STUDY 1 082201 

TABLE 8 (cont.) 

PATIENT COllfT tW<ItUt TEHPERATURES 
CONTAitNING 6 OR 10 tlCG PRP 

ADNlNISTERED AS THO INJECTIONS THO MEEKS APART 

VACCINE I Hl8 CCINJUGAT£ - SALINE 
LOT tu'BER I CL't66 
PATIENT CUSS, HEALTHY CNJLDREN 
AGE IWGE I Z- 6 tm. 

I tueER Of YACCINEES C 10 YACClNEESI - INJECTION Z I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I 

NA>C TEHPERATURE 1----------------------------------------------------------------------------I 
C DElil F • ORAL I I O I 1 I Z I J I 4 I s I 6 I 

•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••I•••••••••• ••••••••••I•••••••••• ••••••■IHHII•••••••••• 
NDIIHAL I 1 I z I z z I z z I z 

I I 10,0lO I C zo.oio I C Z0.CJX) C zo.o,o I C zo.o:o I Z0.0%) I C Z0.0%) 
I I I I I 

<99 I 6 I s I 7 7 I 6 6 I 7 I 60.0X I I H.V. I I 70.V. I 10.oY.1 I 60.0,0 60.0iO I 70.0% I 
I I I I I 

99 - 99.9 I Z I Z I 1 1 I Z Z I l 
I Z0.DiO I I zo.o;o I 10.v.) 10.01.) I Z0.V.) Z0.01.) I 10.01. I 
I I I I I 

100 - 100. 9 I 1 I l I o o I o o I o 
I C 10.V.) I C 10.V.) I C o.V.1 C 0.01.) I C o.V.) C o.V.) I C 0.0%1 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 TEHPERAlWE TAKEN I 10 I 10 I 10 I 10 I 10 I 10 I 10 I 
I Cl00.01. I I ClOO,V.J I Cl00.01.) I ClOO.0lO I ClOO.0Y.) I ClOO,0Y.I I Cl00.0Y.) I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 TDIPERAlWE NDT TM.EN I o I o I o I o I 0 I o I O I 
I C o.o.iO I C o.V.J I C 0.01.1 I C 0.01.1 I C 0.0%) I C o.0%1 I C 0.0%) I 

t:: 
0 
C, 
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INVESTIGATOR I HEIBEL, ROBERT E. 
STUDY 1 082Z01 

TABLE 8 (cont.) 

PATIENT COlffl tW<ItUt TEttPERAT\JRES 
C0Nl"AININB 6 OR 10 tlCG PRP 

AOHINISTERED AS THO INJECTIONS THO HEEICS APART 

VACCINE I HIB CONJUQATE - SALINE 
LOT tueER I CL466 
PATIENT CUSS1 HEALTHY CHIUNIEH 
MiE RANGE I z- • ttQS. 

I tueER Of VACCINEES l 10 VACClNEES) - INJECTION Z I 
1----------------------------------------------------------------------------1 I DAYS POST VACCINATION I tUmER 
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(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4)

(b) (4)

PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

5869I/217I 

Haemophil us 
meningitidis 
#870 

b 
Outer 

Conjugate 
Membrane 

Vaccine (Neisseria 
Protein Complex), Study 

To evaluate safety and immunogenicity in healthy 
infants 2 to 6 months of age of Haemophilus b 
Conjugate Vaccine (Neisseria meningitidis Outer 
Membrane Protein Complex) reconstituted in saline or 
aluminum hydroxide diluent. 

Haemophilus b 
meningitidis Outer 
Lot 1002/C-L466 -

Conjugate Vaccine (Neisseria 
Membrane Protein Complex) 

polysaccharide/ml 
mcg meningococcal protein/ml 

Lot 1018/C-M679 - mcg polysaccharide/ml 
- mcg meningococcal protein/ml 

Diluent 

Saline diluent 
Lot ~-----

Aluminum 
Lot 

Edwin L. Anderson, M.D. 
Department of Medicine 
Marshall University School 
Huntington, West Virginia 

Robert B. Belshe, M.D. 
Department of Medicine 
Marshall University School 
Huntington, West Virginia 

of Medicine 
25701 

of Medicine 
25701 

John Marshall Medical Services 
Marshall University · 
Huntington, West Virginia 25701 

25AUG88 

01501 
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DATE STUDY 
INITIATED: November 2, 1984 

DATE STUDY 
COMPLETED: January 14, 1988 

STUDY POPULATION: A total of 29 healthy infants (12 male and 17 female) 
2 to 6 months of age were included in the study. 

STUDY PROCEDURE: Healthy infants 2 to 6 months of age received two 0.5 
ml (10 mcg polysaccharide) intramuscular injections of 
vaccine reconstituted in saline or two 0.65 ml (13 mcg 
polysaccharide) intramuscular injections of vaccine 
reconstituted in alumuminum hydroxide, one month apart. 

RESULTS: 

58691/217! 

Parents or guardians were required to record the 
vaccinee 's temperature and any systemic or injection 
site reactions for 5 days after each injection of 
vaccine. Unexpected or serious reactions were to be 
reported immediately to the study physician. 

A blood sample was obtained immediately before the 
first injection and 4 weeks after the second 
injection. Additional blood samples were obtained 
6-12 months and 18-24 months after the second 
injection of vaccine. 

J!. 
by 

also 

All se!'\.!..'!I samples were assayed for antibody to 
influenzae type b capsular polysaccharide 
radioimmunoassay (RIA). Selected samples are 
tested for serum bactericidal activity. 

Demographic information and individual pre and post 
vaccination antibody data for each vaccinee enrolled 
in the study is reported in Table 1. 

1. Nwnber Vaccinated: 

Lot Formulation Injection No. 
_1_ .....L 

1002/C-L466 Saline 15 14 
1018/C-M679 Alum 14 12 

25AUG88 

01502 
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Lot 

- 3 -

2. Serologic Results: 

Antibody responses (RIA) prior to vaccination and 
1 month after the second injection are as follows: 

Dose '¾ With Anti-PRP GMT (mcg Abl'.ml) 
Formulation~ Time >. 15 mcg Abl'.ml > 1. 0 mcg Abl'.ml All Vaccinees 

1002/C-L466 Saline 10 Pre 31 ( 4/13) 0 ( 0/13) o. 11 

2 Mos. 100 (13/13) 92 (12/13) 2.28 

1018/C-M679 Alum 13 Pre 58 ( 7/12) 17 2/12) 0.21 
2 Mos. 100 ( 12/12) 42 5/12) 0.90 

Antibody responses (by lot) prior to vaccination 
through 24 months are included in Tables 2 and 3. 

3. Clinical Results; 

The frequencies of reactions during the 5 days 
following vaccination are as follows: 

'¾ Freguency 
Type of Reaction Lot Formulation Injection 1 Injection 2 

Injection Site 1002/C-L466 Saline 20 3/15) 50 (7/14) 
1018/C-M679 A1um 21 3/14) 17 (2/12) 

Systemic 1002/C-L466 Saline 67 ( 10/15) 43 (6/14) 
1018/C-M679 Alum 29 ( 4/14) 42 (5/12) 

Reaction frequencies and maximum temperatures 
reported during the five days following each 
injection of vaccine are reported in Tables 4-6. 

No serious or alarming reactions attributable to 
vaccine were reported. 

25AUG88 

01503 
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HFLU/Z3546090/04/23/88/PAGE I 

TABLE 1 
DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR : ANDERSON. EDWIN 
STUDY 087001 
VACCINE HIB CONJUGATE - SALINE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

F 2M 0 001 PREBLEED 467 QNS 
0 011 INJ 1 CL466 10 MCG 

26 021 INJ 2 CL466 10 MCG 
55 021 BLEED 1 1769 16 

F 2M 0 001 PREBLEED 246 < 2 
0 011 INJ 1 CL466 10 MCG 

28 021 INJ 2 CL466 10 MCG 
62 021 Bl.EEO 1 2037 16 

279 071 BLEED 2 3671 
629 071 BLEED J 1611 

F 2M 0 001 PREBLEED < 62 
0 011 INJ I CL466 10 MCG 

33 021 INJ 2 CL466 10 MCG 
63 021 BLEED 1 2411 

219 071 BLEED 2 81 

F 2M 0 001 PREBLEED < 125 
0 011 INJ 1 CL466 10 MCG 

28 021 INJ 2 CL466 10 MCG 
56 021 Bl.EEO 1 1591 

471 021 BLEED 2 216 

F 2M 0 001 PREBLEED < 125 
0 011 INJ 1 CL466 10 MCG 

28 021 IHJ 2 CL466 10 MCG 
56 021 BLEED 1 2863 

471 021 BLEED 2 < 125 

M 2M 0 001 PREBLEED 186 < 2 
0 011 INJ 1 CL466 10 MCG 

35 021 INJ 2 CL466 10 MCG 
63 021 BLEED I 5236 16 

372 021 BLEED 2 542 
694 021 BLEED J 494 

.. 2M 0 001 PREBLEEO < 62 
0 01 I INJ I CL466 10 MCG 

29 021 INJ 2 CL466 10 MCG 
57 021 BLHO 1 629 

Jl 
-~ 
.;::: 
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HFLU/ZJ546090/04/2J/HH/PAGE 2 

TABLE 1 (cont.) 

DEMOGRAPHICS / EVENTS LI STING 

INVESTIGATOR : ANDERSON, EDWIN 
STUDY 0B7001 
VACCINE HIB CONJUGATE - SALINE 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAV DATE PHASSQ EVENT LOT DOSE CODE RIA SBA ..............................• ., ....•........................................................................ 
M 2M 202 071 BLEED 2 254 

f 3M 0 001 PREBLEED < 62 < 2 
0 011 INJ 1 CL466 10 MCG 

36 021 INJ 2 CL466 10 MCG 
75 021 BLEED 1 1537 < 2 

303 071 BLEED 2 591 
513 071 BL[ED 3 141 

f 3M 0 001 PRE:BLEED < 125 
0 011 INJ 1 CL466 10 MCG 

33 021 IN.' 2 CL466 10 MCG 
61 021 BLHD 1 2465 

F 2M 0 001 PRE BLEED " 125 
0 011 INJ 1 CL466 10 MCG 

32 011 BLE:ED 1 6992 

F 4M 0 001 PRtBLEEO < 125 QNS 
0 011 IN,;; 1 CL466 10 MCG 

34 021 INJ 2 CL466 10 MCG 
56 021 BLEED 1 3607 B 

F 4M 0 001 PREBLEED < 62 < 2 
0 011 INJ 1 CL466 10 MCG 

27 021 INJ 2 CL466 10 MCG 
54 021 BLEED 1 01 2375 16 

656 071 BLEED 2 310 
656 091 INJ 3 POLYS 25 MCG 
69B 091 BLEED 3 10843 

F 4M 0 001 PREBLEED < 125 
0 011 INJ 1 CL466 10 MCG 

62 021 INJ 2 CL466 10 MCG 
97 021 BLEED 1 05 3274 

891 021 BLEED 2 05 216 

f SM 0 001 PREBLEED 142 < 2 

0 011 INJ 1 CL466 10 MCG 
28 021 INJ 2 CL466 10 MC& 
63 021 BLEED 1 2425 8 

•JI 
::, 
J1 



(b) (6) (b) (6) (b) (6)

HfLU/?3546090/04/23/88/PAGE 3 

INVESTIGATOR : 
STUDY 
VACCINE : 
PATIENT CLASS : 

ANDERSON, EDWIN 
087001 
HJB CONJUGATE - SALINE 
HEALTHY CHILDREN 

TABLE 1 (cont.} 

DEMOGR•PHJCS / fVENTS LISTING 

CASE SEX RACE BIRTH AGE GROUP DAV DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

f 5M 381 071 BLEED 2 582 
668 091 INJ 3 POLVS 25 MCG 
819 091 BLEED 3 15924 

M 6M 0 001 PREBLEED 253 < 2 
0 011 JNJ 1 CL466 10 MCG 

28 021 JNJ 2 CL466 10 M<::G 
63 021 BLEED 1 4487 32 

381 071 BLEED 2 956 
668 091 JNJ 3 POLVS 25 MCG 
819 091 BLEED 3 29125 



(b) (6) (b) (6) (b) (6)

. HFLU/Z3546090/04/23/88/PAGE 4 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR I ANDERSON, EDWIN 
STUDY 087001 
VACCINE HJB CONJUGATE - ALUM 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAV DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M 6M 0 001 PREBLEED < 125 
0 011 JNJ 1 CM679 13 MCG 

22 021 JNJ 2 CM679 13 MCG 
50 021 BLEED 1 1574 

F SM 0 001 PREBLEED < 125 
0 011 JNJ 1 CM679 13 MCG 

26 021 JNJ 2 CM679 13 MCG 
54 021 BLEED 1 990 

743 071 BLEED 2 06 > 5000 

F SM -7 001 PRl:BLEED 306 
0 011 JNJ 1 CM679 13 MCG 

28 021 IN.I 2 CM879 13 MCG 
56 021 BLf'ED 1 186 

144 021 BLl:ED 2 142 
487 071 BLHD 3 06 3140 

M 4M u 001 PRI .BLEED 190 
0 011 JN,, l CM679 13 MCG 

32 021 JN.J 2 CM679 13 MCG 
60 021 BLF.ED 1 19602 

476 071 BLl:ED 2 8943 

M 3M 0 001 PREBLEED < 125 
0 01 l IN.I 1 CM679 13 MCG 

33 021 JNJ 2 CM879 13 MCG 
61 021 BU:ED 1 1670 

M 2M 0 001 PREBLEED 3172 
0 01 I JNJ' 1 CM679 13 MCG 

34 021 IN JJ 2 CM679 13 ~CG 
62 021 BLEED 1 3067 

F 2M 0 001 PRE-.BLEEO 263 
0 011 JNJ 1 CM679 13 MCG 

28 021 INJ 2 CM679 13 MCG 
56 021 BLEED 1 214 

136 071 BLEED 2 06 4029 
448 071 BLEED 3 06 2438 

M 2M 0 001 PREBLEED 372 



(b) (6) (b) (6) (b) (6)

HFLU/Z3546090/04/23/88/PAGE 5 

TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR ANDERSON, EDWIN 
STUDY 087001 
VACCINE HIB CONJUGATE - ALUM 
PATIENT CLASS, HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAV DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

M 2M 0 011 INJ 1 CM679 13 MCG 
35 021 INJ 2 CM679 13 MCG 
63 021 BLEED 1 4421 

M 2M 0 001 PREBLEED < 125 
0 011 INJ 1 CM679 13 MCG 

26 021 INJ 2 CM679 13 MCG 
54 021 BLEED 1 361 

M 2M 0 001 PREBLEED < 125 
0 011 INJ 1 CM679 13 MCG 

28 021 INJ 2 CM679 13 MCG 
57 021 BLEED 1 188 

293 071 BLEED 2 149 

M 2M 0 001 PREBLEED 154 
0 011 INJ 1 CM679 13 MCG. 

66 011 BLEED 1 748 

F 2M 0 001 PREBLEED < 125 
0 011 INJ 1 CM679 13 MCG 

50 011 BLEED 1 306 

F 2M 0 001 PREBLEED 232 
0 011 INJ I CM679 13 MCG 

28 021 INJ 2 CM679 13 MCG 
57 021 BLEcO 1 290 

215 071 BLE.:D 2 730 
334 071 BLEl:D 3 315 

M 3M 0 001 PREilLEED 2293 
0 011 • INJ 1 CM679 13 MCG 

29 021 INJ 2 CM679 13 MCG 
58 021 BLE::O 1 544 

345 071 BLEl:D 2 < 125 



11~LU/L ,6210/07/26/88/I 

INVESTIGATOR 
'.,TUOV 
VAC:ClNE 
A'.':J.AV 
I.OT NUMBER 
I.J(J!)t 

PUPULATION 

ANDERSON, EDWIN 
087001 
HIB CONJUGATE - SALINE 
RIA 
CL466 
10 MCG 
HEALTHY CHILDREN 

" WITH 

TABLE 2 
A N T I B O O V R E S P 6 N S E S 

ADMINISTERED AS TWO INJECTIONS ONE MONTH APART 

ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML > 1.0 MCG AB/ML " >2 FOLD MEAN 
•••••••••• •••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• •••••• 

1.- 6 MOS. PRE INJ 31 ( 4/ 13) 0 ( 0/ 13) 
2 MONTHS 100 ( 13/ 13) 92 ( 12/ 13) 100 ( 13/ 13) 14.3 
6/12 MONTHS 80 ( 4/ 5) 20 ( 1 / 5) 80 ( 4/ 5) 3 . 3 
13/23 MONTHS 75 ( 6/ 8) 13 ( 1 / 8) 63 ( 5·1 8) 2.5 

. 
GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0. 105 ( 13) 
2.284 ( 13) 
0.451 ( 5) 
0.357 ( 8) 

FOOTNOTE ( S): 
IF A TITER IS REPORTED AS <.125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

, 

::::> -•J1 
0 
--0 



ll~LU/L 0210/07/26/8B/2 

11-IVtSTJGATOR 
:, TUOV 
vAC:CINE 
A :-. SAV 

Lill NUMBER 
IHJ~E 
l'l1PULAT I ON 

AGE ........... 

2- 6 MOS. 

ANDERSON, EDWIN 
0B7001 
HIB CONJUGATE - ALUM 
RIA 
CM679 
13 MCG 
HEALTHY CHILDREN 

TABLE 3 
A N T I B O D V A E S P O N S E S 

ADMINISTERED AS TWO INJECTIONS ONE MONTH APART 

" WITH ANTI-PRP FOLD RISE 

">2 FOLD 
TIME 

(MONTHS) 
•••••••••••• 

PAE INJ 
2 MONTHS 
6/12 MONTHS 
13/23 MONTHS 

----------------------------------
>. 15 MCG AB/ML >1.0 MCG AB/ML 
••••••••••••••• • •••••••••••••• 

5B 7/ 12) 17 ( 2/ 12) 
100 12/ 12) 42 ( 5/ 12) 
33 1 / 3) 0 ( OJ 3) 

100 1 / 1 ) 100 ( I/ 1) 

• •••••••••••••• 

50 
0 

100 

6/ 12) 
0/ 3) 
I/ I) 

MEAN 
•••••• 

3.2 
0.4 

47. 1 

GMT MCG AB/Ml (N) 

All 
VACCINEES 

• •••••••••••••••• 

0.214 
0.903 
0. 143 
B.943 

12) 
12) 
3) 
1 ) 

FOOTNOTE ( S): 
IF A TITER JS REPORTED AS <.125, THEN . 125 JS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 JS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 -·..n -0 



HFLU/C, 330/08/23/BB/1 

ANDERSON, EDWIN 
087001 

TABLE 4 
CL I N I CAL CO~ P. LA I NT S B ¥ FREQUENCY 

ADMINISTERED AS TWO INJECTINS ONE MONTH APART 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
POPULATION 
AGE RANGE 

HIB CONJUGATE - SALINE 
CL466 

DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

10 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 
DAYS OTO 6 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

HIB CONJUGATE - SALINE 
INJECTION: 

15 

5 
10 

0 

33.3 %) 
66.7 %) 

NO. OF VACCINEES % BASED I 
WITH ON 15 I 

CLINICAL COMPLAINTS CLINICAL COMP. VACCINEES I 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

PAIN/SORENESS, INJ . SITE 
ERYTHEMA, INJECTION SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
NASAL DISCHARGE 
PROLONGED CRYING, >1/2 HR 
CERUMEN IMPACTION 
COUGH 
CRYING 
RASH 
SINUSITIS, CHRONIC 
TEETHING 

3 
2 
1 

10 
10 

2 
2 

20 . 0 
13.3 
6.7 

66.7 
66.7 
13.3 
13.3 
6.7 
6.7 
6.7 
6.7 
6.7 
6.7 

I 
I 
I 
I 
I 

0 -~ --
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ANDERSON, EDWIN 
087001 

TABLE 4 (cont.) 
C L I N I C A L C O ~ P L A I N T S B Y F R E Q U E N C y 

ADMINISTERED AS TWO INJECTINS ONE MONTH APART 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
POPULATION 
AGE RANGE 

HIB CONJUGATE - SALINE 
CL466 

DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

10 MCG 
HEALTHY CHILDREN 

2- 6 MOS. 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE - SALINE 
INJECTION : 2 

14 

4 
10 

0 

NO. OF VACC I NEES 
WITH 

CLINICAL COMP. 

'JI, BASED 
ON 14 

VACCINEES 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

INOURATION, INJECTION SITE 
PAIN/SORENESS, INJ. SITE 
ECCHYMOSIS, INJECTION SITE 
ERYTHEMA, INJ. SITE (<=1 IN . ) 
ERYTHEMA, INJ. SITE (>1 INCH) 
ERYTHEMA, INJECTION SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
PROLONGED CRYING, >1/2 HR 

7 
2 
2 
1 
1 
1 
1 

6 
5 
1 

50.0 
14 . 3 
14.3 
7. 1 
7. 1 
7. 1 
7. 1 

42.9 
35.7 
7. 1 

·~ -1./1 -rv 
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TABLE 4 (cont.) 
I 

C L I N I C A L C O M P L A I N T S B Y F R E Q U E N C y 
ADMINISTERED AS TWO INJECTINS ONE MONTH APART 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

ANDERSON, EDWIN 
087001 
HIB CONJUGATE - ALUM 
CM679 
13 MCG 
HEALTHY CHILDREN 

2- 6 MOS . 
DAYS OTO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

I 
I 
I 
I 
I 

I 
I 
I 
I 
I 

HIB (,ONJUG14TE 
INJECTI0-'4: 

14 

7 
7 
0 

( 50.0 ,C,) 
( 50.0 ,C,) 

NO. OF VACCINEES 
WITH 

CLINICAL COMP. 

% BASED 
ON 14 

VACCINEES 
•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

ERYTHEMA. INJ . SITE (<=1 IN . ) 
ERYTHEMA, INJ . SITE (>1 INCH) 
INDURATION , INJECTION SITE 
INFLAMMATION , INJ . SITE 

SYSTEMIC REACTIONS 
IRRITABILITY 
COUGH 
NASAL DISCHARGE 
VOMITING 

I 
I 
I 
I 
I 

I 

3 
1 
1 
1 
1 

4 
2 
1 
1 
1 

21 .4 
7 . 1 
7 . I 
7. I 
7 . 1 

28.6 
14.3 

7 . I 
7. 1 
7. I 

,Jl .... 



HFLU/C - .330/08/23/88/5 

TABLE A (cont.) 
C L I N I C A L C O M P L A I N T S B ~ f R E Q U E N C Y 

ADMINISTERED AS TWO INJECTINS ONE MONTH APART 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
POPULATION 
AGE RANGE 
DAYS OF FOLLOWUP 

VACCINE 

TOTAL VACCINEES 

ANDERSON, EDWIN 
087001 
HIB CONJUGATE - ALUM 
CM679 
13 MCG 
HEALTHY CHILDREN 

2- 6 MOS . 
DAYS D TO 5 

VACCINEES WITH NO COMPLAINTS 
VACCINEES WITH COMPLAINTS 
VACCINEES WITH NO DATA 

CLINICAL COMPLAINTS 

HIB CONJUGATE 
INJECTION: 2 

12 

6 50 . 0 %) 
6 50.0 %) 
0 

NO. OF VACCINEES 
WITH 

CLINICAL COMP . 

% BASED 
ON 12 

VACCINEES 
••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
LOCAL REACTIONS (INJECTION SITE) 

INDURATION, INJECTION SITE 
ERYTHEMA, INJ. SITE (<=1 IN . ) 

SYSTEMIC REACTIONS 
IRRITABILITY 
COUGH 
NASAL DISCHARGE 

2 
2 
1 

5 
4 
2 
1 

16.7 
16.7 
8.3 

41. 7 
33.3 
16.7 

8 . 3 

r::, 



I 
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ANDERSON, EDWIN 
087001 

TABLE 5 

PATIENT courr CLINICAL COMPLAINTS 
ADMINISTERED AS THO INJECTIONS ONE HONTH APART 

INVESTIGATOR 
ST\JDY 
VACCINE 
LOT NHSER 
DOSE 

HIB CONJUGATE - SALINE 
CL466 

PATIENT CLASS: 
AGE RANGE 

10 HCG 
HEALTHY CHILDREN 
z- 6 HOS. 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE - SAU I tu-eER OF VACCINEES ( 15 VACCINEESJ - INJECTION: 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I MJMBER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I 1 I 2 I 3 I 4 I .5 I ICOHPLAINTS 

---·····························••l••······••l••······••ltHHHHttHHHHfltHHHttHt--ltHHHHHt•ttHl--•-•-l••······••l-•H-LOCAL REACTIONS I 2 I 1 I o I o I o I o I I 3 
I , 14. 3% > I , 6. 7% > I , o. o:o I , o . 0% > I , o . o,o I t o. o:o I I 20. 0% > 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
ERYTHEHA, INJECTION SITE I 1 I o I o I o I o I o I I 1 

I 7.V.J I o.o%J I o.o%J I D.O%J I o.O%J I o.o%J I I 6.7%> 
I I I I I I I I 

PAIN/SORENESS, INJ. SITE I 1 I 1 I O I O I o I o I I 2 
I c 7.V.J I 1 6.7%> I l o.o%J I l 0.0%> I l o.o%J I l o.o%J I I 13.3%> 

-----------------------------------1----------1----------1----------1----------1----------1---------~1----------1 
SYSTEMIC I a I .5 I 3 I 4 I o I o · I I 10 

I l .57. V. J I l 33. 3iD I l 20. 0% J I t 26. 7% > I t o. 0% J I l o. 0% J I I 66. 7% > 

DIGESTIVE SYSTEH 0 0 0 1 0 0 l 
0.0%) o.o;n o.o:o ,. 7Y.) O.OY.J O.OY.J 6.7%) 

TEETHING 0 0 0 1 0 0 l 
o.oY. J o.o:o 0.0%) 6.7)0 o.o:o o.oY. J 6.77.) 

NERVOUS SYSTEH I PSYCHIATRIC 8 4 2 1 0 0 10 
57. lY. J 26. 1.i: J 13.3Y.) 6.7Y.) O.OY.J 0. 07.) 66. 77. J 

CRYING 0 1 1 1 0 0 1 
0.0%) 6.7%) 6. 7Y. J 6. T/.J 0.0%) 0. 0Y. J 6. T/.1 

IRRITABILITY 8 4 2 l 0 0 10 
57,lY.J 2,.1:0 13.37. J 6. 77. J 0. 07. J 0.07. J 66.77.) 

PROLONGED CRYING, >l/2 HR 2 0 0 0 0 0 2 
14, 3Y. J o.o:o 0.0%) O,OY. J 0.0%) O.OY. J 13.3%) 

RESPIRATORY SYSTEH 0 0 0 z 0 0 2 
O. 0Y. J o.o.i!J O.OY.J 13.3%) O.OY.J 0. 0Y. J 13.3%) 

=> -J1 -·Jl 
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INVESTIGATOR ANDERSON, EDWIN 
STUDY 087001 

TABLE 5 (con,t.) 

PATIENT C<XJNT CLINICAL COHPLAINTS 
ADMINISTERED AS THO INJECTIONS ONE MONTH APART 

VACCINE HIB CONJUGATE - SALINE 
LOT M.teER s CL466 
DOSE : 10 HCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RAtGE I Z- 6 ttDS, 

-------------------------------------------------------------------------------------·--------------------------------------
VACCINE s HIB CONJU9ATE - SALi I M.teER OF VACCINEES ( 15 VACCINEES) - INJECTIONz l I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tlJHBER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COtlPLAINTS I O I l I Z I 3 I 4 I 5 I !COMPLAINTS 

·••••·•·••·••••·••••··•·•···•••···• •···•••··• NNNN•NNNNN tHHHHHflHfff NNNNNNNNN• IHHHHtlHtlHHf NN.NNNNNN• iHHHHHtlHHf• lHHflHHE•IHHE 
CQU;ff 0 0 0 l 0 0 l 

NASAL DISCHARGE 
( 

SINJSITIS, CHRONIC 

SKIN & SKIN APPENDAGE 

0.0%) o.o:o ( 0.0%) 6.7%) 0.0%) 0.0%) 6.7%) 

0 0 0 
0.0%) 0.0%) 0.0%) ( 

0 0 0 
0.0%) 0.0% J 0.0%) 

0 l l 
0.0%) 6. 1::) I 6.7%) 

J 

z 0 
13.3%) 0.0%) 

l 0 
6. 7%) 0.0%) 

l 0 
6.7%) I 0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
o.o:o 

2 
13.3%) 

l 

"· 7%) 

l 
I 6.7%) 

RASH 0 1 l I l 0 0 l 
o.o%J 6.TI.J 6.7%> I 6.7:0 o.oY.> 0.0%> 6.1:0 

I 
SPECIAL SENSES O O O I l O O l 

o. ox> o. o:: > o. ox> I 6. 7% > o. ox> l o. o:o l 6. 7%, 
I 

CERll'IEN IHPACTION O O O I 1 0 0 l 
I I o.o%J 11 O,O%J I o.o%J I I 6,7Y.J l O,O%J l O.OY.J 6.7%) 

-----------------------------------1----------l-------··--1----------I----------I----------I----------I----------I 
VACCINEES HITH C<11PLAINTS I 8 I 5 I 3 I 4 I O I O I I 10 

Ir 57.1%> I l 33.3i~J 11 20.0%> I I Z6,7%> I I o.o%J I l 0.0%> I I 66.7%> 

-----------------------------------1----------1-· -----··--l----------l----------l----------1----------1----------1 
VACCINEES HITH NO COHPLAINTS I 6 I 10 I lZ I 11 I 3 I 2 I I 5 

I l 42. 9;0 I ( 66. r,: > I I ao. 0% > I ( 73. 3% J I 1100. o:o I 1100. ox > I I 33. 3% , 
-----------------------------------1----------l-------··--I----------I----------I----------I----------I----------I 
TOTAL VACCINEES REPORTING I l't I 15 I 15 I 15 I 3 I 2 I I 15 

I I I I I I I I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH NO DATA I l I O I O 1 · 0 I 12 I 13 I I 0 

I I I I I I I I 

J1 

.,., 
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INVESTIGATOR ANDERSON, EDWIN 
STUDY 087001 

TABLE 5 (cont.) 

PATIENT COUNT CLINICAL COHPLAINTS 
ADHIHISTERED AS THO INJECTIONS ONE HONTH APART 

VACCINE I HIB C<NJUGATE - SALINE 
LOT N.tBER CL466 
DOSE 1 10 ttCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 2- 6 HOS. 

----------------------------------------------------------------------------------------------------------------------------
VACCINE I HIB Cc»UU.ATE - SALi I tueER OF VACCINEES I 14 VACCINEES J - INJECTION: 2 I 

1----------------------------------------------------------------------------I I DAYS POST VACCINATION I tu18ER 
l----------------------------------------------------------------------------1 HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 
•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••l••••••••••I•••••••••• 
LOCAL REACTIWG I 4 I . 5 I 1 I 1 I 1 I l I I 7 

I I 28.6XJ I I 35.7XJ I I 7.V.J I I 7.lXJ I I SO.OX> I I SO.OX) I I I SO.OX) 

----------------------------------- ---------- ---------- ---------- ---------- ---------- ---------- ----------
ECCHYNOSIS, INJECTION SITE 0 0 l 0 0 0 l 

o. ox) 0.0%) ( 7.UO O.OXJ o. ox) O.OXJ I 7.11.) 

ERYTHEHA, INJECTION SITE 0 1 0 0 0 0 l 
O.OXJ 7.1%) O.OX) 0 .ox J 0 .ox J O.OXJ ' 7.1%) 

ERYTHEHA, INJ, SITE l>l INCH) 0 0 0 l l l l 
O.OX) ( 0. 0.%) ( 0.0.%) ' 7 .1.% J I 50.0.%) C 50.0Y.) ( 7,lY.J 

ERYTHEHA, INJ, SITE l<sl IH.) l 1 0 0 0 0 l 
7.1%) 7. lX J ( 0. ox) ' o.ox) ' 0. ox J ' O.OX) C 7.lY.J 

INDURATIOH, INJECTION SITE 1 2 0 0 0 0 2 
7,lXJ H.JXJ ( O.OXJ ( o.ox) 0. ox J 0.0.%) C 14.3Y. J 

PAIN/SORENESS, INJ. SITE 2 1 0 0 0 0 2 
I 14.3.% J I I 7.liO I o.ox J I 0.0.%) I I o.ox J I o.o.%) 14.3XJ 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEMIC I s I l I o I o I o I o I I 6 

11 35.7%) I I 7.lY.J 11 O.OXJ 11 o.o¼J I I o.OXJ I I O.OXJ I I 42.9Y.J 

-----------------------------------------------------------------------------------------------------------------I I I I I I I 
NERVOUS SYSTEM & PSYCHIATRIC I 5 I l I 0 I 0 I 0 I 0 I 6 

I 35. 7;0 I ( 7.1%) I ' o.o;o I ' 0.01.) I ' 0. ox J I ' 0.0%) I ( 42.9%) 
I I I I I I I 

IRRITABILITY I 4 I l I 0 I 0 I 0 I 0 I s 
I ' 28. 6Y. J I ' 1.1;0 I ( 0.0.%) I ' O.OY.J I ( O.OY.J I ' 0.0%) I ( 35. 7%) 
I I I I I I I 

PROLONGED CRYING, >Vt HR I l I 0 I 0 I 0 I 0 I 0 I l 
I ( 7.V.J I 0.0%) I ( 0.0.%) I ' 0. 0.% J I 0. 0.% J I ' O.OX) I ' 7.lY.) 

J1 -~ 
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INVESTIGATOR: ANDERSON, EDWIN 
ST\JOY : 087001 

TABLE 5 (cont.) 

PATIENT COUNT CLINICAL CONPLAINTS 
AOHINISTERED AS THO INJECTIONS ONE HONTH APART 

VACCINE I HI& CONJUGATE - SALINE 
LDT MHJER I CL466 
DOSE 10 HCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE : t- 6 ttDS. 

----------------------------------------------------------------------------------------------------------------------------
VACCINE I HI8 CONJUGATE - SALi I ~R OF VACCINEES l l't VACCINEES) - INJECTION: 2 I 

1--------------------------------. -------------------------------------------1 
I DAYS POST VACCINATION I NMBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COHPLAINTS I O I l I 2 I 3 I 't I 5 I !COMPLAINTS 

-----------------------------------l----------1----------1----------1----------l----------l----------l----------l•--••IHffHfl 
VACCINEES HITH COttPLAINTS I 7 I 6 I l I l I l I l I I 10 I 

I , so.0%1 I , 42.9%J I t 1.1%1 I , 1.1%1 I t so.o%l I t so.0%1 I I t 7l.4%J I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 

YACCINEES KITH NO COHPLAINTS I 7 I 8 I 13 I 13 I 1 I l I I 4 I 
I , so.0%1 I I 57.l.%J I ( 92.9%) I l 92.9%·1 I I so.0%1 I I so.o%J I I I 28.6lJ I 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I I 
TOTAL YACCINEES REPORTING I 14 I 14 I 14 I 14 I 2 I 2 I I 14 I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
YACCINEES HITH NO DATA I o I O I O I O I 12 I 12 I I 0 

I I I I I I I I 
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INVESTIGATOR: ANDERSON, EDWIN 
STUDY 1 087001 
VACCINE I HIB CONJUGATE - ALUM 
LOT N.teER CH679 
DOSE 13 HCG 
PATIENT CLASS: HEAL THY CHILDREN 
AGE RANGE I Z- 6 tm. 

TABLE 5 (cont.) 

PATIENT COl.tlT CLINICAL COHPLAINTS 
A0HINISTERED AS THO INJECTIONS ONE HONTH APART 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE • N.teER OF VACCINEES C 14 VACCINEESJ - INJECTION: 1 I 

1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I MJMBER 

1----------------------------------------------------------- -----------------1 HITH 
CLINICAL Cot1PLAIHTS I 0 I 1 • Z I 3 I 4 I S I ICOHPLAINTS 

·································••l1HHHHHHHHHfl••······••l••······••l••······••l•1ttt-••·········••l••······••l••1ttt•••IHHf LOCAL REACTIONS • Z I 2 • 1 • 1 I o I o I I 3 
I C 14.3%J I I 14.3%) I I 7.V.J I I 7.1%J I I 0.0%> I I o.o%J I I Zl.4%> 

----------------------------------- ---------- ---------- __________ , __________ ---------- ---------- ----------
ERYTHEHA, INJ. SITE I >l INCH I 1 1 1 I 1 0 0 1 

7.1%> 7.u~J 7.1%> I 1.1%1 0.0%1 o.o%J 7.1%J 
I 

ERYTHEHA, INJ. SITE I <=l IN. J 0 1 0 I 0 0 0 1 
0.07.J 1.1;0 0.0iO I 0.0iO 0,0%J 0,0%J 7 , 1%1 

I 
INDURATION, INJECTION SITE 1 0 0 I 0 0 0 1 

7.liO 0.0%) 0.0%J I 0.07.J 0.0%) 0.0%) 7.1%J 
I 

INFLAttiATION, INJ. SITE 1 0 0 • 0 0 0 1 
C 7.1%) I 0.07.J C 0,07.J I C 0.01.J I 0.0%) C 0.01.J 7.11.J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
SYSTEl1IC I Z I 1 I Z I o I o I o I I 4 

• I 14.3%) I I 7.V.J I I 14.3%) I c o.0Y.J I I 0.07.J • I 0.01.J I I Z8.6%J 

DIGESTIVE SYSTEH 0 1 1 0 0 0 1 
0.0Y.J 7.V.) 7.1%) 0.0Y.J 0.0Y.J 0.0%) 7.1%) 

YQHITitG 0 1 l 0 _o 0 1 
O. 0Y. J 7.1%) 7.1%) o.oY. J 0.0%) 0.01.) 7 .11. J 

NERVOUS SYSTEH & PSYCHIATRIC 1 0 1 0 0 0 2 
7.1%) 0.0%) 7.1%) 0.0%) 0.0% J 0.0%) 14.3/!) 

IRRITABILITY 1 0 1 0 0 0 2 
7.1%) 0.0%) 7.1%) 0.0%) 0.0Y.J 0.0%) 14.3%) 

RESPIRATORY SYSTEH 1 0 0 0 0 0 1 
7.1%) 0,0i!J 0.0%) 0.0%) 0,D%) 0.0%) 7.1%) 

0 ,.. 
'Jl --0 
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INVESTIGATOR I ANDERSON, EDWIN 
sruDv 081001 
VACCINE I HIB CONJUGATE - ALUM 
LOT N.ttBER I CH679 
DOSE 13 HCQ 
PATIENT CLASS: HEALTIIY CHILDREN 
AGE RAtlaE I z- 6 tlDS. 

TABLE 5 (cont.) 

PATIENT CllUNT CLINICAL COMPLAINTS 
ADMINISTERED AS THO INJECTIONS .ONE HONTH APART 

----------------------------------------------------------------------------------------------------------------------------VACCINE I HIB CONJUGATE I Nl.tBER OF VACCINEES I 14 VACCINEESJ - INJECTION: l I 
l------------------··---------------------------------------------------------1 I DAYS POST VACCINATION I tfJiBER 
1----------------------------------------------------------------------------I HITH 

CLINICAL COttPLAINTS I O I l I Z I 3 I 4 I 5 I ICOHPLAINTS 

·································••l••······••IIHHflflffHHHHfliHHHHHHHHHfllffHHflHHHHH(l••······••l••······••l••······••l•~-COUGH I 1 I o I o I o I o I o I I 1 
I 7. lY. l I o. 0% l I o. oY. l I o. oY. l I o. oY. l I o. oY. l I I 1 7. 1% 1 
I I I I I I I I 

NASAL DISCHARGE I 1 I O I o I o I o I o I I l 
I I 7.lY.) I I o.oi:J I I O.OY.) I I o.o:o I I O.OY.) I I O.OY.) I I 7.lY.) 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
VACCINEES HITH COHPLAINTS I 4 I 3 I 3 I l -1 O I O I I 7 

I I Z8. 6% J I I Zl. 4i! J I I Zl. 4% J I I 7. lY. J I I O. 0% l I I O. 0Y. J I I 50. 0Y. l 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 

VACCINEES NITH NO CotFlAINTS I 10 I 11 I 11 I 13 I Z I l I I 7 
I I 71. 4Y. J I I 78. 6% J I I 78. 6Y. J J I 9Z. 9Y. J I 1100, 0Y. J I 1100. 0Y. J I I 50, 0Y. J 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
TOTAL VACCINEES REPORTING· I 14 I 14 I 14 I 14 I Z I 1 I I 14 

I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1---------1----------1 
VACCINEES NITH NO DATA I O I O I O I O I 12 I 13 I I 0 

I I I I · I I I I 

0 -IJ1 
N 
.::, 



HFLU/Z3546030/07/18/88/PAGE 7 

INVESTIGATOR ANDERSON, EDWIN 
STUDY 1 087001 
VACCINE HIB CONJUGATE - ALUM 
LOT tLteER I CH679 
DOSE 1 13 HCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 2- 6 l10S. 

TABLE 5 (cont.) 

PATIENT CCUNT CLINICAL COHPLAINTS 
ADMINISTERED AS THO INJECTIONS ONE HONTH APART 

---------------------------~------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I tLteER OF \'ACCINEES I 12 VACCINEES) - INJECTION: 2 I 

l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I Nll-eER 

1----------------------------------------------------------------------------I HITH 
CLINICAL COHPLAINTS I O I l I 2 I 3 I 4 I 5 I ICOHPLAINTS 

·································••l••······••l••····••:••liHHHHHHHf_, _____ ,iHHHfff __ , ______ , •••••••••• ,..._iHHl-NN 
LOCAL REACTIONS I 2 I 2 I l I l I o I o I I z 

I , 16. nn I , 16. 7% > I , a. 3;0 I , a. 3X > 1 , o. ox> 1 , o. ox 1 1 1 , 16. 1x > 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
ERYTHEHA, INJ. SITE I <=l IN. J I l I l I o I o I o I o I I l 

I 8.3Y.) I I 8.3l0 I O.OY.) I o.o:o I o.oio I o.o:o I I 8.3Y.) 
I I I I I I I I 

INDURATION, INJECTION SITE I l I l I l I l I o I o I I z 
I 1 8. 3% > I I e. 3i0 I I e. 3Y. > I I e. 3% > I I o. 0% > I I o. 0% > I I 16. 1x > 

-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 
SYSTEMIC I 2 I l I 3 I o I o I o I I s 

I ( 16 .• 7l0 I I 8.3Y.) I ( 25.0iO I ( o.o:o I l o.o:o I I O.OY.) I I 41.7Y.) 

NERVOUS SYSTEH I PSYCHIATRIC z 0 2 0 0 0 4 
16. 7%) 0.0%) 16. 7%) 0.0%) O.OY. J ' 0.0%) ' 33.3Y.J 

IRRITABILITY 2 0 2 0 0 0 ·4 

' 16. 7%) ' o.o:o ' 16. 7%) ' 0. DY. I l O.OY.) l O.OXJ l 33.3i0 

RESPIRATORY SYSTEH 0 l l 0 0 0 2 
0.0%) 8.3%) ( 8.3%) 0.0%) O.OY.) O.OY.J ( 16. 7Y.) 

COUGH 0 l l D 0 0 2 
O.OY.) 8.3l0 8.3%) ' 0. ox J ' 0.0%) 0.0%) 16. 7X J 

NASAL DISCHARGE O l O O O O l 
l 0.0%) I 8.3.iO I I 0.0%) I I 0.0%) I I 0.0%) I O.OY.) 8.3Y.) 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH COHPLAINTS I 4 I 3 I 3 I l I O I O I I 6 

I , 33. 3X > I 1 25. 0% J I 1 25. or. > I I e. 3Y. J I I o • ox J I , o • o:o I I l so • ox > 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I 

VACCINEES HITH NO COHPLAINTS I 8 I 9 I 9 I 11 I O I O I I 6 
I I 66 • 7% J I I 75. o:o I I 75. ox) I . I 91 • 7%) I I O. o:o I I O. ox J I I I 50. OY. l 

0 -!JI 
rv -
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INVESTIGATOR ANDERSON, EDWIN 
STUDY 087001 
VACCINE I HIB CONJUGATE - ALUM 
LOT f«.ltBER I CH679 
DOSE 13 HCQ 
PATIENT CLASS: HEALTIIY CHILDREN 
AGE RANGE I Z- 6 ttOS. 

TABLE 5 (cont.) 

PATIENT C.x.ff CLINICAL COHPLAINTS 
ADMINISTERED AS TNO INJECTIONS ONE MONTH APART 

----------------------------------------------------------------------------------------------------------------------------
VACCINE : HIB CONJUGATE I NLtBER OF YACCINEES ( lZ VACCINEES) - INJECTION: Z I 

l--------- ·------------------------------------------------------------------1 I DAYS POST VACCINATION I IU1BER 

1----------------------------------------------------------------------------I HITH 
CLINICAL CCl1PLAINTS I O I 1 I Z I 3 I 4 I 5 I ICOHPLAINTS 

-----------------------------------1----------1----------1----------1----------1----------1----------1---------· , .......... , 
TOTAL VACCINEES REPORTIN9 I 1Z I lZ I lZ I 1Z I o I O I I lZ I 

I I I I I I I I I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1 
VACCINEES HITH NO DATA I O I O I O 1 · 0 I 1Z I lZ I I O 

I I I I I I I I 

::, 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tUeER 
DOSE 

ANDERSON, EDWIN 
087001 

1 HIB CONJUGATE - SALINE 
1 CL466 

10 t1CG 

TABLE 6 

PATIENT COlffl HAXIHll1 TEHPERAT\JRES 
ADHINISTERED AS TJ«J INJECTIONS ONE HONTH APART 

PATIENT CLASS: HEALTHY CHILDREN 
2- 6 HOS. AGE RANGE 

I tUeER OF VACtINEES I 15 VACCINEES J - INJECTION 1 I 
l----------------------------------------------------------------------------1 I ' DAYS POST VACCINATION I ~ER 

MAX TEttPERATlJRE I ---------------------•·•------------------------------------------------------1 HITH 
I DEG F, ORAL J I o I 1 2 I 3 I . 4 I 5 I I HAX TEHP 

.. •••••••••u..••••••••••••••IHHHHHll***••HH* *fffftHHHHtl-..**-..l******ltttit* ****•*•*** ltttit******* *********• **•******* 
< 99 I 9 12 I lZ I 15 10 8 4 

I 60. oz J 80. oz J I 80. oz J I noo. oz • 83. 3% 1 80. ox 1 , z, • 7% J 
I I I 

99 - 99. 9 I , 3 I 1 I o z 2 , 
I t 40. 0% I I 20. 0% J I 6 • 7% J I o. OZ I 16 • 7% J I zo. 0% I 60. 0% I 
I I I 

100 - 100. 9 I o o I 1 I o o o l 
I o. 0% J o. 0% J I 6. 7% J I o. 0% I o. 0% J o. 0% J t 6 • 7% , 
I I I 

101 - 101. 9 I 0 0 I 1 I 0 0 0 l 
I , o.o%J , o.o%J i 1 6.7%J I t o.o;o I o.o;o , 0.0%1 , ,.1;0 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TENPERATURE TAKEN I 15 I 15 I 15 I 15 I 12 I 10 I I 15 I 

I noo. 0% 1 I noo. o.iO i noo. 0% I I 1100. 0% 1 I t 80. 0% I I t 66. 7% I I I 1100. 0% 1 I 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l----------l 

TENPERAT\JRE NOT TAKEN I o I o I o I O I 3 I 5 I I O I 
I t o. 0% 1 I I o. 0% J I I o. 0% J I I o. 0% I I I zo. 0% J I I 33 . 3% I I I I O. 0% I I 
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STUDY 
VACCINE 
LOT N.HJER 
DOSE 
PATIENT CLASS: 
AGE RAN.E 

ANDERSON, EDWIN 
087001 

TABLE 6 (cont.) 

PATIENT COl.tff HAXIl'lM TEHPERATURES 
ADHINISTERED AS TN> INJECTIONS ONE HONTH APART 

HIB CONJUGATE - SALINE 
CL466 
10 HCG 
HEALTHY CHILDREN 
z- 6 tlOS. 

I N.HJER OF VACCINEES ( 14 VACCINEES I - INJECTION Z I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NJl-8ER 

HAX TEHPERAT\JRE l----------------------------------------------------------------------------1 HITH 
( DEG F, ORAL I I O I l I Z I 3 I 4 I 5 I I HAX TEHP 

---••••••••••••••••••• .. --1...-...-1••••--•--1-•--1-•••••l•••---1•---•••l-tttttttt--l••••••••-1 
< 99 I lZ I lZ I lZ I 10 I . 8 I 8 I I 7 I 

I 85.7%1 I , 85.7%1 I 1 85.7%1 I 71.4%1 I 88.9%1 I 1100.0%1 I I I so.0%1 I 
I I I I I I I I I 

99 - 99.9 I z I 1 I z I 4 I l I o I I 6 I 
I I 14.3%) I 7.1%) I 14.3%) I I 28.6%) I I 11.1%) I I 0.0%) I I I 4Z.9%) I 
I I I I I I I I I 

100 - 100 • 9 I o I l I o I o I o I o I I l I 
I I 0.0%1 I I 7.UO I I O.OlO I I O.OlJ I I O.O%J I I O.O%J I I I 7.llJ I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERATURE TAKEN I 14 I 14 I 14 I 14 I 9 I 8 I I 14 I 

I UOO.O%J I 1100.0%, I '100.0lO I (100.0%) I ( 64.3%) I ( 57.1%) I I (100.0lJ I 
-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 

TEHPERATURE NOT TAKEN I o I O I O I O I 5 I 6 I I . O I 
I I o • 0% J I , o. 0% J I I o. 0% J I I o. 0% J I , 35. 7% J I I 4Z. 9% J I I , o. ol J I 

., 
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INVESTIGATOR : ANDERSON, EDWIN 
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VACCINE r HIB CONJUGATE - ALUM 
LOT N.IBER I CH679 
DOSE 1 13 HCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE I Z- 6 HOS, 

TABLE 6 (cont.) 

PATIENT CQlffl HA><ItlJH TEHPERAl\JRES 
ADHINISTERED AS THO INJECTIONS ONE HOHTH APART 

I N..tltER OF VA~CINEES t 14 VACCINE ES J - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tfJHBER 

HA>< TEHPERATURE l----------------------------------------------------------------------------1 HITH 
t DEG F • ORAL J I o I l I 2 I 3 I 4 I 5 • • HAX TEHP 

-•••••••••••••••••••••••••••••••••1--•l•••••••••~••••••••••••-••• .. l•• .. -•l-• .. •l••••••••••l .. _••••I 
< 99 I u I 10 I 10 I 13 I 3 I 3 I I 7 I 

I 84.6%1 I 71.4%1 I 71.4%1 I c 9Z,9%> I uoo.0%1 I 1100.0%1 • • so.0%, I 
I I I I I I I I I 

99 - 99 . 9 I z I 4 I 4 I 1 I o I o I I 7 I 
I , 15.4%1 • c 2a. 6%J I I 28.6%J I I 7,17.J I I 0.0%1 I c 0.0%1 I I c so.o%J • 

-----------------------------------1----------1----------1----------1--------.· 1----------1----------1----------1----------1 
TEHPERATURE TAKEN I 13 I 14 I 14 I 14 I 3 I 3 I I 14 I 

I I 9Z.9%) I 1100 , 0%) I (100.0%) I 1100.0%) I I Zl.4%) I I 21 . 4%1 I I 1100 . 0%1 I 
-----------------------------------1----------l----------l----------l----------l----------l----------l----------l----------l 

TEHPERATURE NOT TAKEN I 1 I o I o I o I 11 I 11 I I O I 
I I 1.1%1 I I o.OY.l I I o.o%J I c o.oY.J I I 78.6%J I I 78. 6%J I I I 0.0%1 I 

.J1 
\) 
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INVESTIGATOR ANDERSON, EDWIN 
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TABLE 6 (cont.) 

PATIENT COl.tlT HA><Itu1 TEHPERA11JRES 
ADHINISTERED AS THO INJECTIONS ONE HONTH APART 

VACCINE HIB CONJUGATE - ALUM 
LOT N.tBER CH679 
OOSE 1 13 HCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 2- 6 ttDS. 

----------------------------------------------------------------------------------------------------------------------------I N.teER OF VACCINE ES I 12 VACCINEES) - INJECTION 2 I 
1----------------------------------------------------------------------------I I OAYS POST VACCINATION I N..t8ER 

HAX TEHPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL ) I O I 1 I 2 I 3 I 4 I 5 I I HAX TEMP 

•---•-----••••••• ....... lliHHHHtltHttHt••••-1•---••••l••••••••••l•---•••••l•••--•••-1•---•--•l•••••••• .. l••••••••••I 
< 99 I 10 I 6 I 9 I 11 I 3 I 3 I I 5 I 

I 83.3%) I so.oz> I 75.0%> I 1 91.7%> I 1100.0%> I 1100.0%> I I 41.7%) I 
I I I I I I I I I 

99 - 99.9 I 2 I 6 I 3 I 1 I o I o I I 7 I 
I I 16.7%) I I 50.0%) I I 25.0%) I I 8.3%) I I 0.0%) 1. 1 0.0%) I I I 58.3%) I 

-----------------------------------1----------1----------1----------1----------1----------1----------1----------1----------1 
TEHPERAT\JRE TAKEN I 12 I 12 I 12 I 12 I 3 I 3 I I 12 I 

I 1100.0%) I uoo.o;o I 1100.0;0 I noo.o%J I 1 2s.0%> I 1 25.0%> I I 1100.0%> I 
-----------------------------------1----------I----------I----------I----------I----------I----------I----------I----------I 

TEHPERATURE NOT TAKEN I O I o I O I O I 9 I 9 I I D I 
I I 0.0%) I I 0.0%) I I 0.0%) I 0.0%) I I 75.0%) I I 75.0,0 I I I o.0%> I 

., 
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Summary 63 children, aged 2-17 months, were given 
a new conjugate vaccine composed of the 

capsular polysaccharide of Haemophilus influenza.e type b 
linked to a Neissm·a meningicidis outer-membrane protein. 
Subjeas under 7 months received two injections separated 
by 1 month, and older subjects received either one or two 

- injections. There were no systemic reactions to this vaccine 
when it was given with aluminium hydroxide. A single 
injection of vaccine was highly immunogc:nic; the geometric 
mean serum anticapsular antibody concentrations before 
immunisation and 1 month later were 0·35 µg/ml and 0·98 
µg/ml for babies of2-3 months, 0· 12 µg/ml and l ·85 µg/ml 
for those of 4-6 months, and 0· 15 µg/ml and 4· l µg/ml for 
those of 8- 17 months (p ~ 0·003 for each age group). After a 
second injectionofvaccine,80% and 76% ofinfantsof-2-3 
and 4 -6 months, respectively, had antibody concentrations 
> l ·O µg/ml. Most subjeas showed evidence of IgG 
responses as measured by enzyme-linked immunosorbent 
assay. 6-12 months after immunisation, serum antibody 
levels had fallen (p < 0·05) but they remained higher than 
those of unirnmunised conttols (p < 0·001 ). 

Introduction 

SERUM anobodies against the capsular polysaccharide of 
Haemophilus influenza.e type b confer protection against 
invasive H influenza.e type b disease. 1.2 In a field study in 

•Presented in part at the 25th lntencicn~ Conference on Antimicrobial 
Agents and O,cmotherapy, American Society for Microbiology, 
MiMcapolis, Minnnot:1, Sq,rcmbcr 30, 1985, and the Society for Pediatric 
Research , Washingron, DC, May 6, 1986. 

Finland, a capsl..\lar polysaccharide vaccine was protective in 
children older than 18-23 months,2.3 but not in younger 
children. To date, the most successful approach to enhance 
the immunogc:nicity of the H influenza.e type b 
polysac:c:haride is based on the hapten-carrier concept. 4 In 
animals5 and in human beings6 the immune response to the 
polysac:c:haride can be enhanced by covalently coupling it to 
a protein. In contraSt to the plain polysaccharide vaccine, 
H influenzat ·type b conjugate vaccines elicit booster 
responses of antibody against capsular polysacc:haride. 5•7 

Several prototype conjugate vaccines have been reported to 
be immunogenic in infants as young as 6-7 months. 
However, the responses of infants younger than 6 months to 
one or two injections of vaccine have been meagre. 8•9 Infants 
in this age group account for approximately 20% of cases of 

· H influenza.e type b meningitis in the continental United 
States 10 and for approximately 35 - 50% of cases in Eskimos 
in Alaska. 11,12 

A conjugate vaccine composed of the H influenza.e type b 
polysac:c:haride and an outer-membrane protein of Neisseria 
mmingicidis group B was prepared at Mercie Sharp and 
Dohme Research Laboratories, West Point, Pennsylvania. 
Both the coupling method and the protein carrier were 
different from those used to c:onstrua other e:<perimental 
conjugate vaccines. The purpose of our study was to 
determine the safety and immunogc:nicity of this vaccine in 
children aged 2- 17 months. Preliminary data from animal 
studies suggested that the vaccine was more immunogenic 
when administered with alwninium hydroxide than with 
saline alone. Therefore, we also compared the c:linical and 
serological responses to the vaccine reconstituted with and 
without aluminiwnhydroxide. 

Patients and Methods 

Vaccine 
The conjugate vaccine consists of the H influenzae rypc b capsular 

polysaccharide (molecular weight approximately 500 Kd by gel 
filtration on 'CL-4B Sepharosc') covalcntly coupled to a 
mcrungococcal outer-membrane protein. Preparation and 
characterisation of the conjugate have been described elsewhere. 13 

In brief, the solvent dimethy!formamide and a column of tecra-n
bucyl-ammonium-'Dowc:x-50' were used to form a soluble 
polysaccharide-{butyl). ammonium salt; the polysaccharide was 
thcn sequentially activated by carbonyl di-imidazole and 1,4-butane 
diamine; the resulting pendant aminoalkyl groups were then 
bromoacecylated. A 40 Kd outer-membrane protein 14 was purified 
from group B N mncingin·dis (strain B-11, from Dr M. Anenstein , 

8502 © The Lancer Ltd, 1986 
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Walter Reed Army Institute of Research, Washington, DC15) . The 
protein was independently activated with the introduction of 
pendant thiol groups by acylation with N-acecyl-homocysteinc 
thiolactonc. The activated polysacc:haridc and outer-membrane 
protein then reacted together to give a covalent conjugate containing 
a thiocther linkage. Tius linkage is rcsisClnt to acid hydrolysis, so a 
novel ami.aoacid (S-c:arboxymcthyl homocysteinc) is produced by 
acid hydrolysis. Therefore, formation of the pn:dicted thiocther 
linkage was monitored by the S-carboxymcthyl homocysteinc 
content of the acid hydrolysis &gcst of the vaccine. 

Two lots of wccinc were tested. A 0·5 ml do,c of wccinc from 
lot I (1003/C-l.680) contained 7 µg polysaccharidc and 43 µg · 
outer-membrane protein; the same volume of vaccine from lot 2 
(1002/C-L466) contained 10 µg polysaccharidc and 62 µg outer
membrane protein. The vaccine passed all safety and toxicity tests 
in animals. The cndotoxin ccntentofboth vaccines was 1-6 µg/ml 
by Limulus lysatc assay. Lot I was also assayed for glucosaminc; 16 it 

·was =timated to contain 0·25 µg/ml lipopolysacc:haridc. Both lots of 
wccinc were provided lyophiliscd and. were stored at or below 
- 40'C. After rehydration the vaccine was used within I -4 h . The 
&luents used contained either sodjurn chloride or aluminium 
h ydroxidc; the same diluent was used for all injections in a particular 
subject. 

Design 

The study subjectS were: 6 healthy adult volunteers from the staff 
of Washington University; 52 healthy children, 2-17 months old, 
recruited from •private practices of paediatricians in St Louis or 
Batavia; and 11 healthy children, V-6 months old, from private 
practices in Huntington, WC$t Virginia. Of the 63 children, 32 were 
male and 31 female, 60 white and 3 blade.. No subject had a history of 
H influmza4 type b disease. Informed consent was obtained from 
the adults and from one or both parents of the children. The 
protocol was approved by the IND Branch of the National Center 
for Drugs and Biologics (under BB-IND-1966) and local ethical 
aimmittccs. I 

SubjectS were not enrolled if there was any indication of previous 
substantial advcnc reactions to vacxincs or an underlying 
immunodeficiency. Other reasons for exclusion were diphtheria
typhoid-pcnussis vaccination in the preceding 10 clays and a febrile 
illness ( > 37·9'C) in the preceding 1-3 days. 

To verify the safety of lot I, 6 adults were given 0·5 ml vaccine 
with alwninium hydroxi~ by deep intramuscular injection into the 
deltoid musde; no substantial reactions ocCUrTed. The first phase of 
the study in children was designed to compare the safety and 
immunogcnicicy of the same lot of vaccine given with either 
aluminium hydroxide or saline. 26 children (2-17 months) were 
randomly assigned to receive vaccine with either aluminium 
hydroxide or saline. Two injections of 0·5 ml were given 4 weeks 
apart by deep intramu.scular injection into the quadriceps fcmoris. 
The second injection was not given if a substantial adverse reaction . 
occurred after the fun. After completion of this phase, it was 
apparent that sidc-dfccts were more common after saline injections 
than after aluminium hydroxide injections (p < 0·001). Therefore, 
only vaccine with aluminium hydroxide was used to immunise 26 
other children. Also, because one injection of the vaccine was found 
to be highly immunogcnic in most older children, only one injection 
was given routinely to children older than 8 months. 

11 infants (2-6 months from West Virginia) were immunised 
with lot 2 by the same protocol, except that the dose was 10 µg 
capsular polysacc:haridc instead of 7 µg, and all children received 
vaccine suspended in saline. 

Clim'caJ Obseruan·o,u 

At enrolment, a brief media.I and immunisation history was 
taken. Before each injection the temperature, heart rate, respiratory 
rate, and weight were rtterded. The child was observed for 
evidence of an immediate reaction for 15 min after the injection. A 
reporting card was given to the parents, who were instructed to 
rtterd the child's axillary temperature and any local or systemic 
roctions, 4 h, 24 h , 48 h , and 72 h after the injection. In addition, all 
parents were contacted 24 h after the injection to ensure that any 
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adverse reactions during that period were reported. Systemic 
reaction was defined as fever (temperature > 38°C during the 72 h 
after immunisation) or persistent crying for more than I h. Local 
reactions were swelling or redness at the injection site ;., l ·5 cm or 
pain in the leg associated with reduced use of the leg. 

Serology 

Scrum samples were obtained before vaccination and I month 
after the first and second injections (when applicable). In West 
Virginia, scrum samples were obtained before immunisation and I 
month after the sea>nd injection. All samples were assayed at 
Washington University and at Merck Sharp and Dohmc Rcsc:arch 
Laboratories. The results from the tw0 laboratories were highly 
correlated (r = 0·9) and only the data from Washington University 
arc reported. Total scrum antibody against capsular polysaccharidc 
was measured by the ra&oantigen bindin~ assay of Kuo ct al, 17 

except that iodinc-125 rather than tritiurn6• 8 was used to label the 
antigen. IgG antibody against capsular polysaccharidc was 
measured by enzyme-linked immunosorbcnt assay (ELISA) with 
the type b polysao::haridc coupled to poly-L-lysinc as the antigen on 
the platc.18 IgG antibody conantrations were determined by 
a>mparing the titration curve of the test scrum samples with that 
obtained with the US Bureau of Biologics H inf/,.,mza4 type b 
immune reference pool. Un&lutcd, this reference pool was found to 
have an IgG antibody conantration of 62 µg/ml. All scrum samples 
were tested at dilutions of 1/100 or greater, and all samples from 
each subject were assayed together. The sensitivity of the assay was 
approximately 0 ·4 µg/ml. 

Scarurics 

Student's r test was used to compare the geometric mean 
conantrations of scrum antibody between groups given vaccine in 
aluminium hydroxide and vaccine in saline. Ar test (one-tailed) was 
used to compare the geometric mean antibody concentrations 
before and after immunisation within a group. Analysis of response 
was done on logarithmic:aJly tranSfonned data. A chi-square test was 
used to compare the rates of advcnc reactions in the different 
groups. 

Results 

All 6 adults given vaccine with aluminium hydroxide 
experienced only mild pain and tenderness at the injection 
site. These reactions were greatest 4 h after vaccination and 
resolved gradually within 48 h. 111 doses of vaccine (46 
saline, 65 aluminium hydroxide) were given to 63 children 
(24 saline, 39 aluminium hydroxide). The frequency of 
systemic or local reactions was not related to the age of the 
subjects, the number of injections, the vaccine lot, or the 
dose. Therefore, the rates of reaction in all children were 
combined. 10 (22%) injections of vaccine in saline but none 

.. of vaccine with aluminium hydroxide were associated with 
possible adverse systemic reactions (p < 0·001 }-fever 
(38·2'-40'C) in 8 children and persistent crying for 1-4 h 
in 2 children. The children were also irritable and 3 had 
varying degrees of local reaction. In 6 of the 10 children, the 
systemic reactions were noted within 4 h of vaccine 
administration and resolved by approximately 24 h. In the 
other 4 fever began 48 h after injection, without local 
reactions. 2 of these children had evidence of oritis media at 
the time of the fever. 

Local reactions occurred after 9 injections (B~ ;, ); 7 (15" 0 ) 

were associated with vaccine in saline and 2 (3% ) with 
vaccine in aluminium hydroxide (p = 0·02). The 2 reactions 
to vaccine in aluminium hydroxide were very slight 
(l ·5-3·0 an of erythema or swelling associated with pain or 
tenderness), whereas 2 of the 7 reactions co vaccine in saline 
were more severe (erythema, pain, and swelling in a wide 
area of the thigh above and below the injection site). 

The antibody responses did not differ significantly wirh 
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4-6 m'ontbs at initial i.ajec:tion. 

vaccine lot or dose or the diluent used so the results ,were 
combined. Subjects aged 8- 17 months had high antibody 
responses to one injection of the vaccine. The geometric 
mean :.cr..un antibody concentrations before immunisation 
and 1 month latcrwcrc0· 15 µg/mland4· l µg/ml(p < 0·001). 
84% of the 25 sµbjcccs had postimmunisarion levels of 
antibody against capsular polysaccharidc > l ·0 µg/ml . In a 
previous study with the plain polysaccharidc vaccinc19,l0 this 
postimmunisation level correlated with protection. 

Fig l summarises the antibody responses of the 38 infants, 
aged 2-6 months, who were immunised routinely with rwo 
injections of conjugate vaccine, separated by a month. In 
this age group, a single injection was also immunogcnic. In 
infants aged 2-3 months at first injection there were 
significant rises in antibody levels after both first (from 0· 35 
µg/ml to 0·98 µg/ml; p = 0·003) and second (to l ·9 µg/ml; 
p = 0·005) injections. In infants aged 4-6 months the rise in 
antibody level after the first injection was significant (from 
0· 12 µg/ml to l ·85 µg/ml; p < 0·001) but the rise after the 
second injection (to 3·1 µg/ml) was not significant. There 
were no significant differences berwcen the age groups in the 
antibody levels achieved. After two injections, 80% of 
subjccrs immunised at 2-3 months and 76% of those 
immunised at 4-6 months had scrum antibody 
concentrations > l ·0 µg/ml. 

The radioantigcn binding assay q,casures all antibody 
(IgM, IgG, and IgA) against the capsular polysaccharide. 
We were interested to sec whether the immunised subjecrs 
showed specific IgG responses, since in vitro in the presence 
of complement, IgG antibody against capsular 
polysaccharide is more opsonic than IgM. 21 .22 IgG antibody 
also persists longer in serum than IgM and, therefore, is 
likely to confer longer-lasting protection. Infants 2-3 and 
4-6 months of age showed significant (p < 0·0 l) increases in 

301 

IgG ANTICAPSUI..AR ANTIBODY RESPONSES OF IM."IUNISED 

OUlDR.EN BY ELISA 

Geometric mean (1111ml) 

I mo after % with 
Bcf= SCC'Ond ~rwo-

Age No tested immunisation injection fold rise 

2-3mo 15 <0·4 0·88 54 
4-6mo 21 <0·4 2·08 76 

IgG antibody l month after the second injection (cable). The 
geometric mean postimmunisation antibody level was 
significantly higher in the 4-6-month-olds than in the 
younger babies (p = 0·02). 54% of the younger babies and 
76% of the older ones showed greater than two-fold 
increases in antibody. However, this is a minimum estimate 
of response, particularly in the younger age group. For 
example, 3 infants had high antibody levels before 
immunisation (reflecting maternal antibody). The antibody · 
levels in these infants increased after immunisation but did 
not show a rwo-fold rise. (In the absence of immunisation, 
the levels would probably have declined.) 

To date, scrum samples have been obtained 6-12 
months (mean± SD= 7·3 ± l ·8) after the last injection of 
vaccine from 31 children. The antibody concentrations in 
these samples arc shown in fig 2. The geometric means of the 
scrum antibody levels declined significantly during the 
follow-up period (p < 0·05), from l ·8 µg/ml to 0·8 µg/ml in 
infants immunised at 2-6 months and from 4·9 µg/ml to l ·0 
µg/ml in those immunised at 8-17 months. Nevertheless, 
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Fig 2--5e"'m anticapsular-polysaccharide antibody concentra
tions 6-12 months after immunisation. 

O = one injcaion only; • - two injections 4 weeks apan. 
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the levels at follow-up were significantly higher than those of 
67 unimmunised children2J of comparable age (p ::;;0•001). 

Discussion 

This conjugate vaccine, when administered with 
aluminium hydroxide, was well tolerated in both adults and 
infants. No systemic reactions were observed and slight local 
reactions OCCUITed with only 3% of injections. In contrast, 
when the vaccine was given in saline alone reactions, both 
systemic and local, were frequent. The lower reaction rate 
with aluminium hydroxide may result from slower systemic 
release of vaccine adsorbed to aluminium hydroxide. 

The vaccine was highly immunogcnic, even in infants of 
2 - 6 months. After one injection, the geometric mean 
increase in antibody concentration in infants of2-6 months 
was 7 ·2 fold (p < 0·001), and rwo-thirds of subjcctS showed 
scrum antibody levels > 1 µg /ml. In contraSt, in previous 
trials with other H injluenz/U type b conjugate vaccines, 
infants of this age showed either a fall or no significant rise in 
total scrum antibody levels after one or rwo injections of 
vaccine. 8•9 It is unlikely that the different results reflect 
differences in the assays berwccn laboratories. Our results 
arc based on rwo different assays and comparable results 
were obtained independently with the same samples at 
Merck Sharp and Dohmc Laboratories. The greater 
antibody responses of the infants in our study may relate to 
the vaccine's carrier protein, a group-B m.cningococcal 
outer-membrane protein containing a small amount of 
cndotoxin, or to the novel method used for coupling the 
polysaccharidc to the protein. 

The presence of high levels of maternal antibody in very 
young infants did not prevent a strong response to the 
vaccine. However, in babies aged 2-3 months there was a 
trend towards an inverse correlation berwccn antibody 
levels before and aftci immunisation (r= -0·47, p=0·08). 
There were no significant differences in the responses of 
infants immunised with rwo different lots of vaccine at 
slightly different doses (postimmunisation geometric means 
of 2·4 µg iml and 2·8 µg/ml in infants immunised at 2-6 
months of age in St Louis and West Virginia, respectively). 
We have also tested a third Jot of vaccine in approximately 80 
subjects (2-17 months) and have observed comparable 
immunogenicity and low reactivity (unpublished). · 

Much evidence indicates that scrum antibody against 
the capsular polysaccharidc protcctS against invasive 
H injluenz1U type b disease. 2.3 However, the precise level of 
antibody required to confer protection is not known. 
Previous estimates of 0· 15 µg /ml of antibody after 
immunisation arc probably too low and a concentration as 
high as l ·O µg/ml may be requircd.1o.zo Furthermore, the 
contributions of other immunological mechanisms to 
protection of infants arc not well undcntood. These 
questions arc particularly relevant for the children who 
show a fall in scrum antibody levels in the 6 - 12 months 
after immunisation (fig 2). A study with another 
H injluenz/U type b conjugate vaccine showed that children 
primed with conjugate vaccine had higher responses to a 
subsequent injection of conventional H influenzae 
polysaccharidc vaccine than children who had not received 
conjugate vaccinc. 9 We have made similar observations in 
chiidrcn primed with the polysaccharidc/outer-membrane
protein vaccine (unpublished). Thus, some immunised 
children may remain protected against disease, even in the 
face of declining serum antibodies, as a result of 
immunological priming. 
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Preliminary data indicate that the antibody produced by 
immunisation of our subjects with the polysaccharide/ 
outer-membrane-protein conjugate vaccine activates 
complement-mediated bactericidal activity in vitro and 
confers protection against bactcraemia in infant rats 
(unpublished, Merck Sharp and Dahme Research 
Laboratories). These data suggest that the antibodv elicited 
by the vaccine is biologically active and that the ~tigcnic 
activity of the polysaccharide was preserved during_ coupling 
to the protein. 
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PROGRAM: 

PURPOSE: 

VACCINE: 

INVESTIGATOR: 

SUB-INVESTIGATOR: 

STUDY LOCATION: 

*PRP-OMPC 

0548Z 

Haemophilus b Conjugate Vaccine (Neisseria meningitidis 
Outer Membrane Protein Complex), Study #873 

To evaluate the safety and immunogenicity Haemophilus b 
Conjugate Vaccine (Neisseria meningitidis Outer 
Membrane Protein Complex) in heal thy children 2 months 
to 5 years of age. 

Haemophilus b Conjugate Vaccine (Neisseria meningitidis 
Outer Membrane Protein Complex)* 

Lot 1003/C-L680 - mcg polysaccharide/ml 

---mcg meningococcal protein/ml 

Lot 1018/C-M679 - mcg polysaccharide/ml 
___ mcg meningococcal protein/ml 

Licensed Haemophilus b Polysaccharide Vaccine (PRP) -
25 mcg polysaccharide/0.5 ml. 

Diluent 

Saline diluent 
Lot 

Aluminum h droxide diluent 
Lot 
Lot ------
Dan M. Granoff, M.D. 
Washington University School of Medicine 
St. Louis Children's Hospital 
400 S. Kingshighway Blvd. 
St. Louis, Missouri 63110 

Allen A. Lenoir, M.D. 
Menachem S. Einhorn, M.D. 
Geoffrey A. Weinberg, M.D. 

St. Louis Children's Hospital and Medical Care Group 
St. Louis, Missouri 

Aurora Pediatric Group 
Aurora, Illinois 
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DATE STUDY 
STARTED: 

DATE STUDY 
COMPLETED: 

STUDY POPULATION: 

STUDY PROCEDURE: 

0548Z 

- 2 -

November 13, 1984 

March 31, 1987 

A total of 168 healthy adults and children (97 male and 
71 female) were included in the study. 

Adults (n=6) received a single O. 5 ml (7 mcg 
polysaccharide) intramuscular injection of Lot 
1003/C-L680 reconstituted in aluminum hydroxide. 

Children 2 to 16 months of age, received two 0.5 ml (7 
mcg polysaccharide) intramuscular injections of Lot 
1003/C-L680 reconstituted in either saline (n=13) or 
aluminum hydroxide (n=39), one month apart. 

Children 2 to 6 months of age, received two 0.65 ml (13 
mcg polysaccharide) intramuscular injections of Lot 
1018/C-M679 reconstituted in aluminum hydroxide, either 
one (n=27) or two (n=27) months apart. 

Children (n=53), 2 to 17 months of age, received a 
single 0.3 ml (6 mcg polysaccharide) intramuscular 
injections of Lot 1018/C-M679 reconstituted in aluminum 
hydroxide. 

Child~e~ {n=3), 2 tn 11 month£ of age, received a 
single 0.9 ml (18 mcg polysaccharide) intramuscular 
injection of Lot 1018/C-M679 reconstituted in aluminum 
hydroxide. 

Children were randomly assigned to receive a booster 
dose of PRP-OMPC (n=lO) or PRP (n=62) vaccine as a 
second or third injection, to evaluate the effect of a 
booster dose following priming with PRP-OMPC vaccine. 

The parent, guardian or vaccine recipient was asked to 
record the vaccinee 's temperature and any systemic or 
injection site reactions for 3 days after each 
injection of vaccine. Unexpected or serious reactions 
were to be report_ed immediately to the study physician. 

Blood samples were obtained pre and postvaccination and 
at other intervals for each of the different groups of 
individuals receiving vaccine. 
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STUDY PROCEDURE 
(CONT.) 

RESULTS: 

Age 

2-11 mo. 

12-71 mo. 

Adults 

- 3 -

All serum samples were assayed for antibody Ih 
influenzae type b capsular polysaccharide by 
radioimmunoassay (RIA). Some samples were also tested 
for serum bactericidal activity (SBA). 

Demographic information and individual pre and post 
vaccination antibody data for each vaccinee enrolled in 
the study is reported in Table 1. 

1. Number Vaccinated: 

Injet;tion NQ. 
Boo~i;er 

LQi; F2rmulai;iQn ___QQ_g_ _J_ _l .c.mi.L. ~ 

1003/C-L680 Saline 7 mcg 10 8 3 7 
1003/C-L680 Alum 7 mcg 29 24 6 18 
1018/C-M679 Alum 13 mcg 54 51 
1018/C-M679 Alum 6 mcg 25 16 
1018/C-M679 Alum 18 mcg 3 

1003/C-L680 Saline 7 mcg 3 3 1 
1003/C-L680 Alum 7 mcg 10 2 4 
1018/C-M6 79 Alum 6 mcg 28 16 

1003/C-L680 Alum 7 mcg 6 

0548Z 26AUG88 
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RESULTS (CONT.): 2. Serologic Results: 

Dose % With Anti-PRP GMT (mcg Ab/ml} 
Age Lot Formulation 1.m..t.91 -1imL >. 15 mcg Ab/ml >1.0 mcg Ab/ml A 11 Vacci nees 

2-11 mo. 1003/C-L680 Saline 7 Pre 60 6/10) 0 0/10) 0.21 
2 mo. 100 7/7) 71 5/7) 1.59 

1003/C-L680 Alum 7 Pre 28 8/29) 0 0/29) 0. 10 
2 mo. 100 {24/24) 63 { 15/24) 1.27 

1018/C-M679 Alum 13'" Pre 31 { 4/13) 0 0/13) 0. 10 
2 mo 100 {12/12) 50 6/12) 1.22 

1018/C-M6 79 Alum 13'"'" Pre 22 { 5/23) 0 0/23) 0.09 
3 mo 100 {23/23) 87 {20/23) 3.55 

12-71 mo. 1003/C-L680 Saline 7 Pre 0 0/2) 0 0/2) 0.06 
l mo 100 2/2) 100 2/2) 13.92 

1003/C-L680 Alum 7 Pre 33 3/9) 0 0/9) o. 10 
1 mo 100 9/9) 89 8/9) 3.09 

Adults 1003/C-L680 Alum 7 Pre 67 4/6) 67 { 4/6) 9 . 92 
1 mo 100 6/6) 100 ( 6/6) >44 . 24 

'"2 injections 1 month apart. 
*'"2 injections 2 months apart. 

0548Z 

Antibody responses (by lot per age group) are 
included in Tables 2-6. Antibody responses 
following booster injections of either PRP-OMPC or 
PRP vaccine are included in Tables 7-10. 
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RESULTS (CONT.): 

Subied Group 

Lot 1003/C-L680 in saline 
Dose: 7 mcg 
Age: 2-71 mo. 

Lot 1003/C-L680 in alum 
Dose: 7 mcg 
Age: 2-71 mo . 

Lot 1003/C-L680 in alum 
Dose: 7 mcg 
Age : Adults 

Lot 1018/C-M679 in alum 
Dose: 13 mcg 
Interval: one month 
Age: 2-11 mo . 

Lot 1018/C-M679 in alum 
Dose: 13 mcg 
!r:terva1: twc months 
Age: 2-11 mo. 

Lot 1018/C-M679 ;n al um 
Dose: 6 mcg 
Age: 2-71 mo. 

Lot 1018/C-M679 in alum 
Dose: 18 mcg 
Age: 2-11 mo. 

Subjects with a 
booster injection 

0548Z 

- 5 -

3. Clinical Results: 

The frequencies of complaints 
>38. 3°C (101 °F) during the 3 
vaccination are as follows: 

Percent w;th at least 
-1ni.,_ Local CQmplaints Systemic CQmplaints 

1 8/13 (61.5%) 5/13 (38.5%) 
2 7/11 (63.6%) 8/11 (72. 7%) 

23/39 (59.0%) 13/29 (33.3%) 
2 10/26 (38.5%) 5/26 ( 19.2%) 

6/6 ( 100%) 0/6 ( 0 .0o/.) 

1 9/25 (36.0%) 6/25 (24.0%) 
2 4/24 (16 . 7%) 7/24 (29.2%) 

1 10/27 (37.0%) 13/27 (48. 1%) 
2 7/24 (29.2%) 6/24 (25.0%) 

2/52 ( 3.8%) 11/52 ( 21.2%) 

2/3 (66.7%) 1/3 (33.3%) 

Conj 3/10 (30.0%) 3/10 (30.0%) 
Polys 3/39 ( 7. 7%) 2/39 ( 5. lo/.) 

and temperatures 
days following 

Qne; 
Temp . f>38 . 3°C (101°f)) 

1/13 ( 7. 7%) 
4/11 (36.4%) 

0/39 0.0%) 
0/25 0.0%) 

0/5 ( 0 .0o/.) 

1/26 ( 3.8%) 
1/23 ( 4.3¾) 

4/27 ( 14.8%) 
2/25 ( 8. 0%) 

1/52 ( 1.9%) 

1/2 (50 .0o/.) 

3/9 (33.3%) 
0/37 ( 0.0%) 

26AUG88 
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RESULTS (CONT .. ) : 

05482 

- 6 -

Reaction frequencies and maximum temperatures 
recorded during the three days following each 
injection of vaccine are reported in Tables 11-13. 

Three serious adverse events occurred within the 
study. 

1) Vaccine: Lot 1003/C-L680 saline 
Dose: 7 mcg 

A 10-month old infant developed a temperature 
of 38.9°C, four hours after receiving the 
second dose of vaccine. Swelling and erythema 
were present over the anterior thigh 
surrounding the injection site and extending 
from above the knee to the groin. 
Hospitalization was not required and subject 
recovered. The investigator assessed this 
event as probably related to the vaccine. 

2) Vaccine: Lot 1018/C-M679 in alum 
Dose: 18 mcg 

A 7-month old infant developed a temperature of 
38.9°C with erythema and tenderness at the 
injection site, two days after receiving the 
vaccine. A faint rash was present on the face, 
neck, upper torso and upper extremities. 
Hospitalization was not required. Fever and 
rash resolved. The investigator assessed this 
event as possibly related to th~ v~"r4~ 0 -

3) Vaccine: Lot 1018/C-M679 in alum 
Dose: 18 mcg 

A 5-month old infant began high-pitched 
screaming approximately 4 hours after 
vaccination. He was unconsolable for 2 hours. 
Next day, he awoke screaming and was 
unconsolable for 10 hours. He cried for 3 
hours that evening. At 48 hours, he was alert 
and well. Hospitalization was not required. 
The investigator assessed this event as 
definitely related to the vaccine. 

For children who received a booster dose of conjugate 
vaccine, there were no serious or alarming reactions 
reported. 

26AUG88 
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RESULTS (CONT.): 

05482 

- 7 -

4) Statistical Analysis 

Natural log antibody titers of infants who received 
two 13 mcg doses of Lot 1018/C-M679 in alum at 
either one or two month intervals were compared 
adjusting for age (after no significant interaction 
between age and regimen was found). There was no 
significant difference in antibody titers prior to 
the first injection or at the time of the second 
injection. However, approximately one month after 
the second injection, anti-PRP titers were higher 
for those vaccinees whose injections were given two 
months apart rather than one month apart (p=.05 for 
vaccinees with baseline serology, p = . 02 for all 
vaccinees). 

Comparison of doses was restricted to 2-11 month 
old infants who received two injections of Lot 
1003/C-L680 (7 mcg in alum) one month apart and 
those who received Lot 1018/C-M679 (13 mcg in alum) 
one month apart. There was no significant 
difference in antibody titers between the two dose 
groups prior to the first or second injection or 
approximately one month after the second 
injection. Assuming that a difference in lots did 
not mask a difference in doses, dose did not seem 
to be a factor in the levels of anti-PRP developed. 

Due to the lack of data and imbalance in sample 
sizes, no formal comparison could be made between 
vaccine reconstituted in saline or ~l .. mi.n••"! 
hydroxide, and between booster injection data. 

26AUG88 
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HFLu/Z3.546090/04/19/88/PAGE l 

INVESTIGATOR I GRANOFF, DAN 
STUDY a 087301 
VACCINE I HIB COtUUGATE - SALINE 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY 

F 0 
0 

28 
28 
56 

H 0 
0 

28 
28 
56 

224 
413 
415 
441 

F 0 
0 

28 
28 
56 

F -6 
0 

22 
50 

218 
407 
407 
't35 

·" D 
0 

33 
56 

224 
413 
413 
441 

F D 

TABLE l 

DEttOGRAPHICS / EVENTS LISTING 

DATE PHASSQ EVENI' LOT DOSE 

001 PRE8l.EED 
011 IHJ 1 CL680 7 HCG 
011 BLEED 1 
021 INJ 2 CL680 7 HCG 
021 BLEED 2 

001 PREBLEED 
011 IHJ 1 CL680 7 HCG 
011 BLEED 1 
021 INJ 2 CL680 7 HCG 
021 BLEED 2 
021 BLEElll 3 
021 BLEED 4 
091 INJ 3 POLYS 25 HCG 
091 BLEED 5 

001 PREBlEED 
011 INJ 1 CL680 7 HCG 
011 BLEED l 
021 IHJ 2 CL680 7 HCG 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 CL680 7 HCG 
021 IHJ 2 CL680 7 HCG 
021 BLEED 1 
021 BLEED 2 
021 BLEED 3 
091 lNJ 3 POLYS 25 HCG 
091 BLEED <t 

001 PREBLEED 
OU lNJ 1 CL680 . 7 HCG 
021 INJ 2 CL680 7 HCG 
021 BLEED 1 
021 BLEED 2 
021 BLEED 3 
091 INJ 3 POLYS 25 HCG 
091 BLEED 4 

001 PREBLEED 

COOE RIA 

< 62 

24645. 

11243 

178 

695 

1090 
529 
183 

>:s 7000 

< 62 

7862 

10113 

&93 

1420 
245 
252 

5341 

< 62 

2734 
463 
367 

578't 

117 

SBA 

< 2 

256 

64 

< 2 

16 

8 

< 2 

6't 

32 

< 2 

8 

< 2 

>= 64 

< 2 

0 

l.n 
1.,,1 
·:ll 
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TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR s GRANOFF, DAN 
STUDY I 087301 
VACCINE I HIB CONJUGATE - SALINE 
PATIENT CLASSr HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 

-·· .. ·----· .. ·---------·-------••IHftftttt•--···,----·········----------···········••***-
F 9H 0 011 INJ 1 CL680 7 HCG 

28 011 BLEED 1 6928 128 
28 021 IHJ 2 CL680 7 HCG 
56 021 BLEED 2 7090 512 

224 021 BLEED 3 3026 
413 021 BLEED 4 1184 
413 091 INJ 3 POLYS 25 HCG 
441 091 BLEED 5 >= 7000 

H SH 0 001 PREBtEED < 62 
0 011 INJ 1 CL680 7 HCG 

28 011 BLEED 1 4845 
28 021 INJ 2 CL680 7 HCS 
SC. 021 BLEED 2 5072 

25c. 021 BLEED 3 >• 2200 
483 021 BLEED 4 2084 
483 091 INJ 3 CH67~ 6 HCG 
516 091 BLEED 5 48334 

" 4H 0 001 PREBLEED < 62 < 2 
0 011 INJ 1 CL680 7 HCG 

28 021 INJ 2 CL680 7 HCG 
56 021 BLEED 1 2651 32 

301 021 BLEED 2 217 
413 021 BLEED 3 197 
413 091 INJ 3 CH679 6 HCG 
441 091 BLEED 4 11937 

F 0 001 PREBL.EED 537 
0 011 INJ 1 CL680 7 ttCG 

32 011 BLEED 1 179 
32 021 INJ 2 CL680 7 HCG 
56 021 BLEED 2 571 

260 021 BLEED 3 348 
370 021 BLEED 4 150 
370 091 INJ 3 POLYS 25 HCG 
400 091 BLEED 5 .5749 

F lOH 0 001 PREBLEED 149 8 
0 011 INJ 1 CL680 7 HCG 

28 011 BLEED' 1 521 

0 -1.11 
~ 
,0 
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'f.~LE 1 (-cdnt.) 

DEHOGRAP~ICS / EVENTS LISTING 

INVESTIGATOR 1 GRANOFF, DAN 
ST\JDV I D87301 
VACCINE I HIB CONJUGATE - SALINE 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAV DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 

--·--··-······---···-··-·---····---··-·-·----......... -.. --... _-··•--IHHf-• 
F 40 OZl INJ 2 CL680 7 HCG 

56 021 BLEEIIJ 2 5744 512 
385 021 BLEEl'J 3 Z66 
385 091 INJ 3 POLVS 25 HCG 
4ZZ 091 BLEED 4 47826 

" ZH 0 001 PREBl.EED 563 
0 011 INJ l CL680 7 HCG 

28 011 BLEEI> l 01 QNS 
ZS 021 INJ z CL680 7 HCG 
56 D21 BLEEl'J 2 310 

245 021 BLEED 3 775 
357 021 BLEED 4 486 
357 091 INJ :s CH679 6 HCQ 
3BS 091 BLEED 5 8541 

" 2H 0 001 PREBLEED 515 
0 011 INJ l CL680 7 HCQ 

28 011 BLEED 1 813 
217 011 BLEED 2 182 
357 011 BLEED 3 328 
357 091 INJ 2 POLVS 25 HCG 
385 091 BLEED 4 3861 

" ZN -2 001 PREBLEED Z37 
0 011 INJ 1 CL680 7 HCQ 

26 011 BLEED 1 642 
355 011 BLEED 2 309 
355 091 INJ 2 POLVS 25 HCG 
383 091 BLEED 3 90703 

n 
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TABLE 1 (cont.) 

DEHOGRAPIIICS / EVENTS LISTI.«; 

INVESTIGATOR 1 GRANDFF• DAN 
ST\JDY I 087301 
VACCINE HIB CONJUGATE - ALUM 
PATIENT CUSS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSQ EYEHT LOT DOSE CODE RIA SBA 
**lflftttf**ffff**H*lftttHHHf**H*lffflfffltfftfffNNNNNNMMM.._...HNMN*NMNNNNNNNNNNH**._.HH!liHHHfff ... ._. ..... _.. 

H 8H 0 001 PREB,.EED < 62 < 2 
0 011 INJ 1 CL680 7 HCG 

28 011 BLEEll 1 765 4 
28 021 INJ 2 CL680 7 HCG 
56 021 BLEE!) 2 470 < 2 

224 021 BLEED J 265 
413 021 BLEED 4 234 
413 091 INJ 3 POLYS 25 HCG 
441 091 BLEElll 5 2567 

" 3H 0 001 PREBLEED < 62 < 2 
0 011 INJ 1 CL680 7 HCG 

28 011 BLEED 1 625 < 2 
28 021 INJ t CL680 7 HCG 
56 021 BLEED 2 2093 16 

224 021 BLEED- J 3085 
441 021 BLEED 4 4211 
441 091 IHJ 3 POLYS 2.!i HCG 
469 091 BLEEll I >:a 63138 

F 13" 0 001 PREBLIEED 279 < 2 
0 011 INJ 1 CL680 7 HCG 

26 011 BLEED 1 19379 64 
182 011 BLEED 2 6050 

" 13" 0 001 PREBLEED < 62 < 2 
0 011 INJ 1 CL680 7 HCG 

28 021 INJ 2 CL680 7 HCG 
56 021 BLEED 1 17134 64 

F 16H 0 001 PREBLEED 213 < 2 
0 011 INJ 1 CL680 7 HCG 

26 011 BLEED 1 13031 128 
218 011 BLEED 2 
461 011 BLEED 3 587 
461 091 INJ 2 CH679 6 HCG 
489 091 BLEED . 4 44168 

F llH 0 001 PREBLEED < 62 >:a 64 
0 011 INJ 1 CL680 7 HCG 

26 011 BLEED 1 19166 32 

,::, 

\JI 
.:: 
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TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

ltNESTIGATOR I GRANOFF, DAN 
STUDY I 087301 
VACCINE HIB CONJU;ATE -ALUM 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSq EVElfT LOT DOSE CODE RIA SBA 
tHHt•tHHHHHt-•-----•-•tUHt--lHHHHHl•tlff•-----•-lflfflNNNlfNNNNiftlfftlff_tlff __ lfNNNNNNIHHHHHl--lflHHHHHl 

f 182 011 BLEEII 2 2190 

H 0 001 PREBI.EED < 62 < 2 
0 011 INJ 1 CL680 7 HCG 

28 021 IHJ , 2 CL680 7 HCG 
56 021 BLEELI 1 225 < 2 

385 021 BLEElJ 2 193 
385 091 INJ 3 POLYS 25 HCG 
413 091 BLEEII 3 >• 7000 

H 0 001 PREBLEED 87 
0 011 INJ 1 CL680 7 HCG 

28 011 BLEED 1 751 
28 021 INJ 2 CL680 7 HCG 
56 021 BLEED 2 1509 

245 021 BLEED 3 1178 
357 021 BLEElii 4 1099 
357 091 INJ 3 POLYS 25 ~G 
385 091 BLEED 5 173272 

H 0 001 PREBl.EED < 62 < 2 
0 011 INJ 1 CL680 7 HCG 

28 011 BLEED 1 727 2 
28 021 INJ 2 CL680 7 HCG · 
56 021 BLEED 2 1157 2 

301 021 BLEED 3 165 
385 021 BLEED 4 115 
385 091 IHJ 3 POLYS 2.6 HCG 
413 091 BLEED 5 2915 

H 0 001 PREBLEED < 62 < 2 
0 011 INJ 1 CL680 7 HCG 

27 011 BLEED l 199 8 
34 021 INJ 2 CL680 7 HCG 
62 021 BLEED 2 1235 

287 021 BLEED 3 720 
448 021 BLEED 4 452 
448 091 IHJ 3 CH679 6 HCG 
478 091 BLEED 5 49004 

H 0 001 PREBLEED < 62 

.11 

"V 
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INVESTIGATOR: 
STUDY 
VACCINE 
PATIENT CLASS: 

GRANJFF. DAN 
087301 
HIB CONJUGATE - ALUM 
HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY 

0 
28 
28 
56 

301 
357 
357 
391 

0 
0 

32 
32 
56 

245 
357 
357 
397 

0 
0 

28 
28 
.66 

217 
3.67 
357 
385 

0 
0 

28 
28 
64 

222 
420 
420 
4!i2 

0 
0 

TABLE 1 (cont.) 
Dl:.MOGRAPIUCS / EVENTS LISTING 

DATE PHASSq EVENT LOT DOSE 

OU INJ l CL680 7 HCG 
OU BLEEll l 
021 INJ 2 CL680 7 HCG 
021 BLEECl 2 
021 BLEEII 3 
D21 BLEE!' 4 
091 INJ 3 POLYS 25 HCG 
091 BLEEL1 5 

001 PREBi.EED 
011 INJ 1 CL680 7 HCG 
OU BLEE(I 1 
021 INJ 2 CL680 7 HCG 
021 BLEEP 2 
021 BLEED 3 
021 BLEE~I 4 
091 INJ 3 CH679 6 1'1;9 
091 BLEE(J !i 

001 PREBLEED 
OU INJ 1 CL680 7 HCG 
011 BLEEl'I 1 
021 INJ 2 CL680 7 HCG 
021 BLEED 2 
021 BLEED 3 
021 BLEED 4 
091 INJ 3 CH679 6 HCS 
091 BLEED !i 

001 PREBLEED 
011 INJ 1 CL680 7 HCG 
011 BLEEO 1 
OZl INJ 2 CL680 7 HCG 
021 BLEEO 2 
021 BLEED 3 
021 BLEED 4 
091 INJ 3 CH679 6 HCG 
091 BLEED !i 

001 PREBLEED 
OU INJ l CL680 7 HCG 

CODE RIA SBA 

188 

282 
213 
198 

3302 

< 62 

67 

999 
2171 
1585 

155538 

564 

1094 

1281 
>= 2200 

3879 

>a 173272 

94 

01 5333 

4623 
>= 2200 
31287 

>-= 173272 

01 < 250 

.::, 

,J1 
:::: 
,J4 
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INVESTIGATOR I GRANOFF, DAN 
STUDY 1 087301 
VACCINE I HIB CONJUGATE - ALUM 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEK RACE BIRTH AGE GROUP DAY 

Z8 
Z8 
56 

Z17 
395 
395 
4ZO 

0 
0 

Z8 
28 
.56 

Zl7 
392 
39Z 
4ZO 

0 
0 

Z8 
Z8 
56 

397 
397 
4ZO 

0 
0 

Z8 
33 
56 

Zl7 

0 
0 

31 
31 
59 

Z45 
4Z6 

TABLE 1 (cont.) 

DEtfOGRAPHICS / EVENTS LISTING 

DATE PHASSQ EVENT LOT DOSE 

011 BLEED 1 
OZl INJ 2 CL680 7 HCG 
OZl BLEED 2 
OZl BLEED 3 
OZl BLEED 4 
091 INJ 3 POLYS 25 ttCG 
091 BLEED 5 

001 PREBLEED 
011 INJ 1 Cl680 7 ttCG 
011 BLEED 1 
OZl INJ 2 CL680 7 HCG 
OZl BLEED 2 
OZl BLEEU 3 
OZl BLEED 4 
091 INJ 3 CH679 6 HC~ 
091 BLEEU 5 

001 PREBLEED 
011 INJ 1 CL680 7 HCG 
011 BLEE[> 1 
OZl INJ 2 CL680 7 HCG 
021 BLEEn 2 
OZl BLEEli 3 
091 INJ 3 POLYS 25 ttCG 
091 BLEED 4 

001 PREBLEED 
011 INJ 1 CL680 7 HCG 
011 BLEED 1 
021 INJ z CL680 7 HCG 
OZl BLEED 2 
OZl BLEED 3 

001 PREBLEED 
011 INJ 1 Cl680 7 ttCG 
011 BLED 1 
021 INJ 2 Cl680 7 HCG 
021 BLEED 2 
OZl BLEED 3 
021 BLEED 4 

CODE RIA SBA 

1085 

1968 
80Z 
260 

8819 

< 1Z5 

679 

1060 
Zl8 
161 

34866 

< 1Z5 

Z999 

3495 
5600 

>• 173Z7Z 

< 1Z5 

< lZS 

705 
348 

430 

419 

176 
347 
Z83 

~ -J1 
~ 
.:, 
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INVESTIGATOR: GRANOfft DAN 
ST\JDV I 087301 
VACCINE I HIB CONJOOATE - ALUM 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAV 

430 

0 
0 

30 
30 
67 

2Z5 
442 
442 
471 

0 
0 

28 
56 

406 
437 

0 
0 

Z7 
Z28 
405 

0 
0 

28 
234 
412 
412 
437 

0 
0 

Z7 
Z7 
61 

Z58 
397 
397 

TABLE 1 (cont.) 
DEMOGRAPHICS/ EVENTS LISTING 

DATE PHASSQ EVEtlT LOT DOSE 

091 INJ 3 POLVS Z5 HCG 

001 PREBLEED 
Oil INJ l CL680 7 HCG 
Oil BLEED l 
OZl INJ I z CL680 7 HCG 
OZl BLEED 2 
OZl BLEED 3 
OZl BLEED 4 
091 INJ 3 POLVS 25 HCG 
091 BLEED 5 

001 PREBLEED 
011 INJ l CL680 7 HCG 
021 INJ I 2 CL680 7 HCG 
021 BLEED l 
091 INJ 3 POLVS ZS HC.G 
091 BLEED 2 

001 PREB~EED 
011 INJ l CL680 7 HCG 
Oil BLEEC l 
011 BLEEC 2 
091 INJ z POLVS ZS HCG 

001 PREBL.EED 
011 INJ l CL680 7 HCG 
011 BLEED 1 
011 BLEED 2 
011 BLEED 3 
091 INJ 2 POLVS 25 HC9 
091 BLEED 4 

001 PREBLEED 
011 INJ l CL680 7 HCG 
011 BLEED l 
OZl INJ 2 CL680 7 HCG 
OZl BLEED 2 
OZl BLEED 3 
OZl BLEED 4 
091 IHJ 3 POLYS Z5 1'£9 

CODE RIA SBA 

3't0 

ZlZ 

163 
356 
Z6't 

8747 

5" 

Z298 

lZ8640 

01 < 125 

01 1353 
Z61 

146 

1704 
163 

< lZS 

7419 

< 1Z5 

168Z 

9807 
82Zl 
8583 

:> -\J1 
.~ 
\Jl 



(b) (6) (b) (6) (b) (6)

HFLu,L3546090/04/19/88/PAGE 9 

TABLE l (cont.) 

DEl10GRAPittICS / EVENTS LISTING 

INVESTIGATOR: GRANOFF, DAN 
STUDY r 087301 
VACCINE I HIB CONJUGATE- ALUM 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 

--lflflflflf--lflf ____ lflf---lf----lf··-·---lffflf---·-----·-··--·-----·--·--· 
" .!iH 425 091 BLEED Ii 675330 

f 4H 0 001 PREBLEED 333 
0 011 INJ l CL680 7 HCG 

28 011 BLEED l 951 
28 021 INJ 2 CL680 7 HCG 
56 021 BLEED 2 1920 

245 021 BLEED 3 487 
364 021 BLEED 4 518 
364 091 INJ 3 CH679 6 HCG 
392 091 BLEED 5 42122 

F 0 001 PREBLEED < 125 
0 011 INJ 1 CL680 7 HCG 

28 011 BLEED 1 2627 
210 011 BLEEb 2 564 

H 0 001 PREBLEED < 125 
0 011 INJ 1 CL680 7 HCG 

35 011 BLEED 1 8392 
210 011 BLEEb 2 >= 2200 
394 011 BLEED 3 3528 
394 091 INJ 2 POLYS ZS HCQ 
429 091 BLEED 4 93120 

' 
f 9H 0 001 PREBL.EED < 125 

0 011 INJ 1 cueo 7 HC& 
35 011 BLEED. 1 413 

" 0 001 PREBLEED < 125 
0 011 INJ 1 CL680 7 HCQ 

28 011 BLEE[I 1 576 
223 011 BLEEE 2 621 
403 011 BLEEE 3 345 
403 091 INJ 2 POLYS 25 HCG 
435 091 BLEED 4 132800 

f SH 0 001 PREBL.EED 276 
0 011 INJ 1 CL680 7 HCG 

30 011 BLEEl1i 1 13911 
30 021 INJ 2 CL680 7 HCG 

~ 

\J1 
~ 
0-
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TABLE 1 (cont.) 
DEHOGRAPltlCS / EVENTS LISTING 

INVESTIGATOR 1 GRANOFF, DAN 
STUDY I 087301 
VACCINE HIB CONJUGATE- ALUM 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 
••o--••••••H•~•H*****MMM**HDMttittfM•MMllfttilM-•MlffiHfMIHHHHHf*NNNNNNNN:ltffffNllftttHftfiftl-ttittfttittftfiftlff 

F !iH 56 OZl BLEED 2 19187 
424 021 BLEED 3 85917 
4Z4 091 INJ 3 POLYS 25 HCG 
459 091 BLEED 4 > 675330 

F 0 001 PREBlEED < 1Z5 
0 011 INJ 1 CL680 7 HCG 

30 011 BLEED 1 1968 
218 011 BLEED Z 1343 
409 011 BLEED 3 14055 
409 091 INJ z POLYS ZS HCG 
437 091 BLEED 4 1Z3ZOO 

" -1 001 PREBLEED < 125 
0 011 INJ 1 CL680 7 HCG 

29 011 BLEED 1 5089 
190 011 BLEED Z 393 

" -1 001 PREBLEED < 12S 
0 011 INJ 1 CL680 7 HCG 

30 011 BLEED 1 1615 
183 011 BLEED Z 3ZO 

F 6H -4 001 PREBILEED < 1Z5 
0 011 INJ 1 CL680 7 HCG 

27 011 BLEED 1 < lZS 
27 021 INJ 2 CL680 7 HCG 
58 021 BLEED 2 459 

Z46 021 BLEED 3 638 
413 091 INJ 3 POL'(S ZS HCG 
44Z 091 BLEED 4 1116Z 

" 4H 0 001 PREBI.EED < 125 
0 011 INJ 1 CL680 7 HCG 

Z4 011 BLEE(, 1 1271 
24 OZl INJ z CL680 7 HCG 
55 OZl BLEED z 575 

24Z 071 BLEEli: 3 580 
399 091 INJ 3 POLYS 2& tl:6 

" 2H -1 001 PREBI.EED 466 

:::, -I.II 
.i:: 
...... 
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TABLE l (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR 1 GRANOFF, DAN 
STUDY t 087301 
VACCINE I HIB CONJUGATE- ALUM 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 
lflftHf!tltlHHfltltlt--ltffltHlflfltlHfltHIHHtltHIHHtitHIHftHflHffflHfffltffltlt!tltNNNNNNNNIHf!tlftHfltfflHHfH-IHHf!tlflHHf-lflHHf._lf __ lHt 

H 2H 0 011 INJ 1 CL680 7 HCG 
29 D11 BLEED 1 1405 
29 021 INJ z Cl680 7 HCG 
61 OZl BLEED Z 1857 

249 021 BLEED 3 195 
406 091 INJ 3 POLYS 25 HCG 
438 091 BLEED 4 66835 

F 8H -1 001 PREBlEED < 125 
0 011 INJ 1 CL680 7 HCG 

31 011 BLEED 1 15288 
31 021 INJ 2 CL680 7 HCG 
64 021 BLEED 2 6707 

H 0 001 PREBLEED 01 < 125 
0 011 INJ 1 Cl680 7 HCG 

31 011 BLEED 1 321 
3ft 021 INJ 2 Cl680 7 HCQ 
63 021 BLEED 2 1617 

374 021 BLEED 3 1003 
374 091 INJ 3 POLYS ZS HCG 
411 091 BLEED 4 74706 

F 16H 0 001 PREBLEED 345 
D 011 INJ 1 CL680 7 HCG 

Z9 011 BLEEP 1 1067 

F 3H 0 001 PREBLEED < 62.S 
0 011 INJ 1 01679 13 HCG 

28 011 BLEED 1 250 
28 021 INJ 2 Ct1679 13 HCG 
67 021 BLEED Z 651 

F SH 0 001 PREBLEED < 62.5 
0 011 INJ 1 Ct1679 13 HCG 

56 011 BLEED 1 164 
56 021 INJ 2 CH679 13 HCG 
84 021 BLEED Z 1574 

H lH 0 001 PREBl.EED 113 
0 011 INJ 1 CH679 13 HCG 

0 -\J'I 
J::, 

ilJ 
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INVESTIGATOR I GRAHOFF, DAN 
STUDY 1 087301 
VACCINE I HIB CON.AJGATE - ALUM 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY 

" lH 28 
28 
57 

F 3H 0 
0 

56 
56 
84 

" ZH 0 
0 

28 
lZl 

F 3H 0 
0 

56 
56 
84 

" 3H 0 
0 

28 
28 
56 

" 6H 0 
0 

56 
56 

103 

" 3H 0 
28 

F 6H 0 
0 

68 
68 
96 

TAJLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

DATE PHASSQ EVENT LOT DOSE 

011 BLEED l 
OZl INJ 2 CH679 13 tlCG 
OZl BLEED Z 

001 PREBLEED 
011 INJ 1 CH679 13 HCG 
011 BLEED l 
021 INJ 2 CH679 13 HCG 
OZl BLEEP 2 

001 PREBLEED 
011 INJ 1 CH679 13 HCG 
OZl INJ z CH67' l3 HCQ 
OZl BLEED 1 

001 PREBi.EED 
011 INJ I l CH679 13 HCG 
011 BLEED l 
OZl INJ z CH679 13 HCG 
021 BLEED 2 

001 PREBl.EEO 
011 INJ 1 CH679 13 HCG 
011 BLEED 1 
021 INJ z CH67J 13 HCG 
021 BLEED 2 

001 PREBl.EEO 
011 INJ 1 CH679 13 HCG 
011 BLEED 1 
OZl INJ 2 CH679 13 HCG 
021 BLEED Z 

011 INJ 1 CH679 13 tlCG 
021 INJ z CH679- 13 HCG 

001 PREBLEED 
011 INJ 1 CH679 13 tlCG 
011 BLEED 1 
021 INJ z CH679 lJ HCG 
OZl BLEED Z 

CODE 

01 

RIA 

1080 

1462 

< 62.S 

443 

2547 

< 125 

701 

88 

432 

2555 

448 

727 

2174 

< 125 

4353 

6134 

QNS 

14256 

21253 

SBA 

CJ 
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TAI:' LE 1 (cont.) 

DEl10GRAP1acs / EVENTS LISTING 

ItNESTIGATOR: GRANOFF, DAN 
STUDY I 087301 
VACCINE HIS CONJUGATE - ALUM 
PATIENT CLASSr HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSQ EVEHT LOT DOSE CODE RIA SBA 

--·----·--·--·-----·-------·--········-----·---····················--------··-I 

H 0 001 PREBLEED 01 QNS 
0 011 INJ 1 CH679 13 HCG 

Z8 011 BLEED 1 01 QNS 
Z8 OZl IHJ z CH679 13 HCG 
57 OZl BLEED 2 3973 

F 0 001 PREBI.EED < 125 
0 011 INJ 1 CH679 13 HCG 

56 011 BLEED 1 01 ~ 
59 OZl INJ z CH67-9 13 HCG 
84 OZl BLEEIJ 2 5375 

" 0 001 PREBLEED 01 QNS 
0 011 INJ 1 CH679 13 HCG 

n 011 BLEED 1 455 
n OZl INJ z CH67.9 13 HCG 
68 OZl BLEED Z ZlZ6 

" 0 001 PREBLEED < 125 
0 011 INJ 1 CH679 13 HCG 

59 011 BLEED 1 2977 
59 OZl INJ z CH67! 13 HCG 
94 OZl BLEED 2 9101 

H 0 001 PREBLEED < 125 
0 011 IHJ 1 CH679 13 HCG 

28 011 BLEED 1 4282 
Z8 OZl IHJ 2 CH6'{9 13 HCG 
63 OZl BLEED 2 19215 

H 0 001 PREBLEED < 125 
0 011 INJ 1 CH679 13 HCG 

56 011 BLEED 1 9174 
56 OZl INJ 2 CH679 13 HCG 
84 OZl BLEED 2 19634 

F 0 001 PREBLEED 01 QNS 
0 011 INJ 1 CH679 13 HCG 

32 011 BLEEU 1 01 QNS 
3Z OZl INJ 2 CH679 13 HCG 
60 OZl BLEED 2 884 

::> -Jl 
Jl 
:) 
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INVESTIGATOR I GRANOFF, DAN 
STUDY 1 087301 
VACCINE I HIB CONJUGATE - ALUM 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY 

0 
0 

63 
63 
93 

0 
0 

Z8 
28 
S6 

0 
0 

63 
63 

103 

0 
0 

Z8 
Z8 
S6 

0 
0 

56 
S6 
90 

0 
0 

Z8 
28 
S6 

0 

0 
0 

28 

TABLE 1 (cont.) 

DEHOORAPl.ilCS / EVENTS LISTING 

DATE PHASSQ EVEHT LOT DOSE 

001 PREBI.EED 
011 IN.I 1 CH679 13 HCG 
011 BLEED 1 
OZl IN.I 2 CH679 13 HCG 
OZl BLEED 2 

001 PREBLEED 
011 INJ 1 CH679 13 HCG 
011 BLEED 1 
OZl INJ 2 CH679 13 HCG 
OZl BLEED 2 

001 PREBLEED 
011 INJ 1 CH679 13 HCG 
011 BLEED 1 
OZl INJ 2 CHH9 13 HCG 
OZl BLEED 2 

001 PREBLEED 
011 INJ 1 CH679 13 HCG 
011 BLEED 1 
OZl INJ 2 CH679 13 HCG 
OZl BLEED 2 

001 PREBLEED 
011 IN.I 1 CH679 13 HCG 
011 BLEEO 1 
OZl INJ z CH679 13 HCG 
OZl BLEED Z 

001 PREBlEED 
011 INJ 1 CH679 13 HCG 
011 BLEED 1 
OZl INJ 2 CH679 13 HCG 
OZl BLEEO 2 

011 INJ 1 CH679 13 HCG 

001 PREBLEED 
011 INJ 1 CH679 13 HCG 
011 BLEED 1 

CODE RIA SBA 

< lZS 

31Z 

399Z 

149 

179 

469 

< us 

1S03 

1964 

< us 

96Z 

704 

< lZS 

891 

1303 

< 1Z5 

Z73 

413 

177 

1438 

~ 

J1 
·.Jl .... 
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TABLE 1 (cont.) 

DEHOGRAPHICS / EVENTS LISTING 

INVESTIGATOR: GRANOFF, DAN 
STUDY I 087301 
VACCINE ' HIB CONJUGATE - ALUM 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 
"********"**"**-"*-"*IHHf*"**"*"--*"-"-•ttifilH*ittftf*H--IHHfltlHHHHf*ittHl**ittftfttifil-tHHtffttifilH•••• 

H 28 OZl INJ 2 CH679 13 HCG 
53 021 BLEED Z 2846 

H 0 001 PREBLEED 01 QNS 
0 011 INJ l CH679 13 HCG 

53 011 BLEED l 01 QNS 
53 OZl INJ 2 CH679 13 HCG 
91 OZl BLEED 2 3160 

H 0 001 PREBI.EED 01 QNS 
0 011 INJ l CH679 13 HCG 

28 011 BLEED l 961 
Z8 021 INJ z CH679 13 HCG 
56 OZl BLEED Z 01 851 

H 0 001 PREBI.EED < 125 
0 011 INJ l CH679 13 HCG 

56 011 BLEED l 01 2425 
56 021 INJ 2 CH6-79 13 HCG 
91 021 BLEED Z 16440 

F 0 001 PREBLEED 01 QNS 
0 011 INJ l CH679 13 HCG 

28 011 BLEED l 306 
28 OZl INJ 2 CH679 13 HCG 
56 021 BLEED Z 01 475 

F -4 001 PREBl.EED 237 
0 011 INJ l CH679 13 HCG 

52 011 BLEED l 275 
52 021 INJ z CH619 13 HCG 
77 021 BLEED Z 581 

H 0 001 PREBLEED 01 QNS 
0 011 INJ l CH679 13 HCG 

28 011 BLEED l 515 
28 021 INJ z CH&7'.9 13 HCG 
56 021 BLEED Z 1151 

F 0 001 PREBLEED < lZS 
0 011 INJ l Ctl679 13 HCG 

~ 

.J1 

.J1 
:\) 
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INVESTIGATOR; GRANOFF, DAN 
STUDY 1 087301 
VACCINE I HIB CONJUGATE - ALUM 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY 

TABLE 1 (cont.) 

DEt10GRAPIIICS / EVENTS LISTING 

DATE PHASSQ EVENT LOT DOSE CODE RIA SBA --··••111H1••·······-·----··-· .. ·--.. ·---·----·••111111111 ........................... --... -. 
F 56 Oil BLEED l 754 

56 021 INJ 2 CH679 13 HCG 
91 021 BLEEt'I 2 1005 

F 0 001 PREBLEED < 125 
0 Oil INJ 1 CH679 13 HCG 

28 Oil BLEED 1 610 
28 021 INJ 2 CH679 13 HCG 
5B 021 BLEED 2 1340 

F 0 001 PREBLEED < 125 
0 Oil INJ 1 CH679 13 HCG 

68 Oil BLEED 1 832 
68 021 INJ 2 CH679 13 HCG 

119 021 BLEED 2 23799 

F 0 001 PREBLEED < 125 
0 Oil INJ 1 CH679 13 HCG 

ltO Oil BLEED 1 4179 
40 021 INJ t CH679 13 HCG 

103 021 BLEED 2 5296 

" 0 001 PREBLEED 16ft 
0 Oil INJ 1 CH679 13 HCG 

56 Oil BLEED 1 11798 
56 021 INJ 2 CH679 13 HCG 
91 021 BLEED 2 22281 

H 0 001 PREBLEED 01 QNS 
0 Oil INJ 1 CH679 13 HCG 

28 Oil BLEED 1 01 901 
28 021 INJ 2 CH6·79 13 HCG 
57 021 BLEED 2 1473 

H 0 001 PREBLEED < 125 
0 Oil INJ 1 01679 13 HCG 

56 Oil BLEED 1 01 >= 3976 
56 021 INJ 2 CH679 13 HCG 
89 D21 BLEED 2 57't8 

H 0 001 PREBLl:ED < 125 

:::, ,_. 
·Jl 
J1 
t,,I 
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TABCE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTING 

INVESTIGATOR 1 GRANOFF. DAN 
STUDY 087301 
VACCINE HIB CONJUGATE - ALUM 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASS~ EVENT LOT DOSE CODE RIA SBA 

~--··········-··-·-·--·-·-·--···---------·-········~-----·-··--· 
H 0 011 INJ 1 CH679 13 HCG 

3Z 011 BLEED 1 587 
3Z OZl INJ 2 CH679 13 HCG 
60 OZl BLEED 2 01 1333 

H 0 001 PREBLl:ED < 1Z5 
0 011 INJ 1 CH679 13 HCG 

57 011 BLEED 1 16Z 
57 OZl INJ 2 CH679 13 HCG 
85 OZl BLEED 2 01 21oz 

H 0 001 PREBLEED < lZS 
0 011 INJ 1 CH679 13 HC6 

Z8 011 BLEED 1 333 
28 OZl INJ 2 CH679 13 HCG 
55 OZl BLEED Z 504 

H 0 001 PREBLEED 144 
0 011 INJ 1 Cl1679 13 HCG 

60 011 BLEED 1 536 
60 OZl INJ 2 CH679 13 HCG 

100 OZl BLEED 2 791 

F 0 001 PREBLEED 01 QNS 
0 011 INJ 1 CH679 13 HCG 

30 011 BLEED 1 3551 
30 021 INJ 2 CH679 13 HCG 
56 021 BLEED Z 337Z 

H 0 001 PREBLEED 786 
0 011 INJ 1 CH679 13 HCG 

61 011 BLEED 1 1034 
61 OZl INJ 2 CH679 13 HCG 
90 021 BLEED 2 1658 

F 0 001 PREBLEED Z57 
0 011 INJ 1 CH679 13 HCG 

Z8 011 BLEED 1 1161 
33 OZl INJ z CH679 13 HCG 
63 021 BLEED Z 284 

H 0 001 PREBLEED 167 

·O -\II 
\II 
J:: 
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INVESTIGATOR: GRANOFF, DAN 
STUDY I 087301 
VACCINE I HIB CONJUGATE - ALUM 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY 

F 

F 

F 

H 

2H 

2H 

3H 

4H 

6H 

6H 

SH 

3H 

SH 

0 
68 
94 

0 
22 
28 
91 

0 
0 

66 
66 
92 

0 
0 

28 
28 
63 

0 
0 

63 
63 
91 

0 

0 
0 

54 
54 
91 

0 

0 
0 

58 
58 

TABLE 1 (cont.) 

DEttOGRAJ'HICS / EVENTS LISTING 

DATE PHASSQ EVE:NT LOT DOSE 

011 INJ 1 CH679 13 HCG 
021 INJ 2 CH679 13 HCG 
021 BLEED 1 

011 INJ 1 CH679 13 HCG 
011 BLEED 1 
021 INJ 2 CH679 13HCG 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 CH679 13 HCG 
011 BLEED 1 
021 INJ 2 CH679 13 HCG 
021 BLEED 2 

001 PREBLEED 
011 INJ 1 CH679 13 HCG 
011 BLEED 1 
021 INJ 2 CH6?9 13 HCG 
021 BLEED t 

001 PREBLEED 
011 INJ 1 CH679 13 HCG 
011 BLEED 1 
021 INJ 2 CH67~ 13 HCG 
021 BLEED 2 

011 INJ 1 CH679 13 HCG 

001 PREBLEED 
011 INJ 1 CH679 13 HCG 
011 BLEED 1 
021 INJ 2 CH679 13 HCG 
021 BLEED 2 

011 INJ 1 CH679 13 HCG 

001 PREBLEED 
011 INJ 1 CH679 13 HCG 
011 BLEED 1 
021 INJ 2 CH679 13 HCG 

CODE RIA SBA 

9786 

< 125 

< 125 

< 125 

296 

553 

179 

1254 

3886 

< 125 

579 

3939 

187 

2182 

4262 

01 CilNS 

3080 

::, -U'1 
1.11 
U'1 
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TAULE 1 (cont.) 

DEl10GRAP•11cs / EVENTS LISTING 

UNESTIGATOR : GRAtJOFF • DAN 
STUDY I 087301 
VACCINE HIB CONJUGATE - ALUM 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE- GROUP DAY DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 
•--u••·••uHlfHIIHHH*******-••-------------~-•-•011H***HHIHtHIHIHIHHHHHl*OtlJHtH 

H !iH 84 OZl BLEEn 2 7577 

H BLAC 13H 0 011 INJ 1 CH679- 6 HCG 
31 011 BLEED 1 6Zl0 

H BLAC 7H 0 011 INJ 1 CH679. 6 HCG 
30 011 BLEEl:l 1 7453 

F BLAC lZH 0 011 INJ 1 CH679 6 HCG 
Z8 011 BLEED 1 644 

Z06 091 INJ 2 POLY~ 25 HCG 
241 091 BLEED Z 128047 

F BLAC llH 0 011 INJ 1 CH679 6 HCG 
31 011 BLEED 1 4650 

189 071 BLEED 2 1161 
189 091 INJ 2 PO!-'f.S. 25 HCG 

F 811 0 011 INJ 1 CH679 6 HCG 

H 12H 0 011 INJ 1 CH679 6 HCG 
33 011 BLEED 1 10488 

195 071 BLEED 2 4643 
195 091 INJ 2 POLYS 2.5 HCG 
Z35 091 BLEED 3 ZZ3559 

llH 0 011 INJ 1 CH679 6 HCG 
3Z 011 BLEED 1 .5879 

18Z 071 BLEED Z 2571 
182 091 INJ 2 POLYS Z.5 HCG 
ZZ3 091 BLEED 3 275669 

F 15" 0 011 INJ 1 CH679- 6 HCG 

H lZH 0 011 INJ 1 CH679 6 HCG 
29 011 BLEED 1 7037 

3Z5 071 BLEED z 1337 
3Z5 091 INJ 2 POLYS ZS HCG 
358 091 BLEED 3 72381 

17H 0 011 INJ 1 CH679 6 HCG 

0 -1.11 
\./'I 
r:,-
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TABLE 1 (cont.) 

DEtfOGRAf'HICS / EVENTS LISTING 

ItNESTIGATOR: GRANOFF, DAN 
STIJOY I 087301 
VACCINE I HIB CONJUGATE - ALUM 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSQ EVEm- LOT DOSE CODE RIA SBA 

···-·······--···-·-··---···-·-·-·-··----··-------···----·--··-··-···-
F BLAC 29 011 BLEE!J l 29690 

H BLAC 0 011 INJ l CH679 6 HCG 
36 011 BLEED l 10126 

F BLAC 0 011 INJ l CH679 6 HCG 
27 011 BLEE.O l 5056 

195 071 BLEED 2 5162 
195 091 INJ 2 POLYS 25 HCG 
245 091 BLEEO 3 342511 

F BLAC 0 011 INJ l CH679 6 HCG 
340 071 BLEED l 296 
340 091 INJ 2 POLYS 25 HCG 

F BLAC 0 011 INJ l CH679 6 HCG 
42 011 BLEED l 712 

" BLAC 9H 0 011 INJ l CH679 6 HCG 
37 011 BLEED l 4435 

F BLAC 15H 0 011 INJ l CH679 6 HCG 
38 011 BLEED l 570 

334 071 BLEED 2 293 
334 091 INJ 2 POLYS 25 HCG 
369 091 BLEED 3 21377 

F BLAC 7H 0 011 INJ l CH679 6 HCG 
28 011 BLEED l 3850 

F BLAC 7H 0 011 INJ l CH679 6 HCG 
28 011 BLEEP l 1115 

F BLAC lOH 0 011 INJ l CH679 6 HCG 
41 011 BLEED l 9007 

218 071 BLEEO 2 l48Z9 
218 091 INJ 2 POLYS 25 HCG 

H BLAC 17H 0 011 INJ l CH679 6 HCG 

F BLAC 15H 0 011 INJ l CH679 6 HCG 

0 -\J'I 
1.11 ..., 
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TABLE 1 (cont.) 

DEMOGRAPHICS/ EVENTS LISTitG 

INVESTIGATOR: GRANOFF, DAN 
STUDY I 087301 
VACCINE I HIB CONJUGATE - ALUM 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 

·····--·--··········--·······---·-··----··-·····-·-··---·········-···--··-------
F BLAC 35 011 BLEED 1 Z73Zl 

ZZ4 071 BLEED Z 7788 
ZZ4 091 INJ 2 POLYS ZS HCG 
zsz 091 BLEED 3 488977 

tt BLAC 8H 0 011 INJ 1 CH679 6 HCG 
32 011 BLEED 1 1094 

ZS7 071 BLEED Z 865 
ZS7 091 INJ z POLYS ZS ttcG 
300 091 BLEED 3 64156 

f BLAC 8H 0 011 INJ 1 CH679 6 HC9 

H BLAC 0 011 INJ 1 Ctt679 6 HCG 
35 011 BLEED 1 8215 

tt BLAC 13H 0 011 INJ 1 Ctl679 6 HCG 
33 011 BLEED 1 194Z 

Z4Z 071 BLEED Z 4417 
Z4Z 091 INJ z POl:YS ZS ttcG 
3Z3 091 BLEED 3 75934 

f BLAC 17tl 0 011 INJ 1 CH679 6 HCG 
Z9 011 BLEED 1 1ZZ7Z 

187 071 BLEED Z 558 
187 091 INJ z POLYS ZS HCG 
ZZ9 091 BLEED 3 170765 

F BLAC 17tl 0 011 INJ 1 CH67.9 6 HCG 
33 011 BLEED 1 9179 

F BLAC lOH 0 011 INJ 1 Ctl679 6 HCG 
Z8 011 BLEED 1 lZOZ 

Z46 071 BLEED Z 1706 
Z46 091 INJ z POLYS 25 HCG 
274 091 BLEED 3 196045 

tt BLAC 8H 0 011 INJ 1 CH679 6 ttcG 
326 071 BLEED l 714 
326 091 INJ 2 POLYS ZS HCG 
356 091 BLEED 2 96317 

-::, 

.n 
Jl 
·:Jl 
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TABLE 1 (cont.) 

DEt10GRAPHICS / EVENTS LISTING 

INVESTIGATOR: GRANOFF, DAN 
STIJDY I 087301 
VACCINE I HIB CONJUGATE - ALUM 
PATIENT CLASS: HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 

lffffHHffflHHf•···············••H•IHHflHHflHHf-•o••·•--IHHf••·--•-Htti0Hf-H••·---···········•-IHHf•o• 
f BLAC l!iH 0 011 INJ 1 CH679 6 HCG 

39 011 BLEED 1 9834 
259 071 BLEED 2 2673 
259 091 INJ 2 POLYS 25 HCG 

F BLAC 911 0 011 INJ 1 CH67.9 6 HCG 

F BLAC 12H 0 011 INJ 1 CH679 6 HCG 
46 011 BLEEO 1 2602 

343 071 BLEEO 2 390 
343 091 INJ 2 POLYS H HCG 

F BLAC 14H 0 011 INJ 1 CH679 6 HCG 
34 011 BLEEO 1 7341 

262 071 BLEEU 2 3010 
301 091 INJ 2 POlYS 25 HCG 
335 091 BLEEti J 271073 

F BLAC l!iH 0 011 INJ 1 CH679 6 HCG 
33 011 BLEEI> 1 2512 

316 071 BLEEI> 2 5417 
316 091 INJ 2 POLYS 25 HCG 
349 091 BLEED 3 530962 

H BLAC 0 011 INJ 1 CH679 6 HCG 
38 011 BLEED 1 1887 

H BLAC 0 011 INJ 1 CH679 6 HCG 
28 011 BLEED 1 74413 

H BLAC 7H 0 011 INJ 1 CH679 6 HCG 
299 091 INJ 2 POLYS 25 HCG 

f BLAC 0 011 INJ 1 CH679 6 HCG 
36 011 BLEEII 1 llOl'tl 

F BLAC 7H 0 011 INJ l CH679 6 HCG 
l't2 011 BLEED 1 1108 

233 071 BLEEO 2 2528 
233 091 INJ 2 POLYS 25 HCG 
302 091 BLEED 3 5072 

:::, 

J1 
.11 
0 
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TABLE 1 (cont.) 
DEtlOGRAPHICS / EVENTS LISTltG 

INVESTIGATOR: GRANOFF, DAN 
STUDY 087301 
VACCINE I HIB CONJUGATE - ALUM 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROUP DAY DATE PHASSQ EVENT LOT DOSE CODE RIA SBA 
•--•ff*lfifAffH*Kif*llllllllll•--tHHHHtH--ffH--H*H*IIIIJlllllll**._.ff .... ***IHHHHHlffff*lftftttftl._lfJfttJftttffftf--

" BLAC 0 011 INJ 1 CH679 6 HCG 
38 011 BLEED 1 5225 

308 071 BLEED 2 583 
308 091 INJ 2 POLYS 25 HCG 
336 091 BLEED J 150939 

" BLAC 0 011 INJ 1 CH679 6 HCG 
212 071 BLEED 1 < 125 
212 091 INJ 2 POLYS 2.6 HCG 

" BUC 7H 0 011 INJ 1 CH679 6 HCG 
36 011 BLEE~ 1 430 

232 091 INJ 2 POLYS 25 HCG 
287 091 BLEED 2 29778 

" BLAC 6H 0 011 INJ 1 CH679 6 HCQ 
34 011 BLEED 1 554 

184 071 BLEED 2 398 
188 091 INJ . 2 POlYS 25 HCC. 

" BLAC l3H 0 011 INJ 1 CH679 6 HCG 
28 011 BLEED 1 230 

196 071 BLEED 2 848 
196 091 INJ 2 POLYS 25 HCG 
224 091 BLEED J 101161 

F BUC 3H 0 011 INJ 1 CH679 6 HCG 
32 011 BLEED 1 721 

267 071 BLEED 2 < 125 
267 091 INJ 2 POLYS ZS HCG 
323 091 BLEED J 14664 

" BLAC 8H 0 011 INJ 1 CH679 6 HCQ 
34 011 BLEED 1 1393 

194 071 BLEED 2 718 
194 091 INJ 2 POLYS 25 HCG 
222 091 BLEED J 102589 

" BLAC D 011 INJ 1 CH679 6 HCG 
28 011 BLEED 1 626 

" BLAC 7H 0 011 INJ 1 CH679 6 HCQ 

0 

JI 

"' ::, 
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TABLE 1 (cont.) 
DEHOGRAPIIICS / EVENTS LISTING 

INVESTIGATOR l GRANOFF, DAN 
STUDY I 087301 
VACCINE l HIB CONJUGATE - ALUM 
PATIENT CLASS1 HEALTHY CHILDREN 

CASE SEX RACE BIRTH AGE GROOP DAY DATE PHASSq EVENT LDT DOSE CODE RIA SBA 

_ .................................. * ................................ JHHHHHt••·········------···········--
" BLAC 7H 29 011 BLEED 1 792 

180 091 INJ 2 PDLYS 25 HCQ 
250 091 BLEED 2 10111 

" BLAC 8H 0 011 INJ 1 CH679 6 HCS 
250 071 BLEED 1 361 
25D 091 INJ 2 POLYS 25 HCS 

" BLAC 13N 0 011 INJ 1 CN679 6 HCQ 
28 011 BLEED 1 4973 

" BLAC 9tt 0 011 INJ 1 CH679 6 HCQ 
182 071 BLEED 1 302 
182 091 INJ 2 POLY.S 25 HCS 
210 091 BLEED 2 61508 

f BLAC 0 011 INJ 1 CH679 6 HCS 
28 011 BLEED 1 1716 

" BLAC 9H 0 011 INJ 1 CN679 6 HCS 
30 011 BLEED 1 1Z303 

184 071 BLEED 2 1662 
184 091 INJ 2 POLYS ZS HCQ 

F BLAC 7H 0 011 INJ 1 CH679 18 HC6 
5 011 BLEED 1 < 1Z5 

15 011 BLEED 2 529 
28 011 BLEED J 604 

" BLAC 7H 0 011 INJ 1 CH679 18 HC& 
27 011 BLEED 1 351 

" BLAC 511 0 011 INJ 1 CN679 18 HCQ 
30 011 BLEED 1 623 

J1 
3' -
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INVESTIGATOR I GRANOFF, DAN 
STUDY I 087301 
VACCINE t HIB CONJUGATE - ALUM 
PATIENT CLASS1 HEALTHY ADULTS 

CASE SEX RACE BIRTH AGE GROUP DAV 

" 26V 0 
0 

28 
192 

" 23V 0 
0 

28 
192 

F 0 
0 

ZS 

F 23V 0 
0 

28 
192 

" 33V 0 
0 

28 
192 

" Z6V 0 
0 

28 
192 

TABLE 1 (cont.) 

DEHOGRAPIIICS / EVENTS LISTING 

DATE PHASSQ EVEJ.IT LDT DOSE 

001 PREBLEED 
011 INJ 1 CL680 7 HCG 
011 BLEED 1 
011 BLEED Z 

001 PREBLEED 
011 INJ 1 cuao· 7 HCG 
011 BLEED 1 
OZl BLEED 2 

001 PREBLEED 
011 INJ 1 CL680 7 HCG 
011 BLEED 1 

001 PREBLEED 
011 INJ , 1 CL680 7 HC9 
011 BLEED 1 
011 BLEED Z 

001 PREBLEED 
011 INJ 1 CL680 7 HCQ 
011 BLEED 1 
011 BLEED 2 

001 PREBLEED 
011 INJ 1 CL680 7 HCG 
011 BLEED 1 
011 BLEED Z 

CODE RIA 

1019 

>= 100000 
54855 

2296 

66140 
76322 

1227 

18197 

23375 

56344 
35500 

118 

78842 
15101 

140 

14022 
4452 

SBA 

/ 

0 

,..fl 
13' 
'.'\J 
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111\/[ STIGATOR 
':>TllflY 
V;.Li:INE 
Al,SAV 
I llT NUMBER 
IHI S[ 

Pc IPllLA TI ON 

AGE 
' ·1 •••••••• 

20 - 45 YRS. 

GRANOFF , DAN 
087301 
HIB CONJUGATE 
RIA 
CL680 
7 MCG 
HEALTHY ADULTS 

TABLE 2 
A N T I B O D Y R E S P O N S E S 

' % WITH ANTI-PRP FOLD' RISE 

% >2 FOLD 
••••••••••••••• 

TIME 
(MONTHS) 

•••••••••••• 

PRE INJ 
1 MONTH 
6 MONTHS 

>.15 MCG AB/ML 
••••••••••••••• 

67 
100 
100 

4/ 
6/ 
5/ 

6) 
6) 
5) 

>1.0 MCG AB/ML 
• ••••••••••••••• 

67 
100 
100 

4/ 
6/ 
5/ 

6) 
6) 
5) 

100 
80 

6/ 
4/ 

6) 
5) 

MEAN 
• ••••• 

> 43 . 1 
25 . 3 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

• •••••••••••••••• 

0.915 
> 44 . 240 

25. 115 

6) 
6) 
5) 

FOOTNOTE(S): 
IF A TITER IS REPORTED AS <.125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

0 -J1 
'7'
c..,.I 
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. INVESTIGATOR 
STUDY 
\/AC:CINE 
A~SAY 
I.OT NUMBER 
l•OSE 
l•OPULAT ION 

GRANOFF, DAN 
087301 
HIB CONJUGATE - SALINE 
RIA 
CL6B0 
7 MCG 
HEALTHY CHILDREN 

% WI lll 

TABLE 3 
ANl IBODY RESPONSES 

ANTI-PRP FOLD RISE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/Ml > I .0 MCG AB/Ml % >2 FOLD MEAN 
• 't- ♦ ••••••• •••••••••••• ................ ................ ................ • ••••• 

2·· l l MOS. PRE INJ 60 6/ Ill I 0 U/ 10) 
MONTH I 100 7/ 7) 29 2/ 7) 71 5/ 7) 4.6 
MONTH 2 1011 7/ 7) 71 5/ 7) 7 I 5/ 7) 6.4 
MONTHS 7/10 100 7/ 7) 29 2/ 7) 43 3/ 7) > 2.6 
MONTHS 12/16 88 7/ B) 25 2/ 8) 25 2/ 8) 1.6 

12· 11 MOS. PRE INJ 0 0/ 2) 0 0/ 2) 
MONTH I 100 2/ 2) 100 2/ 2) 100 ( 2/ 2) II I. 4 

FOOTNOTE{ S): 

GMT MCG AB/ML ( N) 
-----------------

ALL 
VACCINEES 

••••••••••••••••• 

0.207 10) 
I. 018 7) 
I . 594 7) 

> 0.653 7) 
0.380 8) 

0.063 2) 
13.920 2) 

IF A TITER IS REPORTED AS <. 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 
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INVESTIGATOR 
STUDY 
VACC(NE 
ASSAY 
LOT NUMBER 
t•IISE 
PtlPULAT(ON 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
RIA 
CL6B0 
7 MCG 
HEALTHY CH(LDREN 

TABLE 4 
A N T I B O D Y R E S P O N S E S 

'JI, WITH ANTI-PRP FOLD RI SE 
TIME ---------------------------------- ------------------------

AGE (MONTHS) > . 15 MCG AB/ML > 1. 0 MCG AB/ML 'JI, >2 FOLD MEAN 
... ♦ ......... •••••••••••• ................. ................ . ............... •••••• 

2.. '' MOS . PRE INJ 28 8/ 29) 0 i) I .:9) 
MONTH 1 89 24/ 27) 44 12/ 27) 70 19/ 27) 5.6 
MONTH 2 100 24/ 24) 63 15/ 24) 88 21/ 24) 7.0 
MONTHS 7/10 100 19/ HI) 32 6/ 19) 63 12/ 19) > 3.8 
MONTHS 12116 94 17/ 10 I 44 8/ I B) 50 9/ I B) 6.0 

12.- 7 1 MOS. PRE INJ 33 3/ 9) 0 0/ 9) 
MONTH 1 100 9/ 9) 89 8/ 9) 100 9/ 9) 19.0 
MONTHS 6/10 100 6/ 6) 50 3/ 6) 100 8/ B) > 7.0 
MONTHS 12/16 100 3/ 3) 67 2/ 3) 100 3/ 3) 20.6 

FOOTHOTE(S) : 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCJNEES 

••••••••••••••••• 

0 . 104 29) 
O.B66 27) 
1. 272 24) 

> 0.674 19) 
1 .023 1 B) 

o. 102 9) 
3.092 9) 

> 1.006 6) 
3.076 3) 

IF A TITER IS REPORTED AS <. 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



l1l · LL1 / Lt1546210/08/03/88/ 1 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT HUMBER 
DOSE 
POPULATION 
RAC!: 

,:. (.if 
• '♦ . ........ . 

2 - ~ MOS. 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
RIA 
CM679 
13 MCG 
HEALTHY CHILDREN 
UNKNOWN 

TABLES 
A N T I B O D V R E S P O N S E S 

ADMINISTERED AS TWO INJECTIONS ONE MONTH APART 

,i. WITH ANTI-PRP FOLD RISE 

,i. >2 FOL.O 
TIME 

(MONTHS) 
•••••••••••• 

PRE INJ 
MONTH 1 
MONTH 2 

> , 15 MCG AB/ML 
••••••••••••••• 

31 
100 
100 

4/ 13) 
13/ 13) 
12/ 12) 

>1.0 MCG AB/ML 
••••••••••••••• 

0 
38 
50 

0/ 13) 
5/ 13) 
6/ 12) 

• •••••••••••••• 

77 
92 

10/ 13) 
11 / 12) 

MEAN 
• ••••• 

5 . 0 
7.7 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

• •••••••••••••••• 

0. 102 
0.778 
I. 216 

13) 
13) 
12) 

FOOTNOTE(S): 
IF A TITER IS REPORTED AS<. 125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER . 

0 -\JI 
O" 
O" 



' I 

1111 •• / L8tl.,uLl0/07/26/l;Jt3/I 

I NVESTlGA TOR 
STUDV 
VACCINE 
ASSAY 
LOT NUMBER 
DOSE 
POPULATION 

-'IGE 
t f ... ♦ •••••• 

2- 6 MOS . 

GRANOFF, DAN 
067301 
HIB CONJUGATE 
RIA 
CM619 
13 MCG 
HEALTHY CHILDREN 

TABLE 6 
A N T 1 ~ 0 0 V R E S P O N S E ~ 

AUMINl~TERED A~ TWO INJECTIONS TWO MONTHS APART 

% WITII ANTI - PRP FOLD RISE 
TIME 

(MONTHS) > . 15 MCG AB/Ml > 1 . 0 MLG AB/ML % >2 FOLD MEAN 
•••••••••••• 

PRE VAC 
2 MONTHS 
3 MONTHS 

•••••••••••••• I •f••····t······ 

-n 
100 
IOU 

5/ 2 .. 1 J 
21 / 2 I) 
23 / 2 .1) 

0 
43 
67 

,,, , :n 
'JI 2 I) 

:C: 0/ 23) 

••••••••••••••• • ••••• 

81 
100 

17 / 21) 
23/ 23) 

> 6.8 
24.3 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

••••••••••••••••• 

0 . 088 
> I .001 

3.550 

23) 
2 I) 
23) 

FOOTNOTE(S): 
IF A TITER IS REPORTED A~ • . 125 , THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCUt ATE HIE GEOMETRIC MEAN TITER . 

:::, 

.n 
0 ' 
--..I 



Lu IU/07/28/uU/2 

INVESTIGATOR 
STUDY 
VACCINE 
ASSAY 
LOT NUMBER 
POPULATION 
RACI: 

GRANOFF, OAN 
087301 
COMBINED 
RIA 
POLVS 
HEALTHY CHILDREN 
BLACK 

% WITH 

TABLE 7 
A N T I B O D V R E S P O N S E S 

BOOSTER AS A SECONO INJECTION 

ANTI-PAP 
TIME ----- ------------------------ ------

FOLD RISE 

% >2 FOLD AGE (MONTHS) > . 15 MCG AB/ML > 1 . o MCG AB/14L 
I • t- ••••••• •••••••••••• ••••••••••••••• ••••••••••••v•• • •••••••••••••• 

2 - 11 MOS . PRE BOOST 100 71 7) 29 2/ 7) 
POST BOOST 100 71 7) 100 71 7) 100 7/ 7) 

12-71 MOS. PRE BOOST 100 7/ 7) 57 4/ 7) 
POST BOOST 100 71 7) 100 71 7) 100 71 7) 

FOOTNOTE(S): 

MEAN 
• ••••• 

137.5 

88.6 

GMT MCG AB/ML (N) 

ALL 
VACCINEES 

••••••••••••••••• 

0.858 
117 .975 

1 .671 
147 . 946 

7) 
7) 

7) 
7) 

IF A TITER IS REPORTED AS <.125, THEN . 125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 



i 
I., ; LB 10/07/28/UB/J 

INVESTIGATOR 
STUOV 
VACCINE 
ASSAY 
LOT NUMBER 
POPULATION 
RACE. 

GRANOFF. DAN 
087301 
COMBINED 
RIA 
POL VS 
HEALTHY CHILDREN 
UNKNOWN 

% WITH 

Tnui.E 8 
A N T I B J D V R E S P O N S E S 

BOOSTER ~.S A SECOND INJECT ION 

ANTI-PRP FOLD RISE 
TIME ----------------------------------- ------------------------

,\l;E (MONTHS) >. 15 MCG AB/ML > 1. 0 MCG AB/ML % >2 FOLD MEAN 
" If. .f. •••••• •••••••••••• ••••••••••••••• • •••••••••••••• ••••••••••••••• • ••••• 

2-11 MOS. PRE BOOST 75 3/ 4) 0 01 4) 
POST BOOST 100 4/ 4) 100 4/ 4) 100 4/ 4) 94.3 

12-71 MOS. PRE BOOST 100 2/ 2) 100 2/ 2) 
POST BOOST 100 2/ 2) 100 2/ 2) 100 2/ 2) 15.2 

FOOTNOTE(S) : 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

••••••••••••••••• 

0.216 4) 
24.236 4) 

7.042 2) 
107. 109 2) 

IF A TITER IS REPORTED AS<. 125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AHO .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

./1 
7-
{) 



111 I 11 , LI 10/07/28/88/2 

INVESTIGATOR 
STUDV 
VACCINE 

. ASSAV 
LOT HUMBER 
POPULATION 
RACE 

GRANOFF , ()AN 
087301 
COMBINED 
RIA 
POLVS 
HEALTHY CHILDREN 
UNKNOWN 

" WITH 

TABLE 9 
A N T I e O D V R E S P O N S E S 

BOOSTER AS A THIRD INJECTION 

ANTI -PAP FOLD RISE 
TIME ----------------------------------- ------------------------

AGE (MONTHS) >. 15 MCG AB/ML > I .0 MCG AB/ML " >2 FOLD MEAN 
' ............ •••••••••••• ••••••••••••••• ••••••••••••••• • •••••••••••••• • ••••• 

2-11 MOS . PRE BOOST BB 14/ 16) 38 6/ 16) 
POST BOOST 100 16/ 16) 100 16/ 16) 100 16/ 16) > 29. 1 

12. - 11 MOS . PRE BOOST 100 2/ 2) 50 II 2) 
POST BOOST 100 2/ 2) 100 2/ 2) 100 ( 2/ 2) 34.3 

FOOTNOTE(S) : 

GMT MCG AB/ML (N) 
-----------------

ALL 
VACCINEES 

• •••••••••••••••• 

0.669 16) 
> 20,297 16) 

0.607 2) 
20.787 2) 

IF A TITER IS REPORTED AS <.125, THEN .125 JS USED TO CALCULATE THE MEAN FOLD RISE, 
ANO . 063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

.::, 



I IL l I• / L 10/07/28/88/I 

INVESTIGATOR 
STUOV 
VACCIH£ 
ASSAY 
LOT NUMBER 
POPULATION 
AAC.L 

GRANOFF , DAN 
087301 
COMBINED 
RIA 
CM679 
HEALTHY CHILORcN 
UNKNOWN 

TABLE 10 
A N T I 8 0 D V R E S P O N S E S 

BOOSTER AS A THIRD INJECTION 

% WITH ANTI -PRP FOLD RISE 

% >2 FOLD 
••••••••••••••• 

AGE 
I I, ••••••• 

2-11 MOS. 

TIME 
(MONTHS) 

•••••••••••• 

PRE BOOST 
POST BOOST 

FOOTNOTE ( S) : 

> . 15 MCG AB/ML 
• •••••••••••••• 

100 
100 

9/ 
9/ 

9) 
9) 

>1.0 MCG AB/ML 
••••••••••••••• 

44 
100 

4/ 
9/ 

9) 
9) 100 ( 9/ 9) 

MEAN 
• ••••• 

> 47.1 

GMT MCG AB/ML (H) 

ALL 
VACCINEES 

••••••••••••••••• 

1.042 
> 49,092 

9) 
9) 

IF A TITER IS REPORTED AS <,125, THEN .125 IS USED TO CALCULATE THE MEAN FOLD RISE, 
AND .063 IS USED TO CALCULATE THE GEOMETRIC MEAN TITER. 

J1 
--4 -



HFLU/23546230/05/16/88/PAGE 10 

TABLE 11 
FREQUENCY OF CLINICAL CONPLAINTS FOLLOHING VACCINATION HITH HIB VACCINE 

INVESTIGATOR 
STUDY 
VACCINE 

GRANOFF, DAN 
0873i01 
HIB CONJUGATE 

LOT NUMBER 
DOSE 

I CL680 

PATIENT CLASS: 
AGE RANGE 
RACE 

7 tlCG 
HEALTHY ADULTS 
Z0-4S YRS. 
lKHOl'fl 

CLINICAL COMPLAINTS 

REACTION,LOCAL (INJECT SITEI 

PAIN/SORENESS, INJECTION SITE 

SYSTEHIC 

VACCINEES HITH COMPLAINTS: 

VACCINEES HITH NO COtlPLAINTS: 

VACCINEES HITH NO DATA: 

DOSE M.teER: 1 

TOTAL VACCINEES: 6 
TOTAL VACCINEES PRESENTING DATA: 6 

ta,IBER OF VACCINEES 

' 
6 

0 

6 

0 

0 

PERCENT 

100.0 

100.0 

o.o 

100.0 

o.o 

J1 ..., 
,"\J 



HFLU/Z3546230/05/l6/88/PAGE 1 

l~BLE 11 (cont.) 

FREQUENCY OF CLINICAL COl1PLAINT~, FOLLOHING VACCINATION HITH HIB VACCINE 

INVESTIGATOR GRANOFF. DAN 
STUDY 087301 
VACCINE HIB CONJUGATE - SALINE 
LOT N..ttiER CL680 
DOSE 7 HCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 2-11 HOS . 
RACE utlOOfl 

CLINICAL COMPLAINTS 

REACTION.LOCAL (INJECT SITE) 

ERYTHEHA, INJECTION SITE I 1 INCH , L.c55 ) 
TI-IAN 

SHELLING, INJECTION SITE (1 INGH LESS 
I T~AN) 

ERYTHEMA, INJECTION SITE 

INDURATION, INJECTION SITE 

STIFFNESS/TIGHTNESS, INJECTION 

SHELLING, INJECTION SITE I >l INCH) 

SYSTEMIC 

IRRITABILITY 

ANOREXIA 

CRYING, EXCESSIVE 

NERVOUSNESS 

SOMNOLENCE 

YACCINEES HITH COttPLAINTS: 

VACCINEES HITH NO COMPLAINTS: 

VACCINEES HITH NO DATA: 

DOSE N..ttiER: 1 

TOTAL VACCINEES 1 10 
TOTAL VACCINEES PRESENTING DATA: 10 

N.Jt18ER OF VACCINEES PERCENT 

6 60.0 

3 30.0 

z zo.o 
1 10,0 

1 10.0 

1 10.0 

l 10.0 

3 30.0 

z zo.o 
l 10.D 

l 10,0 

1 10.0 

l 10.0 

7 70.0 

3 30,0 

0 

;:, -1.11 ..., 
v,I 



HFLU/Z3546230/05/16/88/PAGE 2 

TABLE 11 (cont.) 
FREQUENCY OF CLINICAL COHPLAINTS FOLLOHING VACCINATION HITH HIB VACCINE 

INVESTIGATOR 
STIJDY 
VACCINE 
LOT tu-lBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE - SALINE 
CL680 
7 HCG 
HEALTHY CHILDREN 

2-11 HOS. 
lH<NOI-N 

CLINICAL COMPLAINTS 

REACTION,LOCAL IINJECT SITEI 

ERYTHEHA, INJECTION SITE U INCH • L E55 ) 
TMAN 

PAIN/SORENESS, INJECTION SITE 

SHELLING, INJECTION SITE I >1 I NCH) 

ERYTHEHA, INJECTION SITE I > 1 INCH } 

SHELLING, INJECTION SITE (1 INC H , l E 5 5 ) 
THAN 

HARMTH, INJECTION SITE 

SYSTEMIC 

IRRITABILITY 

OTITIS t1EDIA 

ANOREXIA 

VACCINEES HITH COMPLAINTS: 

VACCINEES HITH NO COMPLAINTS: 

VACCINEES HITH NO DATA: 

DOSE tU1BER: 2 

TOTAL VACCINEES: 8 
TOTAL VACCINEES PRESENTING DATA: 8 

N.Jtl3ER OF VACCINEES PERCENT 

6 75.0 

2 25,0 

2 25.0 

2 25.0 

1 lZ.5 

1 12.5 

1 lZ.5 

6 75.0 

<t 50.0 

z Z5 . 0 

1 12.5 

7 87.5 

1 - lZ,5 

0 

1.11 ..., 
~ 
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TABLE 11 (cont.) 

INVESTIGATOR 
STUDY 
VACCINE 

GRANOFF, 
087301 

FREQUENCY OF CLINICAL Cot1PLtINTS FOLLOWING VACCINATION HITH HIB VACCINE 

DAN 

HIB CONJUGATE - SALINE 
LOT taJHBER 
DOSE 

I CL680 

PATIENT CLASS: 
AGE RANGE 
RACE 

7 t1CG 
HEALTHY CHILDREN 
12-71 110$. 
lH<t«Hf 

CLINICAL Cot1PLAitITS 

REACTION,LOCAL (INJECT SITE) 

ERYTHEHA, INJECTION SITE 

PAIN/SORENESS, INJECTION SITE 

SYSTEMIC 

ANOREXIA 

COlt10N COLD 

IRRITABILITY 

VACCINEES HITH Cot1PLAINTS: 

VACCINEES HITH NO COMPLAINTS: 

VACCINEES HITH NO DATA1 

DOSE NkBER: 1 

TOTAL VACCINEES: 3 
TOTAL VACCINEES PRESENTING DATA: 3 

NlJl'eER OF VACCINEES PERCENT 

z 66.7 

1 33.3 

1 33.3 

z 66.7 

l 33,3 

1 33.3 

1 33.3 

3 100.0 

0 0.0 

0 



HFLU/Z3546230/05/16/88/PAGE 4 

TABLE 11 (cont.) 

FREQUENCY OF CLINICAL COHPLAINTS FOLLCHING VACCINAJION HITH HIB VACCINE 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tu18ER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE - SALINE 
CL680 
7 HCG 
HEALTHY CHILDREN 
12-71 HOS, 
UNKNOHN 

CLINICAL COMPLAINTS 

REACTION,LOCAL (INJECT SITEI 

PAIN/SORENESS, INJECTION SITE 

SYSTEMIC 

IRRITABILITY 

HARM SENSATION 

VACCINEES HITH CotlPLAINTS: 

VACCINEES HITH NO COMPLAINTS: 

VACCINEES HITH NO DATA: 

DOSE l'UBER: 2 

TOTAL VACCINEES: 3 
TOTAL VACCINEES PRESENTING DATAs 3 

~ER OF VACCINEES PERCENT 

1 33.3 

l 33.3 

2 66.7 

l 33.3 

1 33.3 

2 66,7 

1 33.3 

·O 



HFLU/23546230/05/16/88/PAGE 5 

TABLE 11 (cont.) 

FREQUENCY OF CLINICAL COl1PLAINrn FOLLOHING VACCINATION HITH HIB VACCINE 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUl1BER 
DOSE 

GRANOFF, DAN 
I 087301 

HIB CONJUGATE 
1 CL680 

7 HCG 
PATIENT CLASS: HEALTHY CHILDREN 

2-11 t«JS. AGE RANGE 
RACE UN{NOlfl 

CLINICAL COMPLAINTS 

REACTION,LOCAL (INJECT SITEJ 

ERYTHEHA, INJECTION SITE 11 INCH, LES<; T"AN) 
I 

PAIN/SORENESS, INJECTION SITE I 
I 

ERYTHEtlA, INJECTION SITE I 
I 

INDURATION, INJECTION SITE I 
I 

HARMTH, INJECTION SITE I 
I 

ECCHYHOSIS, INJECTION SITE I 
I 

SHELLING, INJECTION SITE I 

SYSTEMIC 

IRRITABILITY 

Cot110N COLD 

ltlSOtflIA 

NASAL DISCHARGE 

RASH 

sotflOLENCE 

VACCINEES HITH COHPLAINTS: 

' 

DOSE tueER: 1 

TOTAL VACCIHEES 1 29 
TOTAL VACCIHEES PRESENTING DATA1 29 

Nlt1BER OF VACCINEES PERCENT 

19 65.5 

12 41.4 

5 17.2 

4 13.8 

3 10.3 

2 6.9 

1 3.4 

1 3.4 

11 37.9 

8 27.6 

1 3.4 

1 3.'t 

1 3.4 

1 3.4 

1 3.4 

Zl 72,4 

./1 
...,j 

-...,j 
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'.l.'ABLE 11 (cont.) 

FREQUENCY OF CLINICAL COHPLAINTS, FOLLOHING VACCINATION HITH HIB VACCINE 

INVESTIGATOR I GRANOFF, DAN 
STUDY 087301 
VACCINE HIB CONJUGATE 
LOT tlJMBER CL680 
DOSE 7 HCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE RANGE 1 2-11 HOS. 
RACE lH<.~ 

I DOSE tU'BER: 1 
I 
I TOTAL VACCINEES: 29 
I TOTAL VACCINEES PRESENTING DATA: 29 
1-------------------------------------------------

CLINICAL COMPLAINTS I ~ER OF YACCINEES PERCENT 

---------------------'---------------------' I 
VACCINEES HITH NO COMPLAINTS: I a 21., 

I 
VACCINEES HITH NO DATA: I o 

.11 
..... 
):l 
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TABLE 11 (cont.) 

FREQUENCY OF CLINICAL COHPL~INl:i FOLLOHING VACCINATION HITH HIB VACCINE 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tu1BER 
DOSE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 

I CL680 
7 HCG 

PATIENT CLASS: HEALTHY CHILDREN 
2-11 HOS. 

lKNOtt-1 
AGE RANGE 
RACE 

I DOSE tueER: Z 
I 
I TOTAL VACCINEES: 24 
I TOTAL VACCINEES PRESENTING DATA: 24 
1-------------------------------------------------CLINICAL COMPLAINTS I MJl1BER OF VACCINEES PERCENT 

---------------------'--------·-------------1 
I 

REACTION,LOCAL ( INJECT SITE) I 9 37 .!i 
I 

ERYTHEHA, INJECTION SITE I 3 lZ,!i 
I 

ERYTHEHA, INJECTION SITE (1 INCH, Ll:55 THAN) Z 8.3 

INDURATION, INJECTION SITE 2 8.3 

PAIN/SORENESS, INJECTION SITE z 8.3 

ECCHYHOSIS, INJECTION SITE 1 4,Z 

SYSTEMIC !i 2D,8 

IRRITABILITY 4 16.7 

INSDffiIA 1 4.2 

NASAL DISCHARGE 1 4 . Z 

VACCINEES HITH COHPLAINTS1 lZ so.o 

VACCINEES HITH NO COHPLAINTS: 12 so.o 

VACCINEES HITH NO DATA: 0 

:::, 



HFLU/Z3546Z30/05/16/88/PAGE 8 

TABLE 11 (cont.) 

FREquENCY OF CLINICAL CotlPLAINlS FOLLOHING VACCINATION HITH HIB VACCINE 

INVESTIGATOR 
STUDY 
VACCINE 
LOT MJHBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CL680 
7 HCG 
HEALTHY CHILDREN 
lZ-71 HOS. 
UNKNOtfl 

I DOSE tullER: 1 
I 
I TOTAL VACCINEES : 10 
I TOTAL VACCINEES PRESENTING DATA1 10 
1-------------------------------------------------

CLINICAL COHPLAINTS I tuBER OF VACCINEES PERCENT 

---------------------'---------------------1 
I 

REACTION,LDCAL IINJECT SITE J I 4 40,0 
I 

ERYTHEMA, INJECTION SITE I 1 INCH, LESS THAN) Z ZO.O 

ERYTHEMA, INJECTION SITE 

INDURATION, INJECTION SITE 

PAIN/SORENESS, INJECTION SITE 

SYSTEMIC 

IRRITABILITY 

VACCINEES HITH COMPLAINTS: 

VACCINEES HITH NO COHPLAINTS: 

VACCINEES HITH ND DATA: 

1 

1 

1 

z 

z 

5 

& 

0 

10.0 

10.0 

10.0 

zo.o 

zo.o 
50.0 

so.o 

::> ,.... 
\J1 
<J) 

0 
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TABLE 11 (cont.) 

FREQUENCY OF CLINICAL COHPLAINTS FOLLOHING VACCINATION HITH HIB VACCINE 

INVESTIGATOR 
sruoY 
VACCINE 
LOT tfJtlBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CL680 
7 HCG 
HEALTHY CHILDREN 
12-71 HOS. 
UN<NCH,I 

CLINICAL COHPLAINTS 

REACTION,LOCAL !INJECT SITEI 

INDURATION, INJECTION SITE 

SHELLING, INJECTION SITE I >l INCH) 

SYSTEMIC 

VACCINEES HITH COHPLAINTS: 

VACCINEES HITH NO COHPLAINTS: 

VACCUIEES HITH NO DATA: 

DOSE l&HSER: 2 

TOTAL VACCINEES: 2 
TOTAL YACCINEES PRESENTING DATA1 2 

NJtlBER OF VACCINEES PERCENT 

l 50.0 

1 50.0 

1 50.0 

0 o.o 

1 50.0 

l so.o 

0 



HFLU/Z3546230/05/16/88/PAGE 11 

TABLE 11 (cont.) 

INVESTIGATOR 
STUDY 
VACCINE 

FREQUENCY OF CLINICAL Cot1PLfINTS FOLLOHING VACCINATION HITH HIB VACCINE 

GRANOFF, DAN 

LOT NU1BER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

087301 
HIB CONJUGATE 
CM679 
13 tlCG 
HEALTHY CHILDREN 

Z-11 HOS. 
lH<NOtfl 

CLINICAL COHPLAINTS 

REACTION,LOCAL CINJECT SITE) 

ERYTHEHA, INJECTION SITE 

INDURATION, INJECTION SITE 

PAIN/SORENESS, INJECTION SITE 

ERYTHEMA, INJECTION SITE C 1 INCH, 1..ESS ii+At.J) 

ECCHYHOSIS, INJECTION SITE 

ERYTHEMA, INJECTION SITE I >l INCH) 

HARHTH, INJECTION SITE 

SYSTEMIC 

IRRITABILITY 

ANOREXIA 

SOlfflLENCE 

NASAL CONGESTION 

NASAL DISCHARGE 

CRYING 

DIARRHEA 

DOSE tu1BER1 1 

TOTAL VACCINEES: 53 
TOTAL VACCIN:ES PRESENTING DATA: 5Z 

tll'BER Of VACCINEES PERCENT 

19 36,5 

8 15.4 

5 9,6 

4 1,7 

3 5.8 

z 3.8 

z 3.8 

1 1,9 

19 36.S 

9 17,3 

5 9,6 

3 5.8 

z 3,8 

z 3.8 

l 1,9 

:~{ ! l :····:\° 1,9 
:::, 

'.Jl 
.l> 

"' 
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TABLE 11 (cont.) 

FREQUENCY OF CLINICAL C<XiPLAINrs FOLLOHING VACCINATION HITH HIB VACCINE 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUHBER 
DOSE 
PATIENT CLASS: 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CH679 
13 HCG 
HEALTHY CHILDREN 

2-11 HOS. AGE RANGE 
RACE I ut«N0lfl 

CLINICAL COHPLAINTS 

NAUSEA 

NERVOUSNESS 

OTITIS HEDIA 

SLEEP DISORDERS 

VACCINEES HITH C<XiPLAIHTS: 

VACCINEES HITH NO C<XiPLAINTS: 

VACCINEES HITH NO DATA: 

DOSE M.ttBER: 1 

TOTAL VACCINEES: 53 
TOTAL VACCINEES PRESENTING DATA1 52 

M.feER OF VACCINEES PERCENT 

l 1.9 

1 1,9 

1 1.9 

1 1,9 

3ft 65.lt 

18 31t.6 

1 

0 

1.11 
()I) 
v,I 
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TABLE 11 (cont.) 

FREQUENCY Of CLINICAL COHPLAINTS FOLLOHING VACCINATION HITH HIB VACCINE 

INVESTIGATOR 
STUDY 
VACCINE 
LOT HJtlBER 
DOSE 

GRANOff, DAN 
087301 
HIB CONJUGATE 

I CH679 
13 HCG 

PATIENT CLASS: HEALTHY CHILDREN 
2-11 HOS. AGE RANGE 

RACE I utl(NC>tfl 

CLINICAL COMPLAINTS 

REACTION,LOCAL IINJECT SITEJ 

ERYTHEt1A, INJECTION SITE 

IHIIURATION, INJECTION SITE 

ECCHYHOSIS, INJECTION SITE 

ERYTHEtlA, INJECTION SITE I >l INCH) 

ERYTHEMA, INJECTION SITE 11 INCH , LE 5S ™AN) 

RASH, INJECTION SITE 

SYSTEMIC 

IRRITABILITY 

CRYING 

SOlflOLENCE 

ANOREXIA 

COUGH 

NASAL DISCHARGE 

OTITIS MEDIA 

PERISTALSIS INCREASE 

DOSE tullER: 2 

TOTAL VACCINEES: 50 
TOTAL VACCINEES PRESENTING DATA: 48 

tanER OF VACCINEES PERCENT 

11 2Z.9 

6 12.5 

3 6,3 

2 't.2 

l 2.1 

1 2.1 

1 2.1 

13 27.l 

9 18.8 

z 4.2 

z 4.2 

1 Z.l 

l z.1 

1 Z,l 

1 2.1 

1 2.1 
0 -1./1 
co 
.t:, 
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TABLE 11 (cont.) 

FREQUENCY OF CLINICAL COMPLAINrs FOLLOHitG VACCINATION HITH HIB VACCINE 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tul3ER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CH679 
13 HCG 
HEALTHY CHILDREN 

2-11 HOS. 
lH(NC»fl 

CLINICAL COHPLAINTS 

VDt1ITING 

VACCINEES HITH COMPLAINTS: 

VACCINEES HITH NO COMPLAINTS: 

VACCINEES HITH NO DATA: 

DOSE tul3ER1 Z 

TOTAL VACCINEES: 50 
TOTAL VACCINEES PRESENTING DATA1 48 

tul3ER OF VACCINEES 

l 

21 

27 

2 

PERCENT 

2.1 

43.8 

56.3 

J1 
:0 
I.fl 
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TABLE 11 (cont.) 

FREQUENCY OF CLINICAL COHPLAINlS FOLLOHING VACCINATION HITH HIB VACCINE 

INVESTIGATOR 
STUDY 

. VACCINE 
LOT NUt1BER 
DOSE 
PATIENT CLASS: 
AGE RANGE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CH679 
6 HCG 
HEALTHY CHILDREN 

2-11 HOS. 
RACE 1 BLACK 

CLINICAL COMPLAINTS 

REACTION,LOCAL I INJECT SITEJ 

INDURATION, INJECTION SITE 

SYSTEMIC 

IRRITABILITY 

ANOREXIA 

FATIGUE 

FEVER 

TEETHING 

VOMITING 

VACCINEES HITH COHPLAINTS: 

VACCINEES HITH NO COHPLAINTS1 

VACCINEES HITH NO DATA: 

DOSE tueER: l 

TOTAL VACCINEES I 2S 
TOTAL VACCINEES PRESENTING DATA: 24 

tueER OF VACCINEES PERCENT 

1 4.2 

l 4.2 

6 25.0 

3 12.s 

2 8.3 

1 llt.2 

1 4.2 

1 llt.2 

l llt.2 

6 2S.O 

18 75.0 

1 
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TABLE 11 (cont.) 

FREQUENCY OF CLINICAL COHPLAINTS FOLLOHING VACCINATION HITH HIB VACCINE 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS : 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CH679 
6 HCS 
HEALTHY CHILDREN 
12-71 HOS. AGE R»GE 

RACE : BLACK 

CLINICAL COHPLAINTS 

REACTION,LOCAL (INJECT SITE) 

PAIN/SORENESS, INJECTION SITE 

SYSTEMIC 

CRYING, EXCESSIVE 

IRRITABILITY 

ANOREXIA 

FATIGUE 

NASAL DISCHARGE 

VACCINEES HITH COMPLAINTS: 

VACCINEES HITH NO COHPLAIHTS: 

VACCINEES HITH NO DATA: 

DOSE Nll18ER1 1 

TOTAL VACCINEES: 28 
TOTAL VACCINEES PRESENTING DATA1 28 

Nll18ER OF VACCINEES PERCENT 

1 3.6 

1 3.6 

5 17.9 

z 7.1 

z 7.1 

1 3.6 

1 3.6 

l 3.6 

6 21.-. 
22 78.6 

0 

,..,, 
)) 

..... 
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TABLE 11 (cont.) 

INVESTIGATOR 
STIJDY 
VACCINE 

1 GRANOFF, 
I 087301 

FREQUENCY OF CLINICAL COHPLfINTS FOLLOHING VACCINATION HITH HIB VACCINE 

DAN 

HIB CONJUGATE 
LOT NUHBER 
DOSE 

I CH679 

PATIENT CLASS: 
AGE RANGE 
RACE 

18 HCG 
HEALTHY CHILDREN 

Z-11 HOS. 
BLACK 

I DOSE N.tBER 1 1 
I 
I TOTAL VACCINEES: 3 
I TOTAL VACCINEES PRESENTING DATA: 3 

1-------------------------------------------------
CLINICAL CotlPLAINTS I t-UfiER OF VACCINEES PERCENT 

---------------------'---------------------
' I 

REACTION,LOCAL I INJECT SITE J I Z 66. 7 
I 

INDURATION, INJECTION SITE I 2 66. 7 
I 

SHELLING, INJECTION SITE 11 INCH, LESS THAN) l 33,3 

SYSTEHIC 

ANOREXIA 

CRYING, EXCESSIVE 

IRRITABILITY 

VACCINEES HITH COMPLAINTS: 

VACCINEES HITH NO COHPLAINTS1 

VACCINEES HITH NO DATA: 

l 

l 

l 

l 

3 

0 

0 

33.3 

. ,· 
33.3 

33.3 

33.3 

100.0 

o.o 

Jl 
)J 

;o 
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INVESTIGATOR 
STUDY 
VACCINE 

FREQUENCY OF CLINICAL COMPLAINTS FOLLOWING B00!.TER VACCINATION 

GRANOFF, DAN 

LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

087301 
COMBINE 
CM679 AS BOOSTER INJ. 
6 MCG 
HEALTHY CHILDREN 

2-11 MOS . 
UNKNOWN 

CLINICAL COMPLAINTS 

I DOSE NUMBER: COMBINED 
I 
I TOTAL VACCINEES : 9 
I TOTAL VACCINEES PRESENTING DATA: 9 

1-------------------------------------------------
I NUMBER OF VACCINEES PERCENT 

-------------------------'-------------------------1 

REACTION.LOCAL (INJECT SITE) 

ERYTHEMA, INJECTION SITE ( 1 INCH, LESS ntAN) 

PAIN/SORENESS, INJECTION SITE 

'>YSTEMIC 

IRRITABILITY 

OTITIS MEDIA 

ANOREXIA 

NASAL DISCHARGE 

UPPER RESPIRATORY INFECTION, NOS 

VACCINEES WITH COMPLAINTS: 

VACCINEES WITH NO COMPLAINTS: 

VACCINEES WITH NO DATA: 

I 
I 3 33.3 
I 
I 2 22.2 
I 
I 11. 1 

I 
I 3 33. 3 

3 

2 

4 

5 

0 

33.3 

22 . 2 

11. 1 

11 . 1 

11 .1 

44.4 

55.6 
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TABLE 11 (cont.) 

INVESTIGATOR 
STUDY 
VACCINE 

FREQUENCY OF CLINIC•L COMPLAINTS FOLLOWING BOOSTER VACCINATION 

GRANOFF, DAN 

LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

087301 
COMBINE 
CM679 
6 MCG 
HEALTHY CHILDREN 
12-71 MOS. 
UNKNOWN 

CLINICAL COMPLAINTS 

I DOSE NUMBER: COMBINED 
I 
I TOTAL VACCINEES: 
I TOTAL VACCINEES PRESENTING DATA : 1 
1--------------------------------------------- - ---
I NUMBER Of VACCINEES PERCENT _________________________ I ________________________ _ 
I 

REACTIDN,LOCAL (INJECT SITE) 

SYSTEMIC 

VACCINEES WITH COMPLAINTS: 

VACCINEES WITH NO COMPLAINTS: 

VACCINEES WITH NO DATA: 

0 

0 

0 

0 

0 . 0 

0 . 0 

0 . 0 

100.D 

0 ... 
I.fl 

'° 0 
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TABLE 11 (cont.) 

INVESTIGATOR 
STUDY 
VACCINE 

FREQUENCY OF CLINICAL COMPLAINTS FOLLOWING 

GRANOFF, DAN 

BOOSTER VACCINATION 

LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

0B7301 
COMBINE 
POLYS 
25 MCG 
HEALTHY CHILDREN 

2-11 MOS. 
BLACK 

CLINICAL COMPLAINTS 

REACTION,LOCAL (INJECT SITE) 

SYSTEMIC 

FATIGUE 

IRRITABILITY 

VACCINEES WITH COMPLAINTS: 

VACCINEES WITH NO COMPLAINTS: 

VACCINEES WITH NO DATA: 

DOSE NUMBER: COMBINED 

TOTAL VACCINEES : 16 
TOTAL VACCINEES PRESENTING DATA: 4 

NUMBER OF VACCINEES 

0 

3 

12 

PERCENT 

0.0 

25 . 0 

25.0 

25.0 

25 . 0 

75.0 

0 -JI 
.IJ .... 
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TABLE 11 (cont.) 

INVESTIGATOR 
STUDY 
VACCINE 

FREQUENCY OF CLINICAL COMPLAINTS FOLLOWING 

GRANOFF, DAN 

BOOSTER VACCINATION 

LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

087301 
COMBINE 
POLYS 
25 MCG 
HEALTHY CHILDREN 

2-11 MOS . 
UNKNOWN 

CLINICAL COMPLAINTS 

REACTION,LOCAL (INJECT SITE) 

ERYTHEMA, INJECTION SITE ( 1 IN0-1, Ll:55 TH,.,N) 

ERYTHEMA, INJECTION SITE (>I INCH) 

SYSTEMIC 

FATIGUE 

IRRITABILITY 

VACCINEES WITH COMPLAINTS: 

VACCJNEES WITH NO COMPLAINTS: 

VACCINEES WITH NO DATA: 

DOSE NUMBER: COMBINED 

TOTAL VACCINEES : 25 
TOT~L VACCINEES PRESENTING DATA: 24 

NUMBER OF VACCINEES 

3 

2 

4 

20 

PERCENT 

12.5 

8.3 

4.2 

4.2 

4.2 

4.2 

16.7 

83.3 

0 

\J1 
-D 
rv 
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TABLE 11 (cont•) 

INVESTIGATOR 
STUDY 
VACCINE 

FREQUENCY OF CLINICAL COMPLAINTS FOLLOWING 

GRANOFF, DAN 

BOOSTER VACCINATION 

LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

087301 
COMBINE 
POLYS 
25 MCG 
HEALTHY CHILDREN 
12-71 MOS. 
BLACK 

CLINICAL COMPLAINTS 

REACTION.LOCAL (INJECT SITE) 

SYSTEMIC 

CRYING, EXCESSIVE 

FATIGUE 

HYPERKINESIA 

IRRITABILITY 

NERVOUSNESS 

VACCINEES WITH COMPLAINTS: 

VACCINEES WITH NO COMPLAINTS: 

VACCINEES WITH NO DATA : 

DOSE NUMBER: COMBINED 

TOTAL VACCINEES : 16 
TOTAL VACCINEES PRESENTING DATA: 7 

NUMBER OF VACCINEES 

0 

6 

9 

PERCENT 

0.0 

14.3 

14.3 

14.3 

14.3 

14.3 

14.3 

14.3 

85.7 

0 -u, 

"' v,I 
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TABLE 11 (cont•) · 

INVESTIGATOR 
STUDY 
VACCINE 

FREQUENCY OF CLINICAL COMPLAINTS FOLLOWING 

GRANOFF, DAN 

BOOSTER VACCINATION 

LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

087301 
COMBINE 
POLYS 
25 MCG 
HEALTHY CHILDREN 
12 - 71 MOS. 
UNKNOWN 

CLINICAL COMPLAINTS 

I DOSE NUMBER: COMBINED 
I 
I TOTAL VACCINEES : 5 
I TOTAL VACCINEES PRESENTING DATA : 4 

l-------------------------------------------------
1 NUMBER OF VACCINEES PERCENT _________________________ ! ________________________ _ 

REACTION,LOCAL (INJECT SITE) 

SYSTEMIC 

VACCINEES WITH COMPLAINTS : 

VACCINEES WITH NO COMPLAINTS : 

VACCINEES WITH NO DATA : 

0 

0 

0 

4 

0.0 

0 . 0 

0 . 0 

100.D 

J1 
0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT t-lJMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRAHOFF, DAN 
087301 
HIB CONJUGATE 
CL680 
7 HCG 
HEALTHY ADULTS 
20-45 YRS. 
I.H<NOl'IN 

TABLE 12 
CLINICAL COMPLAINTS 

I NU1BER OF VACCINEES C 6 VACCINEES) - INJECTION l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJHBER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COMPLAINTS I O I l I 2 I 3 I I I I COMPLAINTS 

tHHf**-***-**********--********'-****--IMJHfMUMJHf*I-H*JHf*JHf'**--****'**-**iOHE-Ml*****iOHOHflMJHHfffMMIHHflJHHf*-**IHf 
LOCAL REACTIONS I 4 I 6 I 6 I o I I 6 

I I 66. 7%) I 1100. 0%) I 1100. 0% ) I I O. 0%) I I 1100. 0%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
PAIN/SORENESS, INJECTION SITE I 4 I 6 I 6 I O I I 6 

I ( 66. 7% I I (100. 0% I I (100. 0% I I ( 0. 0% I I I (100. 0% J 
-----------------------------------1----------I----------I----------I----------I--------------------------------I 

VACCINEES HITH COMPLAINTS I 4 I 6 I 6 I O I I 6 
I I 66. 7% I I 1100. 0% I I 1100. 0% I I I o. 0% > I I 1100. 0% I 

-----------------------------------l----------l----------l----------l----------1--------------------------------I 
VACCINEES HITH NO COMPLAINTS I 2 I O I O I 6 I I 0 

I c 33.3%1 I , 0.0%1 I c 0 . 0%1 I uoo.0%1 I I 0.0%1 

-----------------------------------l----------l----------l----------l----------1--------------------------------I 
TOTAL VACCINEES REPORTING I 6 I 6 I 6 I 6 I I 6 

I I I I I I 

-----------------------------------1----------l---------·-I----------I----------I--------------------------------I 
VACCINEES HITH NO DATA I O I O I O I O I I 0 

I I I I I I 

·.11 
0 
.n 



H~- -,23546030/0S/18/88/PAGE l 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

HIB CONJUGATE - SALINE 
CL680 
7 HCG 
HEALTHY CHILDREN 

2-11 MOS. 
lH<NOl+f 

I MJMBER OF VACCINEES I 10 VACCINEESJ - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tM18ER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COMPLAINTS I O I l I 2 I 3 I I I I COMPLAINTS 

*:IHHf*****:IHHf***-********--***• I**----• I *******lOH• I**********'----••*'**********'-******** I•-----,********** 
LOCAL REACTIONS I 3 I 6 I 2 I l I I 6 

I ( 30. 0% J I I 60. 0% J I ( 20. 0% J I I 10. 0% J I I ( 60. 0% J 

ERYTHEHA, INJECTION ~ITE 

ERYTHEHA, INJECTION SITE fl INCH, 
<) 

INDURATION, INJECTION SITE 

STIFFNESS/TIGHTNESS, INJECTION SI 

0 
0.0%) 

0 
0.0%) 

l 
10.0%) 

l 
10.0%) 

l 
10.0%) 

3 
30.0%1 

l 
10.0%1 

l 
10.0;0 

0 
0.0%) 

l 
10.0%) 

0 
0,0%1 

l 
10.0%) 

0 
o.o;o 

0 
O,D%) 

0 
0.0%) 

l 
10.D%J 

SHELLING, INJECTION SITE I >1 INCHI l O O 0 
I 10.0%) 0.0Y.I 0.0%) 0.0%) 
I 

SHELLING, INJECTION SITE 11 INCH,I 2 l l l 
<) I 1 20. o.% 1 1 10. o:o , 10. o.% J 1 10. o.% 1 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
SYSTEHIC I 3 I 2 I l I l I I 

I I 30. 0% J I I 20 • 0% l I I 10 • 0% I I I 10. 0% J I I 

DIGESTIVE SYSTEH l l l l 
10.0%) 10.0%, 10.0%) 10.0%) 

ANOREXIA l l l l 
10.0%) 10.0%) 10.0%) 10.0%) 

NERVOUS SYSTEH & PSYCHIATRIC 3 2 l 0 
30.0%) 20.0%) 10.0%) 0.0% I 

CRYING, EXCESSIVE l 0 0 0 
10.0%) 0.0%) 0.0%) 0.0%) 

l 
10.0%) 

3 
30.0%) 

l 
10.0%) 

l 
10.0%) 

l 
10.0%) 

z 
Z0,0% J 

3 
30.0%) 

l 
10.0%) 

l 
I 10.0%) 

3 
30.0%) 

l 
10.0%) 

=> 

Jl 
0 
'3-
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUM8ER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

HIB CONJUGATE - ~ALINE 
CL680 
7 t1CG 
HEALTHY CHILDREN 

2-11 HOS . 
UNKNO~~ 

I Nl.tl3ER OF v,ccINEES I 10 VACCINEES) - INJECTION l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COMPLAINTS I 0 I l I 2 I 3 I I I ICOIIPLAINTS 

---*•--····---·········••l•---·••l••·-·•-•1---•l••······••l•IHHHHHUt!Htl-••-•-•l•••IHf--1--••·-
IRRITABILITY I l I l I l I . o I I 2 

I 10.0:0 I I 10.0:0 I I 10.0:0 I I o.o:o I I 20.0%) 
I I I I I I 

NERVOUSNESS I l I l I o I o I I l 
I 10. 0% I I c 10. 0% J I c o. 0% 1 I c o. 0% J I I 10. 0% I 
I I I I I I 

SotmLENCE I l I l I l I o I I l 
I I 10. o:o I I 10. 0% J I c 10. 0% J I 1 o. 0% I I I 10. 0% J 

-----------------------------------l----------l----------l----------l----------1--------------------------------I 
VACCINEES HITH COMPLAINTS I 4 I 7 I 2 I 2 -, I 7 

I I 40. 0% I f I 70. 0% I f I 20. 0% I I I 20. 0% I I I 70. 0% I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1 

VACCINEES HITH NO COMPLAINTS I 6 I 3 I 8 I 8 I I 3 
I I 60.0%) I I 30.0%) I I 80.0%) I I 80.0%) I I 30.0%1, 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
TOTAL VACCINEES REPORTING f 10 I 10 f 10 I 10 I I 10 

I I I I I I 

-----------------------------------l----------l----------l----------l----------1--------------------------------I 
VACCINEES HITH NO DATA I O I O I O I O I I O 

I I I I I I 

Jl 
.:, ...., 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 

TABLE 12 (cont.) 
:LINICAL COMPLAIITTS 

HIB CONJUGATE - SALINE 
CL680 
7 MCG 
HEALTHY CHILDREN 

2-11 HOS. 
lHNOJfl 

I tu'SER OF W,CCINEES I 8 VACCINEES J - INJECTION Z I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COMPLAINTS I o I l I 2 I 3 I I I I COMPLAINTS 

KKKKKKKKKKKKKKKKKKKKKKKK!HHttHHHflHfil-lfflHHHf!HtlHfitKIKXKXKKXX,*l--t••·····•-l••······••l••······••l••······••l1HHHOHflHHHf 
LOCAL REACTIONS I 6 I 2 I O I O I I 6 

I I 75. ox I f I 25. ox I I I O • ox I I I O • ox I I I 75. ox I 
-----------------------------------1---------- ---------- ----------•---------- --------------------------------

ERYTHEHA, INJECTION SITE I >l INCH I l O O I O l 
I 12.5%1 0.0%1 o.o%J I o.o%J 12.5%J 
I I 

ERYTHEHA, INJECTION SITE I l INCH, I 2 0 0 I O 2 
< > I 2s. 0% J o. 0% J o • 0% J o • 0% > 25. 0% > 

I 
PAIWSORENESS, INJECTION SITE I 2 l O O 2 

I 25 • 0% J lZ • 5% J O. 0% J O • 0% J 25. 0% J 
I 

SHELLING, INJECTION SITE I >l INCH I 2 0 0 0 2 
I 25.0% J 0.0% l O .ox J O .0% l 25.0% l 
I 

SHELLING, INJECTION SITE 11 INCH, I l O O O l 
<) I 12.5%J 0.0%1 o.o%J 0.0%1 12.5%J 

I 
HARKTH, INJECTION SITE I O l I O O l 

I I 0.0%) I I 12.5%) I I 0.0%) I 0.0%1 12.5%) 

-----------------------------------1----------I----------I----------I----------I--------------------------------I 
SYSTEMIC I 5 I 2 I 2 I 2 I I 6 

I c 62.5%J I c 2s.0%J I c 25.0%J I c 2s.0%J I I 75.0%J 

DIGESTIVE SYSTEH l 0 0 0 l 
lZ.5%1 0.0%1 0.0%) 0.0XI 12.5%) 

ANOREXIA l 0 0 0 l 
12.5%) 0.0%) O.OiO I 0.0XI 12.5%) 

NERVOUS SYSTEH & PSYCHIATRIC 4 l l l 4 
50.0%) 12.5%) 12.5%) 12.5%) 50.0%) 

IRRITABILITY 4 l l l 4 
50.0%) 12.5%) 12.5% J 12.5%) 50.0% l 

::, .... 
J1 
0 
:XI 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT t-M1BER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 

TABLE 12 (cont.) 
CLINICAL COMPLAINTS 

HIS CONJUGATE - SALINE 
CL680 
7 MCG 
HEALTHY CHILDREN 

2-11 tlOS. 
UN<NOJfl 

I NJMBER OF VACCINEES I 8 VACCINEES) - INJECTION 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I t.anER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COMPLAINTS I O I l I 2 I 3 I I I ICOHPLAINTS 

••-••••--•••---••••---1•----•1•-•••-••l--••-l••--*•-1--•--•l---••l••••••••••l--•--
sPECIAL SENSES I O I l I 2 I 2 I I Z 

I I o.o;o I , iz.s%J I 1 2s.0%J I , 2s.0%J I I 1 2s.0%J 
I I I I I I 

OTITIS HEDIA I O I 1 I Z I 2 I I Z 
I 1 0.0%1 I 1 12.s%J I 1 2s.0%1 I 1 2s.o;o I I 2s.0%J 

----------------------- ------------1----------1--------- -1----------1----------1-------------- ·-----------------1 
VACCINEES HITH CotlPLAINTS I 6 I 4 I Z I 2 I I 7 

. I I 75.0%J I I so.o%J I I 2s.0%J I I zs.o%J I I 87.5%) 
-----------------------------------l----------l----------l----------l----------1--------------------------------I 

VACCINEES HITH NO CotlPLAINTS I 2 I 4 I 6 I 6 I I 1 
I l zs.0% l I , so . a% l I , 75.0% l I , 1s.0% l I I 12.s% l 

-----------------------------------1----------1----------1----------1----------1· -------------------------------1 
TOTAL VACCINEES REPORTING I 8 I 8 I 8 I 8 I I 8 

I I I I I I 

--------------------------·--------l----------l----------l----------l----------1--------------------------------I 
VACCINEES HITH NO DATA I O I O I O I O I I O 

I I I I I I 

,.. 
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GRANOFF, DAN 
087301 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 

HIB CONJUGATE - SALINE 
CL680 

PATIENT CLASS: 
AGE RANGE 
RACE 

7 HCG 
HEALTHY CHILDREN 
lZ-71 tlOS. 
UNKN<ffl 

I NUftiER OF VACCINEES I 3 VACCINEES I - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I ta.11BER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COMPLAINTS I O I l I Z I 3 I I I I COMPLAINTS 

·-·--··-··---··········•-1•---•-1•--···••l-••-•-l••·--·••l••---·••l•--•--•l•••-•l*IHHUHHtll-lf* 
LOCAL REACTIONS I Z I o I O I o I I Z 

I I 66.7%) I I 0.0%) I I 0.0l.) I I 0.Ol.) I I I 66.7%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
ERYTHEMA, INJECTION SITE I l I 0 I 0 I 0 I I l 

I c 33 • 3% > I c o . 0% > I c o . 0% > I o. 0% > I I c 33. 3% > 
I I I I I I 

PAIN/SORENESS, INJECTION SITE I l I O I O I O I I l 
I I 33. 3% > I I D. 0% I I c o. o:o I c o. 0% I I I 1 33. 3% I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
SYSTEMIC I Z I Z I O I O I I Z 

DIGESTIVE SYSTEM 

ANOREXIA 

NERVOUS SYSTEM & PSYCHIATRIC 

IRRHABILITY 

I c 66 • 7% > I c 66 • 7% > I c o • 0% > I c o . 0% 1 I I 66 • 7% > 

I 
l 1 l 

33.3%) l 33.3%) 

l l 
33.3%) 33.3%) 

l 0 
33.3%) 0.0%) 

l 0 
33.3%) 0.0%) 

0 
0.0%) 

0 
I 0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
o.o:o 

l 
33.3%) 

l 
I 33.3%) 

l 
33.3%) 

1 
( 33.3%) 

RESPIRATORY SYSTEM l l O O l 
l 33. 3% l 33. 3% I I O. 0% l O. 0% l l 33. 3%) 

I 
Cotl10N COLD l l I O O l 

I 33 • 3% > I 33. 3% ? I I O. 0%) I O. 0% ) I 33. 3% > 

-----------------------------------l----------l---------··1----------l----------1--------------------------------I 
VACCINEES HITH CotlPLAINTS I 3 I Z I O I O I I 3 

I 1100. o:o I I 66. 7% > I l D. or.> I I D. 0% > I I 1100. o:o 

-----------------------~-----------1----------1-------.. ---1----------1----------1--------------------------------1 
VACCINEES HITH NO COHPLAINTS I O I ... I 3 I 3 I I 0 

I c 0.0%> I c 33.3%> I 1100.0:0 I 1100.0:0 I I o.o:o 

0-
0 
0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUtlBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 

TABLE 12 (cont.) 

CLINICAL COHPLAINTS 

HIB CONJUGATE - SALINE 
CL680 
7 MCG 
HEALTHY CHILDREN 
12-71 HOS. 
lH<NOI~ 

I N.RER OF VACCINEES ( 3 VACCINEESJ - INJECTION l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tulBER 

CLINICAL l------------·---------------------------------------------------------------1 HITH 
COHPLAINTS I o I l I 2 I 3 I I I ICOHPLAINTS 

-----------------------------------1----------1----------1----------1----------1--------------------------------,~--1 
TOTAL VACCINEES REPORTING I 3 I 3 I 3 I 3 I I 3 I 

I I I I I I I 

-----------------------------------1----------I---- ------I----------I----------I--------------------------------I 
VACCINEES HITH HO DATA I O I O I O I O I I O 

I I I I I I 

0 -0-
0 -
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ItNESTIGATOR 
SnJDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 

TABLE 12 (cont. J 

CLINICAL COMPLAINTS 

HIB CONJUGATE - SALINE 
CL680 
7 HCG 
HEALTHY CHILDREN 
12-71 HOS. 
UNKNOHN 

I NMBER OF VACCINEES l 3 VACCINEES J - INJECTION 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COMPLAINTS I O I l I 2 I 3 I I I I COMPLAINTS 

-··-*•--*lffl-lf*IHf*lfif**-*-**-l*•-·•--l•*~**ff***l:1t1HHHHHOf**l*!HH!***tHt*l**********l**-**tHt*l**********l--••-1 
LOCAL REACTIONS I l I I I o I o I I I I 

I 1 33. 3% J I 1 33. 3% J I I o. ox J I I o • ox J I I 1 33 • 3% J I 
-----------------------------------1----------I----------I ·---------l----------1--------------------------------I I 

PAIN/SORENESS, INJECTION SITE I l I l I O I O I I l I 
I l 33. 3% J I l 33. 3% J I l o. 0% J I l o. ox J I I l 33. 3% J I 

-----------------------------------l----------l----------l----------l----------1--------------------------------I I 
SYSTEMIC I 2 I l I o I O I I 2 I 

I 1 66. 7% J I I 33. 3% J I I o. 0% J I I o. 0% J I I 66. 7% J I 

I I 
BODY AS A HHOLE/SITE UNSPEC. l O I O I O l 

33 • 3% , l o • 0% J I o. 0% , I l o. ox , 33 • 3% J 
I I 

HARM SENSATION l O I O I O 1 
l 33. 3%, l o. 0% J I l o. 0%, I o. 0%, l 33. 3%, 

I I 
NERVOUS SYSTEM & PSYCHIATRIC 1 1 I O I O 1 

l 33.3%J l 33.3%J I , o.o%J I l o.o%J l 33.3%) 
I I 

IRRITABILITY 1 1 I O I O 1 
l 33. 3% J l 33. 3% J I l o. 0% J I l o . 0% J I 33. 3% J 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES HITH COMPLAINTS I 2 I 1 I O I O I I 2 

I 1 66. 7% J I l 33 . 3% J I l o. 0% J I l o. 0% J I I l 66. 7% J 
-----------------------------------1----------I----------I----------I----------I--------------------------------I 

YACCINEES HITH NO COMPLAINTS I l I 2 I 3 I 3 I I l 
I l 33. 3% J I l 66. 7% J I uoo. 0% J I uoo . 0% J I I 33. 3% J 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
TOTAL VACCINEES REPORTING I 3 I 3 I 3 I 3 I I 3 

I I I I I I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES HITH ND DATA I o I O I O I o I I 0 

I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT MR-eER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CL680 
7 NCG 
HEALTHY CHILDREN 

2-11 MOS. 
u«NOHN 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

I M.tl3ER OF VACCINEES ( 29 VACCINEESJ - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tU1BER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COMPLAINTS I O I 1 I Z I 3 I I I I COMPLAINTS 

****-**••-•*-*****-******••-•l••-••-l*****-•-l•-•••-••l•-•-••••l-•••*****l******-**l•---1•-••••-• 
LOCAL REACTIONS I 13 I 11 I 3 I 2 I I 19 

I I 44.8%J I I 37.CJ%J I I l0.3%J I I 6.CJ%J I I I 65.5%J 

ECCHYHOSIS, INJECTION SITE 

ERYTHEHA, INJECTION SITE 

ERYTHEMA, INJECTION SITE 11 INCH, 
<) 

INDURATION, INJECTION SITE 

PAIN/SORENESS, INJECTION SITE 

SHELLING, INJECTION SITE 

1 
3.4%J 

2 
6.9%) 

7 
2ft. 1% J 

0 
0.0%J 

3 
10.3%) 

1 
3.4%) 

0 
O.O%J 

3 
10.3% J 

4 
13.8%) 

2 
6.9%) 

3 
10.3%) 

0 
0.0%) 

HARMTH, INJECTION SITE Z 0 
I 6 . CJ% J O • 0% J 

-----------------------------------1---------- ----------
SYSTEMIC I CJ 3 

I I 31.0%) I 10.3%J 

NERVOUS SYSTEM & PSYCHIATRIC 8 2 
27.6%) 6.9%) 

INSOMNIA 0 1 
0.0%) 3.4%) 

IRRITABILITY 7 l 
24.1%) 3.4%) 

0 
0.0%) 

1 
3.4%) 

z 
6. CJ%) 

0 
0. Ol.) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

1 
3 .ct%) 

1 
3. 41. J 

0 
0.0%) 

0 
0.0%) 

0 0 
I O. 0% I I O • 0% J 

----------l----------1--------------------------------I 
1 I o I I 

3.4%1 I I o.o%J I I 

0 0 
0.0%) 0.0%) 

0 0 
O.O%J 0.0%) 

0 0 
0.0%) o.o;o 

l 
3.4%) 

4 
13.8%) 

12 
'tl.4%) 

3 
10.3%) 

5 
17.2%) 

l 
3.4%) 

z 
6.9%) 

11 
37.9%) 

10 
34.51.) 

l 
3.4%) 

8 
27.61.) 

·::> 

:J' 
~ 

-~ 
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INVESTIGATOR 
sruDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIEtrr CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CL680 
7 HCG 
HEALTHY CHILDREN 

2-11 HOS. 
ut«NOHN 

TABLE 12 (cont.-) 

CLINICAL COHPLAltrrS 

-------------------------------------------------------------------------------------------------------------------------~--
1 NUt'BER OF VACCINEES I 29 VACCINEES) - INJECTION 1 I 
1-- --------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COMPLAINTS I 0 I 1 I 2 I 3 I I I ICOMPLAitrrS 

••-••-•-•••--••••••-•-•-- -•**** •••-•*** ********** ----•• **********l•••••--••I*******.- ********** 
SOMNOLENCE 1 0 0 0 1 

RESPIRATORY SYSTEM 

COtl-lON COLD 

NASAL DISCHARGE 

SKIN & SKIN APPENDAGE 

3.4%) 0.0%) 0.01.) 0.0%) 3.41.) 

0 1 
0.0%) 3.4%) 

0 1 
0.0%) 3.4%) 

0 0 
o.o:o 0.0%) 

1 0 
3.4%) ,0.0%) 

1 
3.4%) I 

0 
0.0%) 

1 
3.4%) 

0 
0.0%) 

0 
0.0%) 

0 
0. 01.) 

0 
0.0%) 

0 
0.0%) 

1 
3.4%) 

1 
3.4%) 

1 
3.4%) 

1 
3.4%) 

RASH 1 0 0 0 1 
I I 3.4%) I 0.0%) I ( . 0.0%) I I 0.0%) 3.4%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES HITH COHPLAINTS I 16 I 12 I 4 I 2 I I 21 

I I ss.2;O I I 41.4%) I I 13.8%) I I 6.9%) I I 72.4%) 
-----------------------------------l----------l----------l----------l----------1--------------------------------I 

VACCINEES HITH NO COHPLAINTS I 13 I 17 I 25 I 27 I I 8 
I I 44.8%) I I 58.6%) I I 86.2%) I I 93.1%) I I 27.6%) 

-----------------------------------l----------l----------l----------l----------1--------------------------------I 
TOTAL VACCINEES REPORTING I 29 I 29 I 29 I 29 I I 29 

I I I I I I 

-----------------------------------1----------I----------I----------I----------I--------------------------------I 
VACCINEES HITH NO DATA I 0 I 0 I 0 I 0 I I 0 

I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CL680 
7 MCG 
HEALTHY CHILDREN 

Z-11 HOS. 
utf<NOJfl 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

I NUMBER OF VA,::CINEES I Z4 VACCINEES) - INJECTION Z I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COMPLAINTS I 0 I l I Z I 3 I I I I COMPLAINTS 

••-**************-***.-iHn••••l••-•*****l••••-••-t-•••-•••l-••••••-l•••••••--1••-••••••l•---•••I•••••••••• 
LOCAL REACTIONS I 6 I 5 I l I 0 I I 9 

I I ZS.0%) I I Z0.8X) I I 4.5X) I I 0.0XJ I I 37.SXJ 

----------------------------------- ---------- ---------- ---------- ---------- --------------------------------1 
ECCHYHOSIS, INJECTION SITE l 0 0 0 I l 

4.ZXJ 0.01.) 0.01.J 0.01.) I 4.Zl.J 
I 

ERYTHEHA, INJECTION SITE 1 3 0 0 I 3 
4.Z%1 lZ.5%) 0,0%) 0,0%1 I lZ,5%> 

I 
ERYTHEHA, INJECTION SITE 11 INCH, l l 0 0 I Z 

<) 4.Zl.> 4.Zl.> O.OiO 0.01.) I 8.31.l 
I 

INDURATION, INJECTION SITE Z l l 0 I Z 
8.3iO 4.ZXJ 't.5%J 0.0%J I 8,3%J 

I 
PAIN/SORENESS, INJECTION SITE 2 l 0 0 I Z 

1 a.31.> 1 4.z:o , 0.01.J , 0.0%> I a,3;O 

-----------------------------------1----------I----------I----------I----------I--------------------------------I 
SYSTEMIC I Z I l I 3 I o I I 5 

I I a. 3% > I 1 4. Z% J I I 13. 6% J I I o. 0% > I I zo. 8% J 

NERVOUS SYSTEM & PSYCHIATRIC 2 l 3 0 5 
8.3%) 4.ZiO 13.6%) 0.0%) Z0.8%J 

INSOMNIA 0 0 1 0 l 
0.01.J 0.01.) ( 4.5%) 0.0%) 4.z:o 

IRRITABILITY z l z 0 4 
8.3X) 't. Zl. J 9.1%) O.OX) 16. 71.) 

RESPIRATORY SYSTEM 0 0 l 0 l 
o. 01. J ( o.o:o 4.51.J ( 0.0%) 4.Z%) 

NASAL DISCHARGE 0 0 l 0 l 
0.0%) 0.0%) 4.5%) 0.0%) 4, 21.) => 

-~ 
=> 
J1 
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CL680 
7 HCG 
HEALTHY CHILDREN 

2-11 MOS. 
lH(.NCH-1 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

---------------------------------------------------------------------------------------------------· ------------------------
I NJHBER OF VA.CCINEES C 24 VACCINEES J - INJECTION 2 I 
l------------------------------------------ ----------------------------------1 
I DAYS POST VACCINATION I H.JteER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COHPLAINTS I O I 1 I 2 I 3 I I I I COMPLAINTS 

-----------------------------------1----------l----------l----------l----------l--------------------------------l*-****-*I 
VACCINEES HITH COHPLAINTS I 8 I 6 I 4 I o I I 12 . I 

I C 33.3%) I C 25.0%) I I 18.2%) I C 0.0%) I I C .50.o;o I 
-----------------------------------1----------I----------I----------I----------I--------------------------------I I 

VACCINEES HITH NO COMPLAINTS I 16 I 18 I 18 I 22 I I 12 I 
I c 66.7%J I c 75.0%1 I c 81.8?.l I noo.0%1 I I c so.0%1 I 

-----------------------------------1----------I----------I----------I----------I--------------------------------I I 
TOTAL VACCINEES REPORTING I 24 I 24 I 22 I 22 I I 24 I 

I I I I I I I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES HITH NO DATA I O I O I 2 I 2 I I 0 

I I I I I I 
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INVESTIGATOR 
STIJDY 
VACCINE 
LOT tM1BER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CL680 
7 MCG 
HEALTHY CHILDREN 
12-71 HOS. 
ut«NO!fl 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

--------------------------------------------------------·--------------------------------------------------------~-----------
I tMiBER OF VACCINEES I 10 VACCINEES) - INJECTION l I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I tlJMBER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COMPLAINTS I O I l I 2 I 3 I I I I COMPLAINTS 

••••••••--*••--•••••*********•l--••l••-••*1E-1t•l-•••-•••l•o•*••o•l•---•••l••1E-1t••--l••---••I•••••••-• 
LOCAL REACTIONS I Z I 3 I 1 I o I . I 4 

I I 20. 0%) I I 30. 0% l I I 10. 0%) I I 0. 0%) I I 40. 0%) 

----------------------------------- ----------1---------·- ----------l----------1--------------------------------
ERYTHEHA, INJECTION SITE 1 I 1 0 I O I 1 

10.0%) I I 10.0%1 I 0.0%) I 0.0%) I 10.0%) 
I I I 

ERYTHEHA, INJECTION SITE 11 INCH, 1 I ' 1 0 I 0 I 2 
<) 10.0%, I I 10.0%, 0.0%, I 0.0%, I 20.0%, 

I I I 
INDURATION, INJECTION SITE 0 I 0 1 I 0 I 1 

0. 0% ) I O • 0% I 10. 0% ) I O. 0% ) I I 10. 0% ) 
I I I 

PAIN/SORENESS, INJECTION SITE O I 1 0 I O I 1 
I 0.0%) I I 10.0%) I 0.0%) I I 0.0%) I I 10.0%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
SYSTEMIC I 2 I O I o I O I I 2 I I 20. 0% ) I I 0. 0% ) I I 0. 0% ) I I 0 • 0% ) I I 20. 0% J 

I 
NERVOUS SYSTEM & PSYCHIATRIC 2 0 0 0 I 2 

20.0%1 o.o:o o.o%J 0.0%, I 20.0:0 
I 

IRRITABILITY 2 0 0 0 I 2 I I 20. 0% 1 I I o. ox 1 I I o. 0% J I I o. ox 1 I I 20. 0% J 

-----------------------------------1----------I----------I----------I----------I--------------------------------I 
VACCINEES HITH COHPLAINTS I 4 I 3 I 1 I O I I 5 I I 40 • 0% ) I I 30 • 0% ) I I 10 • 0% ) I I O • 0% ) I I I 50. 0% ) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES HITH NO COMPLAINTS I 6 I 7 I 9 I 10 I I 5 I 1 60.ox, I 1 10.0%1 I 1 90.o%J I 1100.0%'1 I I I so.ox, 

-----------------------------------1----------I----------I----------I----------I--------------------------------I 
TOTAL VACCINEES REPORTING I 10 I 10 I 10 I 10 I I 10 

I I I I I I 
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT Nlff1BER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HI8 CONJUGATE 
CL680 
7 HCG 
HEALTHY CHILDREN 
12-71 MOS. 
lH<.NOm 

TABLE 12 (cont.) 

CLINICAL CotlPLAINTS 

I tllmER OF VIICCINEES I 10 VACCINEES) - INJECTION 1 I 
l--------------------·--------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

CLINICAL 1------------------------------------------- ·--------------------------------I HITH 
COHPLAINTS I O I 1 I 2 I 3 I I I I COMPLAINTS 

-----------------------------------l----------l----------l----------l----------1--------------------------------l•-•-•--I 
VACCINEES HITH NO DATA I O I O I O I O I I O I 

I I I I· I I I 
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT tulBER 
DOSE 

: GRANOFF, DAN 
: ' 087301 

HIB CONJUGATE 
CL680 
7 HCG 

PATIENT CLASS: HEALTHY CHILDREN 
12-71 MOS. 
\l«NOHN 

AGE RANGE 
RACE 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

I N.HJER OF VACCINEES I 2 VACCINEES) - INJECTION 2 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUteER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COMPLAINTS I O I l I 2 I 3 I I I ICC11PLAINTS 

·········--··-···-··-··--•1-••····••l••···•-~1-••··-••l••--··••l••······••l••-··•-l•JHHftHHt***I•-······· 
LOCAL REACTIONS I O I l I l I O I I l I I 0. o:o I I 50. 0% } I I 50. 0% ) I I O. 0% ) I I .50. 0% ) 

-----------------------------------l----------l----------l----------l----------1--------------------------------I 
INDURATION, INJECTION SITE I O I l I l I O I I l I 0.0%1 I c 50.0%) I so.o:o I 0.0%1 I I so.0%1 

I I I I I I 
SHELLING, INJECTION SITE I >l INCH! 0 I l I O I O I I l 

I I o • 0% J I I .so. 0% J I I o. 0% J I I o. 0% J I I 50. 0% J 
-----------------------------------l----------l---------·-1----------l----------1--------------------------------I 

VACCINEES HITH COMPLAINTS I O I l I l I O I I l 
I l o.o:o I l 50.0%) I l 50.0%) I l 0.0%) I I 50.0:0 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES HITH NO CotlPLAINTS I 2 I l I l I 2 I I l I 1100. 0%) I I .50. 0%) I I 50. 0%) I 1100. 0% ) I I 50. 0%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
TOTAL VACCINEES REPORTING I 2 I 2 I 2 I 2 I . I 2 

I I I I I I 

-----------------------------------l----------l----------l----------l----------1--------------------------------I 
VACCINEES HITH NO DATA I O I O I O I O I I 0 

I I I I I I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT MJtlBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CM679 
13 MCG 
HEALTHY CHILDREN 

2-11 l10S. 
lH<NOHN 

TABLE 12 (cont. J 
CLINICAL COMPLAINTS 

I NU1BER OF VACCINEES I 53 VACCINEES) - INJECTION l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I tlJHBER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COHPLAINTS I O I l I 2 I 3 I I I I COMPLAINTS 

*"*"**"********iHOOl!HHHf*********l--•--••l•*B***-*'**-******'****"****'**"***-1*~*"'*-~* ***"***" 
LOCAL REACTIONS I 9 I 15 I 6 I 5 I 19 

I I 17.3%) I C 28.8%) I C 11.8%) I C 9.8%) I 36.5%) 

----------------------------------- ---------- ---------- ----------1---------- --------------------------------
ECCHYHOSIS, INJECTION SITE l l O I O 2 

1.9%) 1.9%) o.o%J I 0.0%, 3.8%) 
I 

ERYTHEMA, INJECTION SITE 3 6 2 I 2 8 
s. 8% , 11. 5% , 3 • 9% , I 3 • 9% , 1s .4% , 

I 
ERYTHEMA, INJECTION SITE C>l INCH 2 2 2 I l 2 

3.8%) 3.8%) 3.9%> I 2.0%> 3.8%> 
I 

ERYTHEMA, INJECTION SITE 11 INCH, l 3 l I O 3 
<) 1. 9% > s. 8%, z. 0% , I o. 0% > s. 8% > 

I 
INDURATION, INJECTION SITE 2 3 2 I 3 5 

3.8%, 5.8%) 3.9%> I .c 5.9%> 9 . 6%> 
I 

PAIN/SORENESS, INJECTION SITE 3 2 l I l 4 
s. a%> 3. 8% J 2. 0% J I 2. 0% J 7. 7% J 

I 
HARMTH, INJECTION SITE l l l I O l 

C l. 9% ) C 1. 9% ) C 2. 0% ) I C O • 0% ) 1. 9% ) 

-----------------------------------l----------l----------l----------l----------1--------------------------------I 
SYSTEMIC I 14 I 10 I 5 I 4 I I 19 

I I 26 . 9%) I I 19.2%) I I 9.8%) I I 7.8%) ·I I 36.5%) 

I I I 
DIGESTIVE SYSTEM I 2 4 I 0 I 0 6 

I C 3.8%) 7. 7%) I C 0.0%) I C 0.0%) 11.5%) 

I 
I 
I 

I I I . I 
ANOREXIA I 2 3 I 0 I 0 5 I 

I 3.8%) 5.8%) I 0.0%) I o.o:o 9.6%) I 
I I I I 

DIARRHEA I 0 1 I 0 I 0 l I 
I 0.0%) 1.9%) I 0.0%) I 0.0%) 1.9%) I 

0 -0--0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu1BER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
Ct1679 
13 11CG 
HEALTHY CHILDREN 

2-11 HOS. 
l.lt«NOJ'fl 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

----------------------------------------------------------------------------------------------------------------------------
I NU-BER OF VACCINEES I 53 VACCINEES I - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COHPLAINTS I O I 1 I 2 I 3 I I I I COMPLAINTS 

-•-•*••--••••-••••••••••••••- **._***** --••-*** ********** ********** ****•-•••l•--••-•I••••--- ********** 
NAUSEA O 1 0 0 1 

0 • 0% J 1. 9% J O • 0% J O • 0% J 1. 9% I 

NERVOUS SYSTEM & PSYCHIATRIC 10 5 1 2 13 
19.2%) 9.6%) Z.0%J 3.9%1 Z5.0%1 

CRYING 0 0 0 1 1 
0.0%) 0.0%1 0.0%) Z.0%J 1.9%) 

IRRITABILITY 6 3 0 1 9 
11.5%) 5.8%) 0.0%) Z.0%1 17 .3%) 

NERVOUSNESS 1 0 0 0 1 
1.9%) 0.0%) 0.0%1 0.0%) 1.9%) 

SLEEP DISORDERS 0 1 0 0 1 
0.0%1 1. 9%) 0.0%) 0.0%1 1.9%) 

sotl«lLENCE 3 1 1 1 3 
5.8%) 1.9%) 2.0%) 2.0%) 5.8%) 

RESPIRATORY SYSTEM 1 3 3 1 3 
1.9%) 5.8%) 5.9%) 2.0%) 5.8%) 

NASAL CONGESTION 1 2 1 0 2 
1. 9% J 3.8%) Z.0%J 0.0%) 3.8%) 

NASAL DISCHARGE 0 1 z 1 z 
0.0%) 1.9%) 3.9%1 2.0%) 3.8%1 

SPECIAL SENSES 1 1 1 1 1 
1. 9% J 1. 9%) Z.0%J 2.0%) 1.9%) 

OTITIS MEDIA 1 1 1 1 1 
1.9%) 1.9%) 2.0%) 2.0%) 1.9%) 

0 -0---
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INVESTIGATOR 
STUDY 
VACCINE 
LOT N\HlER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
Ct1679 
13 MCG 
HEALTHY CHILDREN 

2-11 t10S, 
ut«NOlfl 

TABLE 12 (cont.) 
- . . 
CLltUCAL COMPLAINTS 

I NlJ1BER OF VA;CINEES l S3 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NJMBER 

CLINICAL l--------------------·-------------------------------------------------------1 HITH 
COMPLAINTS I O I 1 I 2 I 3 I I I I COMPLAINTS 

-----------------------------------1----------1---------··l----------1----------l--------------------------------ltHHHOHIJHf**' 
VACCINEES HITH COHPLAINTS I 23 I 23 I 11 I 9 I I 34 I I I 44.2%) I I 44.2%) I I 21.6%) I C 17.6%) I I C 65.4%) I 

-----------------------------------1---- -----l----------l----------l----------1--------------------------------I I 
VACCINEES HITH NO COMPLAINTS I 29 I 29 I 40 I 42 I I 18 I 

I r 55.8%J I r 55.8%1 I l 78.4%1 I , 82.4%J I I 34.6%J I 
-----------------------------------1----------l----------l----------l----------l--------------------·-----------I I 
TOTAL VACCINEES REPORTING I 52 I 52 I 51 I 51 I I 52 I 

I I I I I I I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES HITH NO DATA I 1 I 1 I 2 I 2 I I 1 

I I I I I I 

:::, 

\) 
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ItNESTIGATOR 
STUDY 
VACCINE 
LOT NUl-llER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CM679 
13 MCG 
HEALTHY CHILDREN 

Z-11 tlOS. 
Utl(Nmfl 

TABLE 12 (cont.) 

CLINICAL COHPLAINTS 

I Nl.H3ER OF YACCINEES I SO VACCINEES) - INJECTION Z I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NUMBER 

CLINICAL l--------------------··-------------------------------------------------------1 HITH 
COt1PLAINTS I O I 1 I Z I 3 I I I I COMPLAINTS 

*********-***-*********-**JHOHfilil' *---**-I*****-*•·* I ff****-** I**-****** I********** I**-***-* I***---**'*--**--
LOCAL REACTIONS I 4 I 8 I Z I 3 I I 11 

IC 8.3%) IC 16.7%) IC 4.2%) IC 6.3%) I I 22.9%) 

-----------------------------------1---------- ---------·· ---------- ---------- --------------------------------
ECCHYMOSIS, INJECTION SITE I O 1 0 l Z 

I o. 0% J z. 1:0 o. 0% J z • 1% J 4. 2% J 
I 

ERYTHEMA, INJECTION SITE I 3 3 0 0 6 
I 6.3%J 6.3%J o.o%J o.o%J 12.s%, 
I 

ERYTHEMA, INJECTION SITE C >l INCH I . 0 1 0 0 1 
I 0.0%> z.1%> o.o:o 0.0%> 2.1%> 
I 

ERYTHEMA, INJECTION SITE C 1 INCH, I 1 0 0 0 1 
<) I z. 1% J o. ox J o. 0% J o. ox J z. 1% J 

I 
INDURATION, INJECTION SITE I 1 3 Z Z 3 

I Z.1%) 6.3%) 4.Z%J 4.2%) 6.3%) 
I 

RASH, INJECTION SITE I O O O 1 1 
I C 0.0%J C O.O%J C 0.0%J C Z.UO Z.1%J 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
SYSTEMIC I 7 I 7 I 5 I 1 I I 13 

I I 14.6%J I I 14.6;',J I I 10.4;',J I I z.1%> I I Z7.1%J 

DIGESTIVE SYSTEH z 0 1 0 3 
4.2%) 0.0%) 2.1%) 0.0%) 6.3%) 

ANOREXIA 1 0 0 0 1 
Z.1%) 0.0%) 0.0%) 0.0%) Z.1%J 

PERISTALSIS INCREASE 0 0 1 0 1 
0.0%) 0.0%) 2.1%) o.o:o z.1:0 

VOHITING 1 0 0 0 1 
2.1%) o.o:o 0.0%) o.o:o z.1:0 

":> ,... 
O'-

_,,I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CH679 
13 HCG 
HEALTHY CHILDREN 

2-11 HOS. 
lM<NOHN 

TABLE 11 (cont.) 

CLINICAL COMPLAINTS 

I NUtEER OF VACCINEES I 50 VACCINEES) - INJECTION 2 I 
1--------------------------- ------------------------------------------------1 
I DAYS POST VACCINATION I l'UeER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COHPLAINTS I O I 1 I 2 I 3 I I I I COHPLAINTS 

-•-•••-•-•-•-••••••-•-••• •---••- ••••-•••• --••••- •••-•••- ••••••--•l••-••••••l•••••-•••1--•••••• 
NERVOUS SYSTEH & PSYCHIATRIC 5 5 3 0 I 10 

10 • 4% , 10 • 4% , 6 • 3% 1 o • 0% , I zo. 8% 1 

CRYING 1 1 0 0 2 
2.1%) 2.1%) 0.0%) 0.0%) 4.2%) 

IRRITABILITY 3 4 3 0 9 
6.3%) 8.3%) 6.3%) o.o:o 18.8%) 

sotflOLENCE l l 0 0 z 
2.1:0 z.1%1 o.o:o 0.0%) 4.z;o 

RESPIRATORY SYSTEM O l O 0 l 
0.0%1 2.1%1 o.o:o o.o:o I 2.1%) 

I 
COUGH O l O O I l 

o.ox, z.1%l o.o:o 0.0%1 I 2.1%) 
I 

NASAL DISCHARGE O l O O I 1 
0.0%) Z.1%) 0.0%) 0.0%) I 2.1%) 

I 
SPECIAL SENSES 1 l l l I l 

Z.liO Z.liO Z.1,0 Z.1%J I Z.1%J 
I 

DTITIS HEDIA l 1 l l I l 
I 2.1%) I Z.1%) I 2.1%) I 2.1%) I 2.1%) 

-----------------------------------1----------I----------I----------I--------- ·1--------------------------------I 
VACCIHEES HITH COHPLAINTS I 11 I 15 I 7 I 4 I I 21 

I 1 22.,:0 I 1 31.3%1 I 1 14.6%1 I I s.3%1 I I 43.8%) 

-----------------------------------1----------I-----------I----------I----------I--------------------------------I 
VACCINEES HITH NO COMPLAINTS I 37 I 33 I 41 I 44 I I 27 

I 1 77. 1% , I 1 68. 8% , I 1 85 . 41. 1 I I n . 7% , I I 56.3%) 

-----------------------------------l----------l----------l----------l----------1--------------------------------I 
TOTAL VACCINEES REPORTING I 48 I 48 I 48 I 48 I I 48 

I I I I I I 
:, 

(}'-

.C: 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT t-AJMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CM679 
13 MCG 
HEALTHY CHILDREN 

2-11 MOS. 
utl<NOl'IN 

TABLE 12 (cont.) 

CLINICAL COHPLAINTS 

I Nl.tlBER OF VACCINEES I 50 VACCINEES) - INJECTION 2 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I Nll1BER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COMPLAINTS I O I 1 I 2 I 3 I I I I COMPLAINTS 

-----------------------------------1----------l----------l----------l----------l--------------------------------l"*****"*I 
VACCINEES HITH NO DATA I 2 I 2 I 2 I 2 I I 2 I 

I I I I I I I 

.:> 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT taJMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CM679 
6 MCG 
HEALTHY CHILDREN 

2-11 HOS. 
BLACK 

TABLE 12 (cont.) 
CLINICAL COHPLAINTS 

I t,ll.ttiER OF VACCINEES I 25 VACCINEESJ - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I ~ER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COHPLAINTS I o I 1 I 2 I 3 I I I I COMPLAINTS 

···········-···---·•H*ffMMMMMMMl••-····••l--•H•••l--••·•--l••·······•l••····--•l••--1--•H-•ltHOfMMMMMMMI 
LOCAL REACTIONS I o I 1 I D I o I I 1 I 

I I o. o,o I I 4. 3% J I I o. 0% J I I o. 0% J I I 4. 2% J I 
-----------------------------------1----------I----------I----------I----------I--------------------------------I I 

INDURA TION, INJECTION SITE I O I 1 I o I O I I 1 I 
I I o. 0% J I c 4. 3% J I I o. 0% J I I o . 0% J I I 4. 2% J I 

-----------------------------------l----------l----------l----------l----------1--------------------------------I I 
SYSTEMIC I 3 I 4 I 4 I 1 I I 6 I 

I I 12.5%1 I I 17.4%> I I 22.2%> I I 5.6,D I I 2s.0%1 I 

BODY AS A HHOLE/SITE lMSPEC. 1 1 2 0 2 
4.2%) 4.3%) 11.1%) 0.0%) 8.3%) 

FATIGUE 1 1 1 0 1 
4.2%) 4.3%) 5.6%) o.o:o 4.2%) 

FEVER 0 0 1 0 1 
D.0%) 0.0%) 5.6%) 0.0%) 4.2%) 

DIGESTIVE SYSTEM 2 2 2 0 3 
8.3i0 8. Tl. 1 11.1%) 0.0%) 12.5%) 

ANOREXIA 2 1 0 0 2 
8.3%) 4.3i:J 0.0%) 0.0%) 8.3%) 

TEETHING 0 0 1 0 1 
0.0%) 0.0%) 5.6'0 0.0%) 4.2%) 

VOMITING 1 1 1 0 1 
4.2%) 4,3%1 5.6i0 0.0%) 4.2%) 

NERVOUS SYSTEM & PSYCHIATRIC 0 1 1 1 3 
0.0%) 4.3i0 5.6i0 ·1 5.6%) 12.5%) 

IRRITABILITY 0 1 1 1 3 
0.0%) 4.3%) 5.6%) 5.6i0 12.5%) 

~ 

.,.. -"' 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT tu-BER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CM679 
6 MCG 
HEALTHY CHILDREN 

2-11 MOS. 
BLACK 

TABLE 12 (cont.) 
CLINICAL COMPLAINTS 

I l'U18ER OF VACCINE ES t 25 VACCINEES J - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NU18ER 

CtINICAL l----------------------------------------------------------------------------1 HITH 
COHPLAINTS I O I 1 I 2 I 3 I I I I COMPLAINTS 

-----------------------------------1----------l----------l----------l----------l--------------------------------l•.-u•-•I 
VACCINEES HITH COHPLAINTS I 3 I 4 I 4 I 1 I I 6 I 

I c 1Z. 5% J I c 17. 4% J I c 22 • 27. J I c 5. 6% J I I c 25. 0% J I 
-----------------------------------l----------l----------l----------l----------1--------------------------------I I 

VACCINEES HITH NO COMPLAINTS I 21 I 19 I 14 I 17 I I 18 I 
I t 87.57.J I c 82.6%> I t 77.87.J I c 94.4%> I I c 75.0%> I 

-----------------------------------1----------I----------I----------I----------I--------------------------------I I 
TOTAL VACCINEES REPORTING I 24 I 23 I 18 I 18 I I 24 I 

I I I I I I I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES HITH NO DATA I 1 I 2 I 7 I 7 I I 1 

I I I I I I 

• 

0 

a-...., 
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CH679 
6 MCG 
HEALTHY CHILDREN 
lZ-71 HOS. 
BLACK 

TABLE 11 (cont.) 

CLINICAL COMPLAINTS 

f l'UIBER OF VACCINE ES I 28 VACCINE ES) - INJECTION l I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I HlNER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COMPLAINTS I O I l I 2 I 3 I I I I COMPLAINTS 

.. * .. *******-***---**---*--,*-* .... **l .. *•--*-l•• .. ---,* .. **--.. l*•-• .... *, .. *QJIJHHHff.-JHHHHHf•l*••·····••I 
LOCAL REACTIONS I 1 I o I o I O I I 1 I 

I , 3.6%> I I o.o%J I , 0.0%> I I 0.0%1 I I 3.6%> I 
-----------------------------------l----------l----------l----------l----------1--------------------------------I I 

PAIN/SORENESS, INJECTION SITE I 1 I o I o I O I I 1 I 
I 1 3 . 6% > I I o • 0% > I I o. 0% > I I o • o:o I I 3 • 6% > I 

-----------------------------------l----------l----------l----------l----------1--------------------------------I I 
SYSTEMIC I 4 I 3 I 3 I 3 I I 5 I 

I I 14. 3% > I I 10. 7% > I I 13. 6% > I I 15. 8% > I I 17. 9% > I 

BODY AS A HHOLE/SITE U'-6PEC. 0 1 0 0 l 
0.0%) 3.6%) 0.0%) 0.0%) 3.6%) 

FATIGUE 0 l 0 0 l 
0.0%) 3.6%) 0.0%) 0.0%) 3.6%) 

DIGESTIVE SYSTEH 0 0 l l 1 
o.o:o 0.01.) 4.5%) 5.3%) 3.6%) 

ANOREXIA 0 0 l l l 
0.0%) 0.0%) 4.5%) 5.3%) 3.6%) 

NERVOUS SYSTEH & PSYCHIATRIC 3 2 2 2 4 
10, 7%) 7.1%) 9.1%) 10.5% J 14.3%) 

CRYING, EXCESSIVE l l l l 2 
3.6%1 3.6%) 4.5%) 5.3%) 7.UD 

IRRITABILITY 2 l l l 2 
7.11. I 3.6%) 4.51.J 5.3%) I 7 .1% J 

RESPIRATORY SYSTEM l 0 0 0 l 
3.6%) 0.0% J 0.0%) 0.0%) 3.6%) 

NASAL DISCHARGE 1 0 0 0 l 
3.6% J 0.0%) 0.0%) 0.0%) 3.6%) => -O" -0:, 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NU1BER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CM679 
6 HCG 
HEALTHY CHILDREN 
12-71 HOS. 
BLACK 

TABLE 11 (cont.) 

CLINICAL CotlPLAINTS 

I tueER OF VACCINEES l Z8 VACCINEES) - INJECTION l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATIOH I NUMBER 

CLINICAL 1----------------------------------------------------------------------------I HITH 
COMPLAINTS I O I l I Z I 3 I I . I !COMPLAINTS 

-----------------------------------1----------1----------1----------1----------1--------------------------------1•-·-•--1 
VACCINEES HITH COMPLAINTS I S I 3 I 3 I 3 I I 6 I 

I I 17.9iD I I 10.7)0 I I 13.6%),, lS.8%) I I Zl.4%) I 
-----------------------------------1----------I----------I----------I----------I--------------------------------I I 

VACCINEES HITH NO COHPLAINTS I Z3 I ZS I 19 I 16 f I zz I 
I I 8Z.ll0 I I 89.3%) I I 86,ftJO I I 84.Z%J I I 78.6%) I 

-----------------------------------l----------l---------··1----------l----------1--------------------------------I I 
TOTAL VACCINEES REPORTING I Z8 I 28 I Z2 I 19 I I 28 I 

I I I I I I I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES HITH NO DATA I O I O I 6 I 9 I I 0 

I I I I I I 

-"' .... 
.0 
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT tu-eER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HI8 CONJUGATE 
CM679 
18 MCG 
HEALTHY CHILDREN 

Z-11 MOS. 
BLACK 

TABLE 12 (cont.) 

CLINICAL COHPLAINTS 

I 1\1.ttBER OF VACCINEES I 3 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I Nl.t1BER 

CLINICAL l----------------------------------------------------------------------------1 HITH 
COMPLAINTS I O I 1 I Z I 3 I I I I COMPLAINTS 

--••••••-•a•itiHHt-•****tf-ltlf-•-1---•••1---••••l•--••-•l-•---•1•-•••-••l--••--l•-JHHt•l••-•••-
LOCAL REACTIONS I o I 1 I 1 I 1 I I 2 

I I O. o:o I I 33. 3i0 I 1100. 0% J I 1100. 0% J I I I 66. 7%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
INDURATION, INJECTION SITE I O I 1 I 1 I 1 I I Z 

I I o. 0% > I 33. 3% J I 1100. 0% J I 1100. 0% > I I 66. 7% > 
I I I I I I 

SHELLING, INJECTION SITE 11 INC~, I O I O I 1 I 1 I I 1 
< I I o. 0% > I I o. 0% > I 1100 • 01. > I 1100 • 01. > I I 33. 31. J 

-----------------------------------1----------I----------I----------I----------I--------------------------------I 
SYSTEMIC I o I 1 I o I O I · I 1 

DIGESTIVE SYSTEM 

ANOREXIA 

NERVOUS SYSTEM & PSYCHIATRIC 

CRYING, EXCESSIVE 

I I o. 0% > I I 33. 3% > I I o . 0% > I I o . 0% > I I I 33. 3% > 

0 1 
I 0.0%) 33.3% > 

0 1 
I o.o:o I 33.3%) I 

0 l 
I 0.0%) 33.3i0 

0 l 
0.0%) 33.3%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

D 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

D 
0.0%) 

1 
33.3%) 

1 
C 33.3% J 

l 
33.3i0 

1 
33.3%) 

IRRITABILITY O 1 0 0 1 
I 0.0%) I I 33.3%) I I 0.01.) I 0.01.) 33.31.) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
YACCINEES HITH COMPLAINTS I O I Z I 1 I 1 I I 3 

I I o • 0% J I I 66 • 7% J I 1100 • 0% J I 1100 • 0% I I I 1100. 0% I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1 

VACCINEES HITH NO COMPLAINTS I 1 I 1 I O I O I I 0 
I 1100.0;0 I I 33.3%1 I 1 0.0%1 I I o.o:o I I 0.0%> 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
TOTAL VACCINEES REPORTING I 1 I 3 I 1 I 1 I I 3 

I I I I I I 0 ,... ,,.. 
rv 
0 
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INVESTIGATOR GRANOFF, DAN 
STUDY 087301 
VACCINE HIB CONJUGATE 
LOT NUMBER CH679 
DOSE 18 MCG 
PATIENT CLASS: HEALTHY CHILDREN 
AGE ,RANGE :, 2-11 HOS. 
RACE : BLACK . 

TABLE 12 (cont.) 
CLINICAL COMPLAINTS 

I tu1BER OF VACCINE ES l 3 VACCINE ES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NU1BER 

CLINICAL 1---------------------------------------------------- .-----------------------1 HITH 
tOHPLAINTS I o I 1 I 2 I 3 I I I I tOHPLAINTS 

-----------------------------------l----------l----------l----------l----------1--------------------------------IJHHt•••o-1 
VACCINEES HITH NO DATA I 2 I O I Z I 2 I I O I 

I I I I I I I 
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INVESTIGATOR 
~TUDY 
VACCINE 
LOT NUMBER 
[10SE 
f-ATIENT CLASS : 
A(jE RANGE 
NACE 

GRANOFF, DAN 
087301 
COMBINE 
CM679 
6 MCG 
HEALTHY CHILDREN 

2-11 MOS . 
UNKNOWN 

CLINICAL COMPLAINTS 

BOOSTER VACCINATION 

--- --------------- ----------------- ------------------------------------------------------------- --------------------- ------
NUMBER OF VACCINEES ( 9 VACCINEES) - INJECTION OVERALL I 

-------------------------------------------------------------------------- --1 
DAYS POST VACCINATION I NUMBER 

CLINICAL -------------------------- ----------------------- -- -------------------------1 WITH 
COMPLAINTS O I 1 I 2 I 3 I I I I COMPLAINTS 

••••••••••••••••••••••••••••••••••• ••••••••••l••••••••••l••••••••••l••••~•••••t••••••••••l••••••••••l••••••••••l••••••••••I 
LOCAL REACT IONS 2 I 2 I 1 I O I I 3 I 

< 22 . 2"'> I< 22.2%) I c 11 . 1%) I< 0.0%) I I 33 . 3%J I 
--- - -- -------- --------------------- ----------l----------t----------f----------1---------- ----------------------I I 

ERYTHEMA, INJECTION SITE ( 1 INCH, 1 I 2 I 1 I O I I 2 I 
<) 1 1 . 1 % ) I 2 2 . 2%) I 1 1 . I%) ( 0. 0%) I I 22. 2%) I 

I I I I I 
PA IN/ SORENESS, INJECT ION SI TE I O I O I O I 1 I 

< 11 . '"'> I < o.o"'> I < 0.0%> I < 0 . 0%) I 11. 1%J I 
-- --------------------------------- ----------1----------1----------1 ---------- ----------------- ------------- - -1 I 
~VSTEMIC 3 ( 2 ( 3 ( 0 ( I 3 I 

DIGESTIVE SYSTEM 

ANOREXIA 

NERVOUS SYSTEM & PSYCHIATRIC 

IRRITABILITY 

RESPIRATORY SYSTEM 

NA!>AL DISCHARGE 

UPPER RESPIRATORY INFECTION, NOS 

< 33.3%) < 22.2%) J < 33.3%l I < 0.0%> I I 33.3%J I 

I 
I I. 1%) 

1 
11.1%) 

3 
33.3%) 

3 
33.3%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0 ... ) 

0 
0.0%) 

0 
0.0%) 

2 
22.2%) 

2 
22.2%) 

1 
11. 1%) 

1 
11 . 1%) 

0 
0.0%) 

0 
o .o"'> 

0 
0 . 0 ... ) 

0 
0.0 ... ) 

0 
0.0%) 

1 
11. 1%) 

0 
0.0%) 

1 
i II . I"') 

0 1 
0.0%) 11 . 1%) 

0 1 
o . o"'J 11. 1%) 

0 3 
0.0%) 33.3%) 

0 3 
0.0%) 33.3%) 

0 2 
a . a"'> 22 . 2%) 

0 1 
0 . 0%) 11.1%) 

0 I 
0 . 0%) 11.1%) 

.::, 



t1FLU/Z35• ,0/05/31/88/PAGE 2 

INVESTIGATOR 
STUOV 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLAS:, : 
AGE RANGE 
RACE 

CLINICAL 

GRANOFF, DAN 
087301 
COMBINE 
CM679 
6 MCG 
HEALTHV CHILDREN 

2-11 MOS. 
UNKNOWN 

COMPLAINTS 
••••••••••••••••••••••••••••••••••• 
SPECIAL SENSES 

OT IT IS MEO I A · 

VACCINEES WITH COMPLAINTS 

VACCINEES WITH NO COMPLAINTS 

TOTAL VACCINEES REPORTING 

TABLE 12 (cont.) 

:LINICAL COMPLAINTS 

BOOSTER VACCINATION 

NUMBER OF VACCINEES ( 9 VACCINEES) - INJECTION OVERALL I 
----------------------------------------------------------------------------1 

DAVS POST VACCINATION I NUMBER 
-------------------------------- -------------------------------------------1 WITH 

0 I 2 J I I COMPLAINTS 
•••••••••• ••••••••••1•••••••••• •••••••••• ••••••••••)••••••••••I•••••••••• ••••••••••I 

o o I 2 o 2 I 
o . o,c, > o . o,c, > I 2 2 . 2,c, > o . o,c, > 2 2 . 2% > I 

I I 
o I o I 2 o I 2 I 

c o.o,c,> I c o.o,c,> I c 22.2,c,> c o.o,c,) I 22.2"'> I 
----------1----------1---------- ----------1-------------------------------- I 

JI 4 I J o I 4 I 
c JJ.J,c,) I c 44.4"-> I c JJ.J,c,) c o.o,c,> I 44.4%) I 

----------1----------1---------- ----------1-------------------------------- I 
s I s I s I 9 I s I 

c ss.1,c,> I c ss.s,c,> I c ss.1,c,> I c100.o,c,) I ss.6%) I 
----------l----------l----------l----------1------------------------------ -- I 

s I 9 I s I 9 I 9 I 
I I I I I 

-- ---------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES WITH NO DATA I O I O I O I O I ,1 

I 
o · I 

I I I I I I 



HFLU/ ZJ:::,. ,0/05/31/88/PAGE 3 

INVESTIGATOR 
~TUOV 
VACCINE 
LOT NUMBER 
DOSE : 
PATIENT CLASS: 
AGE RANGE 
RACE . 

GRANOFF , OAN 
08730 1 
COMBINE 
CM679 
6 MCG 
HEALTHY CHILDREN 
12-71 MOS . 
UNKNOWN 

TABLE 12 (cont.) 
' r, INICAL COMPLAINTS 

BOOSTER VACCINATION 

I NUMBER OF VACCINEES ( 1 VACCINEES) - INJECTION OVERALL 
1----------------------------------------------------------------------------
I DAYS POST VACCINATION NUMBER 

CLINICAL 1---------------------------------------------------------------------------- WITH 
COMPLAINTS I O I 1 2 3 I I I I COMPLAINTS 

----------------------------------- ----------1---------- ---------- ----------1--------------------------------1••······••1 
VACCINEES WITH COMPLAINTS O I O O O I I O I 

< 0 . 0%) I < 0.0%) < 0.0%) < 0.0%) I I o . o%J I 
----- -------------- ---------------- ----------l----------l----------l----------1------- -- ------ -- -------- -------I I 

VACCINEES WITH NO COMPLAINTS I I I 1 I 1 I 1 I I 1 I 
I c100.0%> I (100.0%) I <100 . 0%> c100 . 0%) I I c100.0%J I 

------------~----------------------1----------1 .---------1---------- ----------1--------------------------------I I 
TOTAL VACCINEES REPORTING I 1 I 1 I 1 1 I I I 

I I I I I I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES WITH NO DATA I O I O I O I O I I 0 

I I I I I I 

.::, 



IIFLU/Z35 10/05/31/88/PAGE 4 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
UOSE : 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
COMBINE 
POLYS 
25 MCG 
HEALTHY CHILDREN 

2-11 MOS. 
BLACK 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

BOOSTER VACCINATION 

- - ---------------------------------------------------------------------------------------------------------
I NUMBER OF VACCINEES ( 16 VACCINEES) - INJECTION OVERALL I 
l---------------------·-------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 
1----------------------------------------------------------------------------I WITH CLINICAL 

COMPLAINTS 0 I 1 I 2 I 3 I I I COMPLAINTS 
----------1---------- ----------1---------- --------------------------------1••······••1 

SYSTEMIC 1 I o o I o I 1 I 
< 2s.0%> I < o.0%) < 0.0%> I < 0.0%> I < 2s.0%J I 

I 
BODY AS A WHOLE/SITE UNSPEC . 1 I 0 

2s.0%> I 0.0%> 
I 

FATIGUE 1 I 0 
25.0%) I o.o%J 

I 
NERVOUS SYSTEM & PSYCHIATRIC 1 I 0 

25.0%) I 0.0%) 

IRRITABILITY I 0 
< 2s.0%> I < 0 . 0%> 

----------------------------------- ----------1----------
VACCINEES WITH COMPLAINTS 1 I 0 

< 2s.0%> I < o.o%J 
----------------------------------- ----------1----------

VACCINEES WITH NO COMPLAINTS 3 4 
( 75.0%) (100.0%) 

TOTAL VACCINEES REPORTING 4 4 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

----------
0 

0.0%) 
----------

4 
(100.0%) 

----------
4 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

----------
0 

0.0%) 
----------

4 
( 100.0%) 

----------
4 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I I 
I I 
--------------------------------1 

I 
I 

--------------------------------1 

1 
25 . 0%) 

1 
25 . 0%) 

1 
25 . 0%) 

1 
25.0%) 

1 
25.0%) 

3 
75.0%) 

4 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES WITH NO DATA f 12 I 12 I 12 I 12 I I 12 

I I I I I I 

O' 
N 
:.J1 -
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
PA Tl ENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
COMBINE 
POLYS 
25 MCG 
HEALTHY CHILDREN 

2-11 MOS . 
UNKNOWN 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

BOOSTER VACCINATION 

----------------------------------------------------------------------------------------------------------------------------
NUMBER OF VACCINEES ( 25 VACCINEES) - INJECTION OVERALL I 

----------------------------------------------------------------------------1 
CLINICAL 
COMPLAINTS 

DAYS POST VACCINATION I NUMBER 
---------- ------- -- ------------ ------------------------------------------- WITH 

0 1 I 2 3 I I I COMPLAINTS 
••••••••••••••••••••••••••••••••••• •••••••••• ••••••••••I•••••••••• •••••••••• ••••••••••J••••••••••I•••••••••• •••••••••• 
LOCAL REACTIONS 2 2 I o o 3 

c a.3%) c a.3%) I c o.~%> 0.0%) 12.s%> 
-----------------------------------1---------- ----------1---------- ---------- --------------------------------

ERYTHEMA, INJECTION SITE (>1 INCH! 0 1 I O 0 
I 0.0%) 4.2%) 0.0%) 0.0%> 
I 

ERYTHEMA, INJECTION SITE ( 1 INCH, I 2 0 0 I 
<) I c 8.3%) c 4.2%) c 0.0%) c 0.0%) I I 

-----------------------------------1---------- ----------1---------- ----------1--------------------------------t 
SYSTEMIC f I 1 f O O I f 

I c 4.2%) c 4.2%) I c 0.0%) c 0.0%) I I 
---------------------------------------------------------------------------------------------------------- --
BODY AS A WHOLE/SITE UNSPEC. 

FATIGUE 

NERVOUS SYSTEM & PSYCHIATRIC 

1 
I 
I 
I 
I 
I 
I 
I 

1 
4.2%) 

I 
4.2%) 

1 
4. 2%) 

1 
4.2%) 

1 
4.2%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

IRRITABILITY 1 0 0 0 
4.2%) 0.0%> c 0.0%) I c 0.0%> 

----------------------------------- ---------- ---------- ----------1---------- --------------------------------
VACCINEES WITH COMPLAINTS I 3 3 0 I 0 

I c 12.s%> c 12.5%) 0.0%> 0.0%> 
-----------------------------------1----------1---------- ---------- ---------- --------------------------------

VACCINEES WITH NO COMPLAINTS I 21 I 21 j 24 24 
I c a1.s%l I c e1 . s%> I c100.0%) c100.0%) 

-----------------------------------1----------l---------- 1---------- ----------1--------------------------------
lOTAL VACCINEES REPORTING I 24 I 24 j 24 24 f 

I I I I 

1 
4.2%) 

2 
8.3%) 

1 
4.2%) 

I 
4. 2'lC.) 

1 
4.2%) 

1 
4.2%) 

1 
4.2%) 

4 
16.7%) 

20 
BJ.3%) 

24 
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INVESTIGATOR 
!">TUOV 
VACCINE 
l. OT NUMBER 
OOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
COMBINE 
POLVS 
25 MCG 
HEALTHV CHILDREN 

2-11 MOS, 
UNKNOWN 

TABLE 12 (cont.) 

CLINICAL COMPLAINTS 

BOOSTER VACCINATION 

I NUMBER OF VACtlNEES ( 25 VACCINEES) - INJECTION OVERALL I 
l----------------------------------------------------------------------------1 
I DAVS POST VACCINATION I NUMBER 

CLINICAL l----------------------------------------------------------------------------1 WITH 
COMPLAINTS I O I I I 2 I 3 I I I I COMPLAINTS 

-----------------------------------1----------1----------1----------1----------1--------------------------------1••······••1 
VACCINEES WITH NO DATA I 1 I I I I I I I I 1 I 

I I I I I I I 

0 ... 
c,
ru 

"" 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
COMBINE 
POLYS 
25 MCG 
HEALTHY CHILDREN 
12-71 MOS. 
BLACK 

TABLE 12 (cont.) 
CLINICAL COMPLAINTS 
BOOSTER VACCINATION 

• ----------------------------------------------------------------------------------------

Ci..I NI CAL 
COMPLAINTS 

SYSTEMIC 

BODY AS A WHOLE/SITE UNSPEC. 

FATIGUE 

NERVOUS SYSTEM & PSYCHIATRIC 

CRYING, EXCESSIVE 

HYPERKINESIA 

IRRITABILITY 

NERVOUSNESS 

VACCINEES WITH COMPLAINTS 

VACCINEES WITH NO COMPLAINTS 

TOTAL VACCINEES REPORTING 

I NUMBER OF VACC I NEES ( 16 VACC I NEES) - INJECT ION OVERALL I 
1----------------------------------------------------------------------------I 
I DAYS POST VACCINATION I NUMBER 
l---------------------··------------------------------------------------------1 WITH 
I O I 1 , 2 I 3 I I I I COMPLAINTS 
----------1----------r---------- ----------1--------------------------------1••••······ 

0 I I I 1 I I I 1 
0.0%> I < 14.3%) , < 14.3%) < 14.3%) I I 14.3%) 

0 0 
0.0%) 0.0%) 

0 0 
( 0.0%) 0.0%) 

0 1 
0.0%) 14.3%) 

0 1 
0.0%) 14.3%) 

0 0 
0.0%) 0.0%) 

0 1 
0.0%) 14.3%) 

0 1 
0.0%) 14.3%) 

---------- ----------
0 I 

0.0%) ( 14.3%) 
---------- ----------

1 6 
(100.0%) ( 85.7%) 

---------- ----------
1 1 

0 
0.0%) 

0 
0.0%) 

1 
14.3%) 

1 
14.3%) 

1 
14.3%) 

1 
( 14.3%) 

0 
0.0%) 

----------
I 

( 14.3%) 
----------

6 
( 85.7%) 

----------
7 

1 
14.3%) 

I 
14.3%) 

0 
0.0%) 

0 
0.0%) 

0 
0.0%) 

0 
a.0%) I 

o I 
< 0.0%) I 

----------1--------------------------------
1 I 

c 14.3'-> I 
----------1--------------------------------

6 I 
< 85.7%) I 

----------1--------------------------------
7 I 

I 

( 

I 
14.3%) 

1 
14.3%) 

1 
14.3%) 

1 
14.3%) 

1 
14.3%) 

1 
14.3%) 

1 
14.3%) 

1 
14.3%) 

6 
85.7%) 

7 

0 -O-
N 
~ 
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INVESTIGATOR 
STUDV 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
COMBINE 
POLVS 
25 MCG 
HEALTHV CHILDREN 
12-71 MOS . 
BLACK 

TABLE 12 (cont.) 
CLINICAL COMPLAINTS 

BOOSTER VACCINATION 

NUMBER OF VACCINEES ( 16 VACCINEES) - INJECTION OVERALL 

DAVS POST VACCINATION NUMBER 
CLINICAL ---------------------------------------------------------------------------- WITH 
COMPLAINTS O I 1 j 2 I 3 I I I COMPLAINTS 

-----------------------------------1----------1----------1----------1----------1--------------------------------1••······••1 
VACCINEES WITH NO DATA I 9 I 9 I 9 I 9 I I 9 I 

I I I I I I I 

0 -O-
N 
..0 
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INVESTIGATOR 
STUDV 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS : 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
COMBINE 
POLVS 
25 MCG 
HEALTHV CHILDREN 
12-71 MOS. 
UNKNOWN 

TABLE 12 (cont,) 

CLINICAL COMPLAINTS 
BOOSTER VACCINATION 

I NUMBER OF VACCINEES ( 5 VACCINEES) - INJECTION OVERALL 
1----------------------------------------------------------------------------

DAVS POST VACCINATION NUMBER 
CLINICAL ---------------------------------------------------------------------------- WITH 
COMPLAINTS O I 1 2 I 3 I I I COMPLAINTS 

----------------------------------- ----------1---------- ----------1----------1-------------------------------- ••••••••••I 
VACCINEES WITH COMPLAINTS I O I O O I O I I O I 

I c o. o" > I c o. o" > c o. o" > I c o . o" > I I o . o"' > I 
------------ ----------- ------------1----------I---------- ----------l----------1--------------------------------I I 

VACCINEES WITH NO COMPLAINTS I 4 I 4 I 4 I 4 I 4 · I 
I c 1 oo. o" > I c 1 oo . o" > I c 1 oo . o" > I c 1 oo . o" > I < 1 oo . 0% > I 

--------------------- --------------1----------1----------1----------1----------1-------------------- ·----------- I 
TOTAL VACCINEES REPORTING I 4 I 4 I 4 I 4 I 4 I 

I I I I I I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1 
VACCINEES WITH NO DATA I 1 I 1 l I I 1 I I 

I I I I I 

::, 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT lfJMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 

TABLE 13 
MAXIMUH TEMPERATURES 

HIB CONJUGATE - SALINE 
CL680 
7 HCG 
HEALTHY CHILDREN 

2-11 HOS. 
mKNO 

I NUMBER OF VACCINEES I 10 VACCINEESJ - INJECTION l I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUl1BER 

HAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F , ORAL ) I O I l I 2 I 3 I I ' I I HAX TEMP 

-•**************************-**** **-****** ********~* ********** ********** **********'-********'********** ********** 
< 99 5 3 4 3 Z 

50.0%) 30.0%) 40.0%) 30.0%) 20.0%) 

99 - 99.9 3 6 6 7 6 
30.0%) 60.0%} 60.0%) 70.0%) 60.0%) 

100 - 100.9 1 0 0 0 1 
10.0:0 0,0%) 0.0%) 0.0%) 10.0,n 

101 - 101.9 0 1 0 0 0 
0.0%) 10.0,n 0.0%) 0.0%) o.o:o 

103 - 103 . 9 1 0 0 0 1 
1 10.o¼J I o.oY.1 I , o.oY.J I I o.O.%J I 1 10.o.%J 

-----------------------------------l----------l----------l----------l----------l--------------------------------1----------I 
TEMPERATURE TAKEN I 10 I 10 I 10 I 10 I I 10 I 

I uoo.o%J I t100.0%J I 1100.0%> I 110D.O%J I I 1100.0%> I 
-----------------------------------l----------l----------l----------l----------l--------------------------------1----------I 

TEMPERATURE NOT TAKEN I O I O I O I O I I O I 
I I o. o:o I I o • oY. J I c o • oY. J I l o • 0% J I I I o. o:o I 



htL~;Z3546070/05/18/88/PAGE 2 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 

TABLE 13 (cont.) 

11AXIl1UH TEHPERATURES 

HIB COl'UUGATE - SALINE 
CL68D 
7 HCG 
HEALTHY CHILDREN 

2-11 HOS •. 
lH<NO 

I NJl"BER OF VACCINEES ( 8 VACCINEESJ - INJECTION 2 I 
1-------------------------------------------------------------- ·-------------1 I DAYS POST VACCINATION I Nll18ER 

HAX TEHPERATURE 1------------------------------------------·---------------------------------I HITH 
l DEG F , ORAL J I O I l I 2 I 3 I I I I MAX TEMP 

·-············---······-····- --·---- -·····--- -··-· ·--···- ···--··•-1•-··•--1•---· ......... . < 99 3 3 3 3 l 
37.5%> 37.5%> 37.5%> 37.5:t.> u.sx, 

99 - 99.9 3 2 2 3 3 
37.5% J 25.0%1 25.0X > 37.5%) 37.5%) 

100 - 100.9 l l l l l 
lZ.5%) lZ.5%} lZ.5%) lZ.5%) lZ.SX> 

101 - 101.9 0 l l l 0 
0.0%) lZ.5%) lZ.5%) lZ • .5%) O.DlO 

lOZ - 102.9 0 0 l 0 l 
0.0%) 0.0%) 12.5:1.) 0.0%) lZ.5%> 

103 - 103. 9 1 1 D O 2 
I ( 12.5%) ( lZ.5%) I ( 0.0%) I 0.0%) I I 25.0%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
TEHPERATIJRE TAKEN I 8 I 8 I 8 I 8 I I 8 I 

I 1100.0%> I 1100.0%> I 1100.0%> I 1100.0%> I I 1100.0%> I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

TEMPERATURE NOT TAKEN I O I O I O I O I I O I 
I I o.o%J I 1 0.0%> I 1 0.0%> I I D.O%J I I 1 0.0%> I 

:::, 



HFLu/Z3546070/05/18/88/PAGE 3 

INVESTIGATOR 
STUDY 
VACCINE 
LOT tu1BER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 

TABLE 13 (cont.) 
HAXIHUH TEHPERATURES 

HIB CONJUGATE - SALINE 
CL680 
7 HCG 
HEALTHY CHILDREN 
12-71 NOS, 
lH<NO 

I NJteER OF VACCINEES ( 3 VACCINEESJ - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NU-13ER 

HAX TEHPERATIJRE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL l I O I 1 I 2 I 3 I I I I HAX TEHP 

ffffiHHHt**ttH****H******JftHf*H****l••--···••l--••···~-10H•oH•lo••H••Hl••o••-1-ff•·••l•••iHftHHHHtl••·--···••I 
< 99 I 2 I 2 I 3 I 1 I I l I 

I 1 66. 7%, I 66. 7%) I uoo. or., I 33. 3%, I I 1 33. 3%, I 
I I I I I I I 

99 - 99.9 I 1 I 1 I o I 2 I I 2 I 
I l 33. 3%, I l 33. 3%, I l o. o:o I , 66. 7%, I I l 66. 7% J I 

-----------------------------------l----------l----------l----------l----------1--------------------------------I----------I 
TEHPERATURE TAKEN I 3 I 3 I 3 I 3 I I 3 I 

I 1100.0%, I 1100.0%, I 1100.oi, I 1100.oi, I I 1100.oi, I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

TEHPERATURE NOT TAKEN I o I O I o I O I I O I 
I l o.o%J I l o.o:o I l 0.0%1 I l 0.0%1 I I , o.o%J I 



HFLU/Z3546070/05/18/88/PAGE 4 

INVESTIGATOR 
SllJDY 
VACCINE 
LOT NU1BER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRAtlOFF , DAN 
087301 

TABLE 13 (cont.) 

MAXIMl.tt TEMPERAllJRES 

HIB CONJUGATE - SALINE 
CL680 
7 MCG 
HEALTHY CHILDREN . 
12-71 MOS. 
u«NO 

I t.u-BER OF VACCINEES I 3 VACCINEES) - INJECTION E I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I NUMBER 

MAX TEMPERAllJRE 1----------------------------------------------------------------------------I HITH 
t DEG F, ORAL> I o I 1 I E I 3 I I I I MAX TEMP 

**--****--*********-** ___ * --*•*-* -·•-**** --•*•-*'**--•·- -****-**'* ___ ***'*-•--* -******-
< 99 £ 0 1 I E 0 

66. 7%) 0.0% I 33.3%) I 66. 7%) 0.0%) 

99 - 99.9 0 1 z 1 1 
0.0%) 33.3%J 66. 7%) 33.3%) 33.3%1 

100 - 100.9 0 1 0 0 1 
0.0%) 33.3%) 0.0%) 0.0%) 33.3%) 

1oz - lOZ.9 0 1 0 0 0 
0.0%) 33.3%) 0.0%) 0.0%) 0.0%1 

105 - 105. CJ 1 0 0 0 1 
I 33.3%1 I 0.0%) I 0.0%) I 0.0%) I I 33.3%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------
TEMPERATURE TAKEN I 3 I 3 I 3 I 3 I I 3 

I 1100.0%1 I 1100.0%1 I 1100.0%> I 1100.0%> I I 1100.0%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------
TEMPERATURE NOT TAKEN I o I o I o I o I I o 

I t 0.0%1 I I 0.0%> I I 0.0%) I I o.O%J I I I o.O%J 

0 



HFLU/Z3546070/05/18/88/PAGE 5 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUIIBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CL680 
7 HCG 
HEALTHY ADULTS 
20-45 YRS. 
lH<NCJ 

TABLE 13 (cont.) 

HA><Itf.11 TEMPERATURES 

I tu1BER OF VJlCCINEES I 6 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I Nlt18ER 

MAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
I DEG F, ORAL ) I O I 1 I 2 I 3 I I I I MAX TEMP 

~*~*-***:IHHf*H•-,-•--l•••*******l*HH**-•l•HH••·••l••··•-1-•taHHtl••······••ltHHOf ____ , 
NORMAL I 3 I 3 I 3 I 3 I I 3 I 

I 60. 0% > I 60. ol. ) I I 60. 0l. > I I 60. Dl. > I I 60. 0l. ) I 
I I I I I I I 

< CJCJ I z I z I z I z I I z I 
I I 40 • 0% ) I I 40 • Ol. I I I 40. 0l. ) I I 40. Ol.) I I I 40. o:o I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
TEMPERATURE TAKEN I 5 I 5 I 5 I 5 I I 5 I 

I I 83 • 31. > I I 83 • 31. 1, I I 83 • 3% > I I 83 • 3% > I I I 83 • 3% l I 
-----------------------------------1----------I----------I----------I----------I--------------------------------I----------I 

TEMPERATURE NOT TAKEN I 1 I 1 I 1 I 1 I I 1 I 
I I 16. 7% > I I 16. 7%) I I 16. 71. > I I 16. 7% > I I I 16. 71. > I 

a
vi 
I.Jl 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NJMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CL680 
7 HCG 
HEALTHY CHILDREN 

2-11 tl>S. 
LN<NO 

TABLE 13 (cont.) 

HAXIl1U1 TEMPERATURES 

I tueER OF VACCINEES t 29 VACCINE ES) - INJECTION 1 I 
l-------------------·--------------------------------------------------------1 
I DAYS POST VACCINATION I tu1BER 

HAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
t DEG F , ORAL ) I O I 1 I 2 I 3 I I I I HA)( TEMP 

**_*_*--**-**********-~**'*tHHt* .. ***'********iE*l--******'-*-*****'****--**'***-*****'iHHf**-***'**-******' 
< 99 I 7 I 12 I 10 I 9 I I 4 I 

I 24. 1% l I 42. 9% 1 I 35. 7% l I 33. 3% l I I 13. 8% l I 
I I I I I I I 

99 - 99., I 15 I 14 I 14 I 18 I I 14 I 
I 51. 7% 1 I 50. 0% > I 50. 0% , I 66. n, I I 48. 3% , I 
I I I I I I I 

100 - 100 • 9 I 7 I 2 I 4 I o I I 11 I 
I t 24.1.iO I t 7.lX .1 I I 14.3i0 I l o.O%J I I I 37,9XI I 

-----------------------------------1----------I----------I----------I----------I--------------------------------I----------I 
TEMPERATURE TAKEN I 29 I 28 I 28 I 27 I I 29 I 

I 1100. 0% , I t 96. 6% • I t 96. 6% > I t 93 .1%, I I 1100. 0%, I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

TENPERATURE NOT TAKEN I O I 1 I 1 I Z I I O I 
I I 0.0%1 I t 3.4X:i I t 3.4%> I t 6.9%1 l I t 0.0%1 I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUt1BER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HI8 CONJUGATE 
CL680 
7 HCG 
HEALTHY CHILDREN 

2-11 HOS. 
ut«ND 

TABLE 13 (cont.) 

HAXIl'Ltt TEMPERATURES 

I tueER OF V,)CCINEES C 24 VACCINEES J - INJECTION 2 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NlffER 

HA>< TEMPERATURE l-------------------··--------------------------------------------------------1 HITH 
I DEG F, ORAL J I O I l , I 2 I 3 I I I I HAX TEMP 

-··-·--·--·-···----,-·-······•1---T.*l-••-·•-l••--·-••l--•---1--iHHffHfJIIJHHffHHIIHHHtltttHUHHttttHtttl 
< 99 I 7 I 11 I 12 I 11 I I 4 I 

I 30.4%) I 52.4% 1 I 1 57.1%) I 52.4%J I I 17.4%J I 
I I I I I I I 

99 - 99. 9 I 12 I 9 I 9 I 10 I I 14 I 
I s2.2:o I 42..9%1 I 42.9%) I 47.6%) I I 60.9%) I 
I I I I I I I 

100 - 100. 9 I 4 I 1 I o I o I I s I 
I c 17,4%J I I 4.&r. :• I c 0.0%> I c 0.0%1 I I 1 21. 11.1 I 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
TEMPERATURE TAKEN I 23 I 21 I 2.1 I 21 I I 23 I 

I c 95.8%J I c 87.5%) I I a1.s%J I c a1.s%J I I c 95.8%J I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

TEHPERAT\JRE NOT TAKEN I l I 3 I 3 I 3 I I l I 
I I 4.2%J I c 12.5%:J I c 12.5%) I c 12.51.J I I c 4.2%J I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUNBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CL680 
7 HCG 
HEALTHY CHILDREN 
12-71 HOS. 
utl<NO 

TABLE 13 (cont.) 

HAXItlJH TEMPERATURES 

I NUHBER OF VACCINEES I 10 VACCINEESJ - INJECTION 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION I t-UIBER 

HA>< TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL J I O I 1 I 2 I 3 I I I I MAX TEMP 

··············••H-ffNJtffJHHHHfJl,Jtff ········- ---,-· ... ·-- ··••H••H ffJtffNHHl••······••I••········ ........... , NORMAL O O I 1 1 0 I 
o.o:o o.ox, I 10.oX> 11.1x, o.ox, I 

I I 
< 99 3 s I 4 3 2 I 

30.0iO SO.OX) I 40.0X) 33.3X J 20.ox J I 
I I 

99 - 99.9 1 4 I 4 4 7 I 
10.01., 40.01.1 I 'to.ox> 44.41.> 10.01.> I 

I I 
100 - 100. 9 0 1 I 1 1 l I 

1 o. o;o 1 10. 01., I 1 10. 01. > , 11 .1x, , 10. ox, I 
-----------------------------------l----------l----------l----------l----------l--------------------------------1----------I 

TEMPERATURE TAKEN I 10 I 10 I 10 I 9 I I 10 I 
I 1100.0%> I 1100.0:0 I 1100.oX> I , 90.01.> I I 1100.01., I 

-----------------------------------l----------l----------l----------l----------l--------------------------------1----------I 
TEMPERATURE NOT TAKEN I O I O I o I 1 I I O I 

I , o. ox> I , o. 01. > I , o. ox> I , 10. 01. > I I , o. ox> I 

0 ·-a-
1.,,1 
:x, 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUt1BER 
DOSE 
PATIEITT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CL680 
7 HCG 
HEALTHY CHILDREN 
12-71 HOS. 
LH<NO 

TABLE 13 (cont.) 
HAXUUI TEMPERATURES 

I tfJMBER OF VACCINEES l 2 VACCINEES J - INJECTION 2 I 
t----------------------------------------------------------------------------1 
I DAYS POST VACCINATION I NUMBER 

HAX TEHPERATURE 1----------------------------------------------------------------------------I HITH 
l DEG F, ORAL J I O I 1 I 2 I 3 I I I I HAX TEMP 

*,.._._*iffttHHl*---****-ff********l--****-f***,.._ __ ,*H*******f***-*ff**IH*tfflif*-*f*iOl-***-fff-ffiHf*tfflifl-***,___, 
<99 I 1 I 2 I o I o I I 1 I 

I I 50.o:o I 1100.0%) I 0.0%) I 0.0Y.) I I 50.0Y.) I 
I I ' I I I I I 

99 - 99. 9 I 1 I o I 1 I o I I o I 
I 50. or. I I o • or. l I 1100. 0% I I o • oY. I I I o • o:o I 
I I I I I I I 

100 - 100. 9 I o I o I o I 1 I I 1 I 
I I o.o:o I I 0.01. :1 I I o.oY.l I U00,0Y.l I I I 50.0%1 I 

-----------------------------------l----------t---------·-l----------l----------l--------------------------------1----------I 
TEMPERATURE TAKEN I 2 I Z I 1 I 1 I I 2 I 

I 1100 • o:o I 1100. or. ' I I so. 0% I I l 50. 0% I I I 1100 • o,: I I 
-----------------------------------l----------l--------··-l----------t----------t--------------------------------1----------I 

TEMPERATURE NOT TAKEN I O I o I 1 I 1 I I o I 
I I 0.0%1 I I 0.0%, I I 50.0%> I I 50.0Y.J I I I 0.0Y.J I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NJHBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CM679 
13 HCG 
HEALTHY CHILDREN 

2-11 HOS. 
lHtNO 

TABLE 13 (cont.) 

t1AXII-IJ1 TEMPERATURES 

I tu-BER OF VACCINEES I 53 VACCINEES) - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NUHBER 

HAX TEMPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL J I O I 1 I 2 I 3 I I I I HAX TEMP 

...... JHHHHHHHE .. --............................... JHHt.lJHHH1•• .............. •••••--.. I•• ..... _., .......... ........ JHE 

< 99 22 14 I 20 21 s 
41.5i0 26.4i0 43.5%) 46. 7%) I 15.1%) 

99 - 99.9 26 27 21 20 31 
49.UD 50. 9%) 45. 7%) 44.4%) 58.5%) 

100 - 100.9 3 9 3 2 9 
5. 7%) 17.0%) 6.5%) 4,4,'.) 17.0%) 

101 - 101.9 1 3 z 2 4 
1.9%) !i. 7%) 4.3;(.) 4.4,'.) 7.5%) 

102 - 102. 9 1 0 0 0 1 
I 1.9%) I O.OXJ I 0.0,'.) I 0.0%) I 1.9%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
TEMPERATURE TAKEN I 53 I 53 I 46 I 45 I I 53 I 

I 1100. 0% J I 1100. 0% > I 1 86. 8% > I I 84. 9% J I I 1100. 0% J I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

TEMPERATURE NOT TAKEN I O I O I 7 I 8 I I o I 
I I o.O%J I I o.o%J I I 13.2%) I I 15.lXJ I I I 0.0%> I 
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INVESTIGATOR 
ST\JDY 
VACCINE 
LOT t-lJMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CM679 
13 MCG 
HEALTHY CHILDREN 

2-11 l'IOS, 
lH<NO 

TABLE 13 (cont.) 

." HAXIMUH TEMPERATURES 

I N.teER OF YACCINEES I 50 VACCINEES) - INJECTION 2 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I M.t!BER 

t1AX TEHPERA11JRE 1----------------------------------------------------------------------------I HITH 
I DEG F , ORAL J I o I l I 2 I 3 I I I I HAX TEMP 

.. ·--·----·· .. ·····--········ ..... _ ........... ********** .......... ---•--l••······••I••·····-- ------NORMAL 1 1 1 1 1 
2. 1% J 2, 1% J 2 • 2% J 2, 4% J 2 .1% I 

< 99 24 15 14 17 6 
51.1%) 31.3%) 31.1%) 40.5%) 12.5%) 

' 
99 - 99.9 16 27 27 24 28 

34,0%) 56,3%) 60.0%) 57.1%) 58.3%) 

100 - 100.9 5 4 2 0 10 
10.6%) 8.3iD 4.4%) o.o,o 20.8%) 

I 
101 - 101. 9 l l I 1 0 3 

1 2.1%1 , 2.1%1 I , 2.2%1 1 0.0%1 , 6.3%J 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
TEHPERAT\JRE TAKEN I 47 I 48 I 45 I 42 I I 48 I 

I 1 94.D%1 I I •96.0%J I I 90.0Y.J I I 84.0%J I I I 96,0%J I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

TEHPERATURE NOT TAKEN I 3 I 2 I 5 I 8 I I 2 I 
I 1 ,.ox1 I 1 4.0%1 I 1 10.ox1 I 1 1,.0%1 I I 1 4.0%J I 
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INVESTIGATOR 
STUOY 
VACCINE 
LOT Nll18ER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CH679 
6 HCG 
HEALTHY CHILDREN 

2-11 HOS. 
BLACK 

TABLE 13 (cont.) 
HAXIHUH TEHPERATURES 

I tu-BER OF VACCINE ES I 25 VACCINEES) - INJECTION l I 
l-------------------·---------------------------------------------------------1 I DAYS POST VACCINATION I tu-BER 

HAX TEHPERATURE l----------------------------------------------------------------------------1 HITH 
I DEG F, ORAL ) I o I 1 I 2 I 3 I I I I t1AX TEHP 

--•--M'IHUUf*'IHHf*'IHHffftHHHftHHHf -----· -•HHHOf'lflf* ------ --'IHHfff-- •'IHHfff-I •••IHHHHf-1---· •tHHHHf-•• 
NORHAL 2 4 4 5 2 

8.3i0 17 .4% I 23.5% l 31.3% l 8.3X) 

< 99 19 17 11 9 15 
79.V.) 73.9Xl 64. 7Xl 56,3Xl 62.SlO 

99 - 99.9 2 1 1 2 4 
8.3%) 4.3%) 5.9%) 12,5%) 16. 7%) 

100 - 100.9 1 1 0 0 2 
4.2%) 4.3X) 0.0%) 0.0%) 8.3%) 

101 - 101. 9 0 0 1 0 l 
I I O. ox ) I O. 0% ) I 5. 9% J I O. 0%) I 4. 2% J 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
TEHPERATURE TAKEN I 24 I 23 I 17 I 16 I I 24 I 

I I 96.0%) I I 92.0iO I I 68.0%) I I 64.0%) I I I 96.0X) I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

TEHPERATURE NOT TAKEN I l I 2 I 8 I 9 I I l I 
I I 4.0XJ I I e.0%1 I I 32.0XJ I I 36.0%J I I , 4.0XJ I 

0-
.:: 
:\J 



HFLu/23546070/05/18/88/PAGE 14 

INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CM679 
6 MCG 
HEALTHY CHILDREN 
12-71 HOS. 
BLACK 

TABLE 13 (cont.) 

MAXItl.11 TEMPERATURES 

I tul3ER OF VACCINEES l 28 VACCINEES) - INJECTION 1 I 
1----------------------------------------------------------------------------I I DAYS POST VACCINATION ' I tul3ER 

MAX TEMPERATURE 1----------------------------------------------------------------------------I HITH 
l DEG F, ORAL ) I 0 I 1 I 2 I 3 , I I I I HAX TEMP 

·--··•-tHHHE*tHHHf*****ttilK•······••l•--···••ltHHHt••··••l••tHHHE•-•l•tHHHE•--1•-•-•JtHl•-JtH•--1--•-----ltHHtifff--•I 
NORHAL I 4 I 3 I 3 I 3 I I 2 I 

I 14.3%J I 11.1%J I 13,6%J I 15.8i0 I I 7.1%J I 
I I I I I I I 

< 99 I 20 I 21 I 17 I 13 I I 22 I 
I 71.4%> I 77.8%:i I 77.3%> I 68.4%J I I 78,6%1 I 
I I I I I I I 

99 - 99. 9 I 4 I 3 I 2 I 3 I I 4 I 
I I 14. 3% J I 1 11. 1%) I l 9. 1% J I l 15. 8% J I I I l't. 3% J I 

-----------------------------------l----------l----------l----------l----------1--------------------------------I----------I 
TEHPERATURE TAKEN I 28 I 27 I 22 I 19 I I 28 I 

I 1100. 0% J I l 96. 4% > I l 78. 6% > I I 6 7. 9% > I I 1100. Din I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

TEHPERATIJRE NOT TAKEN I o l 1 l 6 I 9 I I O l 
I I o.o%J I 1 3,6%1 I I Z1,'t%> I f 3Z.1%J I I f 0.0%> I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT MJMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
HIB CONJUGATE 
CH679 
18 HCG 
HEALTHY CHILDREN 

Z-11 HOS, 
BLACK 

TABLE 13 (cont.) 

HAXIttll1 TEMPERATURES 

I Nl.tlBER OF VACCINEES I 3 VACCINEESJ - INJECTION 1 I 
l----------------------------------------------------------------------------1 I DAYS POST VACCINATION I NUHBER 

HAX TEMPERATURE 1---- -----------------------------------------------------------------------1 HITH 
I DEG F , ORAL l I O I 1 I Z I 3 I I I I HAX TEHP 

·············••JHffffftHl!Hf··•--•JHHHHt ********** -···•-1-••··-· --·•--1-•--l-tHHHHHOHtl-••····••I--***** < 99 o 1 I o o I I 1 
o.o:o , so.o:o I o.o%J 0.0%1 I I so.o%J 

I I I 
99 - 99.9 1 1 I o o I I o 

1100.0%1 so.0%> I 0.0%1 0.0%> I I 0.0%1 
I I I 

100 - 100. 9 o o I 1 o I I o 
0.0%1 o.o%J I 1100.0%1 0.0%1 I I 0.0%1 

I I I 
1oz - 1oz., o o I o 1 I I 1 

( 0.0%) I 0.0%) I ( 0.0%) 1100.0%) I I I 50.0%) 

-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 
TEMPERATURE TAKEN I 1 I 2 I 1 I 1 I I 2 I 

I I 33. 3% J I I 66. 7% l I I 33. 3% J I I 33 • 3% J I I I 66. 7% J I 
-----------------------------------1----------1----------1----------1----------1--------------------------------1----------1 

TEHPERATIJRE NOT TAKEN I Z I 1 I Z I Z I I 1 I 
I I 66. 7% J I I 33. 3% J I I 66. 7% J I l 66. 7% J I I 1 33. 3% J I 
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INVESTIGATOR 
~TUDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS : 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
COMBINE 
CM679 
6 MCG 
HEALTHY CHILDREN 

2-11 MOS. 
UNKNOWN 

TABLE 13 

MAXIMUM TEMPERATURES 

BOOSTER VACCINATION 

----------------- ---------------------------------- --------------------------------------------------------------
I NUMBER OF VACCINEES ( 9 VACCINEES) - INJECTION OVERALL 
1----------------------------------------------------- --- ----------------- --
1 DAYS POST VACCINATION 

MAX TEMPERATURE 1------------------------- ----------------------------------------- ----------
( DEG F , ORAL) I O I I I 2 3 I I I ................................... , .......... , .......... , .................... , .......... , .......... , ......... . 

< 99 I 2 I 1 I 1 2 I 
I c 2s.0%> I c 12 . 5%) I c 14.3%) < 33 . 3%) I 
I I I I 

99 - 99 . 9 I J I s l 5 3 I 
I 37.5%) I s2.s%> I 11.4%) 50.0%) I 
I I I I 

1 oo - 1 oo. 9 I 2 I o I o o I 
I 25.0%) I 0.0%) 0.0%) 0.0%) I 
I I I 

101 - 101 .9 I 1 I 1 o 1 
I 12.5%) I 12.s%> 0.0%> 16.7%) 
I I 

102 - 102 .9 I o I o 1 o 
I 0.0%) 0.0%) 14.3%) 0.0%) I 
I I 

1 oJ - 103. 9 I o r o o I 
I c 0.0%) < 12.5%1 0.0%> < 0.0%) I 

-----------------------------------1----------1---------- ---------- ----------1--------------------------------
TEMPERATURE TAKEN I B I 8 7 6 I 

I c ee.9%) I c ee . 9%1 c 11.8%) c 66.7%) I 
-----------------------------------1----------1---------- ---------- ----------1--------------------------------

TEMPERATURE NOT TAKEN I 1 I 1 2 3 I 
I < 1 1 . 1 % > I < 1 1 . 1 % > I < 2 2 . 2% > I < J 3 . 31' > I 

NUMBER 
WITH 

MAX TEMP .......... , 
1 I 

12 . s'll.J I 
I 

J I 
37 . 5%) I 

I 
1 I 

12 . 5%) I 

2 
25.0%) 

0 
0.0%) 

1 
12 . 5%) 

8 
( 88.9%) ---- .-----

1 
I c 11.1%> 

~ -a-
.c:: 
iJl 
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INVESTIGATOR 
STUOV 
VACCINE 
LOT NUMBER 
DOSE 
PA Tl ENT CLASS: 
AGE RANGE 
RACE 

GRANOFF , DAN 
087301 
COMBINE 
CM679 
6 MCG 
HEALTHY CHILDREN 
12-71 MOS . 
UNKNOWN 

TABLE 13 (cont.) 

MAXIMUM TEMPERATURES 
BOOSTER VACCINATION 

NUMBER OF VAlCINEES ( 1 VACCINEES) - INJECTION OVERALL I 
----------------------------------------------------------------------------1 

DAVS POST VACCINATION I NUMBER 
MAX TEMPERATURE ----------------------------------------------------------------------------1 WITH 

( DEG F, ORAL) 0 1 2 I 3 I I I MAX TEMP .........................•.•..•..••..•••...................•......•........ ········••1••······••1••·······•1••········ 
< 99 1 1 1 I 1 

c100.0%> c100.0%> c100 . 0%> c100 . 0%> I c100.0%> 
----------------------------------- ---------- ----------,---------- ---------- -------------------------------- ----------

TEMPERATURE TAKEN I 1 I 1 I 1 I 1 I I 
I c100.0%> I c100.0%> I c,00 . 0%> I c100 . 0%) c100.0%> I 

-----------------------------------1----------1----------·l----------1---------- --------------------------- ----- ----------1 
TEMPERATURE NOT TAKEN I O I O I O I O I O I 

I c 0.0%> I < 0.0%> I c 0.0%> I c 0.0%) I < 0 . 0%) I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
COMBINE 
POLYS 
25 MCG 
HEALTHY CHILDREN 

2-11 MOS. 
BLACK 

TABLE 13 (cont.) 

MAXIMUM TEMPERATURES 

BOOSTER VACCINATION 

f NUMBER OF VACCINEES ( 16 VACCINEES) - INJECTION OVERALL f , ___________________ , ________________________________________________________ , 
f DAYS POST VACCINATION I NUMBER 

MAX TEMPERATURE l----------------------------------------------------------------------------1 WITH (DEG F, ORAL) I O I 2 3 I I I I MAX TEMP 

·································••1••········ .................... ········••l••······••l••······••1••······••1••······••1 < 99 I s s s 4 I I 5 I 
I c100.0%J c100.0%J c100.0%J c100.0%J I I <100 . 0%) I 

-----------------------------------1---------- ---------- ---------- ----------1-------------------------------- ----------, 
TEMPERATURE TAKEN I 5 5 5 4 I 5 I 

I ( 31.3%) ( 31.3%) ( 3L3%) ( 25.0%) f ( 31.3%) I 
-----------------------------------1----------1---------- ---------- ----------1-------------------------------- ----------, 

TEMPERATURE NOT TAKEN I II I II II 12 I II I 
. I c 68.8%) I c 68.8%) c 68.8%) I c 75.0%) I I < 6B.B%) I 
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INVESTIGATOR 
STUOV 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, OAN 
0B7301 
COMBINE 
POLYS 
25 MCG 
HEALTHY CHILDREN 

2-11 MOS. 
UNKNOWN 

TABLE 13 (cont.) 

MAXIMUM TEMPERATURES 

BOOSTER VACCINATION 

NUMBER OF VACCINEES ( 25 VACCINEES) - INJECTION OVERALL I 
----------------------------------------------------------------------------1 

DAYS POST VACCINATION I NUMBER 
MAX TEMPERATURE ------------ - ------- - ----------- -------------------------------------------1 WITH 

(DEG F, ORAL) 0 I I 2 3 I I MAX TEMP 
••••••••••••••••••••••••••••••••••• •••••••••• ••••••••••(•••••••••• •••••••••• ••••••••••l••••••••••I•••••••••• •••••••••• 

NORMAL 2 2 I 2 2 2 
9.1%) 9.5%) 10.5%) 10.5%) 9 . 1%) 

I 
< 99 9 11 e s I s 

40.9%) 52.4%) 42.1,c,) 31.6%) I 27.3%) 
I 

99 - 99. 9 9 1 1 s I 1 o 
40.9%) 33.3%) Js.e,c,) 47.4%) I 45.5%J 

I 
1 oo - 1 oo . 9 I 2 I 2 2 I I 4 

t < 9.1,c,) < 4.8%) t < 10.s,c,) I < 10.s,c,> I I < 1e.2,c,J 
-----------------------------------1---------- ----------1----------1----------1--------------------------------1----------

TEMPERATURE TAKEN I 22 21 I 19 I 19 I I 22 
I < es.o,c,> < B4 . 0%) I < 1s.o,c,> I < 1s.o,c,> I I c ee . o,c,J 

-----------------------------------1---------- ----------1----------1----------1------------------------------- -1----------1 
TEMPERATURE NOT TAKEN I 3 4 I 6 I 6 I I 3 I 

I < 12.0,c,) < 1s.o,c,) t < 24.0%) I < 24.o,c,> I I c 12.0,c,J I 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
RACE 

GRANOFF, DAN 
087301 
COMBINE 
POLVS 
25 MCG 
HEALTHY CHILDREN 
12-71 MOS. 
BLACK 

TABLE 13 (cont.) 

MAXIMUM TEMPERATURES 

BOOSTER VACCINATION 

- ------ ----------------------------------------------------------------------------------------------------------
I NUMBER OF VACCINEES ( 16 VACCINEES) - INJECTION OVERALL I 
l----------------------------------------------------------------------------
1 DAYS POST VACCINATION 

MAX TEMPERATURE 1--------------------- ---------- ---------- --------------------------------
(DEG F, ORAL) I O 2 3 I I 

·································••1••········ .............................. ········••1••······••1••········ NORMAL f 1 1 1 1 
I 1s.1,c,> 1s.1,c,> 1s.1,c,> 1s.1,c,> 
I 

< 99 I 2 3 3 3 

99 - 99.9 

100 - 100.9 

TEMPERATURE TAKEN 

TEMPERATURE NOT TAKEN 

I 33.3%) so . o,c,J so.o,c,1 so.o,c,1 

3 
50.0%) 

0 
0.0%) 

----------
6 

( 37. 5,C,) · 

----------
10 

( 62.5,C,) 

I 
16.7%) 

1 
16.7,C,) 

----------
6 

( 37.5,C,) _________ ,_ 

10 
( 62.5,C,) 

2 
33.3%) 

0 
0.0,C,) 

----------
6 

( 37.5,C,) 

----------
10 

( 62.5,C,) I 

2 
33.3%) 

0 
0.0,C,) 

----------
6 

( 37.5,C,) 
----------

10 
( 62.5,C,) 

NUMBER 
WITH 

MAX TEMP 
•••••••••• 

1 
16.7%) 

2 
33.3%) 

2 
33.3%) 

1 
16.7%) 

6 
( 37.5%) 

10 
( 62.5%) 

;::: 
0 
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INVESTIGATOR 
STUDY 
VACCINE 
LOT NUMBER 
DOSE 
PATIENT CLASS: 
AGE RANGE 
~ACE 

GRANOFF, DAN 
087301 
COMBINE 
POLVS 
25 MCG 
HEALTHY CHILDREN 
12-71 MOS. 
UNKNOWN 

TABLE 13 (cont.) 

MAXIMUM TEMPERATURES 

BOOSTER VACCINATION 

----------------------------------------------------------------------------------------------------------------------------
I NUMBER OF VACCINEES ( 5 VACCINEES) - INJECTION OVERALL I 
l----------------------------------------------------------------------------1 
I DAYS POST VACCINATION NUMBER 

MAX TEMPERATURE 1---------------------------------------------------------------------------- WITH 
( DEG F, ORAL) I O I 1 I 2 I 3 I I MAX TEMP 

•••••••••••••••••••••••••••••••••••l••••••••••l••••••••••l••••••••••I•••••••••• ••••••••••l••••••••••I•••••••••• ••••••••••I 
NORMAL I 1 I 1 I 1 I 1 I 1 

I 2s.0%> I 2s.0%> I 33.3%) so.a%> 2s.0%J 
I I 

< 99 I 2 2 I 2 1 2 
I so.a%> so.a%> I 66.7%) so.a%) so.a%> 
I J 

99 - 99 . 9 I I o o 
I < 2s.0%> < 2s.0%> I c 0.0%) I c 0.0%> I c 2s.0%) 

-----------------------------------1---------- ----------1----------1---------- --------------------------------1----------
TEMPERATURE TAKEN I 4 4 I 3 I 2 I 4 

I c ao.0%> c ao.0%> c so.a%> I c 40.0%> I c ao.0%> I 
-----------------------------------1----------1---------- ----------1---------- --------------------------------1----------1 

TEMPERATURE NOT TAKEN I 1 I 1 2 I 3 I 1 I 
I ( 20.0%> I c 20.0%> · c 40.0%) I c so.a%> I c 20.0%> I 

O'
Jl 
0 
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BLACK INFANTS WHO LACK KM( 1) IG ALLDTYPE 
SHOW HIGH ANTICAPSULAR ANTIBODY RESPONSES TO 
H; INFLUENZAE B - N. HEHINGITIDIS OUTER 

MEMBRANE PROTEIN CONJUGATE VACCINE (Hib PS-<JtP). MS 
Clanton, OM Granoff, B Pftot, JP Pandey, TV Muw,,t,yt! U. Tx 
Southwestern Med. Ctr., Dallas, TX, Med. Untv. of S.C., 
Charleston, SC, Wash. U., St. Louis, Ho. 

Blac:k.s lack.ing Km(l) have a higher relative risk. of 
111eningitis and lower cone. of antibody following 
vaccination with plain Hfb-PS vaccine than blacks with the 
1<11(1). However, 7-17 mo. old blacks tack.ing 1<11(1) had a 
good antibody response to a single injection of Hib PS-0MP 
conjugate vac:cine (Study fl, J Infect Dfs, in press). The 
purpose of study #2 was to c:ollll)a" the responses of 2-5 mo 
old blac:k. infants given 2 doses of Hfb PS-OMP, given 2 
mo. apart. In study #2, black. infants lacking Km(l) had 
higher total antibody responses. IgG responses were not 
signiffc:antly different (5.8 vs 3.0 ug/ml, p=0.24). 

Total anti-PS antibody (Geo. mean, ug/ml) 
Study KmCil No, Me•o AacCmo} Pre eo,t-dgsc fl pg,t-d0,lfZ 

1 Pas. 22 11.5 ND 5.0 p> 5 HD 
Neg, 27 11 9 ND 4 1 • ND 

2 Pos. 10 2.9 0.10 2.0 p•.09 5.l p•.03 
Neg, 13 2,4 o, 12 4,8 14,8 

L&ck. of the KIi( l) al lotype does not correlate with lower 
total or IgG responses to conjugate vaccine. Infants 
lack.ing Km(l), a phenotype assoc:iated with increased risk 
of meningitis, have comparable or higher antibody 
responses to 2 doses of conjugate than infants with Km(l). 
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IMMUNOGENICITY IN INFANTS OF 
HAEMOPHILUS INFLUENZAE TI'PE B 
POLYSACCHARIDE IN A CONJUGATE 

VACCINE WlTII NEISSERIA MENINGITIDIS 
OUTER-MEMBRANE PROTEIN 

MENAoraM S. EINHORN1 GEOFFREY A. WEINBERG 1 

EDWIN L. ANDERSON2 PAULD. GRANOFF1 

DAN M. GRANoFF1 

Edward MaJJincJrrodz Deparmtent of P,diania, WasJn'ntra,s 
UnitJmi1~ ScJroal of M,dieiN, and DitJision of lnf,aiaw Di.uasu, 

Sr Lm,u Childrm's Hospital, Sr Lm,u, Missou,i, USA;1 

Depamnnu of Mtdian,, Marwul Uniwr:riry-Sdiool of M~, 
Hunr:ingron, War Virpri.a,.i and BarlZflia Mtdiau Cmr,r, Ill~ 

Summary 63 children, aged 2-17 months, were given 
a new oonjugate vaccine composed of the 

capsular polygccharide of Haemophilw influmz:ae type b 
linked to a Neusma. mmingiridis outer-membrane protein. 
Subjects under.7 months received two injections separated 
by 1 month, and older subjects received either one or two 

• injections. There were no systemic reactions to this vaccine 
when it was given with alwninium hydroxide. A single 
injection of vaccine was highly immunogenic; the geometric 
mean serum antic:apsular antibody concentrations before 
immunisation and 1 month later were 0·35 µg/ml and 0·98 
µg/ml for babies of 2-3 months, 0· 12 µg/ml and l ·85 µg/ml 
for those of 4-6 months, and 0· 15 µg/ml and 4· l µg/ml for 
those of 8- 17 months (p ~ 0·003 for each age group). After a 
second injection of vaccine, 80% and 76% of infants of.2-3 
and 4 -6 months, respectively, had antibody concentrations 
> l ·0 µg/ml . Most subjects showed evidence of IgG 
responses as measured by enzyme-linked immunosorbent 
assay. 6-12 months after immunisation, serum antibody 
levels had fallen (p < 0·05) but they remained higher than 
those of unimmunis~ ex>ntrols (p < 0·001). 

Introduction 

SERUM annbodies against the capsular polysaccharide of 
Haemophilw influenzcu type b confer protection against 
invasive H influenzae cype b disease. 1.2 In a field srudy in 

•t>=1ed in part 11 the 25th ln1encicnce c.cncem1a: on Anlimiaobial 
Agents and Oianolhenpy, American Society for Microbiology, 
MiMeapolis, Minnesot:a, Sep1cmber 30, 1985, and lhe Sodery for Pediat:ne 
Research, Washinsa,n, DC, ,\.uy 6, 1986. 

Finland, a caps~ polysaccharide vaccine "-as protective in 
children older than 18-23 months,2.l but not in younger 
children. To date, the most successful approach to enhance 
the immunogcnicicy of the H influenzcu type b 
polysaccharide is based on the hapten-carrier c:oncept.4 In 
animals' and in human bcings6 the immune response to the 
polysaccharide an be enhanced by covalently ex>upling it to 
a protein. In ex>naast to the plain polysaccharide vaccine, 
H influmzae ·type b conjugate vaccines elicit booster 
responses of antibody against capsular polysaccharide. 5•7 

Several prototype conjugate vaccines have been reported to 
be immunogenic in infants as young as 6-7 months. 
However, the responses of infants younger than 6 months to 
one or tw0 injections of vaccine have been meagre. 8•9 Infants 
in this age group account for approximately 20% of cases of 

· H influmzcu cype b meningitis in the continental United 
States 10 and for approximately 35-50% of cases in Eskimos 
in Alaska.11.12 

A oonjupte vaccine composed of the H infiumzcu type b 
polysaccharide and an outer-membrane protein of Neiutria 
meningitidis group B was prepared at Merck Sharp and 
Dohme Research Laboratories, West Point, Pennsylvania. 
Both the coupling method and the protein carrier were 
different from those used to consaua other experimental 
conjugate vaccines. The purpose of our srudy was to 
determine the safety and immunogcnicicy of this vaccine in 
children aged 2- 17 months. Prcliminary data from animal 
srudies suggested that the vaccine W3S more immunogenic 
when administered with aluminium hydroxide than with 
saline alone. Therefore, we also compared the clinical and 
serological responses to the vaccine reconstiruted with and 
without aluminium hydroxide. 

Patients and Methods 

Vaccine 
The conjugate vaccine ainsists of the H influm::tU rype b capsular 

polysacc.haride (molCClllar weight approximately 500 Kd by gel 
filtration on '0.-4B Sepharose') covalently coupled to a 
mcningoooccal outer-membrane protein. Preparation and 
characterisation of the conjugate have been described elsewhere. n 
In brief, the solvent dimethylformamide and a column of tetra-n• 
butyl-ammoniwn-'Dowex-50' were used to form a soluble 
polysaccharide-(butyl), ammoniwn salt; the polysaccllaride was 
then sequentially activated by carbonyl di-imidazoleand 1,4-butane 
diamine; the r~ulting pendant aminoalkyl groups were then 
bromoacetylaced. A 40 Kd outer-membrane protein H was purified 
from group B N mmintiridiJ (strain B-11, from Dr M. Anenstein, 

8502 © The ~cet Lui, 1986 
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Walter Recd Army lnstinneofRc:search, Washington,DC15). The 
protein was independently activ:m:d with the introduction of 
pendant thiol groups by acylation with N-aa:tyl-homocyffeine 
thiolactone. The activated polysaa:haride and outer-membrane 
protein then reacted together to give a covalent conjugate amaaining 
a thioether linkage. Tius linkqe is resise&nt to acid hydrolysis, so a 
novd aminoacid (S-carboxymethyl homoc:yneine) is produced by 
acid hydrolysis. Therefore, formation of the predicted. thioedier 
linbgc wu monitored by the 5-carboxymethyl homocysteine 
contmt of the acid hydrolysis digest of the vaccine. 

Two lots of vaccine were tested. A 0·5 ml dose of vaccine from 
lot 1 (1003/C-l..680) contained 7 Ill polysac:charidc and O 111 
outa-membr1De protein; the same volume of vaccine &om lot 2 
(1002/C-L466) conrained 10 µg polysaa:twide and 62 111 outer
manbrane protein. The vaa:ine passed all safety and toxicity tests 
in animals. The endotoXin content of both vaa:ines was 1-6111/ml 
by Limulus lysate assay. Lot I was also assayed for gJucosamine;16 it 

· was estimated to contain 0· 25 µg /ml lipopolysaa:haride. Boch lots of 
vaccine were provided lyophilised and. were stored at or below 
- 40•c. After rehydration the vaa:ine was used within 1-4 h. The 
diluents used contained either sodium chloride or alwninium 
hydroxide; the same diluent was used for all injections in a particular 
subject. · 

Design 

The srudy subjeas were: 6 healthy adult volunteers from the staff 
of Washington University; 52 hea!thy c:hildrffl, 2-17 months old, 
=uted from ·private practices of paediatricians in St Louis or 
Baravia; and 11 healthy childrc:n, 2 ~6 monw old, from private 
practices in Huntingten, West Virginia. Of the 63 children, 32 wen: 
male and 31 female, 60 white and 3 black. No mbjea bad a history of 
H in/lUfflZIU type b disease. Infonnecl consent was obtained from 
the adults· and from one or both parents of the childrm. 1be 
protocol was approved by the IND Bnnch of the National Ccnta 
for Drugs and Biologics (under BB-IND-1966) and loal ethic:al 
comminees. ) 

Subjeas were not enrolled if there was any indication of previous 
subse&ntial advene mictions to vaa:ines or an underlying 
i..-=~ficit:ncy. Other RmOrU for exclusion were diphtberia
typhoid-penussis vaccination in the prcccding IO days and a febrile 
illness ( > 37·9"0 in the prcccding 1-3 days. 

To verify the safety of lot 1, 6 adulu were given 0·5 ml vaccine 
with aluminium hydroxic:k by deep intramuscular injection into the 
deltoid muscle; no substantial reactions oc:curred. The first phase of 
the sNdy in childrc:n was designed to compare the safety and 
immunogenic:ity of the same lot of vaa:ine given with ether 
aluminium hydroxide or saline. 26 childrc:n (2-17 monw) were 
randomly assigned to rcmve vaa:ine with either aluminium 
hydroxide or saline. Two injeaioru of 0·5 ml wen ipvcn 4 weeks 
apart by deep intramuscular injection inlD the quadria:ps fernoris. 
The seaind injection was not eiven if a mbstantial adverse reaction . 
ocxwnd after the first. After completion of this phase, it wu 
appuatt that side-effeas wen more common after saline injections 
than after aluminium hydroxide injections (p < 0-001 ). Therefore, 
only vaccine with aluminium hydroxide was used to immunise 26 
other children. Also, because one injection of the vaa:ine wu found 
to be highly immwqenic in most older childrc:n, only one injection 
was given routindy to children older than 8 monw. 

11 infanu (2-6 months from West Virginia) were immunised 
with loc 2 by the same protocol, c:xa:pt that the dose was 10 µg 
capsular polysac:charide instead of 7 µg, and all children received 
vaccine suspended in saline. 

Clinical Obseroarions 

At enrolment, a brief medical and immunisation history wa 
taken. Before each injection the temperarure, heart rate, respiratory 
rate, and weight were m:crded. The child was observed for 
evidence of an immediate reaction for 15 min after the injection. A 
reporting card was given to the pa.rans, who were instructed to 
record the child's axillary temperarure and any loc:al or systemic 
l'Clctions, 4 h, 24 h, 48 h, and 72 h after the injection. In addition, all 
parents were cxmtacted 24 h after the injection to ensure that any 
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advene reactioas during that period were reported. Systemic 
reaction was defined as fever (tanperarure > 38.C durin1 the 72 h 
after immunisation) or persistent aying for more than 1 h. Loc:al 
reactions were swelling or redness at the injection site ;►• l ·5 an or 
pain in the leg associated with reduced use of the lea. 

Serology 

Serum samples were obtained before vaccination and I month 
after the 6m and second injections (when applicable). In West 
Virginia, serum samples were obtained before immunisation and 1 
month after the secx,nd injection. All samples were assayed at 
Washingtoa University and at Merdt Sharp and Dohme Research 
LaboralDries. The results from the rwo laboralDries were highly 
correlated ( r • 0·9) and only the data from W ashirip,n U nivenity 
are reported. Tota.I serum antibody against capsular polysaccharide 
wu measured by the radioantigen bindinJ assay of Kuo et al, 11 

exa:pt that iodine-125 rather than tritium6• 8 was used to label the 
antigen. lgG antibody against capsular polysaa:haride was 
measured by enzyme-linked immunosorbent assay (ELISA) with 
the type b polysao:haride coupled 10 poly-L-lysine as the antigen on 
the plate. 18 lgG anabody cona:ntrations were determined by 
comparing the titration curve of the test serum samples with that 
obtained with the US Bureau of Biologics H i,if/umz.M rype b 
immune refermc:c pool. Undiluted, this referma: pool was found to 
have an IgG antibody cona:ntration of 62 µg /ml. All serum samples 
wen ICSted at dilutions of 1 / I 00 or greater, and all samples from 
each subject were assayed together. The sensitivity of the assay was 
approximately 0-4 µcjml. 

Stalistia 

Srudent's r ccst w;a used to compare the geometric mean 
c:ooc:ma-ations of serum antibody between groups given vaa:ine in 
aluminium hydroxide and vaccine in saline. A r test ( one-tailed) was 
used to compare the geometric mean antibody c:ona::ntrations 
before and after immunisation within a group. Analysis of response 
was done oa loprithmic:ally tranSformed data. A chi-square test was 
used 10 compare the rates of adverse reaction., in the different 
poups. 

Results 

All 6 adults given vaccine with alwninium hydroxide 
cxpcriena:d only mild pain and tenderness at the injection 
site. These reactions were greatest 4 h after vaccination and 
resolved gradually within 48 h. ll l doses of vaccine ( 46 
saline, 65 aluminium hydroxide) were given to 63 children 
(24 saline, 39 aluminium hydroxide). The frequency of 
systemic or local reactions was not related to the age of the 
subjects, the number of injections, the vaccine lot, or the 
dose. Therefore, the rates of reaction in all children were 
a>mbincd. IO (22%) injections of vaccine in saline but none 

_ of vaccine with aluminium hydroxide were associated with 
possible adverse systemic reactions (p < 0·001)--fcvcr 
(38·2" -40"C) in 8 children and penis tent crying for 1-4 h 
in 2 children. The children were also irritable and 3 had 
varying dcgrccs of local reaction. In 6 of the IO children, the 
systemic reactions were noted within 4 h of vaccine 
administration and resolved by approximately 24 h. In the 
other 4 fever began 48 h after injection, without local 
reactions. 2 of these children had evidence of otitis media at 
the time of the fever. 

Local reactions occurred after 9 injections (8~ o); 7 (15'' 0 ) 

were associated with vaccine in saline and 2 (3%) with 
vaccine in aluminium hydroxide (p = 0·02). The 2 reactions 
to vaccine in aluminium hvdroxide were very slight 
(l ·5-3·0 an of crythcma or sw~lling associated with pain or 
tenderness), whereas 2 of the 7 reactions to vaccine in saline 
were more severe (crythcma, pain, and swelling in a wide 
area of the thigh above and below the injection site). 

The antibody responses did not differ significantly with 



THELANCET,AUGUST9, 1986 

e .... .,. 
:1. 

► C 
0 
CD 
;:: 
z 
< 
a: 
< 
.J 
::, 
<J) 

Q. 
< 
I.J 
I-
z 
< 

1.0 

2·3 month 
09• 9roup 

4•6 monrh 
a9e 9r0up 

O.IL-----'-P-r-,"'","'m""o 2mo Pre 

SERUM SAMPLE 
Fis 1-Geomeaic ..,_.. (SD) serwn a111:icapeular0 polyuccharicle 

ud.body levela ill 17 lnfuD qecl J-3 moatba ud n lnfanD qed 
4 -6 afoatba ac laidal llljccdoa. 

vaccine lot or dose or the diluent used so the n:sults,wcrc 
combined. Subjects aged 8-17 months had high antibody 

. ~pon~cs to one .. injcaior. of the vaccine. Tiic geometric · 
mean scrum antibody concentrations before immunisation 
and l monthlatcrwcrc0· l5 µg/mland4·1 µg/ml(p < 0-001). 
84% of the 25 subjects had postimmunisation levels of 
antibody against capsular polysaccharidc > l ·0 µg/ml. In a 
previous study with the plain polysaccharidc vaccinc19.2D this 
postimmunisation level correlated with protection. 

Fig l summarises the antibody responses of the 38 infants, 
aged 2-6 months, who were immunised routinely with two 
injections of conjugate vaccine, separated by a month. In 
this age group, a single injection was also immunogcnic. In 
infants aged 2 - 3 months at first injection there were 
significant rises in antibody levels after both first (from 0·35 
µg/ml to 0·98 µg/ml; p=0-003) and second (to 1·9 µg/ml; 
p = 0·005) injections. In infants aged 4-6 months the rise in 
antibody level after the first injection was significant (from 
0· 12 µg/ml to l ·85 µg/ml; p < 0·001) but the rise after the 
second injection (to 3· l µg/ml) was not significant. There 
were no significant differences between the age groups in the 
antibody levels achieved. After two injections, 80% of 
subjects immunised at 2-3 months and 76% of those 
immunised at 4-6 months had scrum antibody 
concentrations > 1 ·0 µg/ml. 

The radioantigcn binding assay qicasurcs all antibody 
(lgM, lgG, and IgA) against the capsular polysaccharidc. 
We were interested to sec whether the immunised subjects 
showed specific lgG responses, since in vitro in the presence 
of complement, IgG antibody against capsular 
polysaccharidc is more opsonic than IgM. 21 .22 IgG antibody 
also persists longer in scrum than IgM and, therefore, is 
likely to confer longer-lasting protection. Infants 2- 3 and 
4-6 months of age showed significant (p < 0·0 I) increases in 
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lgG ANt"ICAPSl.lUR ANTIBODY RESPONSES OF IM.\\UNISED 
OIILDREN BY ELISA 

Geometric mean ( 111/ml} 

I moafttt % wilh 
Before second ;;,two-

Aae Noiested immunisaaon inicctian fold ri,ie 

2-3mo 15 <0·4 0·88 54 
4-6mo 21 <0·4 2·08 76 

IgGantibody l monthaftcrthcsccondinjcction(tablc). The 
gcomcaic mean postimmunisation antibody level was 
significandy higher in the 4-6--month~lds than in the 
younger babies (p-0·02). 54% of the younger babies and 
76% of the older ones showed greater than two-fold 
inacascs in antibody. However, this is a minimum estimate 

. of response, panic:uiarly in the younger age group. For 
cwnplc, 3 infants had high antibody levels before 
immunisation (rcflca:ing maternal antibody). The antibody 
levels in these infants increased after immunisation but did 
not show a two-fold rise. (In the absence of immunisation, 
the levels would probably have declined.) 

To date, scrum samples have been obtained 6-12 
months (mean ± SD = 7 · 3 ± l ·8) after the last injection of 
vaccine from 31 children. The antibody concentrations in 
these samples arc shown in fig 2. The geometric means of the 
serum antibody levels declined significandy during the 
follow-up period (p < 0-05), from l ·8 µg/ml to 0·8 µgiml in 
infants immunised at 2 -6 months and from 4·9 µg/ml to l ·0 
µg/ml in those immunised at 8-17 months. Nevertheless, 
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the levels at follow-,up were significantly higher than those of 
67 unimmunised children23 of compar.ab!e age (p =i.0·001). 

Discussion 
1nis conjugate vaccine, when administered with 

aluminium hydroxide, was well tolerated in both adults and 
infants. No systemic reactions were observed and slight local 
reactions occurred with only 3% of injections. In contnSt, 
when the vaccine was given in saline alone reactions, both 
systemic and local, were frequent. The lower reaction rate 
with aluminium hydroxide may result from slower systemic 
release of vaccine adsorbed to aluminium hydroxide. 

The vaccine was highly immunogcnic:, even in infants of 
2-6 months. Aft.er one injection, the geometric mean 
increase in antibody concentration in infants of 2-6 months 
was 7·2 fold (p <0·001), and cwo-thirds ofsubjeccs showed 
smim antibody levels > I µg/mJ. In conn-ast, in previous 
trials with other H influmzae type b conjugate vaccines, 
infants of this age showed either a fall or no significant rise in 
total serum antibody levels after one or cwo injections of 
vaccine. 1•9 It is unlikely that the different results reflect 
differences in the assays between laboratories. Our results 
are based on cwo different assays and compar.able results 
were obtained independently with the same samples at 

~ Merck Sharp and Dohme Laboratories. The grcacer 
antibody responses of the infants in our study may relate to 
the vaccine's c:anier protein, a group-B meningococ:c:al 
outer-membrane protein containing a small amount of 
endotoxin, or to the novel method used for coupling the 
polysac:charide to the protein. 

The presence of high levels of maternal antibody in very 
young infants did not prevent a strong response to the 
vaccine. However, in babies aged 2-3 months there was a 
trend TO~ 21! i.r-Ve?$C COITCl3tic:t betwcQ :r.tibody 
levels before and after immunisation (r = - 0·47, p = 0·08). 
There were no significant differences in the responses of 
infants immunised with two different lots of vaccine at 
slightly different doses (postimmunisation geometric means 
of 2·4 µgjmJ and 2·8 µg/mJ in infants immunised at 2-6 
months of age in St Louis and West Virginia, respectively). 
We have also tested a third lot of vaccine in approximately 80 
subjects (2-17 months) and have observed compar.able 
immunogenicity and low reactivity (unpublished). · 

Much evidence indicates that serum antibody against 
the capsular polysaccharide proteas against invasive 
H in/lumzae type b disease. 2.l However, the precise level of 
antibody required to confer protection is not known. 
Previous estimates of 0· 15 µg/mJ of antibody after 
immunisation are probably too low and a conc:enaation as 
high as 1 ·0 µg/mJ may be reqwred.1•» Furthermore, the 
contributions of other immunologic:al mechanisms to 
protection of infants arc not well undentood. These 
questions are particularly relevant for the children who 
show a fall in serum antibody levels in the 6-12 months 
after immunisation (fig 2). A study with another 
H in/1UD1zae type b conjugate vaccine showed that children 
primed with conjugate vaccine had higher responses to a 
subsequent injection of conventional H influmzae 
polysaccharide vaccine than children who had not received 
conjugate vaccine.9 We have made similar observations in 
children primed with the polysaccharide/outcr-membrane
protein vaccine (unpublished). Thus, some immunised 
children may remain protected against disease, even in the 
face of declining serum antibodies, as a result of 
immunological priming. 
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Preliminary data indicate that the antibody produced by 
immunisation of our subjec:tS with the polysac:charide/ 
outer-membrane-protein conjugate vaccine activates 
complement-mediated bactericidal activity in vitro and 
confers protection against bacterac:mia in infant rats 
(unpublished, Merck Sharp and Dohme Research 
Laboratories). These data suggest that the antibody elicited 
by the vaccine is biologic:ally active and that the antigenic: 
activity of the polysaa:haride was preserved during coupling 
to the protein. 

We lhanlt K.adtlem Mceollougb and Judy Adams, RN, for rechnic:al 
miamcz and Dr K. Lynn Cata, Uaivenicy of OwwTintt Ccbooi ol 
Medicine, far heipfw CDallllalD. This worit - Nppomd by Mndt Sharp 
and Dohmc Rcsardt l..aborarories and by US Public Hallh Service pmq 
ROI Al 17962 and Nuionai Raarch Service Award TI2 Al 07172, from 
lhe Nuicnal lmtiNU: of Allcriy and lnfcctiou, Diseases, and RR-36, &om 
lhe General Oinic:a1 Raarch c.cnu:r Branch, National lnstirutes of Health. 

Correspondence should be addn:sscd ID D. M. G., Division of Infectious 
DiscMcs, St Louis Otildnn's Hoopiw, PO Box 14871, St Louis, MO 63178, 
USA. 
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ABSTRACT Submitted to The American Pediatric Society 1988 

ANTIBODY RESPONSES OF VACCINE FAILURE (VF) PATIENTS REIMMUNIZED WITH 
HAEMOPHILUS INnUENZAE TYPE b POLYSACCHARIDE (HIB PS) OR HIB-PS 
MENINGOCOCCAL OUTER MEMBRANE PROTEIN (OMP) CONJUGATE VACCINE. D. M. 
Granoff, A. Chacko, K. Lottenbach, & K. Sheetz, Washington University 
School ofMedicine, St. Louis, Mo. 63ITO. 

Children who develop invasive Hib disease despite previous vaccination with 
Hib PS vaccine (i.e. VF) have impaired serum anticapsular antibody 
responses following recovery from disease (NEJM 315:1584, 1986). 30 VF 
patients with <2.0 ug/ml of anti-Rib PS antibody in convalescent sera were 
enrolled in a trial comparing the immunogenicity of Rib PS vaccine to that 
of Hib PS-OMP conjugate vaccine. Subjects were reimmunized 2 to 26 months 
after onset of disease (Mean•ll.5 mos). Results are available from 26 
subjects. 

Geo. mean antibody, ug/ml 
Hib No. Mean Age Pre Post 

Vaccine Tested (mos) Total Total IgG IgGl IgG2 
PS 16 44 0.3 0.7 <l.O <0.5 <0.3 

PS-OMP 10 45 0.3 13. 2 6.0 3.3 0.5 

VF subjects given conjugate showed significantly higher geometric mean 
total, IgG and IgGl responses, than those given PS (p<.002). The 
predominant IgG isotype evoked by the conjugate was IgGl. Only 5 of 16 
(311.) subjects given Rib PS developed total serum antibody >lug/ml 
compared to 10 of 10 given conjugate (p<0.002). To date, 5 subjects with 
<lug/ml antibody after reimmunization with PS were given conjugate and all 
developed antibody >4.6 ug/ml. Thus, VF children with low serum levels of 
anti-Hib PS antibody have impaired antibody responses to reimmunization 
with Rib PS vaccine but develop high antibody responses to this Hib 
conjugate vaccine. Therefore, this conjugate is not only immunogenic in 
infants, but also in older children who may fail to respond to Hib PS 
vaccine because of genetic or other causes. 
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lmmunogenicity of Haemophilus influenzae 
Type b Polysaccharide-Neisseria meningitldis 
Outer. Membrane Protein Conjugate Vaccine in 
2- to &-Month-Old Infants 

Allen A. Lenoir, MD, Paul D. Granoff, MD, and Dan M. Granoff, MD 

From the EdwerrJ Malllncicrot:lt Department ol Pedilltrica, W&Shington Universdy School ol 
Medicine. St l.ouia, MO; the Division of lntectioua Oiseues, Children 's Hospital, St Louis; 
and the Batavia M«JicaJ c.nter, Batavia, Ullnoia 

ABSTRACT. Fifty infanta. 2 to 6 montba of ap, were 
vaccinated with H~mopiulu.a u,,/lJanzM type b eapeular 
polysacci:iaride covalently linked to an outer membrane 
protein from Ne•na IM~ group B. Subjects 
were given two injectiona and were randomly uaigned to 
receive the injectiona Npuated by l or 2 month&. Each 
doae contained 15 p.e of polyuccharide and 51 Pol of 
protein. or approximately twice the amount of polysac• 
charide u UNd i.:i our previoua trial (1..ancff 1986;2:299). 
Feverw of 38.o• to 38.s•c developed in three inianta (6~) 
within 24 houn after vaccination. but there were no other 
notable reactiona. Following one injection. the pometric 
mean antibody concentration inc:reued from 0.13 ~mL 
in preimmune serum to 1.50 11>1/m.L iD aerw!l obtained l 
t0 ~ montisa later (P < .001). After a MCODd injection. 
there wu a further increue in 1erum antibody (pometric 
mean • 3.11 j,1,(/mL, P < .007). The geometric mean 
antibody concentration of the group reimmunized 2 
montba after the fint injection wu hi.per than that in 
the group reimmuniad after l month (3.95 u 2.32 ~ 
mL. P • .05, by analysia of covariance with ap u the 
covariantl. Theee data confirm OW' previoua preliminary 
obeervation1 on the safety and immunopnicity of thia 
new eonjupr.e vaccine in intanta 2 to 6 montba of ap. 
The data •unnt that a 2-month interval betwwn the 
first and aecond injectiona reeulta in higher levels of 
serum antibody th&D a 1-month interval. Pedialria 
1987:80:283-287: ~ infu,enz,w ~ b, r:onju
gau tJOCCiM. Ne•na nw~. infanL 

Haemophilw influ,er&ZM type b ia the leading 
cause of bacterial meningitia in the United States.1 

The organism is also an important cause of other 

Received. for publication Dec 26, 1986: accepcad Jan 26, 1987. 
Repnnt requesu r.o ID.M.G.) Civilian of lnfeetioua O~ 
Chilciren'a H09piw. 400 S Kinpbigilway Blvd. St Louia. MO 
63110. 
PEDIATRICS <ISSN 0031 40051. Copynsllt C 1987 by tba 
Amencan Academy of Pecliatnca. 

serious infections such u bacteremia. epiglottitia. 
cellulitis, and septic arthritis. In 1985, a Haemoph
ilu.s vaccine consisting of the purified type b cap
sulaz polyaaccharide wu licemed for use in the 
United States. Bueci on an efficacy study done in 
Finland. thia vaccine wu not effective in children 
younger than 18 to 2, montba.u In the United 
States. appromnately 809b of cues of invuive Ha.
rnophilw diaeue occur in children younger than 24 
monthl of age. 4 Therefore, a more immunogenic 
vaccine is needed for chilcb-en in this younger ap 
group. 

Although poorly understood. failure of the type b 
polyuccharide to be immunogenic in young chil
dren bu been attributed to delayed maturation of 
immune responNt to certain thymic-independent 
antipm. u In contrut, infant.a show high serum 
antibody respo111e1 to vaccination with many pro
tein antigena that are clauified u thymic-depend
ent antipna. 7.1 Studies have shown that conjuga
tion of a polysaccharide with a protein carrier in
creues the immunopnicity of the polysaccharide, 
pouibly by conferring thymic-dependent properti• 
to the polyuccharide. 9 These obaervationa led to 
the development of several Haernophilus type b 
polysaccharide-protein conjugate vaccines which 
are currently under clinical investigation in in
fant.a. lO-l:I 

We have reported preliminary data on the safety 
and immunogenicity of a vaccine composed of the 
type b capsular polysaccharide covalently coupled 
to a Neweria meningitidis group B outer membrane 
protein by a novel thioether linkage. 13•14 A single 
injection of this vaccine wu immunogenic in the 
majority of 2- to 6-month-old infants. However, the 
antibody respoDSet to a second injection were var-
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iable, with lesa than half of the aubjecta showing a 
significant increue in antibody. 13 In our previous 
study, the infanta received two injectiona of v~e 
separated by 1 month. Recent data from a prelim• 
inary study of children vaccinated with another 
conjugate vaccine aunest that increuing the inter• 
val between injectiona may enhance the antibody 
response to the ,booster injection. 12 In the praent 

. study, in an effort to increue immunogenicity of 
the booster injection, we compared the antibody 
responses of children revaccinated at 1- u 2-month 
intervals following their primary vaccination. The 
longer interval all0 had the added advaniap of 
better conforming to currently recommended im
munization schedules. We all0 evaluated the uae of 
a new lot of vaccine at a higher doee, ie, 15 µ.g of 
polysaccharide combined with 51 µ.g of protein in• 
stead of 7 µ.g of polyaaccharide combined with 43 
I-Li of protein u used previously. 

PATIENTS AND METHODS 

Study Poputation 

Healthy children wen recruited from pediatric 
practices and clinics in Miuouri and Illinois. In
formed parental coment wu obtained, and 54 chil
dren, 2 to 6 montha of ap, wen enrolled. A brief 
history and ph)'9ical •xamin■r.ion were performed 
prior to each immunization. Children were excluded 
if there wu a h.iltory of a serioua reaction to any 
previous vaccination or if there wu a suspicion of 
unde?!yin; ;rnm;mncic~\.ae&1c-/. Vaccinatic,n wu de
fened if there wu a h.iltory of fever within the 
previous 72 houn or if the child had received any 
other vaccine within the previoua week. 

Parents were given thermometen and report 
cards and were uked to record uil1ary tempera
tures four houn after vaccination and once daily 
for the next three da)'9. They all0 were uked to 
note any reactiona, local or a)'9temic, that they 
believed might be attributable to the vaccine. The 
parents were imtructed to notify one of the acud:y 
physiciana for any uillary temperature ~as•c or 
for any other pouible reaction of concern. 

Vaccination 

The vaccine WU atored frozen at -1o·c. After 
reconstitution with saline containing alum (lot 
1015), each 0.5-mL dote ofvaccine contained 15 µ.g 
of type b capsular poiyaaccharide and 51 µ.g men
ingococcal group B outer membrane protein. The 
vaccine wu kept at 4•c and used within four houn 
after reconstitution. 

The children were given two IM injectiom of H 
in{luer&Zal! type b conjugate vaccine (lot 1018, Merck 
Sharp and Doh.me). On entry into the atudy, the 
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subjects were asaigned consecutive nwnben. Those 
in group 1 (odd numben) received their aecond 
injection 1 month after the tint injection. Subjects 
auigneci to group 2 (even numbers) were given the 
two injectiona separated by 2 montha. 

Aauya 

Total antibody to H i~T&ZM type b capaular 
poiyucc:haride wu measured by radioantipn bind
ing aaaay on serum samples obtained prior to both 
injectiona and 1 month after the second injection. 
The aaaay wu performed u previoualy delcribed 
by Kuo et al, 16 with the exception that 121I-emina• 
ically labeled antigen was uaed instead of 3M-labeled 
antigen.11 Pre- and postimmunization Nra from 
each child were measured in the aame auay-, and 
each uaay contained aampiet from children U• 

signed to both treatment groups. In addition. 36 
samples were aaaayed on more than one occuion. 
The mean ± SD percentage variation from the 
average value for each sample wu 10. 7 ± 10.2. 

StatldcaJAnafyM• 

Statiltical ana1)'9il wu performed uainr SAS and 
RSl aoftware on a VAX 11/785 computer (Digital 
Equipment Co, Marlboro, MA). Within a poup, a 
paired t tNt wu UNCi to compare the pometric 
mean antibody concentrationa in· aera before and 
after immunizationa, with each child serving u bis 
or her own control Although aubjecta wen ran
domly uaigned to the two inten·:u groupa, anal)'9ia 
indicated a chance difference in mean ap between 
them. Even if their mean ages had been identical 
at the time of the initial immunization. age at 
reimmunization and length of interval an neces
sarily com.founded becauae infanta reimmunized 
after an interval of 2 months will be slightly older 
than infants reimmunized after o interval of only 
1 month. Tbua, for the comparison of the geometric 
mean antibody concentrations, ap wu uaed u a 
covariate in the one-way analyaia of variance. In 
thia ana1)'9il, ap, however important. u can be 
thought of u a "nuiaance" variable. >cconUngly, 
ita linear effect on the mean log antibody cancen
trationa wu removed prior to the comparison. Abo, 
because of the previous data suggesting that a 
longer interval between injectiona wu auociated 
with higher antibody responses, 12 a one-tailed teat 
wu used for comparison of the geometric mean 
responaee of the two groups to the second injection. 

RESULTS . 

Charac1eria1ic:a of the Study Groupe 

Fifty-four subjects were enrolled in the atud:y. 
The mean ap at the time of the £int injection wu 



TABLE 1. Cbaracteriltica of Study Gl'OUJJI• 

Cllanecarimc All 1-Mo 2-Mo 
lntarftl 
Betwwa 

lnjec:tiona 
(n • 26l 

Age \mean mo :t SD) 
Dose l 
00N2 

No.(%) bo)'I 
No.(%) white race 

Childnn lncanal 
(D • 641 Betwwn 

In;.ctiona 
(D • 241 

3.6 :t 1.5 3.2 :t 1.3 4.1 :t 1.6 
• 5.1 :t 1.8 4.2 :t 1.3 6.1 :t 1.6 

33 (63) 17 (71) 16 (62) 
43 (80) 19 (79) 22 (85) 

• Four children. three in the 1-month interval ,roup 
(group l) and one in the 2-month interval group (poup 
2), were esciuded for purpoNI of compariaon of the 
responaea of the twO treatment groups. The mean ap of 
group 2 wu older than that of sroup l (P s .04 for fim 
injection: P < .001 for MCOnd injection). There were no 
significant differences in the perceni.qn for NS or race 
in the two groups (P > .10 by Fisher euet test). 

3.6 months (Table 1). Initially, 27 children were 
assigned to group 1 to be revaecinated after 1 month 
and 27 were uaigned to group 2 to be revaccinated. 
after 2 months. However, for compariaon of the 
antibody reapomes of the two groups, data from 
four children were escluded. Two were subjects 
assigned to group 1 who did not return for the 
second injection. A third child aaaigned to group 1 
wu revaccinated. but not within the appointed time 
period. One child uaigned to group 2 did not receive 
a second dose becawie a fever developed. (38.s•c) 
12 houn after the fll'!t injection of vaccine. By 
chance, the infants n-maining in group 1 were 
younger at entry into the ituciy than thoee in group 
2, with mean qee of 3.2 " 4.1 months (Table 1). 
The two different doaing interval.a alto resulted in 
an increue in dlia age difference at the time of the 
second injection ( 4.2 " 6.1 months). In addition to 
age, there were no other •ignificant differencn in 
the characteristics of the two treatment groupa. A. 
summarized in Table 1, there were more boys than 
girls and more white than black children enrolled 
in both groups. 

Reaction• to Vacdndan 

A total of 105 injectiona were given to the 54 
children. Local reactions, defined u erythema or 
induration 2:2 cm at the injection site, were re
ported after four of 54 initial d0lfl8 (7.4%) and two 
of 51 second doses (3.9% ). The largest local reaction 
was 5 cm of induration. Five posaible syatemic 
reactions were reported. A temperature elevation 
to 3s.s·c occurred in one child 12 houn after 
vaccination. This child wu reexamined, evidence 
of acute otitis media found, and the fever reaolved 
promptly with antibiotic therapy. Two other chil
dren had iaolated temperature elevationa to 38.o•c, 
one at 4 hours and the other at 24 hours after the 

second injections. Two other children had pouible 
syatemic reactiona without fever. In one, mild nua1 
congestion occurred on the day of initial immuni
zation and then resolved within 72 hours. In the 
second child. mild diarrhea occurred 48 hours after 
the second injection but resolved after 1 week. 

AntibodyResponeee 

SeNm samples were obtained from 4 7 children 
prior t0 the initial immunization. from 49 children 
1 to 2 months after the first dose and from 51 
children 1 month after the second dose. The po
metric mean antibody concentration in preimmun
ization aera wu 0.13 ~/mL. increuing to 1.50 ~/ 
mL in sera obtained after the first doae (P < .001) 
and 3.11 ""'mL after the second doee <P < .007). 
After the first injection. 64% of the samples mea• 
sured contained antibody concentrationa > 1 IJ.C/ 
mL. In the Finnilh trial.. in which conventional 
polyaaccharide vaccine wu tested. antibody con• 
centrations > 1.0 ~/mL in postimmunization aera 
correlated with protection from diseue.11 In the 
present study, after a second dose of vaccine, 88" 
of the children had levela greater than thia concen
tration. 

The present data confirm our previous obeerva• 
tiona that infanta vaccinated u young as 2 to 3 
months of age can make high serum antibody re
sponaee tO Haemaphilua type b polysaccharide. For 
e:umple, in the present atudy, there were ~ 1ub
jec:ta vaccinated initially at 2 to 3 months of age. 
After one injection. ten of 26 (38%) tested achieved 
antibody levels > 1 ~/mL. The serum antibody 
concentrationa of the infants who failed to achieve 
thia level ranpd from 0.16 to 0.98 ~/mL (geomet
ric mun• 0.58 ""'mL). Alter a second injection. 
21 of 28 (75%) children enrolled at 2 to 3 months 
of age and revaccinated 1 or 2 months later achieved 
levels > 1 IJ.C/mL This group included ten of 15 
teated (67%) who bad not achieved thia concentra
tion after the first injection. 

The geometric mean eenun antibody concentra
tions before and after immunization of the childra 
reimmunized after l• or 2-month intervals after the 
tint injection are summarized in Table 2. Shown 
are the leut aquaze values, that ia, the geometric 
meam of each group have been age adjusted by 
analyaia of covariance to correct for the older ape 
of the subjects in group 2 at the ti.me of the first 
and second injection&. 

Prior to the tint injection, there were no signifi
cant differences in the geometric mean antibody 
concentrationa in the two groups (0.14 and 0.11 ~/ 
mL. P • .49). After the first vaccination, both 
groups showed approzimately tenfold increues in 
geometric mean antibody, and there wu no aignif-
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! ABLE 2. Serum Anticapaular Antibody RetlpontN in Children 2 to 6 Montba of Age Immunized With H•mophiiua 
,~~ Type b Polyuccharide-Outer Membrane Protein Conjupte V ac:cine• 

Group 

l 
2 

lat.nftl 
(mo) 

Betwwa 
lajKuom 

I 1 
2 

Preimm11ai•atimlt 

G..mwtric Mun 
Mun Losae:t SEM 

(ic/mL) 

0.14 --0. 77 ± 0.12 
0.11 -1.00 ± 0.10 

AlW Fint la;.caoai Mu Second lajecaoat 

Geommx Mun Geoa.aic Mea 
MND Los .. :1:SEM MND Locw:1:SEM 

(,c/mLl (ic/mL) 

1.71 0.23 ± 0.10 2.32 0.37 ± 0.10 
1.28 0.11 :0.10 3.95 0.60 ± 0.09 

• Shown are leut aqua.re values, ie, the pomeuic mean antibody leveil bave been adjuned by analY1ia of covariance 
to correct for the different qea of the groups at the time of uch injection. 
t P • .49. two-tailed t te1t. 
i P • .37, two-tailed t te1t. 
§ P • .05, one-tailed t te1t. 

icant difference between the geometric mean con
centrations (P • .37). Following the second injec
tion, there were further significant increuea in 
antibody in both groups (P :5 .007). However, the 
geometric mean antibody concentration wu higher 
in the group revaccinated 2 months after the first 
injection than in the group revaccinated after a l • 
montb interval (3.95 u 2.32 ,.,,,/mL; P • .05). I! one 
compares the geometric means of tbe raw data (ie, 
not adjusted for age difference), the higher re
sponaea of the group vaccinated after 2 month.a are 
even more apparent (4.48u2.021,1,g/mL. P • .01). 

DISCUSSION 

In the present study, the H infkumzae type b 
polysaccharide-outer membrane protein c,111jupte 
vaccine wu well tolerated. Only six minor local 
reactions occurred following 105 injectiona, and 
fever wu noted following only three injections. 
These obaervations are similar to thoae reported by 
us previously in children vaccinated with a lower 
doae of vaccine (7 v 15 "" of polyuccharide and 43 
u 51 1,1,g of protein). 13 Thus, although different lots 
of vaccine were used in the two studiea, increuing 
the dose in the prnent study wu not auociated 
with an increued rate of advene reactions. 

Anderson et al12 obeerved higher antibody re
sponses in subjects vaccinated with a H~mophilu.s 
type b oligosarcbaride-protein conjugate vaccine at 
9 to 15 months of age when the second injection 
wu given 6 to 14 weelu after the primary immu
nization, compared with an interval of 2 to 4 weelta. 
Therefore. we uaed a one-tailed t test to evaluate 
the hypothesis that a longer interval between injec
tions (2 1.1 1 month) would result in higher antibody 
responses in our subjecta. Indeed. infant.a given a 
second injection after a 2-month interval made 
nearly twice as much antibody aa those reinjected 
after 1 month, and the difference wu significant 
after statistical correction for the older agea of the 
group reinjected at 2 months (P • .05, Table 2). 

In summary, the combined result.a from our pre-
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vioua and present studies indicate that this new H 
in/luenzae type b polyuccharide-outer membrane 
protein conjugate vaccine is safe and immunogenic 
in infants u young u 2 months of age. A dose 
containing between 7 and 15 1,1,g of polyuccbaride 
is in a highly immunogenic range. In infants vac
cinated at 2 to 6 months of age. 2 months between 
injec:tiona results in higher antibody respomes than 
a 1-month interval. Recent data from our labora
tory alao augpat that vaccination of infants at 2 to 
6 months of age with thia conjugate vaccine rNu1ta 
in immunologic priming auch that high aenim Hu
mophilw polyuccharide antibody responaes an ob
served when the children are revaccinated 10 to 15 
months later with either the polyuccbaride outer 
~enu>?aDe protein conjugate vaccine or conven
tional type b polyuccharide vaccine. 11 Tbne re
sults are encouraging and suggest that complete 
protection again.at H influenzae type b di.seue may 
be conferred by u ff!W u two injections of conjugate 
vaccine given at 2 to 6 months of age with a booster 
injection of conjugate or conventional vaccine given 
in the second year of life. However, questions that 
remain to be anawered include the immunogenicity 
and safety of thia conjugate vaccine when given 
concurrently with diphtheria-tetanus-pemiuia and 
oral polio vaccines at 2 to 6 months of age and the 
optimal interval between the first series of two 
injections and subsequent booster immunimtian 
with conjugate or conventional polyuccharide vac
cine. Finally, a large scale clinical trial will be 
needed to addreu the question of vaccine efficacy 
(prevention of diaeaae) and safety. 
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Antibody Responses of Black Children to Haemophilus influem.ae 
Type b Polysaccharide-Neisseria meningitidis Outer-Membrane 
Protein Conjugate Vaccine in Relation lo the Km(l) Allotype 

Evidence is accumulating that genetic factors may play 
a rolr in regulating immune responses to certain bacterial 
polysaccharides and may affect susceptibility to bacterial 
infections (1-3]. For example, we found that black chil
dren positive for the Km(I) immunoglobulin allotype have 
a lower relative risk of developing haemophilus meningi
tis [lj and have higher responses of lgG antibody to Hae
mophilus injluenzae type b (Hib) polysaccharide (Hib PS) 
vaccine than do those who are negative for this allotype 
[I, 2]. 

Several new Hib PS-protein conjugate vaccines have 
been tested and have been shown to be more immunogenic 
in experimental animals and human infants than conven
tional Hib PS vaccine. Furthermore, repeated injections 
of conjugate vaccines elicit booster antibody responses and 
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prime human infants for an anamnestic IgG response to 
a subsequent injection of conventional Hib PS vaccine (4, 
5] . Studies in experimental animals suggest that alteration 
of the presentation of an antigen can affect immune re
sponses such that genetic nonresponders can be made to 
respond to a given antigen (6]. The purpose of the present 
study was to determm.: whether the previously observed 
allotype-associated differences in the antibody responses 
of black children immunized with Hib PS vaccine are also 
present in subjects immunized with Hib PS covalently cou
pled to a protein carrier. In addition, we analyzed the an
tibody responses with respect to Km(l) allotype in chil
dren receiving a booster injection of conventional Hib PS 
vaccine six to 15 months after priming with conjugate 
vaccine. 

Subjects and Methods 

The conjugate vaccine, prepared by Merck Sharp & Dohme 
Research Laboratories (West Point, Pa), consisted of Hib 
PS covalently coupled to a partially purified outer
membrane protein from group B Neisseria meningitidis. 
In recent studies, this conjugate has been shown to be im
munogenic in infants as young as two to three months of 
age [7] and to prime infants for an anamnestic IgG anti
body response to a booster injection with either conven
tional Hib PS vaccine or conjugate vaccine [5]. 

In the present study, 49 healthy black children seven to 
17 months of age (mean ± SD, 11.7 mo ± 3.1 mo) were 
recruited from pediatric clinics and private practices in Mis
souri. The children received one im injection of 0.3 ml 
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Table I. Serum antibody response to capsular antigen of black children, in relation to Km()) allotype. 

Vaccination, Km(I) 
allotype, mean age (n) 

Primary immunization• 
Positive, 11.5 mo (22) 
Negative, 11 .9 mo (27) 

Booster immunization t 
Positive, I 8. 7 mo (10) 
Negative, 19.7 mo (17) 

NOTE. ND, not done. 
• Children received conjugate vaccine. 
t Children received Hib PS vaccine. 

Total, before 
vaccination 

ND 
ND 

1.72 
1.66 

of vaccine lot 1018 containing 7 µg of Hib PS and 23.5 
µg of N. meningiridis group B outer-membrane protein. 
The vaccine was stored frozen at - 70 C. After reconsti
tution. the vials were kept at 4 C and were used within 4 h. 

Twenty-seven of the 49 subjects were given booster in
jections of conventional Hib PS vaccine six to 11 months 
after priming with conjugate. Selection of these subjects 
was based on their willingness to participate. The conven
tional Hib PS vaccine used for the booster injection was 
prepared by Praxis Biologics (Rochester, NY) and was pur
chased from Mead Johnson (Evansville. Ind). Each 0.5-
mL dose contained 25 µg of PS. 

Total levels of antibody to Hib PS were measured by 
a radioantigen binding assay (2) in serum obtained one 
month after vaccination. lgG antibody to Hib PS was mea
sured by an ELISA done as previously described (2, 8). 
In previous studies; we found that black children with the 
Km(I) allotype have similar serum concentrations of lgGJ 
but higher total lgG2 concentrations than do children who 
are negative for this allotype (2, 9). Therefore, in the pres
ent study, we also compared the lgG2-specific capsular 
antibody responses of the vaccinees. Levels of lgG2 anti
body to the type b polysaccharide were measured by ELISA 
as previously described (8), except that in the present study 
we used a murine monoclonal antibody (HP6014; ICN lm
munobiologics, Lisle, IJI) rather than a polyclonal mon
key antiserum. Because the monoclonal antibody was 
available as ascites, we used a biotin-conjugated goat an
tibody to mouse lgG (Tago, Burlingame, Calif) to detect 
binding of the monoclonal antibody. This goat antiserum 
had been adsorbed with human lgG to remove reactivity. 
Quantitation of antibody by ELISA was accomplished by 
comparing the titration curves of test sera with those ob
tained for the Hib adult immune reference serum (U.S. 
Office of Biologics, Bethesda, Md) (8). 

Km(!) allotype status was determined by HAI on coded 
samples as previously described (2). Allotype determina
tions were done on serum samples obtained from subjects 

Geometric mean titer of antibody (µg/mL) 

Total 

5.0 
4.1 

70.1 
76.9 

I Mo after vaccination 

lgG 

2.1 
2.1 

54.4 
52.8 

IgG2 

0.19 
0.18 

3.0 
8.0 

seven months of age or older to avoid interference by 
maternal antibody. 

Statistical analysis was performed by using SAS and RSI 
software on a VAX I 1/785 computer (Digital Equipment, 
Marlboro, Mass). Because age can affect antibody response 
to immunization, we used analysis of covariance. with age 
as the covariate, to compare the geometric mean antibody 
concentrations for the different groups stratified by allo
type status. To analyze the booster responses with respect 
to allotype status, we used age, antibody concentration 
prior to boosting, and the interval between priming and 
boosting as covariates in a multivariate analysis, hrc~'"'~" 
all three variables were found to have a significant effect 
(P< .JO) on the booster response in a univariate analysis. 

Results 

Table I summarizes the antibody responses of the children 
to Hib PS with respect to their Km(I) allotype status. Af
ter primary immunization with the conjugate vaccine. there 
were no significant differences between the geometric 
means of the concentrations of total, lgG, or lgG2 capsu
lar antibody in postimmunization sera from children posi
tive for Km(I) and those from children who were negative 
for this allotype (P > .5 for each comparison). Twenty
one (950'/o) of the 22 Km(l)-positive children, compared 
with 23 (850'/o) cf 27 Km(l)-negative children, had total 
antibody levels >I.0 µg/ml (P = .36, by Fisher's exact 
test); 18 (820Jo) of 22 Km(l)-positive children, compared 
with 17 (630'/o) of 27 Km(l)-negative children, achieved lev
els of >2.0 µg/ml (P = .21). 

In both groups, there was relatively little lgG2 antibody 
in the postimmunization sera of the children who received 
conjugate vaccine, despite the presence of relatively high 
concentrations of lgG antibody. This finding is consis
tent with our previous observations that lgGI is the pre
dominant isotype evoked in infants immunized with this 
conjugate vaccine (10). 

Ot663 
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T\\'enty-seven subjects were given a booster injection of 
conventional Hib PS vaccine six to 11 months after prim
ing with conjugate (table I). The mean interval between 
priming and boosting was the same in the IO Km(l)-positive 
and the 17 Km(l)-negative subjects (7.9 mo). Before the 
booster injection, there was no significant difference in 
geometric mean antibody concentrations in Km(l)-positive 
and Km(l)-negative children (1.72 vs. 1.66 µg/ml; P 
= .95). After the booster immunization, there were no 
significant differences in the respective geometric means 
of the concentrations of total, IgG, or lgG2 antibody (P 
~ .20 for all comparisons). 

Discussion 

In previous studies, we found that Km(l)-positive black 
children vaccinated with either Hib PS vaccine or Hib PS 
vaccine mixed with pertussis vaccine had higher capsular 
antibody responses than did Km(l)-negative black chil
dren [I, 2). The higher responses in the Km(l)-positive chil
dren were limited to the levels of lgG [I, 2); there was no 
significant difference in the lgM responses with respect 
IO this allotype. Black children positive for the Km(l) al
lorype were also found to have higher total serum IgG2 
concentrations than were black children who were nega
tive for Km(l) (2, 9). 

In co:itrast, Ambrosino et al. (11) have reported that 
white adults positive for Km(l) have lower antibody re
sponses 10 certain polysaccharide antigens, including Hib 
PS, than do adults negative for this allotype. The fact that 
this result in white adults is opposite to that previously 
fo:..:nd by u~ in black infants may reflect differences in the 
ages or races of the subjects studied (12). 

In the present study, we found no significant differences 
with respect 10 Km(!) allorype status in the respective to
tal, lgG, or lgG2 antibody responses of black children im
munized with a Hib PS-protein conjugate vaccine. Nor 
did we find a difference with respect to Km(l) allotype 
status in the antibody responses to Hib PS booster vacci
nation in black children previously primed with conjugate 
vaccine (table I). 

The conventional Hib PS is thought to be a thymic
independent (Tl) type of immunogen. Coupling the poly
saccharide with a protein carrier confers thymic-dependent 
(TD) features on the polysaccharide (4-7). Thus the lack 
of a significant relation between Km(!) allotype and anti
bod\ response to Hib PS in the present study may reflect 
a difference in generic regulation of antibody responses 
10 certain TD immunogens, as compared with Tl immuno
gens. The conjugate vaccine used in this study, however, 
contains a small amount of lipopolysaccharide associated 
with the outer-membrane protein. The contribution of the 
presence of this mitogen to the immunogenicity of the vac
cine is unknown. 

The mechanism involved in the genetic regulation of an-
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tibody response by genes associated with immunoglobulin 
allotypes remains unknown. Recent data in mice support 
the presence of a regulatory gene linked to immunoglob
ulin allotype loci that affects some isotype responses but 
not others (14). Possible cellular mechanisms by which such 
a gene could be expressed include regulation of class 
switching at the B cell level and T cell-B cell interactions. 
Whatever the mechanism. immunization of children with 
the TD form of the Hib PS antigen appears to circumvent 
the allotype-associated differences in antibody response 
found in subjects immunized with conventional Hib PS 
vaccine. 

In summary, the ability of a conjugate vaccine to cir
cumvent previously reported genetic differences in anti
body response to conventional Hib PS vaccine has poten
tial clinical importance. The high immunogenicity of this 
conjugate vaccine in children with phenotypes previously 
associated with low antibody responses to conventional 
Hib PS vaccine suggests that conjugation of the polysac
charide to a protein may result in a vaccine that is not only 
effective in preventing Hib disease in infants, but is also 
effective in populations that may be at increased risk of 
disease because of genetic factors. A similar result has been 
reported for children with selective lgG2 deficiency; these 
children have increased susceptibility to Hib disease and 
impaired antibody responses to conventional polysaccha
ride vaccine (13). 
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Thirty ehlldren vaccinated at 2 to 17 months of age with Haemophllu• Influenza• 
lype b polysacchartde linked to a partially purUled 40,000 daltQn outer 
membrane protein of Nelsserta meningltldi• were revacclnated 10 to 1A months 
later with conventional H. influenza• type b polysacchartde vaccine. The 
geometric mean anti-type b antibody concentration before relmmunlzatlon 
was 0.61,ig/mL and ros• •~ 3i ,ig/ml In sera cbtalned 1 month latar. The mean 
level after Immunization was not slgnltlcantly different than that In sera from 12 
adults Immunized with type b polysacchartde vaccine (51,ig/mL P - 0.3), and 
was 1O-fold higher than that of 13 control children Immunized with type b 
potysacchartde for the first time (2.7 ,ig/mL. P <0.001). The lgG responses of the 
children first given conjugate vaccine and then conventional type b polysac
ehartde vaccine were of a similar magnitude as those In the Immunized adults. 
Further. the chltdren maintained high levels of serum antibody 6 to 8 months 
later. Jen other children vaccinated In Infancy with conjugate vaccine, and 
again with conjugate vaccine 10 to 15 months later, showed slmllar antibody 
responses to those of the group given confugate vaccine In Infancy, and 
booster with conventional polysacchartde vaccine. Thus vaccination with H. 
Influenza• type b polysacchartde-outer membrane protein confugate vaccine 
prtmes the Immune system to an lgG memory antibody response to either type 
b polysacchartde or conjugate vaccine. Post-booster sera from all children 
tested showed high titers of functional activity In a complement-mediated 
bactericidal assay. These data suggest that protection of most Infants from 
type b Haemoph/lus disease may be achieved by a combination of Immuniza
tion at 2 to A months of age with this confugate vaccine, and relmmunlzatlon 1 
year later with conjugate or conventional type b polysaccharide vaccine. 
(J PEOIAII 1987;111:22-7) 
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Conventional Hamoplailus inftueua type b polysaccha
ride vaccine is thought to be a thymus-indCf'Clldent imma
nogen. •· 1 Booster respo111a are not obsened after reinjec
tion. l-J• f n an eff'on to enuncc the immunogenicity of the 
polysaccharide. several covalently coupled Hib polysae> 
charid~rotein conjupic vaccines have been deYelQJICd 
and tested in experimental animals and humans . .i,.u These 
conjugate vaccines are thought to confer thymus-depen
dent propenies to the polysaccharidc.7 The conjugate 
vaccines are more immunogenic than the conventional 
polysaccharide vaccine in infants. and resuh in booster 
antibody responses after reinjcction of the conju
gate ... •· ,1." Preliminary data• also suggest that children 

first given an Hib oligosaccharide-protein conjugate vac
cine and reinjected with conventional polysaccharide vac
cine develop an lgG memory response to the polysaccha
ride. 

We recently evaluated the safety and immunogenicity of 
an HiL polysaccilaride-Neisseria men,nfitidis outer mem
brane protein conjugate vaccine (Hib polysaccharide
OMP vaccine) prepared by Merck Sharp & Dahme.• A 
single ir.jc-"tion wu immu!log=.~:c in .:hildrcn •• «.,naied a 
young as 2 to 3 months of age, and the majority of the 
infanu showed evidence of lgG anti-Hib polysaccharide 
antibody responses. Six to 12 months after immunization, 
the serum antibody concentrations in these children had 
declined, but the levels remained higher than those in 
un1mmun1zed children.• 

The purposes of the present study were to obtain 
additional iniormauon on the penistencc of serum anti
body in these children and to measure their antibody 
responses to a booster injection of either conVC11tional Hib 
polysaccharide vaccine or Hib polysaccharide-OMP con
jugate vaccine given approximately I year after the last 
injection of conjugaac vaccine. 

METHODS 

Vaccines. The conjugate vaccine ~ontained Hib polysac

charide covalently coupled to a panially purified OMP 
from N. meninfitidis group 8." 11 Two lou of conjugate 
v:iccine were useci. The 101 usca for primary immunization 

uf 1he 1niants lL01 1003/C-L680, Merck Sharp & Dahme 
Research Laboratories, West Point, Pa.) hu been 
described•; e:ich 0.5 mL dose contained 7 1,1,g polysaccha• 
ride and 43 1,1,g OMP. Each 0.3 mL dose of the lot used for 
reimmunization (Lot 1018/C-M679. Merck Sharp & 
Dohme Research Laboratories) contained 7 1,1,g polysac
charide and 23 µg OMP. The conventional Hib polysac-
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charide vaccine wu prepared by Praxis Biologic:1. Inc. 
(Rochester, N.Y.), and wu purchased from Mead Johnson 
(Evansville. Ind.); each 0.5 mL d01e contained 25 "8 Hib 
poiyw:charidc. 

Oiaical tlesip. The subjects were 43 healthy children. 
14 to 31 months of age., who had been vaccinated pre,iclul-
ly with Hib poiyaccharide-OMP conjugaic vaccine.• 
Informed c:onscnt wu obtained from the parenu at the 
time of the initial iffl1111111ization and again at the time of 
the reimmunizatioa. Both immunization pnnocoll were 

appr'Oftd by the Human Studies Committee of Wuhing• 
ton Univenity Schoo& of Medicine. Thiny children were 2 
to 6 months of age at the time of the initial immunization. 
Twenty-eight received two injections of conjugate vaccine 
separated by I month, and the remaining two children 
received only one injection. In the latter two, second 
injections were deferred because oi febrile episodes auoci• 
atcd with the first injection. Thineen children were 8 to 17 
months of age at the time of the initial immunization. Six 
received one injection of vaccine. and the remaining seven 
receiYed two monthly injections of vaccine. In this group of 
children, second injections were given to those seven who 
showed relatively low antibody responses to the first 
injection ( <2 "8/mL).• 

In the 6nt pha.se of the reimmunization protocoi, 30 of 
the 43 children, aged 14 to 30 months. received conVC11• 
tional Hib polyaccharide vaccine subcutaneously in the 
thi1h IO to 14 months after the completion of the last 
immunization with conjupte vaccine. In the second phase. 
10 other children, aged 14 to 31 months. received conJU• 
pie vaccine intramuscularly in the thigh IO to 15 months 
after completion of the primary conjugate immunization. 
Selection of patienu for immunization with the different 
vac:cines wu based on availability of the ctiildren and 
willingness of the parenu to panicipate during different 
times during the follow-up period. Three of the original 43 
patienu provided follow-up serum I I to 12 months after 

completion of the primary conjugate immunization but 
were not reimmunized. 

Twelve healthy adulu were immunized with 25 1,1,g 
conventional Hib polysaccharide vaccine subcutaneously, 
and served as controls. They represent an independent 
sample, not previously reponed. A second group of con
trols consisted of eight children with a history of culture
prOYed invasive Hib disease at 3 to 17 months of age 
(meningitis. five: bucc:il cc!lulitis. two: periorbital celluli
til. one). These children were vaccinated with 25 1,1,g 
conventional Hib polysaccharide vaccine subcutaneously 7 
to 21 months after recovery from disease (at 24 to 27 
months of age). · 

Seroloff. Serum samples were obtained before immuni• 
zation and I to 2 months after. Total serum anti-Hib 
polysaccharide antibody was measured by radioantigen 
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Table I. Pcnistcnce of scrum anticapsular antibody in 
43 children immunized with Hib polysaccharidc-OMP 
vaccine and observed for 10 to IS months 

Age at 
~•tnc mean antibody 

nrst 
(1&g/mL) 

lntectton No. 1 mo 10-15 mo 
(mo) teated poat poat Control" 

2-3 II 1.59 0.43 0.16 
~ 19 2.60 1.05 0.11 
8-17 13 4.06 0.63 0.23 

• Age-muched. unimmunized his1orical conU'OII" (n • 20 to 29 children 
in each age 1roupj. G=mctnc mean anubody concenin,_ o( 
vaccina1al children ia cadl graup wu grcau:r thaa that o( the rapccti,,c 
COfllrol group (P <0.01 for each_,.,,__ 1 IC:St). Theft were no 
sig1111icant clifl"crcn01S 1n anubody conciauratlOIIS al 10 ta IS montha 
between vacanalal children in eac:11 age graup (P >0.10). 

binding assay.J·" lgG anti-Hib polysaccharidc antibody 
was measured by ELISA, using the type b polysaccharidc 
coupled to poly•L•lysinc as the antigen on the plate.•~ 11 

Scrum antibody mcasuremcnu were determined on paired 
pre- and post-immunization scra to minimize intcrassay 
variation. The sensitivity and precision of these assays have 
been described." 

The functional activity of serum antibody wu measured 
by a complement-mediated bactericidal assay as 
dcscribed. '1· " The test organism was Hib strain Eagan. .io 

and the complement source was scrum from an adult with 
agammaglobulincmia and normal complement levels.'' 
The percentage of survival of Hib after incubation in the 
assay mixture was calculated by comparing colony CQUnts 
at O and 60 minutes. The bactericidal activity wu deter
mined graphically by plotting the log of the scrum dilu• 
tion versus the percentage of survival of Hib cclls11: the 
dilution giving SO% survival was defined u the bactericidal 
titer. 

Statistics. The Student t test (two tailed) wu used to 

compare the geometric mean concentrations of scrum 
antibody between the groups of children and adults. A 
paired t test (one tailed) wu used to compare the gcomct• 
ric mean antibody concentrations before and after immu
nization within a group. Analysis of antibody response was 
performed on logarithmically transformed data. 

RESULTS 

Forty-three children immunized with conJugatc vaccine 
at 2 to I 7 months of age had a significant decline in 
geometric mean scrum antibody levels at 10 to IS months 
follow-up, compared with the pcalc levels obtained l month 
after the last injection of vaccine (P <0.01 for each age 
group tested, paired l test: Table I). However, the concen
trations of antibody present at follow-up in the immunized 
children remained higher (P <0.01) than those in unimmu-

n 1 66.q 
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niz.ed conuol children of comparable age. For this analysis. 

historical controls11 wen: matched by age with the vacci
nated patients. and the geometric mean antibody le¥eil of 
the respective groups were compared. During the follow-up 
period. three of the 43 vaccinated infanu respectively 
showed two-, six-, and 20-fold incrcua in antibody, 
although none of the tbrcc had a clinically apparent Hib 
illness. These children may have experienced naturaJ 
exposure to either Hib or other bacteria witb cnia

rcacting antigens. i, 
Fony of the 43 children were rcinjec:tcd with either Hib 

polysaccharidc vaccine or polysaccharidc-OMP vaccine. In 
the fint phase. 30 children were immunized with conven
tional Hib polysaccharidc vaccine. No notable systemic 
reactions oc:curred, although two children had I to 3 cm 
erythcma and tenderness at the inject.ion site. In the second 
phase. JO children were rcvaccinated with Hib polysaccha
rid~MP vaccine. Of thcsc, fever (temperature 39• to 
40• C) developed in three. 4 to 36 hours after inject.ion. 
The frequency of fever wu significantly greater in the 
group rcinjcct.ed with conjugate vaccine than in the group 
n:injcc:tcd with conventional polysaccharidc vaccine (30Cli 
vs OCli, P • 0.02. Fisher exact test). All three of the 
children with fever were apparently healthy at the time of 
immunization. but had evidence of otilis media or upper 
respiratory tract infections when reexamined 8 to 48 houn 
after onset of fever. 

Table II summarizes the antibody responses or the 30 
children who received conjugate vaccine in infancy and 
were vaccinated approximately l year later with conven
tional Hib polysaccharidc vaccine at a mean ( :SD) age of 
20.0 :t 4.4 months. There were no significant differences 
in the antibody responses to the booster injection in 
children who received either one or two injections of 
conjugate vaccine; therefore the data were combined. The 

children first immunized with conjugate vaccine a.nd 
rcinjcct.ed with conventional polysaccharidc vaccine 
showed substantial increases in both total and lgG anti
Hib polysaccharidc antibody (P <0.01 ). The geometric 
mean total or lgG antibody concentrations in sen. obtained 
I month after immunization were not significantly differ
ent than those in post-immunization scra from 12 adults 
immunized for the first time with conventional Hib poly

saccharidc vaccine (P >0.3, Table II). The scrum levels 
present after immunization in the children who had prcvi
ouslv received conjugate vaccine in infancv were approxi
mately 10-fold higher than those in healthy children who 
had not received conjugate vaccine. The latter group was 
immunized with Hib polysaccharidc vaccine for the first 
lime at an age similar to that of the former group at the 
time of their booster immunization. In addition. children 
who had recovered from invasive Hib disease at 3 to l 7 
months of age and who were immunized with conventional 
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Table II. Scrum antibody response to conventional Hib polyuccharide vaccine in relation to previous 
immunologic priming with polysaccharide-OMP conjugate vaccine 

Geometnc mean antibody 
AQeat (p,g/ml) 

polysacchartde Total lgQ 

Children primed witb conjup&& waccinc• 

Childm • .wwwaed frrm diMuet 
Hc:altlly cbilclral.i 
Hc:altby adults 

'ICIC:Cloe 
(mo) 

14-20 
22-30 
24-27 
24-30 

n 

.19 
11 
I 

13 
12 

,,. Poat POlt 

0.73 31.8 16.7 
0.60 30.0 13.4 
0.67 2.0 I.I 
0.26 2.7 0.6 
2.13 51.0 10.4 

0 Thae were no lipdicaat dill'.-~ P >0.3) in-...- ,oul • laG pm&•--- allllllad, -ua- i• cluldrai lint imm■11md lrilll -;.pte 
vaa:ii• allli lffHICi•lall wiUI -• Hib pol,-odl■rid■-ud lllm■ el llattll, ld■lll ftca■allld lim -11 --• Hib po1,.....,_ .. --. 
H-. 1otal and laG pall-tm-•iza- anubad, -n- ol prilnai cllild .. -■ 11pi6c:■au,, sna- (P <0.001 I tha■ thou ol wam•• cllildra 
re,cao,en,d rram Hib d-. allli ,._ ol fta:ina• llcaltill' clrildna. 
tHib disala at l 10 17 -1111 ol a1L TNft - ■o li111i6ca• dill'- (P >0.4) ..- pall-illmuiza- ....... ol waa:iinated cllildrm -.S (rem 

dilale and ,.._ ol fta:IUUld llcatLII, ellildrm. 
tHi11onc:al CDIIIIIIIS imm11■1ml wull S .. , Hib polyua:a■ncle Yaa:IM (dmc W'lllli• IIIUUll&IIY imma..-lC nngc, ..... 

Hib polysaccharide vaccine at 24 to 27 months of age did 
not show an enhanced anti-Hib polysaccb.aride antibody 
response (Table II). 

One month after vaccination. all 30 children whose 
~ .;mary ir.-.inuna.ation wu with conjugate vaccine and 
who were given a booster injection of Hib polysaccb.aride 
vaccine had >3.5 l'g/mL anti-Hib polysaccharide anti
body ir. post-immuniza.uon serum: 2J (17%) had concen
trations > 10 ~/ml.. and 15 (50CI,) children had concen
trations 2:30 l'g/mL The group with concentrations 2:30 
l'g/mL included five children who were given conjugate 
vaccine at 2 to 4 months of age and were reimmunized with 
conventional polysaccharide vaccine at 14 to 17 mo~ths of 
age. 

Ten additional children who had been vaccinated 
between 2 and 16 months of age with conjugate vaccine 
were reimmunized l O to 15 months later with conjugate 
vaccine; the mean age at the time of reimmuniz:ation wu 
I 8.8 :!: 5.3 months (range 14 to 31 months). The geomet
ric mean antibody levels before and I month after booster 
vaccination were 1.0 and 41.7 ~/mL respectively. The 
geometric mean lgG antibody concentration after boosicr 
vaccination was 16.9 l'g/mL These values are not signifi
cantly different from tbose of the children first given 
conJupte vaccine. then rcinjected with conventional Hib 
polysaccharide vaccine (P >0.5, t test). All 10 children 
.• : ...... ~ ...... ~ .. ;,h ~nJugue vaccine acvelo?ed >10 ufl./ 

mL scrum anu-Hib polysaccharide antibody in post
immunization sera. and seven of the 10 had concentrations 
2::30 ug/mL. The percentages were not significantly dif
ferent from those of the children whose primary immuni
zation was with conjugate vaccine, then given conventional 
Hib polysaccharide booster vaccine (P >0.2. Fisher exact 
test). 

To date, 12 children have been observed for 6 to 8 
months after booster immuniz.ation. Ten rec:eiYed conven• 
tional Hib polysaccharide vaccine, and two conjugate 
vaccine. There was a significant decline in serum antibody 
during the period after the booster injection. but the 
antibody concentrations were maintained at high levels in 
all children (geometric mean antibody concentration in 
tbis IJ'OUP was 22.J ~/mL l month after booatcr. and 11.9 
111/mL 6 to 8 months later, P • 0.02. paired t test). During 
this period. one of the 12 children showed a fivefold further 
increase in anti-Hib polysaccbaride antibody in the 
absence of clinical illness. 

Sera obtained before booster immunization and l month 
later ftom 14 f'e1'1'CSC11tative children were tested for 
functional activity using a complement-mediated bacteri
cidal uaay.'"" Seven of these children were giYell the 
conventional Hib polysac:charide vaccine. and sewen the 
polysac:charide-OMP vaccine. The geometric mean bacte
ricidal titer increased from I :3 to I: 120 in the children 
given conventional Hib polysac:charide vaccine. and from 
1:1.5 to 1:208 in tbe children reimmunized with polysac
charide-OMP conjugate vaccine. There was no significant 
difference in the respective geometric mean titers of the 
two groups (P >0.3). In the post-immunization sera, there 
wu a linear relationship between the log of the anti-Hib 
polysaccharide antibody concentration and the log oi the 
reciprncal bactericid:1! fa:. (r = 0.86, P • 0.001; Fig
ure). 

DISCUSSION 

Previous data indicate that children or adults immu
niu:d with conventional Hib polysaccharide vaccine do not 
have booster antibody responses to reinjection with conven
tional vaccine.~, (They may have increased scrum anti• 

I) 1 f,f,CI 
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Figure. Rc:lauon between bactc:ncidal titer and anu-Hib poly• 
sacchandc: anubody concentration in sera from I 4' children given 
two 1n1c:c11ons of Hib polysaccharide-outer membrane protein 
(PS-OMP) conJupae nccine in infancy and reimmunimd 10 to 
IS months laaer wuh conventional Hib polysacclwidc Yaccine 
(n • 71 or conJupte vacane (n • 7). Antibody concentrations 
were dctc~m,ned on serum samples obtained at the time of boolaer 
immunization and I month later. 

ocxiy aiicr reimmu:.i.:i&tion, but tte !evel.i l!c!::ic-YeG .re il0t 
different from those or children or similar age immunized 
for the fim time.') In contrast. our data demonstrate that 
children vac:c:inated with Hib polysac:charide--OMP conju• 
gate vaccine between 2 and 17 months or age have high 
lgG anubody responses on reinjcction 10 to 15 months 
later with Hib polysaccharide vaccine or with Hib potysac
c:hande--OMP conjugate vaccine. The magnitude or the 
anubody responses to the "booster" injection is compara• 
ble to that or adults immunized for the fint time with Hib 
polysac:charide vaccine. Further, in the vaccinated c:hil• 
dren. high levels or serum antibody persist after the booster 
injc:c:tion. These observations are consistent with immuno
logic: priming by vaccination in infants with conjugate 
vac:c:ine and induction or a secondary or memory antibody 
response to the booster injection. 

Anderson et al.' immunized six infants at 2, 4, and 6 
months or age with an Hib capsular oligosac:charide
diphtheria toxoid conjugate vaccine and also observed 
cnhanccci anuix><iy responses to c:onvenuonal Hib polysac:
char1de vac:ane administered 3 to S months later. however, 
in their study, the antibody responses to conventional Hib 
polysaccharide were inconsistent. and were about 10-fold 
lower than those we observed. The lower responses in their 
study may have resulted, in part. from the younger ages or 
the children at the time of reinjc:cti0n (9 to 11 months. 
com~red with 14 to 31 months in our study). 
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Our results and th01e or Anderson et al.' sugest that the 
initial vaccination with conjugate vaccine induces memory 
B cells. Further. these cells may be trigercd to produce 
antibody by immunization with conventional Hib polysac
c:haride. even when a child is vaccinated at an age 
considered too young ror successful immunization with this 
vaccine.zz The ability to respond with an lgG '"memory" 
antibody response on rcesp0111n: to Hib pot,sac:cbaridc. u 
a result or immunologic priming, may be imponaat ror 
protection against Hib disease. especially in infants with 
declining ICYCls of serum antibody. 

In contrast to the group vaccinated in infancy with 
conjugate vaccine. the group who had had Hib diseue in 
infancy did not show evidence or immunologic priming. 
Evidence for priming also wu not observed by Norden et 
al.u in a previous study or patients who had rrmvered from 
Hib disease and who wen: then vaccinated with Hib 
polysac:charide vaccine. The reasons for the lac:lc or priming 
an: unclear. During Hib disease.. the immune system 
encounters many antigens simultaneously (e.g .. capsular 
polysac:charide. outer membrane proteins, lipopolysac:cha
ride ). HowC'YCI', the doses may be inapprol)riate ror prim• 
ing, or covalent coupling or polysac:c:haride and protein (u 
in the conjugate vaccine) may be required for priming to 
the polysaccharide. 

We found no significant differences in the antibody 
l'ClpGIISCS of childre:1 with im,mu:ic!o;ic priming when 
n:injected with either conjugate vaccine or with conven
tional type b polysac:charide vac:c:ine. However. the sample 
size or patients reinjcc:ted with conjugate wu small. 
limiting the power or -our study to detcc:t a significant 
difference. Lcpow et al. 11 also reported high antibody 
responses in children who receiYed Hib polysac:charide
diphtheria toxoid conjugate vaccine at 9 to IS months or 
age and were reinjected with conjugate vaccine at 24 
months or age. However, their study did not indude a 
comparison group or children reinjcc:ted with conventional 
Hib polysac:charide vaccine. 

In our study, the anti-Hib polysaccharide antibody 
induced by n:vaccination had functional activity as mea
sured by a complement-mediated bactericidal assay. The 
serum bactericidal titer appeared to be directly related to 
the level or anti-Hib polysaccharide antibody evoked by 
immunization. There did not appear to be any differences 
between the functional activity of the antibody elicited by 
conventional or c:onju~ate vac:c:ine. 

These data indicate that vaccination or infants in the 
tint 6 months with Hib polysac:c:haride--OMP conJugate 
vaccine induces immunologic: priming such that the c:hil
dn:n show lgG memory antibody responses 10 to 14 
months later when vac:c:inated with conventional Hib 
polysac:charide vaccine. Boosting with Hib polysac:c:ha
rido-OMP conjugate vaccine is also highly immunogenic:. 



but may be associated with a higher frequency of febrile 
reactions. Further data arc needed on the safety and 
efficacy of thia conjuptc vaccine, and on the optimal 

immunization schedule. HoweYer, a combination of immD• 
nologic priming in infancy with this conjuptc vaccine, 
followed by boosting approximatciy I year later wida 
c:onYC11tionaJ Hib potysaccbaridc vaccine (or conjuptc 
vaccine), may be highly cfficaciou&. potentially prmmUJII 
most serious Hib dileuc in childbood.11 

We thank Kalllleal Loucnbac:h, Veniu Boelloelli, Judy 

Adama, R.N~ aacl Kalhcriae Sbeaz, R.N~ for tcdmical um
tance. 
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IIUtlJNIZAtION or INFANTS VITI RaeaoRhilus influenza• 
TYPE b (Bib) POLYSACCIWlIDE-OUTER EiiiRANE PROTEIN 
(PS-ONP) CONJUGATE VACCINE PRIMES roa I,Cl BOOSTER 
IESPONSBS TO CONVENfIONAL Bib PS VACCINE. Geoffrey 
A. Veinberg, Henachn s. Einhorn, Allen A. Lenoir, 
Paul b. Cranoff, and Dan H. Granoff, Oash1n1ton 
Univ. sch. of Mad., Dept. of Peds., St. Louis, HO. 

A conju1at• vaccine of Bib PS linkad to an OHP of N. Hningi
tidis is imaunosenic in infants u younr u 2-3 ao. (Cancet 
HRi'2:299). 43 children iaunizad at a1u 2-17 ao. have been 
follovad for 10-15 ao. Tbe seo. HaD Hrua Bib PS antibody (Ab) 
concentration declinad but reuined higher than that of 
uni•unizad control.. (p<0.01). 30 children ver• reinjected vi.th 
conventional PS vaccine at ages 14-30 110., and shovad 20-50 fold 
average increues in total and I,C Ab. Serua Ab hu persiated at 
hi1h levels for>~ ■o. Tb• 1eo. ■•an Ab respona• of th• reiuu
nized children vu 10-fold higher than that of control child~•n 
iMunizu vtth r~ tor th• first ti••• and vaa not sisnificantly 
different than that of adults i•unized vitb PS vaccine. Bovever, 
th• IgG Ab responHa of th• adults vere co■poaed of both I,Cl and 
I,C2 (1eo. ■ean Cl/C2.l.7), vhile those of th• infant• ver• 
restricted to I,Cl (Cl/C2-9.7, p.0.01). Thua, exposure to PS-OKP 
pri••• infants to an IgGl ■e■ory Ab response to PS vaccine. In 
contrast,infanta vith Bib disease at agu 3-17 ao., and i■-lllized 
vith PS vaccine 7-21110. later did not shov a ■eaory Ab response. 
PRIMED IN ACI AT PS CEO. HEAN ANTI-Rib PS (ur/lll) 

INFANCY VACCINI ( ■o.) NO. PRE POST I'¥ POST 
YES (PS-OHP) 14-20 Ir o:-,J Il':16. 7 
TES (PS-OHP) 22-30 11 0.60 30.0 13.4 
NO (HEALTHY) 24-30 13 0.26 2. 7 0.6 
NO (DISEASE) 24-27 8 0.67 2.0 ND 
NO (IUW.TBT) ADULTS 12 2.83 .51.0 10.4 

01672 



Haemophilus b Conjugate Vaccine 
(Neisseria meningitidis Outer Membrane Protein Complex) 

VIII. STATISTICAL METHODS 

Throughout this report vaccines, vaccine lots, vaccine treatment groups, 
or other groups were compared. 

All tests of significance were two-sided with the exception of the 
interaction studies where the Ha increased clinical reaction rates or 
decreased immunologic response with concurrent administration. A result 
was considered significant if the p-value was ~0.05. 

sex and race, were compared using 
The Mantel-Haenszel test was used 
on age group (<12 months or 212 

The demographic characteristics, 
Chi-square or Fisher's Exact test. 
when the comparison was stratified 
months). 

Ages were compared by an analysis of variance or two-sample Student's 
t-test. 

The analyses of anti-PRP titers and fold rises from baseline were 
performed on log-transformed data as these variables appear normally 
distributed in the log scale. For anti-PRP values reported as <0 .125, 
0.125 was used to calculate the fold rise and 0.0625 was used to 
calculate the geometric mean titer. For other antibody measures reported 
as <x, x was used to calculate the fold rise and x/2 the geometric mean 
titer. Geometric mean fold rises and titers were obtained by 
exponentiating the mean of the log values. 

Anti-PRP levels were compared among groups using an analysis of 
covariance on all children regardless of baseline, with the log
transformed baseline titer as the covariate. When the comparison was in 
the subset of children whose baseline values were ~0.15 mcg/ml, an 
analysis of variance was used. Group, age category 2 to 6 months, 7 to 
11 months, 12 to 17 months, 18 to 23 months, 224 months), and sometimes 
race were the main effects. First a model fitting the interaction terms 
was used. Since the interaction terms were not significant, they were 
removed from the model. Fold rises were similarly eompared in all 
children, regardless of baseline value. 

A two-sample Student t-test was used to compare antibody levels when 
there were only two groups and the age range was narrow. If the 
assumptions of normality or equal variances were violated, Wilcoxon' s 
two-sample test was used, as in the comparison of vaccines for 
immunoglobulin class and subclass levels. 
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A regression model with log titer as the dependent variable and age (in 
months) as the independent variable was used to test the effect of age on 
level of response within each vaccination regimen in the children whose 
baseline values were ~0.15 mcg/ml. 

Tests for log fold rises greater than zero were done using a paired 
t-test or signed rank test. 

The Mantel-Haenszel test was used to compare groups for the proportion of 
children achieving levels >1.0 mcg/ml stratified on age categories (2 to 
6 months, 7 to 11 months, 12 to 17 months, 18 to 23 months, 224 months) 
and baseline antibody categories (~O .15 mcg/ml or >0.15 to 1.0 mcg/ml). 
Age group, race, and sex were compared stratified on baseline antibody 
category. 

Chi-square or Fisher's Exact test was used to compare groups for the 
proportion of children with functional antibody measures (opsonins and 
SBA), the proportion seroconverting for antibody to the measles, mumps, 
or rubella antigen, the proportion developing 2--fold rises in anti-PRP 
titers, or the proportion developing 4-fold rises in antibody to 
diptheria or pertussis. 

Chi-square or Fisher's Exact test was used to compare groups for clinical 
reaction rates. The Mantel-Haenszel test was used when these comparisons 
were stratified on age groups (<12 months, 212 months). 
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ResllllllH of 2 And 3 llllntll Old Infants t.o 
~ilus b COnj1191&a - Nltsser.!I. !llftiMt~ 

OU&er ,_...,.. ""'tetn (IIMUl'J VKCi•. V.I. NaaMI•. It ....... 
L. UlrACS. H. MTntEWS. L. Fl,-Y. P. VlLlA. 111d J. ST.NII. M1CX 
SHMP ' ~ R£SIEMCII 1.MOMTca1Es • ..ST POINT. PA. 

Hb-1111' hu bNn s,_ to ;...,.. 1 ht9'1 anttbody (AIIJ ,........ to 
11b ~••r palysacclllride In ldlalu 111d c:lltldrll'I. ... IICllf rwpart tlll 
,......_ of YQ1N19 tnf•t.s 2 \o 3 -* of •• ti, lllta a IIICCIIUf■I 
i-tu\tca st.ratat, cauld offer o,ti- cml.ral of te dtseue. 
5-JKU WN ghen tm lntr~III' lnjlCttOllS of tlll ,acct• ...,..tad by one -tll. and All respollM i,u -.SUNCt by 
radto,-uuy on Hr& alltat-.d pnt-iattOll (T0 J and a. -tll aftar Hell injecttOll (T 1 , T 2 ). RNc:ttOllS fo1lowt119 17 
injections ..,.. lrild. and lnc:hldad ■inor local erythaallndunt.ion 
(37.911, transiet. fretfulness (.-0.211 and fewer :i:, 31.]•c (2.311. 
lnc:re1se In All _ gem.tric: ...,. titer (Giff) frm T0 \o T 1 -

higblr (pc 0.01) Ulu frm r 1 to r :a <11 • 0.201. Giff at. 
T :a reached a lenl curnntly usoc:iated vitlt pratactt• ( 1.0 
11911111. These results supst tut. Hb-MII' l!IIINrl tolerlllle In 
young infants and induces lenls of All tu&. corNlaw vitll prowc:tton 
aftar tvo doses. 

N 
42 
26 
30 

_All:§!!!_ . 
119'■1 

0.16 
0.72 
1.05 

·· - AIIUlD!J .tloff:_ 
0.15 1.0 

9/41(4611 1/42( 211 
25/Zl(MJ 111121(3111 
3Gl30C1Clll'IJ ll/30( IGIJ 

3.5 
4.7 
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211 CO.Juta&i• of .,.....,u,. l11'1!1fl1H type b (Nib) U411•1ar 
polYNCCMride (PS) to a carrier PN&et• bJ • aNAr•I• 
cawal•& b.- ---• 1•• 111h ,....... 111 tnfuu. 

Y. ! • AIIIIINAI, • L. 1.1.KACS, 11:.1. .... I. ..IIIL, P. P. VILLA, S • 
...... J. TAI, 11:IICI S1IAIP & DIIN usua uas, WIit Point, PA ..... ....,,,.., 

la tM INral , .... ' I uuic .. CICtM , .. tnfuu, NIii PS 
... coaj119&1N "'Ui 11, --••tstflt ,,.., I....-__..,.. praut11 (CWI 
i., tw •tftoda. vacctae A ..._ ,,..,.,. a., a.,Ullf OMP ta ,s "'ta 
........... c Kid, .,_ I 11J a •ltt ... '1 ICNIIN lftftllwi119 cllaical 
... ,flcattOII af PS .... 011' yltldl119 • awalNI 11...-. TM crun1nu 
af Nell ca,aj119&&e w tM cawaleac, ratta of YolCChW I ,,.. 
c:Mr.cterlzul• by dlaic.al ... .,. .... IMICltar ..... de ,......,,..._ 
Ela WICCtN IMS IY&ININ at I "' ,s por -· 111 tnfaau ! 11 
mntas. Anti PS lntibady (Ml wu ........ by rldlai...,....say 111d 
...-crtc .... thtr (G,n') of All IMS ........ prtar to (pN). .... 

After t11e first cciau,1 own. or s....- (past2) t11Jtctt• CN■ ISl. 

ltn■ lts .... displayed '" tlle tale. l11futs 7-11 ■-ltlls aid r'IIIIOflidH 
ta batll HCC1MS II JlldfN by M G"1' 1M IMlwldllal M ?1.0 \19'■1. 

l11f111ts 2-6 -tlls old s ..... a "'"' ...... of res ..... to 2 dales of 
wacctne •• but not to HCCIN A. TMu Nlllltl SllftUl tMt HCctM • 

Is IDN 1 ..... -,. .. ic '" lnf1nts. ... ........ tlllt UIUf'N COHlfllCY 111 

tlle conj1191tl011 of ucchie I Is • Njor c011tr;butary flctar In I ts 
IMIIAl:I- ,_na,utcity. ~ltlwl stllllln "'Ui HCC1M I .... 111 ,,,..,..,. 
Ate Y1cctn1 
(1'1111 

7•11 A 
I 

2-6 A 
I 

prt 
a.IC 
0.13 
0.1' 
0.10 

M GR1'h1t1■I I 
post1 pastz 
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WIit Potnt, PA. 

Conttnuinv Evaluatton of S.f1ty and X-nogenictty 
of ttua,!!tlus b Conjugate - 11. ani?!ittdfs outer ....,.w Protein Yacc:i111 (Hll-40P) V • • AHONKHAI•, 
L.J. LIICACS, H. MTTK&IS, P. VELLA & R.J. GERETY. 
lllrcll Sharp & OOlae . RnNrcll Laboratories, 

HII-MlflP cltntcal trials are conttnutnv wttll 2 lnjecttons gh111 2 mnttls 
apart to Infants below 12 111Dntlls of age and • stnv11 Injection to older 
subjects. RNcttons 111¥1 blln llild In over 2200 doses given to aoout 
1700 subjects and include fever >38.3•c tn 21 ( 1418" tnjectionsl and 
local lnfl ... tton >2.5 C11 In JS (32/964 tnjectton1). c.i,sular 
polys1ccllarldl antibody .. ,ured by radtot-noassay at specified 
per1od1 are sllawn below. 

Antibody 
Giff 

! Yacci!!!!• Witll Anti~ 
SU. 15 1.0 

!!I! i"°• I .l!!!!!.. .J!.. !1111:51~1111 >i Fgld Rist !ms111111 I !g/111 I 
2-6 Pre 149 0.12 40 3 

Post 1 143 3.1 M 100 13 
Post 2 123 5.7 91 99 M 

7-11 Pre 78 0.09 23 3 
Post 1 72 3.6 92 99 85 
Post 2 66 I.I 91 100 92 

12-23 Pre 187 o. 13 - 37 4 
Post 1N 6,0 91 100 90 

24-71 Pre 101 0.29 60 19 
Post 101 15.1 97 100 96 

Postvacctnatton antibody Glffs 111Clldld 1.0 IIICGl•l (protective 
correlat1l tn 111 191 groups includint In IIIDSt (831) fnf1nts vaccinated 
It 2 IIDllttls of age. WI conclude that ~ can induce protective 
l1v1ls of antibody in the 111jority of v1cctnatld Infants by the age of 
4 tmnths. 
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BLACK INFANTS WtlJ LACK KM( 1) IG ALLOTYPE 
SIOI HIGH ANTICAPSUlAR ANTIBODY RESPONSES TO 
H; INFLUENffi B - N. MENINGITIDIS OUTER 

MEMBRANE PROTEIN CONJUGAl VACCINE (H1b PS-<IIP). MS 
Clanton. OM Granoff, B Pilot, JP Pandey. TY Mu,,,t,t! U. Tx 
Southwest•rn Mid. Ctr., .Dallas. TX, Mad. Univ. of S.C., 
Charl•ston, SC, Wash. U., St. Louts, Mo. 

Blacks lacking Ka(l) have a htgh•r ralat1ve risk of 
Nningitis and lower cone. of antibody following 
vaccination w1th plain H1b-PS vacctn• than blacks with the 
1<11(1). Howav■r, 7•17 mo. old blacks lacking Kll(l) had a 
good antibody rasponse to a singl• injection of Hib PS-oMP 
conjugat• vacc1n• (Study fl, J Infect Dis. in press). The 
purpos• of study #2 was to coapara th• raspons•s of 2-5 110 
old black infants given 2 doses of H1b PS-otP. gfven Z 
110. apart. In study #Z, black infants lacking Km(l) had 
higher total antibody responses. IgG responses were not 
significantly different (5.8 vs 3.0 ug/ml. p=0.24). 

Total anti-PS antibody (Geo. Nan, ug/ml) 
Study Km(l) Ng. Mean Ave(mo) Prt PgJt-daJ• fl PgJt-do,112 
1 Pos. 22 11.5 ND 5.0 p> 5 ND 

Neg, 27 11.9 ND 4,1 • NQ 
2 Pos. 10 Z.9 0.10 2.0 p• 09 5.1 p• 03 Ng. 13 2,4 g.12 4,8 • 14,8 • 

Lack of th• KIi( 1) a 11 otype don not corre 1 ate with 1 ower 
total or IgG rasponsu to conjugate vaccine. Infants 
lacking ICll(l). a phenotype associated wfth increased risk 
of meningitis, have c011p1rable or high•r antibody 
raspons•s to 2 doses of conjugate than infants wfth Kll(l). 

01681 
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IMMUNOGENICITY IN INFANTS OF 
HAEMOPHILUS INFLUENZAE TYPE B 
POLYSACCHARIDE IN A CONJUGATE 

VACCINE WlTII NEISSERIA MENINGITIDIS 
OUTER-MEMBRANE PROTEIN 

MENAOIEM S. EINHORN1 GEOFFREY A. WEINBERG1 

EDWIN L ANDERSON2 PAUL D. GRANOFF3 

DAN M. GRANOFF1 

Edward Mallindrrodt IJepartmffll a/ Ptdialria, Wasmn,rcm 
Univtrncy School i,J M~diciM, and DiwiDn of I,rf,aious Diuasu, 

Sr Louis Children's Hospira/, Sr Louis, Missouri, USA/ 
Depan,,,mr of MediciM, Manlrall Urriwnicy-School of Medicw, 
Hunnn,rorr, Wat Virginia;1 and Ba1auia Medical Career, Illif'ois1 

Summary 63 children, aged 2-17 months, were given 
a new conjugate vaccine composed of the 

capsular polysaccharidc of Haemophi'lw injlue'IIZru type b 
linked to a Neisseria meningicidis outer-membrane protein. 
Subjects under 7 months received two injections separated 
by 1 month, and older subjects received either one or twO 

• injections. There were no systemic reactions to this vaccine 
when it was given with aluminium hydroxide. A single 
injection of vaccine was highly immunogcnic; the geometric 
mean scrum anticapsular antibody concentrations before 
immunisation and 1 month later were 0·35 µg/ml and 0·98 
µg/ml for babies of2-3 months, 0· 12 µg/ml and l ·85 µg/ml 
for those of 4-6 months, and 0· 15 µg/ml and 4· l µg/ml for 
those of8- 17 months (p ~.0-003 for each age group). After a 
second injection of vaccine, 80% and 76% of infants of-2-3 
and 4-6 months, respectively, had antibody concentrations 
> l ·0 µg/ml. Most subjects showed evidence of -IgG 
responses as measured by enzyme-linked immunosorbcnt 
assay. 6-12 months after immunisation, scrum antibody 
levels had fallen (p < 0-05) but they remained higher than 
those. of unimmunised controls (p < 0·001 ). 

Introduction 

SERUM antibodies against the capsular polysaccharide of 
Haemophilw influenzae type b confer protection against 
invasive H injlue'IIZru type b discasc. 1.2 In a field study in 

*Presented in pan at the ~th lntcncience Conference on Antimicrobial 
Agcni:s and Oiemothenpy, American Sociecy for Microbiology, 
Minnapolis, Minnesota, September 30, 1985, and the Sociecy for Pediatric 
Research, Washington, DC, May 6, 1986. 

Finland, a caps~ polysaccharidc vaccine was protective in 
children older than 18-23 months,2.l but not in younger 
children. To date, the most successful approach to enhance 
the immunogcnicity of the H injlumzru type b 
polysaccharide is based on the haptcn-carrier concept. 4 In 
animals5 and in human bcings6 the immune response to the 
polysaccharide can be enhanced by covalently coupling it to 
a protein. In contraSt to the plain polysaccharide vaccine, 
H influmzru type b conjugate vaccines elicit booster 
responses of antibody against capsular polysaccharide. 5•7 

Several prototype conjugate vaccines have been reported to 
be immunogcnic in infants as young as 6-7 months. 
However, the responses of infants younger than 6 months to 
one or two injections of vaccine have been meagre. 8•9 Infants 
in this age group account for approximately 20% of cases of 

. H influmz~ type b meningitis in the continental United 
States 10 and for approximately 35-50% of cases in Eskimos 
in Alaska. 11,ll 

A conjugate vaccine composed of the H influenzae type b 
polysaccharide and an outer-membrane protein of N eissn-ia 
meningicidis group B was prepared at Merck Sharp and 
Dohme Rcscarc:h Laboratories, West Point, Pennsylvania. 
Both the coupling method and the protein carrier were 
different from those used to construct other experimental 
conjugate vaccines. The purpose of our study was to 
determine the safety and immunogcnicity of this vaccine in 
children aged 2- 17 months. Preliminary data from animal 
studies suggested that the vaccine was more immunogcnic 
when administered with aluminium hydroxide than with 
saline alone. Therefore, we also compared the clinical and 
serological responses to the vaccine reconstituted with and 
without aluminium hydroxide. 

Padents and Methods 

Vaccine 
The conjugate vaccine consists of the H influmz~ type b capsular 

polysaccharide (molecular weight approximately 500 Kd by gel 
filtration on '0..-4i3 Sepharose') covalently coupled to a 
meningococcal outer-membrane protein. Prc:panrion and 
characterisation of the conjugate have been described elsewhere. 13 

In brief, the solvent dimethylformamide and a column of tetra-n
bucyl-ammonium-'Dowcx-50' were used to form a soluble 
polysaccharide-{butyl), ammonium salt; the polysaccharide was 
then sequentially activ:ated by carbonyl di-imidazole and 1,4-butanc 
diamine; the resulting pendant aminoalkyl groups were then 
bromoacetylated. A 40 Kd outer-membrane protein 14 was purified 
from group B N meningi'naiJ (strain B-11, from Dr M. Anenstcin, 

8502 © The Lancet Ltd, 1986 
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Walter Recd Army Institute ofRescan:h, Washington, DC 15). The 
protein was independently ac:t:ivated with the incroduc:t:ion of 
pendant thiol groups by acylation with N-acctyl-homocysteine 
thiolactone. The activated polysaccharide and outer-membrane 
protein then reacted together to give a covalent conjugate ex>ntaining 
a thioether linkage. This linkage is resistant to acid hydrolysis, so a 
novel ammoadd (S-carboxymethyl homocysteine) is produced by 
acid hydrolysis. Therefore, fonnation of the predicted thioether 
linkage was monitored by the S-carboxymethyl homocysteine 
contmt of the acid hydrolysis digest of the vaccine. . 

Two lots of vaccine were tested. A 0·S ml dose of vaccine from 
lot l (1003/C-L680) amtained 7 µg polysaccharide and 43 µg 
outer-membrane protein; the sm:ne volume of vaccine from lot 2 
(1002/C-L466) contained 10 µg polysaccharide and 62 µg outer
membrane protein. The vaccine passed all safety and toxicity tests 
in animals. The endoroxincontentofboth vaccines was 1-6 µg/ml 

. by Limulus lysate assay. Lot l was also assayed for glucosamine; 16 it 
· was estimated to contain 0·25 µg/ml lipopolysaccharide. Both lots of 
vaccine were provided lyophilised and. were stored at or below 
-40'C. Afr.er rehydration the vaccine was used within 1-4 h. The 
diluenu used contained either sodium chloride or aluminium 
hydroxide; the same diluent was used for all injec:t:ions in a particular 
subject. · 

~ 
The study subjects were: 6 healthy adult volunteers from the staff 

of Washington University; S2 healthy children, 2-17 months old, 
reauited from 'private pr:ictices of paediatricians in St Louis or 
BaClvia; and 11 .healthy children, 2'-6 months old, from private 
practices in Huntington, West Virginia. Of the 63 children, 32 were 
maleand31 female,60whiteand3black.Nosubjecthadahistoryof 
H infl- type b disease. Informed consent was obtained from 
the adults· and from one or both parents of the children. The 
protocol was approved by the IND Branch of the National Center 
for Dn.igs and Biologics (Wlder BB-IND-1966) and local ethical 
axnminees. J 

Subjects were not enrolled if there was any indication of previous 
substantial adverse lffCtions to vaccines or an underlying 
immWJOdeficiency. Other n:asons for exclusion were diphtheria
typhoid-perrussis vaccination in the preceding IO days and a febrile 
illness ( > 37·9'C) in the preceding 1-3 days. 

To verify the safety of lot l, 6 adults were given 0·S ml vaccine 
with aluminium hydroxide by deep intr.imuscular injection into the 
deltoid muscle; no substantial reaaions occurred. The first phase of 
the study in children was designed to compare the safety and 
immwwgmicity of the same lot of vaccine given with either 
aluminium hydroxide or saline. 26 children (2-17 months) were 
randomly assigned to receive vaccine with either aluminium 
hydroxide or saline. Two injections of 0·S ml were given 4 weeks 
apart by deep intramuscular injection into the quadriceps femoris. 
The seoond injec:t:ion was not given if a substantial adverse reaction . 
occurred after the first. Afr.er completion of this phase, it was 
appan:nt that side-effects were more axnmon after saline injections 
than after aluminium hydroxide injec:t:ions (p <0-001). Therefore, 
only vaccine with aluminium hydroxide was used to immunise 26 
other children. Also, because one injec:t:ion of the vaccine was found 
to be highly immunogenic in most older children, only one injec:t:ion 
was given routinely to children older than 8 months. 

11 infanu (2-6 months from West Virginia) were immunised 
with lot 2 by the same protocol, except that the dose was 10 µg 
capsular polysaccharide instead of 7 µg, and all children received 
vaccine suspended in saline. 

Clinical Observations 

At enrolment, a brief medical and immunisation history was 
taken. Before each injec:t:ion the temperature, heart rate, respiratory 
rate, and weight were recorded. The child was observed for 
evidence of an immediate reaction for 15 min after the injec:t:ion. A 
reporting card was given to the parents, who were instructed to 
record the child's axillary temperature and any local or systemic 
=ctions, 4 h, 24 h, 48 h, and 72 h after the injection. In addition, all 
parents were contacted 24 h ~r the injection to ensure that any 
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adverse reactions during that period were reported. Systemic 
=c:t:ion was defined as fever (temperature > 38'C during the 72 h 
after immunisation) or persistent crying for more than I h. Local 
reactions were swelling or redness at the injec:t:ion site ;;i, l ·5 an or 
pain in the leg associated with reduced use of the leg. 

Serology 

Serum samples were obtained before vaccination and I month 
after the first and second injec:t:ions (when applicable). In West 
Virginia, serum samples were obtained before immunisation and I 
month after the sea>ad injec:t:ion. AU samples were assayed at 
Washington University and at Merck Sharp and Dohme Research . 
Labontories. The results from the two laboratories were highly 
ex>rrelated (r=0·9) and only the data from Washington University 
are reported. Total serum antibody against capsular polysaccharide 
was measured by the radioantigen bindinf assay of Kuo et al,17 

except that iodine-125 rather than aitium6• 8 was used 10 label the 
antigen. IgG antibody against capsular polysaccharide was 
measured by enzyme-linked immunosorbent assay (ELISA) with 
the type b Falysaccharide coupled to poly-L-lysine as the antigen on 
the plate. 8 IgG ancbody ex>ncentrations were determined by 
comparing the titration curve of the test serum samples with that 
obtained with the US Bureau of Biologics H influmza.e type b 
immune refermce pool. Undiluted, this reference pool was found to 
have an IaG antibody concentration of 62 µg/ml. All serum samples 
were tested at dilutions of 1/100 or greater, and all samples from 
each subject were assayed together. The sensitivity of the assay was 
approximately 0-4113/ml. 

Statistics 

Srudmt's r test was used to compare the geometric mean 
concentrations of serum antibody between groups given vaccine in 
aluminium hydroxide and vaccine in saline. Ar test (one-tailed) was 
used to compare the geomeaic mean antibody concentrations 
before and after immunisation within a group. Analysis of response 
was done on logarithmically transformed data. A chi-square test was 
used to compare the rates of adverse =c:t:ions in the different 
groups. 

Results 

All 6 adults given vaccine with alwninium hydroxide 
experienced only mild pain and tenderness at the injection 
site. These reactions were greatest 4 h after vaccination and 
resolved gradually within 48 h. 111 doses of vaccine ( 46 
saline, 65 aluminium hydroxide) were given to 63 children 
(24 saline, 39 aluminium hydroxide). The frequency of 
systemic or local reactions was not related to the age of the 
subjects, the number of injections, the vaccine lot, or the 
dose. Therefore, the rates of reaction in all children were 
combined. 10 (22%) injections of vaccine in saline but none 

_ of vaccine with aluminium hydroxide were associated with 
possible advcnc systemic reactions (p < 0·00 I )-fever 
(38·2'-4-0"C) in 8 children and persistent crying for 1-4 h 
in 2 children. The children were also irritable and 3 had 
varying degrees oflocal reaction. In 6 of the 10 children, the 
systemic reactions were noted within 4 h of vaccine 
administration and resolved by approximately 24 h. In the 
other 4 fever began 48 h after injection, without local 
reactions. 2 of these children had evidence of otitis media at 
the time of the fever. · 

Local reactions occurred after 9 injections (8 % ); 7 (15 °-~) 
were associated with vaccine in saline and 2 (3%) with 

· vaccine in alwninium hydroxide (p = 0·02). The 2 reactions 
to vaccine in aluminium hydroxide were very slight 
( l ·5-3·0 cm of erythema or swelling associated with pain or 
tenderness), whereas 2 of the 7 reactions to vaccine in saline 
were more severe (erythema, pain, and swelling in a wide 
area of the thigh above and below the injection site). 

The antibody responses did not differ significantly with 



TiiE LANCET, AUGUST 9, 1986 

e .... 
0 
:t. 

>-
0 
0 
al 
~ z 
"' 
a: 

"' ..I 
::, 
en 
a. 

"' u 
j:: 
z 
"' 

10 

·' 

2-3 month 
09e 9roup 

O. I L----1"-p-r_e.,,u;l&.m~o 2 mo 

SERUM 

4-6 month 
ao• oroup 

Fis 1--Geomcaic mean (SD) senun andc:apeular-polyuccharlde 
andbody levels In 17 infaaa aged 2-3 mondui and 21 infana aged 
4-6 ulonw at Initial Injection. 

vaccine lot or dose or the diluent used so the results ;were 
combined. Subjects aged 8-17 months had high antibody 
responses to one injection of the vaccine. The geomeaic 
mean serum antibody concenuations before immunisation 
and 1 month later were 0· 15 µg/ml and 4-1 µg/ml (p < 0·001 ). 
84% of the 25 subjects had postimmunisation levels of 
antibody against capsular polysaccharide > l ·O µg/ml. In a 
previous study with the plain polysaccharide vaccine19.20 this 
postimmunisation level correlated with protection. 

Fig 1 summarises the antibody responses of the 38 infants, 
aged 2-6 months, who were immunised routinely with two 
injections of conjugate vaccine, separated by a month. In 
this age group, a single injection was also immunogenic. In 
infants aged 2-3 months at first injection there were 
significant rises in antibody levels after both first (from 0·35 
µg/ml to 0·98 µg/ml; p=0·003) and second (to 1·9 µg/ml; 
p = 0·005) injections. In infants aged 4-6 months the rise in 
antibody level after the first injection was significant (from 
0· 12 µg/ml to l ·85 µg/ml; p <0·001) but the rise after the 
second injection (to 3· l µg/ml) was not significant. There 
were no significant differences between the age groups in the 
antibody levels achieved. After two injections, 80% of 
subjects immunised at 2-3 months and 76% of those 
immunised at 4-6 months had serum antibody 
concenuations > 1 ·0 µg/ml. · 

The radioantigen binding assay qieasures all antibody 
(IgM, IgG, and IgA) against the capsular polysaccharide. 
We were interested to see whether the immunised subjects 
showed specific IgG responses, since in vitro in the presence 
of complement, IgG antibody against capsular 
polysaccharide is more opsonic than IgM. 21 .22 IgG antibody 
also persists longer in serum than IgM and, therefore, is 
likely to confer longer-lasting protection. Infants 2-3 and 
4-6 months ofage showed significant (p < 0·0 1) increases in 
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IgG ANTICAPStJLAR ANTIBODY RESPONSES OF IMMUNISED 

O{ILOREN BY ELISA 

Gcomccric mean (µg/ml) 

I mo after % with 
Before second .. !WO-

Age No tested immunisation injection fold rise 

2-3mo 15 <0·4 0-88 54 
4-6mo 21 <0·4 208 76 

IgG antibody 1 month after the second injection (table). The 
geomeaic mean postimmunisation antibody level was 
significantly higher in the 4-6-month-olds than in the 
younger babies (p = 0·02). 54% of the younger babies and 
76% of the older ones showed greater than two-fold 
increases in antibody. However, this is a minimum estimate 

. of response, particularly in the younger age group. For 
example, 3 infants had high antibody levels before 
immunisation (reflecting maternal antibody). The antibody 
levels in these infants increased after immunisation but did 
not show a two-fold rise. (In the absence of immunisation, 
the levels would probably have declined.) 

To date, serum samples have been obtained 6-12 
months (mean± SD = 7 · 3 ± l ·8) after the last injection of 
vaccine from 31 children. The antibody concenuations · in 
these samples are shown in fig 2. The geometric means of the 
serum antibody levels declined significantly during the 
follow-up period (p < 0-05), from l ·8 µg/ml to 0·8 µg/ml in 
infants immunised at 2-6 months and from 4·9 µg/ml to 1 ·0 
µg/ml in those immunised at 8-17 months. Nevertheless, 
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Fig 2-5enam anticapsular-polysaccharide antibody concentra
tions 6-12 months after immunisation. 
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the levels at follow-up were significandy higher than those of 
67 unimmunised children23 of comparable age (p:.; 0·001 ). 

Discussion 

This conjugate vaccine, when administered with 
aluminium hydroxide, was well tolerated in both adults and 
infants. No systemic reactions were observed and slight local 
reactions occurred with only 3% of injections. In contrast, 
when the vaccine was given in saline alone reactions, both 
systemic and local, were frequent. The lower reaction rate 
with aluminium hydroxide may result from slower systemic 
release of vaccine adsorbed to aluminium hydroxide. 

The vaccine was highly immunogenic, even in infants of 
2-6 months. After one injection, the geometric mean 
increase in antibody concentration in infants of 2-6 months 
was 7·2 fold (p <0·001), and two-thirds of subjects showed 
serum antibody levels > 1 µg/ml. In contrast, in previous 
trials with other H injluenz~ type b conjugate vaccines, 
infants of this age showed either a fall or no significant rise in 
total serum antibody levels after one or two injections of 
vaccine. 8.9 It is unlikely that the different results reflect 
differences in the assays between laboratories. Our results 
are based on two different assays and comparable results 
were obtained independently with the same samples at 

~ Merck Sharp and Dohme Laboratories. The greater 
antibody responses of the infants in our study may relate to 
the vaccine's carrier protein, a group-B m.eningococcal 
outer-membrane protein containing a small amount of 
· endotoxin, or to the novel method used for coupling the 
polysaccharide to the protein. 

The presence of high levels of maternal antibody in very 
young infants did not prevent a strong response to the 
vaccine. However, in babies aged 2-3 months there was a 
trend towards an inverse correlation between antibody 
levels before and after immunisation (r = - 0·47, p = 0·08). 
There were no significant differences in the responses of 
infants immunised with two different lots of vaccine at 
slightly different doses (postimmunisation geometric means 
of 2·4 µg/ml and 2·8 µg/ml in infants immunised at 2-6 
months of age in St Louis and West Virginia, respectively). 
We have also tested a third lot of vaccine in approximately 80 
subjects (2-17 months) and have observed comparable 
immunogenicity and low reactivity (unpublished). · 

Much evidence indicates that serum antibody against 
the capsular polysaccharide protects against invasive 
H injlumz~ type b disease. 2.J However, the precise level of 
antibody .required to confer · protection is not known. 
Previous estimates of 0· 15 µg/ml of antibody after 
immunisation are probably too low and a concentration as 
high as l ·O µg/ml may be required. 19.20 Furthermore, the 
contributions of other immunological mechanisms to 
protection of infants are not well understood. These 
questions are particularly relevant for the children who 
show a fall in serum antibody levels in the 6-12 months 
after immunisation (fig 2). A study with another 
H influenz~ type b conjugate vaccine showed that children 
primed with conjugate vaccine had higher responses to a 
subsequent injection of conventional H influenz~ 
polysaccharide vaccine than children who had not received 
conjugate vaccine.9 We have made similar observations in 
children primed with the polysaccharide/outer-membrane
protein vaccine (unpublished). Thus, some immunised 
children may remain protected against disease, even in the 
face of declining serum antibodies, as a result of 
immunological priming. 
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Preliminary data indicate that the antibody produced by 
immunisation of our subjects with the polysaccharide/ 
outer-membrane-protein conjugate vaccine activates 
complement-mediated bactericidal activity in vitro and 
confers protection · against bacteraemia in infant rats 
(unpublished, Merck Sharp and Dohme Research 
Laboratories). These data suggest that the antibody elicited 
by the vaccine is biologically active and that the antigenic 
activity of the polysaccharide was preserved during_ coupling 
to the protein. 
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ABSTRACT Submitted to The American Pediatric Society 1988 

ANTIBODY RESPONSES OF VACCINE FAILURE (VF) PATIENTS REIMMUNIZED WITH 
HAEMOPHILUS INFLUENZAE TYPE b POLYSACCRARIDE (RIB PS) OR RIB-PS 
MENINGOCOCCAL OUTER MEMBRANE PROTEIN (OMP) CONJUGATE VACCINE. D. M. 
Granoff, A. Chacko, K. Lottenbach, & K. Sheetz, Washington University 
School ofMedicine, St. Louis, Mo. 63ITO. 

Children who develop invasive Hib disease despite previous vaccination with 
Hib PS vaccine (i.e. VF) have impaired serum anticapsular antibody 
responses following recovery from disease (NEJM 315:1584, 1986). 30 VF 
patients with <2.0 ug/ml of anti-Rib PS antibody in convalescent sera were 
enrolled in a trial comparing the immunogenicity of Hib PS vaccine to that 
of Hib PS-OMP conjugate vaccine. Subjects were reimmunized 2 to 26 months 
after onset of disease (Mean•ll.S mos), Results are available from 26 
subjects. 

Geo. mean antibodI, us/ml 
Hib No. Mean Age Pre Post 

Vaccine Tested (mos) Total Total IgG IsGl IsG2 
PS 16 44 0.3 0.7 <l.O <0.5 <0.3 

PS-OMP 10 45 0.3 13.2 6.0 3.3 0.5 

VF subjects given conjugate showed significantly higher geometric mean 
total, IgG and IgGl responses, than those given PS (p<.002). The 
predominant IgG isotype evoked by the conjugate was IgGl. Only 5 of 16 
(311.) subjects given Rib PS developed total serum antibody >lug/ml 
compared to 10 of 10 given conjugate (p<0,002). To date, 5 subjects with 
<lug/ml antibody after reimmunization with PS were given conjugate and all 
developed antibody >4.6 ug/ml. Thus, VF children with low serum levels of 
anti-Hib PS antibody have impaired antibody responses to reimmunization 
with Rib PS vaccine but develop high antibody responses to this Rib 
conjugate vaccine. Therefore, this conjugate is not only immunogenic in 
infants, but also in older children who may fail to respond to Hib PS 
vaccine because of genetic or other causes. 
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Protective Activity aga;nst Ha,:i:hilus in
flutnzH Type b (Hib) of Hunan era from-
Recfpfents of Different Hib Vaccines. K. s. 

KIM.* J. S. SCHOETTlER. J. K. HONG and D. C. HEINER. 
Childl"9nS Hospitll of Los Angeles, CA. and ... rbor-UCLA 
Mtdical Center. Tomnce, CA. 

Wt evaluated and C0111Plred the protective activity 
against Hib of sera fraa 13 children. 3 of wholll were inmu
nized with polyribosylribitol phosphate(PRP). 4 with PAP 
conjugatad ta dipthtria taxoid(PRP-D). and 6 with PRP con
jugated to outer llllll'Drlnt protein of N. 111111ing1ti dis (PRP
IJ4P). Eich sera WIS 1cain1sttred intr1peritonnlly to 5-
dly-old rats. followd by subcutaneous inoculation of Hib 
str1in Eagan. The dOse of PRP antibody required to prevent 
Hib blcttrNia 1nd/or 1111ningitis in 501 of rats v1ritd 
widely 1nd did not corl"91ate with total PRP antibody: 140-
347 ng/ 10 911 of wt for sere of PRP rec;pients. 13-916 ng/ 10 
gm of wt for sera of PRP-0 recipients and 32- > 121 ng/ 10 911 
of wt for sera of PRP-IJ4P recipients. Analysis of PRP anti
bodies of IgM. IgG and IgG subclasses suggested that high 
I~ ind higtl JgG 1ntibodies were associated with greater 
activity. No single IgG subclass response WIS consistently 
prottcthe. but I drop in protection WIS associated with low 
antibodies of two or nmN IgG subclasses. High IgM antibody 
alone did not coapensatt for low levels of c-, or more IgG 
subclass antibodies. Thus. full protective activity cannot 
bt expected .tten there IN low levels of PRP antibody of 2 
or ll'IDN of the heavy chain genotypes tested (IgM, IgG 1-4). 



lmmunogenicity of Haemophilus influenzae 
Type b Polysaccharide-Neisseria meningitldls 
Outer. Membrane Protein Conjugate Vaccine in 
2- to &-Month-Old Infants 

Allen A. Lenoir, MD, Paul D. Granotf, MD, and Dan M. Granoft, MD 

From the Edward Mallinckrodt Department of Pedllllra, Wahington University School ol 
Medicine, St Louis. MO: the Dlviaion ol lnfectioua o;s .... Children's Hospital, St t.ouia; 
and the Batavia Medical c.m.,, Batavia. Ul/nois 

ABSTAACT. Fifty inianta, 2 to 6 montba of ap, were 
vaccinatad with Humopiulua i.n{Iu.rwx type b capawar 
polysaccbaride covalently linked to an outer membrane 
protein from Nei.-ria meninfitidia group B. Subjecta 
were given two injectiom and were randomly auiped to 
receive the injec:iiom yparated by 1 or 2 month&. Each 
doae contained 15 14 of polyuccharide and 51 14 of 
protein. or approzimately twice tha amount of polyuc
charide u uaeci in our previous trial (.L.atac 1986;2:299). 
Feven of 38.o• to 38.S"C dawloped in three infanca (6") · 
within 24 boun after vaccination. but thare .. re no otbar 
notable reactioDL FollowiDs om injection. tha pomecric 
mean antibody concentration iDc:reMed from 0.13 '4/mL 
in preimmune serum to 1.50 111/mL in MNID obtained 1 
to 2 montba lacer (P < .001). Alwr a NCODd injection, 
there wu a further increa.t in serum ancibody (pomecric 
mean • 3.11 14/mL. P < .007). The pomecric man 
antibody concentracion of the group reimmuaiad 2 
montba after the tint injection wu bipr tba that in 
the group reimmunized after 1 mont.h (3.95 u 2.32 Ill/ 
mL. P • .05, by aulysia of covariance witb ... u cbe 
covariant). Tb ... data confirm our pnvioua preliminary 
obMrvatiom on the safety and immunopnicity of tbia 
new conjugate vaccine in iDf.aDCI 2 to 6 IDODtba of ap. 
The data suant that a 2-mont.h intierval betwwn cbe 
first and aecond injec:tiom raulta in bipar lewis of 
serum antibody than a 1-mont.h interval. · P«Jiatria 
1987:80:283-287; ~~type b, conju
gau uoccw, Neia.ria nwrun,itidia. in{anL 

Haemophilw ir,fluenzac type b ia the leading 
cause of bacterial meningitia in the United Stat& 1 

The organism is also an important cauae of other 

Received for publication Dec 26, 1986: acapced Ju 26. 1987. 
Reprint requNY to ID.M.G.I Divilion of lnlec:tioul D~ 
Children'■ Hoapiw, 400 S JCinpbist,-y Blvd, St Lowa, MO 
63110. 
PEDIATRICS (ISSN 0031 -4006). Copyrisbt C 1987 by tbe 
American Academy of Pediacnca. 

serious infections such u bacteremia. epiglottitia, 
cellulitil, and aeptic arthritis. In 1985, a HMmoph
ilw vaccine consisting of the purified type b cap
sular polyuccharide wu licemed for UM in the 
United States. Sued on an efficacy study done in 
Finland. thia vaccine wu not effective in children 
younger than 18 to 24 montba.u In the United 
Statea. approzimateiy 80% of cuea of invuive Ha
mophilu., diNue occur in children younger than 24 
month.I of ap. • Therefore, a more immunogenic 
vaccine is needed for children in this younpr ap 
sroul). 

Although poorly undemood. failure of the type b 
poiysaccharide to be immunogenic in young chil
dren bu been attributed to delayed maturation of 
immune respoDIN to certain thymic-independent 
antipm. u In contrast, infanta show high serum 
antibody respoDIN to vaccination with many pro
tein antigens that are clauified aa thymic-depend
ent antipm. 7.1 Studiel have shown that conjuga
tion of a poiyuccharide with a protein carrier in
creuea the immunopnicity of the polyuccharide, 
pouibly by conferring thymic-dependent propertia 
to the polyuccharide.' Thne obeervationa led to 
the development of several Haemophilua type b 
polysaccharide-protein conjugate vaccines which 
an currently under clinical investigation in in• 
fanta.l►lJ 

We have reported preliminary data on the safety 
and immunogenicity of a vaccine composed of the 
type b capsular polyuccharide covalently coupled 
to a Neiueria menin,itidu group B outer membrane 
protein by a novel thioether linkage.13.14 A single 
injection of this vaccine wu immunogenic in the 
majority of 2- to 6-month-old infants. However, the 
antibody respoDllt to a second injection were var-
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iable, with leu than half of the 1ubjecta 1howing a 
significant increue in antibody.13 In our previous 
study the infanta received two injectiona of vaccine 
sep~ted by 1 month. Recent data from a pnlim• 
inary study of childnn vaccinated with another 
conjugate vaccine auaest that increasing the inter
val between injectiona ma,r enhance the antibody 
respome to the ,boolt.er injec:tion.12 In the pnaent 

. study, in an effort to increue immunopnicity of 
the boolter injection, we compared the antibody 
responses of children revaccinated at l• u 2-month 
intervala followinl their primary vaccination. The 
longer interval allo bad the addad advantap of 
better conforming to currently recommended im
munization schedulel. We allo evaluated the uu of 
a new lot of vaccine at a higher dole, ie, 15 ~ of 
polysaccharide combined with 51 ~ of protein in
stead of 7 4 of polyaaccbaride combined with 43 
,.,.g of protein u used previously. 

PATIENTS AND METHODS 

Study Population 

Healthy childnn wen recruited from pediatric 
practices and clinicl in Miaouri and Dlinoia. In
formed panntal coment wu obtained. and 54 chil
dren, 2 to 6 montha of age, wen enrolled. A brief 
hiatory and physical ·-xamination wen performed 
prior to each inmmni:ration. Cbildnn wen escluded 
if there wu a hiatory of a aerioul reaction to any 
previous vaccination or if then wu a IUll)icion of 
underlying immunodeficiency. Vaccination wu de
femd if then wu a hiltory of fever within the 
previous 72 houn or if the child bad received any 
other vaccine within the previoua week. 

Parenti wen pven thermomeien and nport 
cards and were uud to record uillary tempera
tures four houn after vaccination and once daily 
for the next three days. They al.lo wen uked to 
note any reactiona, local or ayltemi&:, that they 
believed might be attributable to the vaccine. The 
parents wen inltructed to notify one of the atudy 
physiciana for any uillary temperature i!!:38•C or 
for any other pouible ruction of concern. 

Vaccinatton 

The vaccine WU 1tored frozen at -1o·c. After 
reconstitution with saline containing alum (lot 
1015), each 0.5-mL dole ofvaccine contained 15 ~ 
of type b cap1ular polysaccharide and 51 ~ men
ingococcal group B outer membrane protein. The 
vaccine wu kept at 4•C and used within four houn 
after reconstitution. 

The children were pven two IM injections of H 
in{Zu.nzae type b conjugate vaccine (lot 1018, Merck 
Sharp and Dohme). On entry into the study, the 
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subject& wen asaigned consecutive numben. Those 
in group 1 (odd numben) received their second 
injection 1 month after the fint injection. Subjecta 
auign.ed to group 2 (even numben) wen pven the 
two injectiom aeparated by 2 montha. .... ,. 

Total antibody to H in,flu.nzu type b capsular 
polyaaccharide wu measured by radioantipn bind
ing auay on aerum samples obtained prior to both 
injectiona and 1 month after the second injection. 
The auay wu performed u pnvioualy delcribed 
by Kuo et al, 111 with the ezception that 1211-eztrim• 
ically labeled antigen wu used inatead of 'H-labeled 
antigen. 11 Pre- and postimmuni2ation sera from 
each child wen meuwed in the same uuy, and 
each auay contained samples from children U• 

signed to both ~tlllent groups. In addition, 36 
samples wen auayed on more than one occuion. 
The mean : SD percentap variation from the 
averap value for each sample wu 10. 7 : 10.2. 

S1atldcalAnalyMe 

Statistical analysis wu performed uam, SAS and 
RSl 10ftwan on a VAX 11/785 computtr (Digital 
Equipment Co, Marlboro, MA). Witbin a poup, a 
paind t tat wu used to compare the pometric 
mean antibody concentratiom in aera befon and 
after immunizationa, with each child HfflDI u hie 
or her own control. Although subjec:ta wen ran
domly uaigned to the two interval poupa, analysis 
indicated a chance diffennce in mean ap between 
them. Even if their mean ages bad been identical 
at the time of the initial immunization, ace at 
reimmun.ization and length of interval are necea
sarily comfounded becaUle infanta nimmunized 
after an interval of 2 months will be slightly older 
than infanta reimmunized after an interval of only 
1 month. Thua, for the compariaon of the pometric 
mean antibody concentrationa, age wu used u a 
covariate in the one-way analysis of variance. In 
thia analyaia, age, however important. a can be 
thought of u a "nuiaance" variable. >rcor;dingly, 
ita linear effect on the mean log antibody eoncen
tratiom wu removed prior to the comparilon. Also, 
because of the previous data suggesting that a 
longer interval between injection& wu auociated 
with higher antibody nspomes, 12 a one-tailed test 
wu used for comparison of the geometric mean 
responaes of the two group, to the second injection. 

RESULTS. 

Chllrad8ristlca of the Study Graupa 

Fifty-four 1ubject1 wen enrolled in the study. 
The mean age at the time of the fint injection wu 



TABLE 1. Chancterilticl of'Study Groupe• 

Cbanccarilcic All l·Mo 2-Mo 
tntal'ftl 
a.&... 
llljlctiom 
(D • 28) 

Ap (mean mo : SD) 
Dose 1 
DoN2 

No. (%) boya 
No. ( % ) white race 

Childrn lll...t 
(11•64) a.c

llljectiom 
!n • 241 

3.6 : 1.5 3.2 : 1.3 U : 1.6 
• 5.1 ± 1.8 4.2 : 1.3 6.1 ± 1.6 

33 (63) 17 (71) 16 (62) 
43 (80) 19 (79) 22 (85) 

• Four children, thne in tbe l•month interval poup 
(group 1) and one in the 2-month interval poup (poup 
2), were euluded for~ of comparilon of the 
rnpoDMI of the two treatment poupa. The mean ap of 
poup 2 wu older tban that of group 1 (P s .04 for fiffl 
injection: P < .001 for NCODd injecaon). Then wen no 
sipific:ant difference9 in tbe perceniape for 1ft or nee 
iD the two groupa (P > .10 by F"llher euct teae). 

3.6 months (Table 1). Initially, 27 children were 
uaigned to group 1 to be revaccinated after 1 month 
and 27 were auign.ed to group 2 to be revaccinated 
after 2 months. HoweYer, for comparilon of the 
antibody respomea of the two groups, data from 
four children wen escluded. Two were aubjecta 
uaigned to group 1 wbo did not return for the 
second injection. A third child auigned to group 1 
wu revaccinated but not within tbe appointed time 
period. One child Uliped to group 2 did not receive 
a second doae became a fever developed (38.S•C) 
12 hours after the tint injection of vaccine. By 
chance, the infanta fflm•ining in group 1 wen 
younger at entry into the atudy than thole in poop 
2, with mean aps of 3.2 u 4.1 months (Table 1). 
The two different doainc interftla aleo rwulted in 
an incnue in thia ap difference at the time of the 
second injection ( 4.2 u 6.1 montbl). In eddition to 
age, then wen no other siplific,.nt diffenncea in 
the characteriaticl of the two tnatment group&. Al 
summarized in Table 1, then wen more boys than 
girla and more white than black children enrolled 
in both groups. 

ReKtlona to Vacc:a•llan 

A total of 105 injectiom wen given to the 54 
children. Local rNCtiom, defined u- erytbema or 
induration 2:2 cm at the injection site, wen re
ported after four of 54 initial doees (7.4%) and two 
of 51 second doaes (3.9% ). The larpet local reaction 
wu 5 cm of induration. Five pouible systemic 
reactions wen reported. A tempereture elevation 
to 38.S"C occurred in one child 12 houn after 
vaccination. This child wu reeumined. evidence 
of acute otitis media found. and the fever reeolved 
promptly with antibiotic therapy. Two other chil
dren bad isolated temperature elevatiom to 38.o•c, 
one at 4 houn and the other at 24 houn after tbe 

second injectiona. Two other children bad pouible 
systemic reactiom without fever. In one. mild nau1 
congestion occurred on the day of initial immuni
zation and then resolved within 72 hours. In the 
second child. mild diarrhea occurred 48 hours after 
the second injection but resolved after 1 week. 

Antibody RffPOIIW 

Serum samplN wen obtained from 4 7 children 
prior to the initial immunization. from 49 children 
1 to 2 montha after the fint dose and from 51 
children 1 month after the second dose. The geo
metric mean antibody concentration in preimmun
ization Nra wu 0.13 p,gjmL. increuing to 1.50 I'll 
mL in sera obtained after the fint doae ( P < .001) 
and 3.11 p,g/mL after the second doae (P < .007). 
After the tint injection. 64 % of the samples m ... 
sured contained antibody concentration, > 1 I'll 
mL In the Finnilh trial, in which conventional 
polyuccharide vaccine wu tested. antibody COD• 

centratiom > 1.0 "'/mL in poatimmunization sera 
correlated with protection from diaeue. 11 In the 
pneent study, after a second doae of vaccine, 88" 
of the children bad levels greater than thie concen• 
tration. 

The pnsent data confirm our previous obsena
tiom that infanta vaccinated u young u 2 to 3 
months of age can make high serum antibody re
spomea to H•mophilus type b polyaaccbaride. For 
eumple, in the pneent study, there wen 29 sub
jecta vaccin•ted initially at 2 to 3 montha of ap. 
After one injection. ten of 26 (38%) tested achieved 
antibody levels > 1 p,g/mL. The serum antibody 
concentratiom of the infanta wbo failed to achiew 
thia level ranged from 0.16 to 0.98 p,g/rAL (geomet• 
ric mean• 0.58 p,g/rAL). After a aecond injection. 
21 of 28 (75%) children enrolled at 2 to 3 months 
of ap and nvaccinated 1 or 2 months later achieved 
levels > 1 p,g/mL. Thia group included ten of 15 
teated (67%) who bad not achieved thia concentra
tion after the fint injection. 

The pometric mean serum antibody concentra
tion■ before and after immunization of the childral 
reimmunized after l• or 2•month intervala after the 
tint injection an summarized in Table 2. Shown 
are the leut aquare values, that ia, the geometric 
mum of each group have been age adjusted by 
analY1ia of covariance to correct for the older ages 
of the subjects in group 2 at the time of the first 
and aecond injectiom. 

Prior to tba fint injection. there were no signifi• 
cant differences in the geometric mean antibody 
concentratiom in the two groups (0.14 and 0.11 I'll 
mL, P • .49). After the tint vaccination. both 
group■ showed approzimately tenfold increuea in 
pometric mean antibody, and there wu no signif-
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TABLE 2. Serum Anticapaular Antibody RNponw in Children 2 to 6 Mont.hi of A.- lmmuniad With Haonopi,ilu, 
in/lwnzm Type b Polyuceharide-Outer Membnne Protein Conjupt,e V ac:ciDe• 

Group lat.ftftl ~t AftaFintbt;..:uc,ni AJw Second lnjectioaf ~=o G..omacric Man Geommic Mun 
lDjlctiaDa Mun Lor .. : SEM Mun I.as.: SEM 

GeolDIIClic Mea 
Mau Lor•: SEM 

(,c/mL) (,c/mLI (,c/mLI 

1 
2 

f 1 
2 

0.14 
0.11 . 

-0.77 :t 0.12 
-1.00:0.10 

1.71 
1.28 

0.23 :t 0.10 
0.11 :t 0.10 

2.32 
3.95 

0.37 :t 0.10 
0.60 :0.09 

• Shown are least aquan valma. ie, the geometric mun antibody lewla have been adjuned by analysia of covariance 
to cornet for the diffennt .,.. of the poupa at the time of uch injec:tion. 
t P • .49, two-tailed t test. 
t P • .31, two-tailed t test. 
§ P • .05, one-tailed t test. 

icant difference between the geometric mean con
centrations (P • .37). Following the aecond injec
tion, there were further •ipJificant increues in 
antibody in both groupa (P s .007). However, the 
geometric mean antibody concentration wu higher 
in the group revaccinated 2 month.a after the first 
injection than in the group revaccinated after a 1-
month interval (3.95 11 2.32 ,ic/mL; P • .05). If one 
compares the geometric means of the raw data (ie, 
not adjusted for ap difference), the hisher re
spomea of the group vaccinated after 2 mont.ha are 
even more apparent (4.4811 2.02 "1/mL. P • .01). 

DISCUSSION 

In the present study, the H in{llll!nzae type b 
polysaccharide-outer membrane protein conjugate 
vaccine wu well tolerated. Only aiz minor local 
reactions occuned following 105 injectiom. and 
fever wu noted following only three injections. 
These obMrvatiom are similar to those reported by 
ua previoualy in children vaccinated with a lower 
dose of vaccine (7 11 15 ,,.g of polyuccharide and 43 
11 51 ,,.g of protein).1a Thus, although different lots 
of vaccine were uaed in the two studies, increuing 
the dose in the pNNnt study wu not auociated 
with an increued rate of advene reactioDL 

Anderson et al12 oblerved higher antibody re
sponaea in aubjecta vaccinated with a Haemophilu.s 
type b oligouccharide-protein conjugate vaccine at 
9 to 15 month.a of ap when the second injection 
wu given 6 to U weelra after the primary immu
nization, compared with an interval of 2 to 4 weeu. 
Therefore, we uaed a one-tailed t teat to evaluate 
the hypothesis that a lonpr interval between injec
tions (2 11 1 month) would result in higher antibody 
responses in our subjects. Indeed, infants pven a 
second injection after a 2-month interval made 
nearly twice as much antibody aa thoae reinjected 
after 1 month, and the difference wu significant 
after statistical correction for the older ape of the 
group reinjected at 2 months (P • .05, Table 2). 

In summary, the combined results from our pre-

211 HAEMOPHILUS CONJUGATE VACCINE 

vioua and pre1ent studies indicate that this new H 
~ type b polyuccbaride-outer membrane 
protein conjugate vaccine ia safe and immunopnic 
in infanta u younc u 2 mont.ha of ap. A doae 
containing between 7 and 15 ,,.g of polysaccbaride 
ia in a highly immunopnic range. In infanta vac
cinated at 2 to 6 month.a of age, 2 months between 
injections rnulta in higher antibody respoDIN than 
a I-month interval. Recent data from our labora
tory alao lugnt that vaccination of i.nfanta at 2 to 
6 month.a of age with this conjugate vaccine remits 
in immunologic priming such that hish serum Ha.
mophilu, polyuccbaride antibody respomes are ob
aerved when the children are revaccinated 10 to 15 
month.a later with either the polyaaccharide outer 
membrane protein conjugate vaccine or conven
tional type b polyuccharide vaccine.11 TheN re
aulta are encourqinr and augpst that complete 
protection apimt H in{llll!nzM type b diaeue may 
be conferred by u few u two injections of conjupte 
vaccine pven at 2 to 6 month& of age with a booster 
injection of conjugate or conventional vaccine pwn 
in the second year of life. However, questions that 
remain to be answered include the immunopnicity 
and safety of this conjupte vaccine when pven 
concurrently with diphtheria-tetanua-pertuuia and 
oral polio vaccines at 2 to 6 mont.ha of ap and the 
optimal interval between the first series of two 
injections. and aublequent booster immunizlnian 
with conjupte or conventional polyuccharide vac
cine. Finally, a large scale clinical trial will be 
needed to addreu the question of vaccine efficacy 
(prevention of diaeue) and safety; 
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Antibody Responses of Black Children to Haemophilus influenr.ae 
Type b Polysaccharide-Neisseria meningitidis Outer-Membrane 
Protein Conjugate Vaccine in Relation to the Km(l) Allotype 

Evidence is accumulating that genetic factors may play 
a role in regulating immune responses to certain bacterial 
polysaccharides and may affect susceptibility to bacterial 
infections (1-3). For example, we found that black chil
dren positive for the Km(!) immunoglobulin allotype have 
a lower relative risk of developing haemophilus meningi
tis [I) and have higher responses of lgG antibody to Hae
mophi/us•influem:.ae type b (Hib) polysaccharide (Hib PS) 
vaccine than do those who are negative for this allotype 
[I, 2). 

Several new Hib PS-protein conjugate vaccines have 
been tested and have been shown to be more immunogenic 
in experimental animals and human infants than conven• 
tional Hib PS vaccine. Furthermore, repeated injections 
of conjugate vaccines elicit booster antibody responses and 
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prime human infants for an anamnestic lgG response to 
a subsequent injection of conventional Hib PS vaccine (4, 
5). Studies in experimental animals suggest that alteration 
of the presentation of an antigen can affect immune re
sponses such 1hat genetic nonresponders can be made to 
respond to a given antigen (6). The purpose of the present 
study was to determine whether the previously observed 
allotype-associated differences in the antibody responses 
of black children immunized with Hib PS vaccine are also 
present in subjects immunized with Hib PS covalently cou• 
pied to a protein carrier. In addition, we analyzed the an
tibody responses with respect to Km(I) allotype in chil
dren receiving a booster injection of conventional Hib PS 
vaccine six to IS months after priming with conjugate 
vaccine. 

Subjects and Methods 

The conjugate vaccine, prepared by Merck Sharp & Dohme 
Research Laboratories (West Point, Pa), consisted of Hib 
PS covalently coupled to a partially purified outer
membrane protein from group B Neisseria meningitidis. 
In recent studies, this conjugate has been shown to be im
munogenic in infants as young as two to three months of 
age (7) and to prime infants for an anamnestic IgG anti
body response to a booster injection with either conven
tional Hib PS vaccine or conjugate vaccine (5). 

In the present study, 49 healthy black children seven to 
17 months of age (mean ± SD, 11.7 mo ± 3.1 mo) were 
recruited from pediatric clinics and private practices in Mis
souri. The children received one im injection of 0.3 mL 
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Table 1. Serum antibody response to capsular antigen of black children, in relation to Km(I) allotype. 

Vaccination, Km(!) Total, before 
allotype, mean age (n) vaccination 

Primary immunization• 
Positive, 11.S mo (22) ND 
Negative, 11 .9 mo (27) ND 

Booster immunization t 
Positive, 18.7 mo (10) 1.72 
Negative, 19.7 mo (17) 1.66 

NOTE. ND, not done. 
• Children received conjugate vaccine. 
t Children received Hib PS vaccine. 

of vaccine lot 1018 containing 7 µg of Hib PS and 23.5 
µg of N. meningitidis group B outer-membrane protein. 
The vaccine was stored frozen at - 70 C. After reconsti
tution, the vials were kept at 4 C and were used within 4 h. 

Twenty-seven of the 49 subjects were given booster in
jections of conventional Hib PS vaccine six to 11 months 
after priming with conjugate. Selection of these subjects 
was based on their willingness to participate. The conven
tional Hib PS vaccine used for the booster injection was 
prepared by Praxis Biologics (Rochester, NY) and was pur
chased from Mead Johnson (Evansville, Ind). Each 0.5-
mL dose contained 25 µg of PS. 

Total levels of antibody to Hib PS were measured by 
a radioantigen binding assay [2) in serum obtained one 
month after vaccination. lgG antibody to Hib PS was mea
sured by an ELISA done as previously described [2, 8]. 
In previous studies, we found that black children with the 
Km(l) allotype have similar serum concentrations of lgGI 
but higher total lgG2 concentrations than do children who 
are negative for this allotype (2, 9]. Therefore, in the pres
ent study, we also compared the lgG2-specific capsular 
antibody responses of the vaccinees. Levels of lgG2 anti
body to the type b polysaccharide were measured by ELISA 
as previously described [8], except that in the present study 
we used a murine monoclonal antibody (HP6014; ICN lm
munobiologics, Lisle, Ill) rather than a polyclonal mon
key antiserum. Because the monoclonal antibody was 
available as ascites, we used a biotin-conjugated goat an
tibody to mouse lgG (Tago, Burlingame, Calif) to detect 
binding of the monoclonal antibody. This goat antiserum 
had been adsorbed with human lgG to remove reactivity. 
Quantitation of antibody by ELISA was accomplished by 
comparing the titration curves of test sera with those ob
tained for the Hib adult immune reference serum (U.S. 
Office of Biologics, Bethesda, Md) (8]. 

Km(I) allotype status was determined by HA I on coded 
samples as previously described [2). Allotype determina
tions were done on serum samples obtained from subjects 

Geometric mean titer of antibody (µg/mL) 

I Mo after vaccination 

Total lgG lgG2 

s.o 2.1 0.19 
4.1 2.1 0.18 

70.1 54.4 3.0 
76.9 S2.8 8.0 

seven months of age or older to avoid interference by 
maternal antibody. 

Statistical analysis was performed by using SAS and RSI 
software on a VAX 11/785 computer (Digital Equipment, 
Marlboro, Mass). Because age can affect antibody response 
to immunization, we used analysis of covariance, with age 
as the covariate, to compare the geometric mean antibody 
concentrations for the different groups stratified by allo
type status. To analyze the booster responses with respect 
to allotype status, we used age, antibody concentration 
prior to boosting, and the interval between priming and 
boosting as covariates in a multivariate analysis, because 
all three variables were found to have a significant effect 
(P < .10) on the booster response in a univariate analysis. 

Results 

Table I summarizes the antibody responses of the children 
to Hib PS with respect to their Km(I) allotype status. Af
ter primary immunization with the conjugate vaccine, there 
were no significant differences between the geometric 
means of the concentrations of total, lgG, or lgG2 capsu
lar antibody in postimmunization sera from children posi
tive for Km(I) and those from children who were negative 
for this allotype (P > .5 for each comparison). Twenty
one (950fo) of the 22 Km(l)-positive children, compared 
with 23 (85%) cf 27 Km(l)-negative children, had total 
antibody levels >LO µg/mL (P = .36, by Fisher's exact 
test); 18 (82%) of 22 Km(l)-positive children, compared 
with 17 (63%) of 27 Km(l)-negative children, achieved lev
els of >2.0 µg/mL (P = .21). 

In both groups, there was relatively linle lgG2 antibody 
in the postimmunization sera of the children who received 
conjugate vaccine, despite the presence of relatively high 
concentrations of lgG antibody. This finding is consis
tent with our previous observations that lgGI is the pre
dominant isotype evoked in infants immunized with this 
conjugate vaccine [10). 

()1f-, '.l/~ 
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Twenty-seven subjects were given a booster injection of 
conventional Hib PS vaccine six to 11 months after prim
ing with conjugate (table I). The mean interval between 
priming and boosting was the same in the IO Km(l)-positive 
and the 17 Km(l)-negative subjects (7.9 mo). Before the 
booster injection, there was no significant difference in 
geometric mean antibody concentrations in Km(l)-positive 
and Km(l)-negative children (1.72 vs. 1.66 µg/mL; P 
= .95). After the booster immunization, there were no 
significant differences in the respective geometric means 
of the concentrations of total, lgG, or lgG2 antibody (P 
.i: .20 for all comparisons). 

Discussion 

In previous studies, we found that Km(l)-positive black 
children vaccinated with either Hib PS vaccine or Hib PS 
vaccine mixed with pertussis vaccine had higher capsular 
antibody responses than did Km(l)-negative black chil
dren [I, 2]. The higher responses in the Km(l)-positive chil
dren were limited to the levels of lgG (I, 2]; there was no 
significant difference in the lgM responses with respect 
to this allotype. Black children positive for the Km(I) al
lotype were also found to have higher total serum lgG2 
concentrations than were black children who were nega
tive for Km(I) (2, 9). 

In contrast, Ambrosino et al. [lll have reported that 
white adults positive for Km(I) have lower antibody re
sponses to certain polysaccharide antigens, including Hib 
PS, than do adults negative for this allotype. The fact that 
this result in white adults is opposite to that previously 
found by us in black infants may reflect differences in the 
ages or races of the subjects studied (12]. 

In the present study, we found no significant differences 
with respect to Km(l) allotype status in the respective to
tal, lgG, or lgG2 antibody responses of black children im
munized with a Hib PS-protein conjugate vaccine. Nor 
did we find a difference with respect to Km()) allotype 
status in the antibody responses to Hib PS booster vacci
nation in black children previously primed with conjugate 
vaccine (table 1). 

The conventional Hib PS is thought to be a thymic
independent (Tl) type of immunogen. Coupling the poly
saccharide with a protein carrier confers thymic-dependent 
(TD) features on the polysaccharide [4-7]. Thus the lack 
of a significant relation between Km(l) allotype and anti
body response to Hib PS in the present study may reflect 
a difference in genetic regulati!)n of antibody responses 
to certain TD immunogens, as compared with Tl immuno
gens. The conjugate vaccine used in this study, however, 
contains a small amount of lipopolysaccharide associated 
with the outer-membrane protein. The contribution of the 
presence of this mitogen to the immunogenicity of the vac
cine is unknown. 

The mechanism involved in the genetic regulation of an-

Concise Communications 

tibody response by genes associated with immunoglobulin 
allotypes remains unknown. Recent data in mice support 
the presence of a regulatory gene linked to immunoglob
ulin allotype loci that affects some isotype responses but 
not others (14). Possible cellular mechanisms by which such 
a gene could be expressed include regulation of class 
switching at the B cell level and T cell-B cell interactions. 
Whatever the mechanism, immunization of children with 
the TD form of the Hib PS antigen appears to circumvent 
the allotype-associated differences in antibody response 
found in subjects immunized with conventional Hib PS 
vaccine. 

In summary, the ability of a conjugate vaccine to cir
cumvent previously reported genetic differences in anti
body response to conventional Hib PS vaccine has poten
tial clinical importance. The high immunogenicity of this 
conjugate vaccine in children with phenotypes previously 
associated with low antibody responses to conventional 
Hib PS vaccine suggests that conjugation of the polysac
charide to a protein may result in a vaccine that is not only 
effective in preventing Hib disease in infants, but is also 
effective in populations that may be at increased risk of 
disease because of genetic factors. A similar result has been 
reported for children with selective lgG2 deficiency; these 
children have increased susceptibility to Hib disease and 
impaired antibody responses to conventional polysaccha
ride vaccine (13]. 

ALLEN A. LENOIR, JANARDAN P. PANDEY, 

DAN M. GRANOFF 

· Ed.ward Mallinckrodt Department of Pediatrics, 
Washington University School of Medicine, St. Louis, 
Missouri; and the Department of Basic and Clinical 
Immunology, Medical University of South Carolina, 
Charleston, South Carolina 
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Bimolecular Chemistry of Macromolecules: Synthesis of 
Bacterial Polysaccharide Conjugates with Neisseria 
meningitidis Membrane Protein 
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with putic:ular bindin1 propertiel.3 In the area of iaununoloay, 
an attempt hu been made to chan1e the isotype response to 
tetanus toxoid by couplin1 it to the polysacclwide pullulan. • 
Another applicacioa involwl the enhancement of immunogcnic:ity 
of variOIII anti1ens. notably bacterial polysaccharider and syn. 
thcac poiypeptid& The word •conjupui• ii l'll0lt commonly u,ed 
to describe thae linked macromolecula. and it will be used in 
thia paper. 

In the course of an effort to prepare conjupt11 of poly
saccharidea (Ps) and an immunogenic protein (Pro). we have 
adclreued a number of interrelated problems. They involve the 
conjuption 1tratCI)'. the chemiltry used to effect that 1trate1Y, 
and the analytical approach to the structural and constitutional 
definition or the product. There are obriou c:omplaiti11 that 
ariae when a poiyfunctional Ps of poiydiapcne molecular weight 
(ca. Al, 5 >< 10'-l.5 >< 10') ii conjupted to a poiyfunctional Pro 
(Al, l >< 107). For instance. it is clear that OM ccwalcnt bond 
between the two reaction partncn will be very difficult to detect 
by conventional means. yet such a situation will produce an q• 
pepte product similar to one where multiple CCMlcnt bonds are 
ilMIIYed. Ambipitia uo &rile wbcn ---1 low molec:uJar weight 
Pl molecules are conjupted to a ,ivcn Pro vis-I-via fewer high 
molecular weight Ps molecul11 bonded to the same Pro. It wu 
therefore felt that the dcarce of conju1atioa is an important 
parameter to def me especially if one want1 to ccrrelate biological 
resulta with chemical constitution. Anocher problem is that the 
constitutions of the substrates under consideration make them 
soluble only in water, which severely limita the available conju
gation chemistry. It thus became clear that IOlubilization or one 
of these. the Ps. in a nonhydrmylic sofvent wu important for the 
chemical aolution to the problem. A third problem invol.- the 
separation of UDC111ajupted material from the canjupte, a situation 
apin complicated by the polyfunc:tionality and poiydiapenity or 
the syatem. Such scpuatiom can sometimea be effected by 
sizo.aduaion chromatop'aphy when the products and the reac
tanta differ siaftificantly in their molecular weighta and hyd~ 
dynamic properties. However. small pcrcenta1e inc:rcua in 
molecular wci1ht that obtain when a few Ps molec:u.111 (Al, 10') 
are added to a Pro (Al, 107) do noc allow thia approach. Our 
solution to thcae problcma is the subject of this paper. 

Our syatcm ffOlved from the need to conjupte the capeular 
Ps of Htumopllilu.r inflw,uac type b (PRP: Table I) with a 
protein carrier so that the polysaccharidc would become immu
nopnic (i.e., elicit an immune respome to ita antipnic surface) 

(J) (a) Rocll. ll A.: lwamaco. Y.; Meddu. I .: Ooklftna, I. D. £""41m
llOlor, 1"3.111. 2193-2199. (It) Rodi. ll A.: Maddu, I. J. CAIi. l'llynol. 
l,U, /U, Ul-151. 

(4) Milalli. $.; Y.---. A.: lbpllli. H.: Uai, M.: Malllllui, T. 111/«r. 
/-rut. 1'12. JI, 971-976. 

(5) (a) lloblli8I. J. ·~ Hill, J. C~ Sldaff, J. c.. Ea kf.u,J Vara-. 
0.,. niaa Verta1 n_. Stnna la: Nn Yort. 1912; Vol. IV, 
Cllapw 34, 37, 4J, a.ad 4S. (It) Goabll, W. F.; Avwy, 0. T. J. Ezp. Mrtl. 
1931, "· 437-447. 
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in children under I yar of ap. Since such infantl do not iapond 
to the unc:oajupted poiysaccharidc, an effective conju1atc miaht 
provide a vaccine that would protect against H. influenza• type 
b caused mcninptia. • The hi1hly immunoaenic scrotypc 2 outer 
membrane protein of N. r,wninfitidls1 wu chosen u the protein 
puUler for the conjuption. Ultimately, this protein, with our 
new mctbodolotia. wu conjupted to the streptococcal poly
saccharidea (vidc infra) with the view that an infant otitis media 
vaccine might nsult. Useful immune rapomes have berm afforded 
by all canjupta. the details of which will be published elsewhere. ......... .,__ .. 

A. Co,aieacy ... Deane of Conjupdo&. There arc currently 
two published protein conju1at11 of PRP. One• is prepared by 
reducina. with NaBHJCN, the Schiff base formed between the 
amino IJ'OUpl of the protein (a nontollic variant of diphtheria toxin) 
and the reducin1 encl of PRP. The product wu not separated 
in a controlled way from unconjupted Pl and Pro, and one cannot 

(6) (a)~ R.: lamn, O.: S11tt1111. A.; Roltlti111, J. J. Ezp. Mrtl. 
1-. uz, 361-376. (It) llallbinl, J. 5.; Sell--. L Pittman, M. ll«rffllll 
V.m-. Genwiir, R~ Bd.: Acadclllic: Orlando. FL. 1984: pp 290-316. 

(7) Frucll, C. E.; Robbi-. J. D. J. Ezp. Mrtl. lffl. 141, 629-644. 
(I) A---. P. 111/«r, 1- ltll, Jf, 233-231. 
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T..._ IL Charac:tcriltics or Polysaccharides and Their Derivatives 

rato %N 

Ps dcriY Kr,• neph•~ calcd found 

PRP 0.OS-0.•3' 
Bu.N 1.39 2.29 
BIIA1 0.61 :fl o.os Ill :fl 2s• 
8uA1-8rAc 0.67 :fl 0.10 I0S•W 

68 0.JJ 
Bu.N 1.02 8.19 
BuA1 0.43 136 
BIIArBrAc 0.3S 64 

•• 0.07 
BIIA1 0.57 153 
BuArBrAc 0.79 120 

19F 0.17-0.SI' 
Bu.Na 3.36 J.09 
BIIA1 0.49 142 
BIIArBrAc 

23P 0.26 
Bu.N 1.49 I.SJ 
BIIA1 0.23 97 

• Perceat of natiwe Pl. t Av■n1• or thtee ,cpanto preparation&. 
'The bromollcecyl d.crnaliff waa noc wolatod becaUN or itl i111oh1bilit)'. 
'BilllOdal elutioL •PRP waa determined oa Scpba.- Cl 48; all 
other, oo ScplwoN Cl 28. 

ripaualy CIOllduda that tile product WU covalent. Aslumina tho 
pu&alM chemiltry WU dTectod. tho cmjupte couJd be anidofed 
to be branch• of Ps chaina attached at their end.I to a central 
wa of protein. A MIXllld approacb' involwa couplin1 tho prauia 
( diphtheria tmin, teta11111 toxoid) to one end of the bi functional 
molec:uJe adipic acid dihydruide. Thia ii aceomplilbed witb 
carbodiimide and praumably fonm a dw:ylated hydrazine witb 
the pendant patamic or uputic carbmyl arou111, Thil prodllCt 
is then racted with a cyanopa bromide activated Ps, praumably 
farmina aa O,alkyl-4-ac:ytated ilcllcaucarllui Chanc:ccrmaoa 
and purification proceeded via size.exdlllioa c:hromatop-aphy, 
and c:ovalcnc:y wu inferred from an agrqate moleeulat wcipt. 
However, mntrol apcrimcntl that adude elecbaltatic:ally bonded 
c:omplcus were nat reported. We suggat the term •monoaencnc 
spacer• conjuptc to describe tbil product and rcpracnt tbia 
scenario in Scheme I. 

Our approach. which results in a •biacncric spacer• product 
(Scheme II) involva functionalizing each reaction partner with 
a bifunctional •spacer• molecule. Each ii ch01C11 so that the 
remainina valency can react with tbat of its oppoaitc panner to 
form a stable covalent bond. Furthermore. the system is daiped 
so that tbc bond formed in the conjuptioa step ii stable to 
conditions that degrade (e.a., hydrolyze) the final conjuption 
product and can form in that procaa a readily aaayable molec:ulo. 
Tbis molecule then unambiguouly rcpracnt.t a covalent bond 
betweea tbe two a.aou1oleculCI, pn,vidina that tho bondl formed 
in the initial 1tep1 (i.e., functionalizing the Ps and Pro witb their 
respective bifwlc:tiaaal spacer) and c:an be atablilhed u covalent. 
In our system we cu uacn tbil from NMR evidence (Ps) and 
separation apcrimcnt.t (Pro). The system is schematically re~ 
resented in Scheme II. 

B. ~-Our rant concern wu to develop chemistry that 
would allow us to functionalize our poiysaccbarida (Table J) in 
water. Hitheno, the IIIOlt effective way or functionalizing a 
poiyb)'droay compound in water wu to activate it witb cyanopa 
bromide, a n:apnt that praumably acquira some rate advantap 
when rcactina witb 11te-dioll. This chemistry is not uniformly 
effective (unpublished rault.t), and the runctionalization yields 
arc low, typically 7$-100 nmol/ma. It wu felt that tbc best way 
to c:ircumvcnt competition witb HP wu to wort in a nonaqueaua 
system. In the cue ol acidic poiysac:dwidel such u tbc capllllar 
coats or H. influ~nztU type b (PRP) and Str,ptOCOCCIU pMU• 

""""• typa 68. l 9F, and 23 F (Table I), which contain u part 
of their monomeric unit a pbolpbodiatcr function. this is ac
complished by rcplacina tbe remaining acidic hydrogen by a 
hydrophobic cation such u tetra• or tributylammonium. Tbe 
raultina produc:u (I) c:aa be cbarac:tcrized by their elemental 

016qq 

Marbu,,,r Ill. 

analysa, molecular weight distribution (K4).' and topologica (rate 
ncpbelometry units)" (Table 11). For a nonacidic Ps such aa 
S. p,wumonia•, solubilization was effected by molecular wei&llt 
reduction via a short aqueous hydrazine or pH 10 treatment. All 
of these products were adequately sob,ble in either dimetllyl. 
forrnamide (DMF) or dimethyl s"lfoxide (Me,50). AltboQg11 
thil concept hu been applied before cmbodyin1 an CltCIISftt 
hydrolysis of PRP for prcparin1 NMR solutions, 11 in our hands 
thole procedwa afforded produds of pady nducal ~ 
and were not appropriate to our purJX)ICS. 

Once in nonaqueoua soiutiou, the poiysacc:haridca may be 
reacted with a bis clectropbile such u carbonyldiimidazalell 
(COima} to form, p&1&tively, an imidazolylurcthanc (1). 2 is theii 
susceptible to n"cleophile substitution. in aqueous s,,tcma if 
ncccssary, with bis nucleopbilca such u diamina. Under ap. 
propriate circ:wnataDCCI (e.a .. diaminc CllCCU), a sl&ble COV"alent 
urethane with pendant amine ii produced. Usina 1,4-butanedi,. 
amine and 111in1 a fluorac:amino uaayll to quantify the amine 
titer, we prepared 3 and used it for a variety of aqueoua-bued 
chcmiatrics. 

PIOH + Dowea ,0 (IY4"+ farm) - P10H-lu4N+ Hit (1) 

I<•. Pt• PR~) 

t + COI1111 ~ P10~Im 

I 

. ., fl 
I + H1NCCH1'4NH1 - P10CNH(CH1)4NH1 (cl 

S la, Pt• PJI~) 

The amine IC¥dl can be tadily mntrolkd by tho leYel of COimi 
and bave reached a titer of 700 nmol/m1 (3a), which may be 
compared to the cyanoacn bromide chemistry (vide supra). It 
showd be nated that this ~ of substitution yicldl a product witlt 
significantly different antigenicity from the reactant., and for our 
purposea lower degn,ca of substitution were appropriate. The 
evidence for a carbamatc functionality in 3 can be inferred from 
the uc and 1H NMR speetra (vide infra). 

Al shown in Scheme II, one of the conjuptioa partnm is a 
protein tbat can be analyzed, after acidic hydrolysis, for its 
constituent amino acids. Therefore, generation of a new, unique 
amino acid in the process of forming the bimacromolecular bond 
would afford a readily assayable small molecule, assuming it 
appeared in •window" in the amino acid spectrum. Moreover, 
since tbis new amino acid could be related in the same assay to 
one of the constituent amino acids or the protein, an internal 
standard is available. and the titer or the new amino acid need 
not be based on other assays of the conjugate. Tbis obviates the 
problems of purification. drying. standards. etc. A thioclhcr bond 
seemed appropriate for this strategy since it is readily formed in 
aqueous systems by alltylation of thiols with halidca11 and is stable 
to the conditions of the amino acid analysis. After a survey or 
several amino acids containina a thiocther linkage, it wu found 
tbat S-(carboxymethyl)homocysteine (8, SCMHC) is detected 
in a window in the analytical amino acid "spectrum• of the 
constituent acids of proteins. It was also round to be stable to 
the conditions or the hydrolysil and chromatography even in the 
presence of the polysaccbarid~. It waa therefore decided to use 
conjugation reactions tbat would result in the acncration or g at 

(9) McCauley, J. A.; Maoc:illlili. R. J.; Downin1, G. V.; Robbins, J. B. J. 
Biol. StlUIIJGH. 1911, SI. 461-'61. 

(10) Stein-., J. C. Cll11. Cli.11t. (W11111M-Sal•11t, N.C.) lffl. 1J. 
1456-1464. 

(11) Epa. W.;Scbnocnon.~ Werner. K. E.: l.on.G. / . A11t. CJi.m. S«. 
IMJ. UU, 2191-2910. 

( 12) Bethcil, G. S.; Ayrw, J. 5.; Hanm:lc. W. S.; Hearn. M. T. W. / . Biol. 
CIN11t. lffl. 1J4, 2.572-2574. 

(ll) Udcalriead, S.; St■ia, S.; Boblcll. P.: Dairman. W.; leimlf'lber. W.; 
Wei ... M. Set•,_ (Wu~,rOII. D.C.) 1'71, 171. 171-172. 

(14) R-1■)', G. L; Lc11111, D.; Siaab, P. U.S. Patent 4321311, 1912. 
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,,._. I. 'IC NMlt ol PRP-IIIA,-BrAc. 

T .... ID. Pt CGllj■pra ol NM,-

--,,'wt 
1' 

SCMHC/ Pt Pro 
Pt ~· Pt/Prfl' Lya bullt bullt 

61 Ill 0.66 O.OM IZ 1.U 
14 146 0.37 0.121 I.Z 19.7 
19P 115 0.39 0.OZ7 23.1 ., 

130 0.20 0.03Z 6.6 JS 
ZJF 136 0.31 0.OS7 S.9 19 
PRP 

cohuml ~ 0.09 0.019 3.6 33 
uampp■d JOO 0.JJ 0.060 IZ.I 39.I ea.,.... JOO 0.Z6 0.0JS IZ-5 .. 

• Pn,ar■IA by catrif■pliaa 1IIUOd. • ~ n~ tiw ol J 
miaa tiwol 4. •o...n..t u i■ tlle ~tal Sctio■. 'Bual 
08 ... , ol nllal prod9ct llll11tionl/wcipt ol startin1 -tari■I X 100. 
• S·(Cuboa~yt~/Lya • 0.197. 

tbe aita of ju.nctim. The (ollawin1 reactionl were med to effect 
this stn.tcu: 

-@-- ff .... , ff ff 
J + OaH OCCHalr - PIO~NHICHal-"HCCH .. , 

4 <• ..... ''"'' (di 

CH1C0NH NHCOCH1 

ProNH1 + 
, ..... , I 
- ,,oNHCCHCHzCHzSH 1,1 

u 
s • 
~ 

0 NHCOCHs 
,,. • II . I 

I + 4 - P10 NHIClfal4NHCCHzSCHzCHzCHCONH,ro 

7 
If) 

• 
The bramo■cetylation i,radact 4 ii ... yed for residual amiM 

by fluorac:amine. ud tile difference between its titer aact that 
of 3 ddina a val11e A. wbicb is indicatiYe of the bromoacetyl 
(BrAc) 1C¥d in,. It sbauJd bl noted that alkylation of nitr01• 
ill 3 ii very unlilcely oomidcrin1 that tbe rac&ion ol JMlitl'Ol'hcaYI 

bromoaceta .. with ~aminobaanal l'llulll only in acylatioa and 
no detectable bromide ion. 

From the SpiDco amino acid analylia of 7 (after bydrolyu) 
oa cu obtaia a ratio of mol• of I/mole of lyainc (aay proteia 
COlll&ituaa ammo acid wowcl be approp;a .. if it it stable to the 
hyctrwysia c:onditioal). Thia val• (SCMHC/Lys) reflec:ta the 
de.,_ o( CGftlency betweca th■ two macromolecul• and may 
be likened to tbe nwnber of nmp between the rails o( a ladder. 
from tbe data it WU pnenlJy clar that not ail bromaacewnide 
maietia ia 1 wen reacted. ud it wu daind ro, l'CUIIIII or vacc:im 
safety that their alkylatin1 pocential bl eliminated. Therefore. 
• •cappiD1• proccdlln wu dneloped that utilizel N•acetyl
cysrn....,. {9) and afforda a capped conj11p .. 10. On hydrolysis 
10 aff'orda another unique. detenninable amino acid, S-(carbm· 
ymecbyt)cystamine ( I 1, SCMCA). The Sl&lll d I and 11 ii found 
u apected to be equal to the number of bromoacetyl aroup1 
•tabtiahed by tbe valu of .1. 

1 + HSCMa(H1NHCOCH1 -

t 
CH9COfN:H1C:MzSCH1CO~CNH(CHal•NHCOC:HzS(CHalaCHCONH,,o 

10 

• + HCl(Afl) - HOa(CH.SCHa(MzNMz etc. 

" The outer membrane protein or N. m,llinfitidis described by 
Heltia17 wu clloeen u the protein panner since it is a very 
effectift inducer d the immune response and was expected to elicit 
antibodiea to the polysaccharides (Table I) when conjugated to 
the latter. This protein is a m1&ltimer or a 40 000-Da unit with 
molecular wciptl in the (J-5) X 101 range. It is isolated u a 
miDty c:alJoidal ~ion and will not rauspend if it is lyophilimd 
to a dry sta&e. However. ultracentrifugation pellets the protein 
ia a form that can be resuspended by homogenization with a 
DalUlce tiss11■ homogenizer. Derivatives or the protein (i .e., ◄) 
and the polysaccbaride conjugates share this property, and tbia 
allows a convenient way. or scparatin1 unconjugated poly• 
saa:huida and their derivatiw:s ( i.e.. 2 and 3) rrom the conjup1& 
All nonconjuptcd materials in these systems were shown not to 
pellei under the same centrifuption conditions. These separations 
ar. important since the vaccine dou1e is based on the poly
saccharide titer o( the conjugate, but available assays can only 
determine total polysaccharides. The protein is readily acylated 
by N•acetylhomocysteine thiolac:tone (5), liberatin1 a thiol group 
whOM titer can be determined by Ellman assay." The level 

(15) Ellmu. G. L Arc4 • ._..,,., .,.,,. lt9t. lZ, 7().77. 
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Flpre J. .00.MHz 1H NMR 1pa:U11m oC PRP-BuP1 (3a). 

comapanda to about 2.5% of the number of lysina in the protein 
that are presumed to he the sites of acylation. All efforts to 
inc:reuc this perccntap have been unsucc:csaful. The bigeneric 
spacer anaJy1is, to be meaningful. requira sc:rupuJoua removal 
of any free homacystcine or thiolac:tone. a consideration that also 
applies to subsequent chemistry and analysis. This can be ac
complished by Sephada G-25 chromatography, but this ii ac• 
companied by unacceptably large loua of protein that stick to 
the column. More emciently, the separation can he effected by 
ultraccn&rifuptian. No more than 4% of tluols found in the pellet 
are small molecules u shown by the control experiment when: 
rethiolation ii done with an iodoacctamide-capped protein. This 
4% may also he due to an incremental thiolation of the protein. 
COllliderin1 the separation and thiol titer of the product, one can 
infer that reaction with thiolactone bad produced a covalent 
product. 

The final conju1ate 10 is then characterized by its 
SCMHC/Lys ratio, its SCMCA/Lys ratio, and its poly
saccharidc/protein ratio as determined by conventional usays 
(Table Ill). Additionally, the values of /C4 (Table II) of the 
intermediate derivatives afford another parameter that can be 
varied and correlated with the biological and other properties of 
the c:onju1ate. 

C. NMR. In order to argue that 1 is a covalent conjugate. 
it ii important to establish that derivatives J and 4 arc covalent. 
A nondialyzablc amine titer doea noc neceuarily imply COY■lcncy 
since the acidic Pl could bind amine dectraatatically in the same 
way u a cation-cxchan1e rain. Utilizin1 NMR spectroscopy, 
we established our structural formulation of 3a aad 4a in accord 
with the followin1 arguments. uc NMR sipals (Fi1ura I) at 
159.1 and 170. 7, ppm arc consistent with carbamate and amide 
carbonyl carbon&, respectively. The latter sipal wu not present 
in PRPor 3a. and the former was absent in PRP. The 1H NMR 
spectrum is also supportive of our contention. 

In Figure 2, the silJWI between 3.6 and 5.1 ppm represent the 
Ps protons, while thOM at higher field arc attributable to the 
1,4-butanediaminc methylene protons and some resonances due 
to residual tctrabutylammonium ion. The peaks at 3.0 and l.2 
ppm are typical chemical shifts for methylene protons bonded to 
nonbasic or protonated nitro1en, and these two types may be 
diatin1uilhed by comparin1 D2O spectra with thOM obtained at 
hi1hcr pH. RC1IIOYII of a poaitivc cbar1c normally results in a 
0.3-0.5 ppm upfield shift of the adjacent methylene protona. 

4.0 

♦ 

H,NCH,---CH,CH, 

0•cNHCH------' 0' I 

3.0 2.0 1.0 
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when:u the a-methylene protons in a nonbasic (i.e., carbamatc) 
nitrogen compound were unaffected. It can be inferred from the 
spectNm after spiltin1 with 1,4-butanediaminc dihydrochloridc 
that the 3.0 ppm signal. wbic:h is overlayed by added compounds, 
is attributable to CH2NH,• and the l.2 ppm si1nal to the 
CH2NHCO2• This view wu confirmed when the spectrum ob
tained after addition d dcuterated NH, revealed that the l.0 ppm 
peak but not the 3.2 ppm peak wu displaced upfield. The 
spectrum of 3a in which the rcmainin1 traces of tctrabutyl
ammonium ion had been removed by additional dialysis shows 
four separate sianals for the 1,4-butanediaminc mcthylcncs. This 
indicates that the two nitrogens are nonequivalent, which supporu 
our contention that one is acylated and one is a basic amine. Their 
comparable areas indicate that little, if any, cross-linking of Ps 
has occurred. 

Experi....a Secdoa 
Pre,uadaa of tllll Tecra-•-burylam..-iwn Sak of H. I""-Ty,-

11 P~ (la). A 250-ml round-bonom nask fitted with a 
mapetic stirrer wa1 charged wi1h J.:?9 g of PRP and 84 ml of waler. 
The mixture wu stirred for 20 min. and then an additional IS mL of 
water wu added. Stirring was tontinued for an additional O.S h until 
all PRP wu in solution. The PRP solution was then applied to 150 mL 
of Dowu 50X8 (200-400 mesh; tetrabutylammonium form) in a 45-
270-mm column. Ten milliliters of water was used as a rinse. The 
c:olumn wa1 topped with water. and pressure was applied with a hand 
pump. FractiOM of 50 ml were collected. and each tube wu allayed 
for or1anic material by spotting on a silica gel plate. sprayina with 11' 
Ce1vSO./HiSO., and hcatina on a ho1 plate. A 101:il o( 190 mL of 
orpnic-containin1 eluent was lyophilized. affcrdina J.56 g of la. The 
product wu stored in vacuo over P10 5 at -20 •c. 

Pn,uadae of Ja. 1,4-Butanediamine dihydrochloride ( 1.46 g) wu 
dislolved in SI mL of H10 and the pH adjus1ed 10 10.35 with 5 mL of 
2.5 N NaOH. To a nask containing 0.64 g of la was added 17.5 mL 
of DMF. and the mi,uure was stirred :u room temperature for 25 min 
at which point al11101t all the material appeared to be in solution. Eighty 
millianma o{ COlm1 was then added in one portion to the DMF solution. 
The flask wu capped. and the solution was stirred a1 room temperature 
for 35 min. The solution was then added to 32 ml of 1he ice-cooled 
1.4-butanediamine solution. and the resultant solution was stirred in an 
ice bath for 15 min and at room tempcraiurc for an additional 17 min. 
The solution wu then 1ransferred to 17-in Spcctropor 2 dialysis tubin1 
(cylinder volume 0.21 ml/mm). was dialyzed in a 4 •c room 111. IL of 
0.01 M pH 7.0 phosphate buffer for Sh, and then was dialyzed twice vs. 
a frah I L of phosphate buffer fint for S h and then for 11 h. Finally, 
the solution wu dialyzed vs. 11 L of water for 6 h. The solution wu then 
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lyopbilized. and there was obtained o.,s I of le. Tbc nuorcscamine 
assay 1nd1cated 468 nmol of NH 2;m1. 

Pi,.-.-._.,..._ To 380 m1 of 3a diuolved in 37 mL or• pH 9.15 
buffu wu added l'6 m1 of p-nitrophcnyl bromoacctate in 9 mL or 
acctonttnlc. and the m111.ture was 1tirred at , •c ror 24 b and then 
transferred to 11 in. of dialytil tubin1 (Spectropor 2) Tbil IOlutioft wu 
then dialyzed YI. 11 L ol H 20 for !1.25 h and then ft. ~ f,-b 11 L o( Hi<) 
for 17.25 b 11 4 •c. Arter lyopbilization, 0.25 1 or• was obtained. 
which bad• titer of 121 nmol ol NH1/m1, raulun1 in I A ol 3'° nmol 
or BrAc aroups/m1-

c..;.pc• el•• F'ITTZI ••N. '.-.:Maw,,... 
(NMP). o1w M..W. Fony-two milli1r1ma ol cdlylaMdilmi
tctrucctic acid di.lodium ult and I m1 ol ditbiothnitol ... added to 
5 mL of a pH 11.3 borate buffs. Then. 3.1 mL ol tJ1i1 IDhltiaa and 11.5 
mL ol an NMP lolution (5.5 m1/mL) wens miaed, and chi pH wu 
adjllltld to 11 .39 with 0.05 mL ol 2.5 N NaOH. After tbl lllhatioa wu 
dcpued and tbe air replaced by Ni, Sl ma of N-1cetylii-acy.taim 
tbiolaaone WU added ia ID Nz boa and chi raullUt IOlu&ica &led at 
,_ temperature ror 16.7 b. It wu then applied to a 120-mL Scphada 
G-2! (rt11C) column (in the N2 box). 1'1lc columa bad beat equilibntad 
and wu eluted with 0.1 M pH I phoepbatc buffer. Frac:tianl ol 5 mL 
were c:ollec:ted. and bua-line acparatioa or bip Crom low moleaalar 
wcipt tbiols, u uuyed by Ellman reapt, wu cl1ec:led. Tbe bip 
moiecwar wcipt fractionl were CIOfflbined and addad to 0.06 I ol • and 
apd ror 6 b at room temperature in N2. The IOlutioa wu that twim 
dialyud ft. 11 L o( Hi<) Co, 15 and 25 b. The dialyutc (32 mL) wu 
CIIIUihlpd in polycarbonate tuba at 37000 '1lffl for 2 bin a TI 60 l'CIIOI', 
Alter rauapansion o( the pellcta in Hi<) and recatriluptioa witb chi 
11- c:oaditioaa, tbc ~ palleta wen l'IIUlpaaded witb a ~ 
homopnizo in 15 mL of Hz(). Found: Pro, 1100 4/ml.; PRP, 166 
161/mL; SCMHC/Lya. 0.027. 
Coajap~ ~ All Cllltriftlptiam - pw

lannell ia polycubaaata hlba and .._ atbarwiN llllUd at 43000 ,,_ 
for 2 la a& 4 •c la a ..._.. TI 75 rocar. All -aipula«w ol tlaioluad 
malarial_.. ... ill u N2 llaL TIie IWIIIICtianalia NMP (20 mL. 
5 • .5 1111/mL) WII OID1l'ifllpd. ud tile pallacl _.. ra111p II ded widl a 
Doum m ·e ·•• ia I mL ol a tbiolatioa IGlutioa (126 1111 ol ecJt. 
~ acid cliladi11111 alt, 24 1111 ol ditlaiadlnilllll ill 1.5 
mL ol pH 11 banu llllff•). Aftar chi lohaticm wu depaNtt ud tlaa 
air rcpuced with Ni, 1101111 ol N-ICII&~ •ltiotect-e WU 
added ia aa N1 bol. TIie IGl•tioa wu apd (or 11. 7 b at room 11111-
pantun and tble dihnad with 5 mL ol I M KH2PO• and 5.2 ml ol0.I 
M pH I pllolpllaca baff• (tile raaltaat pH ii 7.15). T11il solution wu 
ceatrifuaed. and the pcllcta wen rauapaaded in 20 mL or tbe pH I 
llllff• and reccatrilupd. TIie pallau from tbia ~ 0111trifupticm 
_.. ,-111parded with a Douoa _,,.,inr ia 9 1111. ol pH I baffcr. 
An Ellinu -y iadicaud I tolal ol 9 ,amal ol SH. To du 1•1111 d 1d 
tlaiolated NMP IOluticm wu acldad 112 1111 °'"' (4 • 300) ud Iba 
IGlution wu depaNd and apd for 17.1 la. T1aae, 11 mL ol Hz() wu 
added and tbl lllhation ceatrifupd. TIie pali. _..,...,...._le 20 
mL or• •cappin1" IOlution (212 m1 ol N-aOltyicyltami•/30 mL ol 
pH I buffer) and 11ed uacw N2 for II b. The IOl•tion wu thin cee
trilupd. chi palm - rma.p nded in 20 mL ol Hz(), and tbl ICllutioa 
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wu recentrif111ed. Tbe final pellets wen Rll&lpcnded (Dol&nce) in 50 
mL or Hi<), al1ordin1 chi •capped• PRP-NMP c:onj11pca. Found: Pro, 
905 161/mL; PRP. 233 11>1/mL; SCMHC/Lys, 0.035; SCMCA/Lya. 
0.197. , 

CIIIIINIE...-C .. TIIWC....elc-nt.p.._....._ 
Ten millilitcn of a IOlutioa -taiain1 59 m1 or NMP wu C1111trif11pd 
and tbca "tbiolat•• witb 54 ffll ol N•IClllylbomocylhline tbiolacloae 
euc:dy U ia tbc lbowe a.ample Ueepl tbat a TI 10 rotor WU 11111d in all 
ccntrifup~ Tbe pH ol chi reactiaft IOlution wu adjlllled to 1..5, tlaa 
solution ceatrifupd, chi pellet resuspended at pH 1.0, and the IOlution 
ccntri(upd a~ tilllL TIie resultant palet, ~ ie 10 mL 
ol pH I INffs, wu _.,. and found to c:oawa a total ol 6.0 1111111A ol 
tJliaL f"'ifty millipua ol iodalawnidl WU added lO tbil .......... 
WU thin apd (or 11 la. TIie -11aftt reactioa mimlN WU Clllltrif\apd, 
tbe pallet ,-upended i" 10 mL ol Hz(), and tJaa IOlution wu wtri
rupd. n. ,-ttin1 capped palll& wu tbiolated aac:dy u a._.<--. 
54 1111 ol N•IClltyl!lalnocyltaine tbiolactCllll/19 II). TIie rw:tian IOI.._ 
wu C1111rif'upd, chi palllt raupended (pH I 111111•), and llle solutioa 
reccatrifapd. The NCOed palllt WU ~-in 6.5 mL ol pH I 
buffs, -yed. and found to baff • tot1l ol 0.26 ,,.mo1 ol tluol conw-
1pondia1 to ,~ ol the flm tlaiolatioa. 

Ga.Ill P1'1 I - Rita■ _ys _.. dona by the 1111thod ol Dildla 
and Sclawan,16 mctbylpentma UIIYI by tbc mclhnd ol Disc.Ila and 
Sllcttla,17 ud IIGme ._YI by the 1111tbod ol Scott and Mcme.11 

Protm uaays wen doee by tbc method ol Lowry," and amino acid 
anal,-_.. perf'anned oa Becbnla 121 Mil and Bectmla Systal 
6300 amino acid aalyan. 

A acncral canc:ept. the bipneric spacer caacspc. 1w t.ea 
conceiwd, wbicb allows the unambip,aua wipmenl of tbe le¥el 
of ccwalCDcy of protein-p,lyu.ccharide conjupte1. A acnenl 
a.w bu ... dcvilld. tnlllf'onnin& acidic~ from 
watcr-tOluble to orpnic-lCllllblc cntitia by caavenin1 tbaD to 
their Ultrabldylammmlium ulta. Thia allowl a variety of cbmn
iltria Dal --=-ibll m aqueoua 1yaea.. Both ol tbeN baw 
alJoftd die pnparatioe ol uaique Pl-Pro coajupaa. wbida ue 
uellaluvaa:in& 

Acbrhzls 1 We thank Valerie Mayo for protein and 
poiywdlaride anaJy.a. R. MucincUi for K. and rate,..... 
meuy mcuuremenu. Suun Fitzpatrick for amino acid analyta, 
and allo Pamela Burke and Nancy Dunn for aaiatancs in the 
preparation of PRP and NMP. 

....., Ne. COlm1, 5JCM2•1; NH1(CHz).NH2, 110-60-1. 

(16) DilcM, .l.; Schwan, K. Mlluodli111. Att• 1931, 1, ll-19. 
(17) DilcM, .l.; Sblt-. LI. J. a1ol. CMIII. 1'41, 17S, 595-603. 
(II) 5oDa, T. A.: Memn. E. H. AMI. C.u"'. lfSJ, 1S, 1656-1661. 
(19) Lowry, o. H.; Rmlbrauab, N. J.; Farr, A. L; Randall R. J. J. alol. 

CMIIII. 1'51, /PJ, 26S-27S. 
(20) K-. L; Liadberl, I. Tit• l'olylllff1-t"-r. As!linall Ci. 0~ Ed.; 

Acad w Naw Yon. 1913; Vol. 2. pp 217-J6J. 
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Imaumgenicity of B. Influenzae Type b (Bib) 
Polyuccbaride-,!h_ MmliD1itidia Outer Maibrane 
Protein (PS-OKP) Conjugate Vaccine in Infants 

and Young Qiildren. E.D. SBAPIIO*, L.A. CAPOBIAMCO, K,Q. 
ZITT. Yale School of Medicine, Nev Haven, CT. 

In an on-going atudy 11.1h PS-OKP conjugate vacci.Da 
(Marek, Sharp , Dob .. ) waa adai.Diatered in l doae to child
ren ~12 moa. of age and in 2 do••• (aeparated by 2 moa,) 
to cbildren 2-11 moa. of age. Concatrationa of antibody 
againat llih capsular PS (PIP) in aerwa before each doae of 
the vaccine and at follow-up l month after 1mmunization 
vere detend.Ded at Marek Laboratariea by radioilmmlaouuy 
With 1251 atrinaic labelled aatigea. The result■, Ul'r•H
ed aa the geometric mean (GM) concentration of anti-PIP 
antibody/ml. and the proportion of subjects with concentra
tiona ?1.0 ug/ml, for Group• I (age■ 2-11 moa;•dian-6 moa; 
N-43), II (agea 12-23 moa;mediaD•l4 moa;N•52), and III 
(qea ?24 moa;median•26 moa;N•31) are ahovn below: 

Anti-PRP Antibody (u1/ml) 
fil Before lat Dose Before 2nd Doae 

GK ?l.0 GK ?1.0 GK ?l.0 
I 0:11 0/43( oz> i:-34 32/43(74%) 5-:-Jo 38/43(80%) 

II 0.19 3/52( 6%) 5.89 46/52(89%) 
III 0,32 6/31(19%) 16.07 28/31(90%) 
There were no substantial differences in the responses by 
race or to different lot• of the vaccine and no serious and 
fw minor adverse ruction• occurred. Thia Rib PS-<>MP vac
cine ia highly 1.mmunogenic in inf&Dta and young children. 
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DIIUHOLOCIC PR.DIIHG or INFANTS "1:TH A SIHGLE DOSE OF 
H. INft.UENZAE TYP! B (Hib) POLYSACOIA&IDE-N. MElfINCI-

t 963 TIDIS OU'TU HEHIIANE PltOTEllC (PS-OMP) CONJUGATE VAC
Cifii: Eu1en• ,2:,_ Shapiro. ~ £:. Prubeq. llobert ~ 
~. Yale and Tulane U. Schoola of Medicine, O.pu. 
of Plldiati-ica. Nev Have ud Nev Oduna. 

ID a trial of ita 1-&no1aicity, 13 children froa 2-6 mntha 
of age received a ain1l• do•• of Ps--OMP conjugate vaccine. Titers 
of aaUbody against Kib capaular PS(PIP) one mnth afur 1-m1z
tiOD were deurai.necl at Marek LaboratoriH by radloiaalnoasaay · 
With the UH of 111t exci-inaic labelled antigen. All 13 chilcirea 
hact <0.4ug of antibody/Ill befon receiving PS-OMP vaccine aui 6/13 
(46Z) had ?1.0ua/111 alur a single doH <seo•cricaan: S.2~g/lll). 

BeceuN additional PS-OHi' vaccine vu not avaiuble and previ
ous work aug1ested chat cha conjupt• vaccine uy prim infuca to 
rupond co plain PU we adaillisureo PIP vaccine co all 7 dlildrea 
Vicb <O. lug of utilM,dy/111 after Ps-oMP vaccine aDd to 4 children 
Vicb >l.Oug of antibody/Ill after PS-ONP vaccine. Of the 7 child
re vitb <l.Oug of antibody/Ill (1eo•tric mun: 0.4ug/lll), 4 (57%) 
develo'l)ed !1.0ug of antibody/Ill (1.oaetric •an: S.2ug/lll) on• 
mnch after ''boouing" vith PU vaccine. Of cbe four chilclren 
Vicb >l.Oug of antibody/Ill after PS-oHP vaccine. the titer• of an
tibody one IIODtb after "'boosting" vith PIP vaccine increased in 
one child (froa 19.6 to Jl.2ug/lll), changed little in on• child 
(fros 1.0 co l.lug/111) and decreased in cwo children (froa 1.3 co 
0.4ug/al and froa l.S co 0.4ug/lll, respectively). We conclude 
that th• antibody reapoa.aea of young infants to a single doae of 
PS-OKP conjugate vaccine vuy: titer■ of antibody 11.0ut/lll de
velop ill soae infant•• othara ara priald to achieve ?1.0ug/al af
ter subsequent ''boosting" vith PU vaccine, while othera f&il co 
have a s\&Oatanti.al reapoaaa. 

n11n1~ 
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., t ,.u .... ~ty ot 
B, iJJtlurmne ~ b (Bil)) 0cnju;p1ta 
Vllccinla (HIP-D,IPRP-QIP) in Intanta < 6 

Jlmtba ot •• JI WAIi>, C; atlJJ+ l'i u, K 11JR11Rr, G 
lla!HIDIIII, J wwwrx, K Jma. ~ MediceJ 
ca.tac, '1\Ju:mw::a, ca., AJ:cti.c ~ lab, ax:, 
AlrtY!!..,., AKI lQwlc, Paa...:w City, CA. 

11P a:n:h::ted. 3 ld:Dlia ot tba ~ty and 
at.aty ot two Bil:, a::njugata VIICICinas in 2 p::pil.atiaw ot 
Jntanta. 'J!mla d0Ma ot PRP-D (~) wez:a qiwn at 
2, 4 and 6 IUatb& ot 211Ja and b] ,,.,.,_ ...._ cbtaimd at 2, 
4, 6 and 7➔ IUatb&. 'l\110 d0Na of PRP-<J1P (Mlm:k) ,.._ 
qiwn at 2 and 4 IUatb& and Nm cbtaimd at 2, 4, and 6 
m.t:tw • . . All am:a wn aaaya:l mml.tamcusly t,y na 
ataadm.d RIA. QI l8Vti8 (ug/Jll) ,.._: 

- cm,,) 
PRP-atP(CA) 

.at:lll. 
PRP-D(CA) 
Of-20) 

PRP-D(AJQ 

JH:m 

2 m.t:ba (pm) 0.1 0.04 0.2 
4 matm (palt-1) 1. 77 0.04 0.05 
, wwwatm ·(p:at-2) 3.9 0.1 0.01 
7 a.Itta (p:at-3) NI. 0.3 .NI. 
9 wa•U+ (palt-3) NI. NI. 0.3 
~ ·aftar, 1 daaa giwn at 2 IUatb&, PRP-aG' WII 

clarly m 1:nemngmic: t::bml PRP-D attar 3 dcaea qiwn 
at 2, 4 and 6 a.Itta. 

1"17()Cj 
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Immunologic priming to capsular 
polysaccharide in inf ants immunized with 
Haemophilus influenzae type b 
polysaccharide-Neisseria meningitidis 
outer membrane protein conjugate 
vaccine 

Geoffrey A. Weinberg, M.D .• Menachem S. Einhorn. M.D .• 
Allen A. Lenoir. M.D .. Paul D. Granoff. M.D .• and Dan M. Granoft, M.D. 
From The Edward Mallinckrodt Department or Pediatrics. Wasnington University Scheel or 
Medicine. ana tne OivisiOn or 1nrecttous Diseases. Children's Hospital. St. Louis. and tne 8atovia 
Medical Center. Batavia. llllnois 

Thirty children vaccinated at 2 to 17 months of age with Haemophllu• lnttuenza• 
type b polysaccharlde linked to a partlally purtfted 40,000 dalton outer 
membrane protein of Neluerla menlngltld/6 were revacclnated 10 to 14' months 
later with conventional H. Influenza• type b polysacchande vaccine. The 
g•ometrlc mean anti-type b antibody concentration before relmmunlzatlon 
was 0.61,,.g/mL and rose to 31 ,,.g/mL In sera obtained 1 month later. The mean 
level after Immunization was not slgnlffcantty different than that In sera from 12 
adults Immunized with type b polysaccharlde vaccine (51 11g/mL P - 0.3), and 
was 10-fold higher than that of 13 controt children Immunized wtth type b 
polysaccharlde for the first time (2.7 11g/mL P <0.P01). The lgG re1ponses of the 
children ffrst given contugate vaccine and then conventtonal type b polysac
charlde vaccine were of a tlmllar magnitude as tho .. In the Immunized adults. 
Further, the children maintained high levels of serum antibody 6 to I months 
later. Ten other children vaccinated In Infancy with conjugate vacctne, and 
again with conjugate vaccine 10 to 15 months later, showed slmllar antibody 
responte1 to those of the group given conjugate vaccine In Infancy, and 
bOostar with conventional poty1acchartde vaccine. Thus vaccination with H. 
/nttuenzae type b polysacchartde-outer membrane protein conjugate vaccine 
primes the Immune 1y1tem to an lgG memory antibody re1p0n1e to etther type 
b polysacchartde or conjugate vaccine. Post-booster sera from all children 
tested showed high titers of functional actlYlty In a complement-mediated 
bactartcldal assay. These data suggest lhat protection of most Infants from 
type b Haemophllu6 disease may be achieved by a combination of Immuniza
tion at 2 to , months of age with this conjugate vaccine, and relmmuntzatlon 1 
year later with contugate or conventional type b polysacchartde vaccine. 
(J PEDIAII 1987;111:22•7) 
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H__,,,luliu in/liunzu type b 
Outer membnnc protein 
Enzyme-linked immallCIIOrbent uuy 

Conventional Humopltilus injluenzu type b polysaccba
ridc vaccine is thought to be a thymus-independent immu
nogen.1· 1 Booster rell)OIISCI are not observed after reinjec
tion • .1-s In an eff'on to enhance the immunogcnicity of the 
polysaccharide, several covalently coupled Hib polysac
charido-protein conjugate vaccines have been deYeloped 
and tested in experimental animals and humans.1-11 These 
conjugate vaccines are thought to confer thymus-depen
dent properties to the polysaccharide. 7 The conjugate 
vaccines are more immunogenic than the conventional 
polysaccharidc vaccine in infants, and result in booster 
antibody responses after reinjec:tion of the conju
gate . ..a. n. 1' Preliminary data' also suggest that children 
first given an Hib otigosaccharide-protein conjugate vac
cine and reinjec:ted with conventional polysaccharide vac
cine develop an IgG memory response to the polysaccba
ride. 

We recently evaluated the safety and immunogenicity of 
an Hib polysaccharide-Neis.reria meningitidis outer metn• 
brane protein conjugate vaccine (Hib polysaccbarido
OMP vaccine) prepared by Mercie Sharp & Dohme.• A 
single injection was immunogenic in children vaccinated as 
young as 2 to 3 months of age, and the majority of the 
infants showed evidence of lgG anti-Hib polysaccharide 
antibody responses. Six to 12 months after immunization, 
the serum antibody concentrations in these children had 
declined. but the levels remained higher than those in 
unimmunized children.• 

The purposes of the present study were to obtain 
additional information on the persistence of serum anti
body in these children and to measure their antibody 
responses to a booster injection of either conventional Hib 
polysaccharide vaccine or Hib polysaccharide-OMP con
jugate vaccine given approximately I year after the last 
injection of conjugate vaccine. 

METHODS 

Vaccines. The conjugate vaccine contained Hib polysac
charide covalently coupled to a panially purified OMP 
from N. meningitidis group 8.'- 11 Two lots of conjugate 
vaccine were used. The lot used for primary immunization 
of the infants tLot l003/C-L680, Merck Sharp & Dohme 
Research Laboratories. West Point, Pa.) has been 
described'; each 0.5 mL dose contained 7 µg polysaccha
ride and 43 µg OMP. Each 0.3 mL dose of the lot used for 
reimmunization (Lot 1018/C-M679, Mercie Sharp & 
Dohme Research Laboratories) contained 7 µg polysac
charide and 23 µg OMP. The conventional Hib polysac-
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charidc vaccine wu pr'Cllareci by Praxis Biologics. Inc. 
(Rochester, N.Y.). and wu purchased from Mead Johnson 
(Evansville, Ind.); each 0.5 mL dose contained 25 111 Hib 
polysaccharide. 

Clillical tlesip. The subjects were 43 healthy children. 
14 to 31 months of age. who had been vaccinated pre,iou
ly with Hib polysaccharido-OMP conjugate vaccine.• 
Informed c:on1e11t was obtained from the parenu at the 
time of the initial immunization and again at the time of 
the reimmunization. Both immunization protocaAs were 

approved by the Human Studies Committee of Wuhing
ton University School of Medicine. Thiny children were 2 
to 6 months of age at the time of the initial immunization. 
Twenty-eight received two injections of conjugate vaccine 
separated by I month, and the remaining . two children 
received only one injection. In the latter two, second 
injections were deferred because of febrile episodes associ

ated with the first injec:tion. Thirteen children were 8 to 17 
months of age at the time of the initial immunization. Six 
received one injection of vaccine, and the remaining seven 
received two monthly injectiom of vaccine. In this group of 
cbildn:n, second injections were given to those seven who 
showed relatively low antibody responses to the first 
injection ( <2 111/mL).• 

In the first phase of the n:immunization protocol, 30 of 
tbe 43 children, aged 14 to 30 months. received conven
tional Hib polysaccharidc vaccine. subcutaneously in the 
tbigb 10 to 14 months after the completion of the last 
immunization with conjugate vaccine. In the second phase, 
10 other children, aged 14 to 31 months, received conju
gate vaccine intramuscularly in the thigh IO to 15 months 
after completion of the primary conjugate immunization. 
Selection of patienu for immunization with the diff'erent 
vaccines was based on availability o( the children and 
willingness of the parenu to panicipate during diff'erent 
times during the follow-up period. Three of the original 43 
patienu provided follow-up scrum 11 to 12 months after 
completion of the primary conjugate immunization but 
were not reimmunized. 

Twelve healthy adults wen: immunized with 25 µg 
conventional Hib polysaccharide vaccine subcutaneously, 
and served as controls. They represent an independent 
sample, not previously reponed. A second group of con
trols consisted of eight children with a history of culture
proved invasive Hib disease at 3 to 17 months of age 
(meningitis. five; bucc:il cellulitis. two; periorbital celluli
tis, one). These children were vaccinated with 25 µg 
conventional Hib polysaccharide vaccine subcutaneously 7 
to 21 months after recovery from disease (at 24 to 27 
months of age). 

Seroloff. Serum samples were obtained before immuni
zation and I to 2 months after. Total serum anti-Hib 
polysaccharide antibody was measured by radioantigen 
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Table I. Pcnistcnce of scrum anticapsular antibody in 
43 children immunized with Hib polysaccharidc-OMP 
vaccine and observed for IO to IS months 

Age at 
Geometnc mean antlboay 

first 
<,.Q/ml) 

Injection No. 1 mo 10-15 mo 
(mo) teated post post Control" 

2-3 11 1 • .59 0.43 0.16 
~ 19 2.60 1.0.5 0.11 
8-17 13 4.06 0.63 0.23 

• A.p-mau:hed. unimllllllliZlld hiltaric:al annrall .. (n • 20 10 29 dlildrai 
in cacll aac lnNPl• 0-,ic: mean an1ibady -uatiall of 
..canaled children ia cacll a-P wu pacer tllaa that of the reapecu,,e 
control aroup (P <0.01 ror cacll com.-rilN. 11e111. Then were no 
si1nifican1 diff'crcnc:a in antibady -•11ra1~ at 10 10 IS montill 
bet- na:inated children in cacll aac lf'OIIP (P >0.10). 

binding assay . .1. 11 fgG anti-Hib polysaccharidc antibody 
wu measured by ELISA, using the type b polysaccharidc 
coupled to poly-L-lysinc as the antigen on the plate. 1'- 17 

Scrum antibody measurements were dctcnnined on paired 
pre- and post-immunization scra to minimize intcrassay 
variation. The sensitivity and precision of these assays have 
been described." 

The functional activity of scrum antibody wu measured 
by a complement-mediated bactericidal assay as 
dcscribed.11.,, The test organism was Hib strain Eagan,lll 
and the complement source wu serum from an adult with 
agammaglobulincmia and normal complement levels." 
The percentage of survival of Hib after incubation in the 
assay mixture was calculated by comparing colony counts 
at O and 60 minutes. The bactericidal activity was deter
mined graphically by plotting the log of the scrum dilu
tion versus the percentage of survival or Hib cells": the 
dilution giving 5~ survival wu defined as the bactericidal 
titer. 

Statistics. The Student t test (two tailed) wu used to 
compare the geometric mean concentrations of scrum 
antibody between the groups of children and adults. A 
paired t test (one tailed) wu used to compare the geomet
ric mean antibody concentrations before and after immu
nization within a group. Analysis of antibody response was 
performed on logarithmically transformed data. 

RESULTS 

Forty-three children immunized with conjugate vaccine 
at 2 to 17 months of age had a significant decline in 
geometric mean scrum antibody levels at IO to IS months 
follow-up, compared with the pcalc levels obtained I month 
after the last injection of vaccine (P <0.01 for each age 
group tested, paired t test; Table I). However, the concen
trations or antibody present at follow-up in the immunized 
children remained higher (P <0.0 I) than those in unimmu-

0170A 

TM Jo-1 of Pftlllllna 
July 1917 

nizcd control children of comparable age. For this aaaJysia, 
historicaJ controls1z were matched by age with the vacci
natecl patients. and the geometric mean antibody lcvell of 
the respective groups were compared. During the follow-up 
period, three of the 43 vaccinatecl infants respectively 
showed tw~. six-. and 20-fold incrcues in antibody, 
although none of the three had a clinically apparent Hib 
illncsa. These children may have cii:pericaced natural 
apa111re to either Hib or other bacteria witb croa
reaaing antigens. u 

Forty of the 43 children wen: reinjccted with either Hib 
polysaccharidc vaccine or polysaccharidc-OMP vaccine. In 
the first phase, 30 children were immunized with conven
tional Hib polysaccharidc vaccine. No notable systemic 
reactions occurred, although two children had l to 3 cm 
crythcma and tcndcmca at the injection site. In the second 
phase. IO children were revaccinated with Hib polysac:cha
ridc-OMP vaccine. or these. fever (temperature 39• to 
40• C) developed in tbrcc, 4 to 36 houn afcu injection. 
The frequency of fever wu significantly greater in the 
group rcinjcctcd with conjugate vaccine than in the 8fOllP 
rcinjcctcd with conventional polysaccharidc vaccine (JK 
vs ~. P • 0.02, FIShcr exact test). All three of the 
cbildren with (ever were apparently healthy at the time of 
immuniution, but had evidence of otitis media or upper 
respiratory tract infections when reexamined 8 to 48 hours 
after onset of fever. 

Table II summarizes the antibody rcsponsca of the 30 
children who received conjugate vaccine in infancy and 
were vaccinated approximately I year later with conven
tional Hib polysaccharidc vaccine at a mean ( :t SD) age of 
20.0 ::t 4.4 months. There were no significant differences 
in the antibody respomcs to the booster injection in 
children who received either one or two injections or 
c:onjupte vaccine: therefore the data were combined. The 
children first immunized with conjugate vaccine and 
reinjcctcd with conventional polysaccharidc vaccine 
showed substantial increases in both total and lgG anti
Hib polysaccharidc antibody (P <0.01 ). The geometric 
mean total or lgG antibody concentrations in scra obtained 
I month after immunization were not significantly differ
ent than those in post-immunization scra from 12 adults 
immunized for the first time with conventional Hib poly
saccharidc vaccine (P >0.3. Table II). The scrum levels 
present after immunization in the children who had previ
ously received conjugate vaccine in infancy were approxi
mately I 0-rotd higher than those in healthy children who 
had not received conjugate vaccine. The latter group was 
immunized with Hib polysaccharidc vaccine for the first 
time at an age similar to that of the former group at the 
time of their bomtcr immunization. In addition, children 
who had recovered from invasive Hib disease at 3 to 17 
months of age and who were immunized with conventional 
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Table II. Scnun antibody rcsl)OIISC to conventional Hib polysaccharide vaccine in relation to previous 

immunologic priming with polysaccharide-OMP conjugate vaccine 

Geometric mean antibody 

Age at (Jag/ml) 

polyaacCtlande Totat 198 vaccine 
(mo) n Pre Poat Post 

Childrea primed with coajupte waocine• 14-20 .19 0.73 JI.I 16.7 
22-30 II 0.60 30.0 ll.4 

Childrea .wwwaut (l'GIII clileuet 24-27 a 0.67 2.0 I.I 
Healthy c:bildreai 24-30 ll 0.26 2.7 0.6 
Healthy adlllll 12 2.13 51.0 10.4 

•Thaw.._ no lipiic:u& clill'- (P >O.J) i• ....,.aift 1o&al « la(i paN-i-llia&iaa alltibady-ua. ia cllildteft lim imnniaizad will! -;.pee 
YHCiae allll N'INCiul■lt widl www.u -■I Hib pol,-adlarida Ya«iN. ud lllwof llalllly adaill ftCll:illa&alt lirll llitll ~I Hib pol,_..,_ ftCll:iaL 
H-. ICl&al aDII la(i plllloimfflUiatiall anlibody-uaum. of prillled clliJdNa - •pilic:alldy palll' (P <0.001) 1han &hale of nmia&alt childra 
realftNd rram Hib diamM •1111 11111111 of ftCl:iuUld bealtlly dlildra. 
tHib diaale at l &o 17 _,. ol .... Thin.._ no tipi6calll clift'- (P >0.4) .-pat-imfflumtiall leweil ol Yllmiu&ed dtildna _.. rram 
"-- and 11-a ol ftmiM&ed healllly childtal. 
tHi11orical _..,. i-ueiali with 5 161 Hib polyuc,dlaride fta:iaa (Iba within muimally imlffllllCIICllic ransc,.•uo 

Hib polysaccharide vaccine at 24 to 27 months of age did 

not show an enhanced anti-Hib polysaccbaride antibody 
resl)OIISC (Table II). 

One month after vaccination. all 30 children whose 
primary immunization wu with conjupte vaccine and 
who were given a booster injection of Hib polysaccbaridc 
vaccine had >3.5 µ.g/mL anti-Hib polysaccharide anti• 
body in post-immunization serum: 23 (77%) had concen
trations > l 0 14/ ml. and IS (SOCI,) children had c:onc:a• 
!rations 2:30 14/mL The group with concentrations 2:30 
µ.g/mL included five children who were given conjugate 
vaccine at 2 to 4 months of age and were reimmunizcd with 
conventional polysaccharidc vaccine at 14 to 17 months of 

age. 
Ten additional children who had been vaccinated 

between l and 16 months of age with conjugate vaccine 

were reimmllllized l 0 to IS months later with conjugate 
vaccine; the mean age at the time of reimmunization was 
18.8 :: 5.3 months (range 14 to 31 months). The geomct• 
ric mean antibody levels before and l month after booster 
vaccination were l.0 and 41.7 1&1/mL. respectively. The 
geometric mean lgG antibody concentration after booster 
vaccination was 16.9 ~g/mL These values arc not signifi• 
candy different from those of the children first given 
conjugate vaccine. then reinjcctcd with conventional Hib 
polysaccharidc vaccine (P >0.5, t test). All 10 children 
~:i:-:::-:::miz::d with ~njugaie vaccine developed >IO ua/ 
mL scrum anti-Hib polysacc:haridc antibody in post• 
immunization sera. and seven of the IO had concentrations 
2::.30 1&g/mL. The percentages were not significantly dif
ferent from those of the children whose primary immuni
zation was with conjugate vaccine, then given conventional 
Hib polysaccharidc booster vaccine (P >0.2. Fisher exact 
test). 

To date. 12 children have been observed (or 6 to 8 
months after booster immunization. Ten rcceiYed conven
tional Hib polysaccharide vaccine, and two conjugate 
vaccine. There was a significant decline in serum antibody 
during the period after the booster injection. but the 
antibody conc:c:ntrations were maintained at high levels in 
all children (geometric mean antibody concentration in 

this group was 22.J 14/mL l month after boolca'. and l l .9 
14/mL 6 to 8 months later, P • 0.02, paired t test). During 
this period, one of the 12 children showed a fivefold funher 
incrcue in anti-Hib polysaccharide antibody in the 

absence of clinical illness. 
Sera obtained before booster immunization and l month 

later ftom 14 rq,raentative children were tested for 
functional activity using a complement-mediated bacteri
c:idaJ uay.&L II Seven of these children were given the 
conventional Hib polysaccharide vaccine. and se,en the 
polysaccharide-OMP vaccine. The geometric mean bacte
ricidal titer increased from I :3 to I: 120 in the children 
given conventional Hib polysaccharide vaccine. and from 
1:1.5 to 1:201 in the children reimmunizcd with polysac• 
charide-OMP conjugate vaccine. There wu no significant 
difference in the respective geometric mean titers of the 
two groups (P >0.3). In the post-immunization scra, there 
wu a linear relationship between the log of the anti-Hib 
polysaccharide antibody concentration and the log of the 
reciproe:11 bactericidal titer (r = 0.86, P = 0.001; Fig• 

ure). 

DISCUSSION 

Previous data indicate that children or adults immu• 
nized with conventional Hib polysacc:haride vaccine do not 
have booster antibody responses to reinjcc:tion with conven
tional vaccine.>-' (They may have increased serum anti-
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Figure. Relation between bactcric:idal titer and anu-Hib poly• 
saccharide antibody c:oncentration in scra from 14 children given 
two injections of Hib polysaccharide-outer membrane protein 
(PS-OMPl conjup1& vaccine in infancy and rcimmunizcd 10 to 
15 months later with c:onYentional Hib polysacclwide vaccine 
(n • 7) or conjugate vaccine (n • 7). Antibody concentrations 
were determined on scrum samples obtained at the time of booster 
immunization and I month later. 

body after reimmunization, but the levels achieved are not 
different from those of children of similar age immunized 
for the lint time.•) In contrast. our data demonstrate that 
children vaccinated with Hib polysaccharidc-OMP conju
gate vaccine between 2 and 17 months of age have high 
IgG antibody responses on rcinjcction IO to l S months 
later with Hib polysacc:haridc vaccine or with Hib polysac
charidc-OMP conjugate vaccine. Tbc magnitude of the 
antibody responses to the "booster" injection is compara
ble to that of adults immunized for the first time with Hib 
polysacc:haridc vaccine. Further, in the vaccinated chil
dren. high levels of scrum antibody persist after the booster 
injection. These observations arc consistent with immuno
logic priming by vaccination in infants with conjugate 
vaccine and induction of a secondary or memory antibody 
response to the booster injection. 

Anderson et al.' immunized six infants at 2, 4, and 6 
months of age with an Hib capsular oligosacc:baridc
diphthcria toxoid conjugate vaccine and also observed 
enhanced antioody responses to convcnuonal Hib polysac
charidc vaccine administered 3 to 5 months later; however, 
in their study, the antibody responses to conventional Hib 
polysaccharidc were inconsistent. and were about l0-fold 
lower than those we observed. The lower responses in their 
study may have resulted. in pan. from the younger ages of 
the children at the time of rcinjcctioA (9 to 11 months, 
compared with 14 to 31 months in our study). 
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Our results and those of Anderson ct al.' sugai that the 
initial vaccination with conjugate vaccine induc:a memory 
B cells. Further, thac cells may be triggered to produce 
antibody by immunization with conventional Hib polyuc
charidc. even when a child is vaccinated at an age 
considered too young for successful immunization with this 
vaccinc.zz Tbc ability to respond with an lgG '"memory" 
antibody response on recxposure to Hib polyuccbaridc. as 
a result of immunologic priming, may be important for 
protcetion against Hib disease, especially in infants with 
declining levels of serum antibody . 

In contrast to the group vaccinated in infancy with 
conjugate vaccine. the group who had had Hib disease in 
infancy did not show evidence of immunologic priming. 
Evidence for priming also was not observed by Norden ct 
al.u in a previous study of patients who bad recovered from 
Hib disease and who were then vaccinated with Hib 
polysaccharidc vaccine. The reasons for the lack of priming 
are unclear. During Hib disease, the immune system 
encounters many antigens simultaneously (e.g., capsular 
polysaccharidc. outer membrane proteins, lipopolysaccha
ride ). However, the doses may be inappropriate for prim
ing. or covalent coupling of polysaccharidc and protein (as 
in the conjugate vaccine) may be required for priming to 
the polysaccharidc. 

We found no significant differences in the antibody 
responses of children with immunologic priming when 
rcinjected with either conjugate vaccine or with conven
tional type b polysaccharidc vaccine. However, the sample 
size of patients rcinjccted with conjugate wu small, 
limiting the power of our study to detect a significant 
difference. Lcpow ct al.11 also rcponed high antibod·y 
responses in children who recemd Hib polysacc:haride
diphthcria toxoid conjugate vaccine at 9 to IS months of 
age and were rcinjccted with conjugate vaccine at 24 
months of age. However, their study did not include a 
comparison group of children rcinjccted with conventional 
Hib polysacc:haride vaccine. 

In our study, the anti-Hib polysaccharidc antibody 
induced by revaccination had functional activity u mca- . 
sured by a complement-mediated bactericidal assay. The 
scrum bactericidal titer appeared to be directly related to 
the level of anti-Hib polysaccharidc antibody evoked by 
immunization. There did not appear to be any differences 
between the functional activity of the antibody elicited by 
conventional or conjugate vaccine. 

These data indicate that vaccination of infants in the 
first 6 months with Hib polysaccharidc--OMP conjugate 
vaccine induces immunologic priming such that the chil• 
dren show IgG memory antibody responses 10 to 14 
months later when vaccinated with conventional Hib 
polysaccharide vaccine. Boosting with Hib polysaccha
ridc--OMP conjugate vaccine is also highly immunogenic, 
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but may be associated with a higher frequency of febrile 
reactions. Further data arc needed on the safety and 
efficacy of this amjupte vaccine. and on the optimal 
immunization schedule. However, a c:ombiaatioa of immu
nologic priming in infancy with this c:onj-.pte vaccine. 
followed by boosting approximately I year later with 
conventionaJ Hib polysaccharide vaccine (or c:onjupte 
vaccine), may be highly efficacioua, potentially preventing 
mast serious Hib discue in childbood.11 

We thant K.a&laleell Loucnbach. Venita Boelloclli, Judy 

Adam&. R.N., aad Katbcrinc Sheetz, R.N., for technical lllil
taac:e. 
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IHIRJNIZAflON or INrAN'l'S VITI Baao;hilus influenzae 
THI b (Bib) POLTSACCJWUDI-OirtEi i!iiawi PllOftIM 
(PS-ONP) CONJUCATE VACCINE PRIMES FOR I&Gl BOOSTEll 
IESPONSIS TO CONVENTIQNAL Bib PS VACCIHB. Geoffrey 
A. Veinberg1 Henachea s. Elnhom, Allen A. Lenoir, 
Paul b. Granoff, ud Din"· Granoff, Washlncton 
Univ. sch. of Heel., Dept. of Peds., St. Louis, HO. 

A conjupte vaccine of Bib PS linlted to an ONP of N. ■eningi
tidls ls i■-unopnic in infants u younc u 2-3 ■o. (Cancet 
DRi'l:299). 43 children lauaized at qu 2-17 ■o. have been 
folloved for 10-15 •• Tbe po. -- aerua Bib PS antibody (Ab) 
concentration declined but re■ained higher than that of 
WliMwaized controls (p<0.01). 30 children vere reinjected vith 
conventional PS vaccine at qu 14-30 ao., and shoved 10-50 fold 
average increue• in total and I&G Ab. Sena Ab baa persisted at 
hich levels for >C. ■o. The 1eo. H&D Ab respon■e of the rel-u
nized children vu 10-fold hlcher than that of control children 
iaunized vith PS for the first ti■e, and vu not sipificantly 
different than that of adults i■-unized vitb PS vaccine. Bovever, 
the I&G Ab response■ of th• adults ver• cHposed of both I&Gl and 
I&G1 (1eo. nan Cl/Cl-1.7), vhil• those of the infant■ vere 
rutrictecl to I&Gl (Cl/C:1-9.7, p.0.01). Thu■, exposure to PS-OKf 
pri■u infants to an I&Gl ■eaory Ab response to PS vaccine. In 
contrut,infant■ vith Bib disease at qu 3-17 ao. • and iaauaized 
vith PS vaccine 7-21 ■o. later did not sbov a ■-ory Ab response. 
PRIMED IN ACB AT PS GEO. HEAN ANTI-Rib PS (u:/■l) 

INFANCY VACCINE ~ao.) NO. PRE POST Ii¥_P~ST 
tis (PS-0NP) 14-2 Ir 0:-1! ~ : 
llS (PS-ONP) 22-30 11 0.60 30.0 13.4 
NO (RIALTBT) 24-30 13 0.16 2. 7 0.6 
NO (DISEASB) 24-27 8 0.67 2.0 ND 
NO (BIALTBT) ADULTS 12 2.83 51.0 10.4 

1)171? 
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A Coalpar1t1ve Study of the Safety,Toler1nce 
1nd Iamamogen1c1ty of 3 L1censedHa..,ph11us 
1nfluenzae Type B Capsular Polys1cchar;de 

(H1b-PRP) Vaccines 1n Ch11dren.Y.l.llON~. R.ADLER, E.A. 
STEINBERG, and K.S.KIN. Ch11drens Hospital of Los Angeles, 
USC Sehl.of Ned, and Kaiser Found. Hosp.Los Angeles, L.A. CA. 

The efficacy of H1b-PRP vaccines in the United Stites 
has been sholllll to be unpredictable. lie undertook I pros
pective randOll1zed study to evaluate the safety, tolerance 
and 1 ... nogen1c1ty of the Lederle(n•46),Connaught(n•46)and 
Pr1x1s(n-55) H1b-PRP vaccines 1n children 18-24 ms(n•14) 
ind 24-58 ms(n•l33) of 1ge. Tot.al sen11 ant1-PRP antibody 
(Ab) levels wre measured by RIA before and 1 mnth follow
ing v1cc1nat1on(v1c). Hild systea1c or local re1ct1onswre 
obserwd 1n 241 of the vie recipients with 111 3 vaccines 
being tolerated equally wll. Pre- and post-vac anti-PRP Ab 
ranged froa <0.125-66.4 11g/■l Ind <0.125-265 119/■l, respec
tively. Overall, 58S of the children had post-vac ant1-PRP 
Abl_l.0 119/■l. There was no s1gn1f1cant difference 1n Ab 
response by 1ge or vaccine group. tto..ver, patients with 
pre-vie Ab >0.15 11g/■l wre .,,.. likely to have post-vacAb 
1_1.0 11g/■l T751 vs 331 for those with pre-vac Ab <0.15 pg/ 
■1, p<0.0001):. H1b-PRP vac 1n children 1n the Los Angeles 
area was wll tolerated but only half of the patients had 
anti-PRP Ab >1.0 119/■l after vac. The low rate of Ab response 
especially in children with pre-vac ant1-PRP Ab <0.151&9/■l 
was apparent in all J of the vaccines studied. Alternative •th
ods to prevent invasive Hib disease in children 1s warranted. 
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