
SUMMARY FOR BASIS OF APPROVAL 

Reference Number: 93-0395 
Merck and Co. 
Varicella Virus Vaccine Live 
VARIVAX® 

Varicella Virus Vaccine Live (Oka/Merck) is a preparation of the Oka/Merck strain 
of live, attenuated varicella zoster virus (VZV). The virus was obtained from a 
child in Japan with natural varicella and was attenuated by several passages in 
human embryonic lung cell cultures, followed by propagation in embryonic guinea 
pig cell cultures, and finally propagated in human diploid cell cultures. 

I. Indications and Usage 

V ARIV AX® is indicated for vaccination against varicella zoster virus in 
individuals 12 months of age and older. 

Revaccination 

The duration of protection of VARIV AX® is unknown at present and the need for 
booster doses is not defined. However, a boost in antibody levels has been observed 
in vaccinees following exposure to natural varicella as well as following a booster 
dose of VARIV AX® administered four to six years post vaccination. 

In a highly vaccinated population, immunity for some individuals may wane due 
to lack of exposure to natural varicella as a result of shifting epidemiology. Post­
marketing surveillance studies are ongoing to evaluate the need and timing for 
booster vaccination. 

Vaccination with VARIVAX® does not result in protection of all healthy 
susceptible children, adolescents, and adults. 

II. Dosage and Administration 

V ARIV AX®, when reconstituted as directed, is a -sterile preparation for 
subcutaneous administration. Each 0.5 ml dose contains the following: not less 
than 1500 PFU (plaque forming units) of Oka/Merck varicella virus at expiry; not 
less than 1350 PFU 30 minutes after reconstitution, sucrose, hydrolyzed gelatin, 
sodium chloride, monosodium-L-glutamate, sodium phosphate dibasic, potassium 
phosphate monobasic, potassium chloride, residual components of MRC-5 cells 
including DNA and protein, and trace quantities of sodium phosphate monobasic, 
EDTA, neomycin, and fetal bovine serum. The vaccine contains no preservative. 
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Vaccination in children 12 months to 12 years of age consists of one dose (0.5 ml) of 
V ARIVAX® administered subcutaneously. Vaccirration in adolescents and adults 
13 years of age and older consists of two doses (0.5 ml, each) of V ARIV AX® 
administered subcutaneously 4-8 weeks apart. Although VARIV AX® is 
recommended for subcutaneous administration (anterolateral thigh or upper arm), 
in clinical trials some children were given VARIV AX® intramuscularly. _The 
seroconversion rates were similar to those observed in children who received the 
vaccine by the subcutaneous route. The vaccine should not be administered 
intravenously. 

Reported adverse reactions were generally mild and included rash, soreness, and 
induration at the injection site, and generalized varicella-like rashes. Other 
reported complaints after immunization are summarized in Table 5. 

III. Manufacturing Control 

A. Manufacturing and Controls 

The varicella-zoster virus was originally isolated from a three year old boy with 
typical chickenpox, by Dr. Michiaki Takahashi, et al. at the Research Institute for 
Microbial Diseases, Osaka University, Japan. This isolate was serially passaged 
through primary human embryonic lung culture, followed by guinea pig fibroblasts, 
and WI~38 cells. Subsequent passage of the virus is in MRC-5 cells . 

.. ,/ 
// 

/,-/'// 

Sterility of the pooled bulk vaccine is ensured by controlled aseptic processing 
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throughout the manufacturing process. Varicella Virus Vaccine Live (Oka/Merck) 
is manufactured using a robotic system which performs· · of manipulations and 
provides a high degree of aseptic processing and sterility assurance. 

Control of viral adventitious agents is based on testing of the Master Seed, Stock 
Seeds, and Manufacturer's Working Cell Banks to ensure absence of other viral 
agents (including adenovirus-associated virus and retroviruses) as well .as .other 
microbial agents. 

In addition, each batch of vaccine is tested to verify absence of viral adventitious 
agents using a testing approach appropriate for the varicella-zoster virus and MRC-5 
host cell culture system used in the manufacture of this vaccine. Other than vaccine 
virus, no viral agents have been detected in any of the batches tested. 

Karyological testing of the MRC-5 cell ~ubstrate used to produce Varicella Virus 
Vaccine Live revealed the presence of a clonal 7;12 translocation in cells derived 
from some manufacturer's working cell banks. In some flasks, at passages 
comparable to that used for vaccine manufacture, cells with this translocation 
comprised more than 5% of the cells. Additional experiments were performed to 
address the possibility that this anomalous DNA (or other cellular DNA in the 
vaccine) might integrate into and transform host cells. This translocation is not 
associated with any known genetic disease in humans. Further testing of these cells 
indicated no evidence for tumorigenicity in nude mice, and showed normal 
senescence in tissue culture. The approximately 2 µg of cellular DNA per dose of 
vaccine was determined to be unlikely to integrate into host cells and cause harm 
under the conditions of vaccination. The Vaccines and Related Biological Products 
Advisory Committee, with supplemental expert testimony, concluded on August 
23, 1994 that this anomaly did not pose a safety risk which exceeded the known 
benefit of the vaccine. 

Prior to filling into the final container, the clarified bulk is thawed and diluted to 
the target potency level. The final formulated bulk is tested for sterility. The filled 
vials are frozen and lyophilized to minimize potency loss. The vials are removed 
from the lyophilizer cabinet and stored at -20°C, or colder prior to labeling and 
packaging. Filled containers are tested for sterility, potency, identity, moisture, 
restoration, pH, and general safety. These tests have been determined to be 
appropriate for controlling the safety, freedom from contamination, and 
immunogenicity of the vaccine. 

Varicella Virus Vaccine Live is a live virus vaccine which, due to the labile nature 
of the virus, does not undergo purification. Each 0.5 ml dose of the vaccine contains 
not less than 1500 PFU of Oka/Merck varicella-zoster virus (n9t less than 1350 PFU 
30 minutes after reconstitution, sucrose, hydrolyzed gelatin, sodium chloride, 
monosodium-L-glutamate, sodium phosphate dibasic, potassium phosphate 
monobasic, potassium chloride, residual components of MRC-5 cells, and trace 
quantities of sodium phosphate monobasic, EDTA, neomycin, and fetal bovine 
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serum. The vaccine contains no preservative. 

Lot release testing is performed on each lot of vaccine. In addition, new Master 
Seeds are evaluated for neurovirulence in monkeys. 

B. Stability 

The recommended storage temperature of the vaccine is -15°C or colder in a frost 
free freezer. Stability of the vaccine was monitored by the demonstration of potency 
in a plaque assay. Four lots of the vaccine were studied for 18-21 months. There was 
no statistically significant difference between the slopes of the five lots tested at any 
of the long term storage temperatures. The estimated loss in potency with storage at 
-15°C for 18 months is 18%. No loss in potency was observed at storage 
temperatures of -20°C or colder. 

Stability testing of the reconstituted vaccine at 2-8°C shows potency losses of up to 
:- - one half hour after reconstitution. Testing of the reconstituted vaccine at room 
temperature (20-25°C) showed similar losses. These data support holding the 
vaccine for up to 30 minutes at room temperature prior to administration. The 
package insert states that reconstituted product is to be used immediately and 
discarded if not used within 30 minutes. 

The expiration dating for Varicella Virus Vaccine Live is 18 months at -15°C 
starting at the date of removal from -20°C for packaging. The package insert 
recommends storage at -15°C in a frost-free freezer. Prior to packaging, the product 
may be stored by the manufacturer for up to 24 months at -20°C or colder. 

Varicella Virus Vaccine Live retains a potency level of 1500 PFU or higher per dose 
for at least 18 months in a frost-free freezer with an average temperature of -15°C or 
colder. The vaccine has a potency level of approximately 1350 PFU 30 minutes after 
reconstitution at room temperature (20°-25°C). 

C. Validation 

The major equipment systems and processes used in the manufacture and filling of 
the vaccine have been validated at the Merck & Co., Inc., West Point, PA, facilities. 
In addition, appropriate specifications have been established for monitoring 
environmental conditions and utilities for critical work areas in the manufacturing 
facility. Validation analyses for product potency and purity are performed at Merck 
& Co., Inc. The test methods were found to be suitable for control and regulatory 
purposes. 

D. Labeling 

The primary label used on the vials of Varicella Virus Vaccine Live states: the 
proper name and the trade name, V ARIV AX®; vial size and volume; the caution 
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"STORE FROZEN"; the Durham-Humphrey statement; a space for adding the lot 
number and expiration date at the time of packaging; a space for the component 
number; the manufacturer's name and address "Dist. by: Merck & Co., Inc., West 
Point, PA 19486, USA; "and U.S. Govt. Lie. No 2. 

The primary label used on the vials of Sterile Diluent for Merck & Co., Inc., Live 
Virus Vaccines (Sterile Water) states: the proper name, the vial size and v..olume; 
the product number; the statement "Contains No Preservatives"; the Durham­
Humphrey statement; a space for adding the lot number and expiration at the time 
of packaging; and the manufacturer's name and address "Dist. by: Merck & Co., Inc., 
West Point, PA 19486, USA. 

The carton containing 10 vials of diluent states: the proper name Sterile Diluent for 
Merck & Co., Inc., Live Virus Vaccines (Sterile Water) states: the proper name, the 
quantity of diluent vials and the volume of each, the product number, an 
ingredients and preservatives statement; directions for use; the letter code "B" 
identifying it as the diluent carton; the Durham-Humphrey statement; a warning to 
use only this diluent for reconstitution of the vaccine and to see the package circular 
for administration instructions; a storage statement; a space for the component 
number; a space for adding the lot number and expiration at the time of packaging; 
and the manufacturer's name and address "Dist. by: Merck & Co., Inc., West Point, 
PA 19486, USA." 

The package insert (copy attached) is in compliance with the appropriate sections of 
21 CFR, and contains statements regarding description, clinical pharmacology, 
indications and usage, contraindications, precautions, adverse reactions, dosage and 
administration, how supplied, and information on the stability and storage of the 
vaccine. 

The trade name is not in conflict with the name of any other drug. 

E. Establishment inspection 

A pre-license inspection of the Merck biological production facilities in West Point, 
PA, was conducted by the Food and Drug Administration from February 28 through 
March 4, 1994. Compliance relative to all inspectional observations was 
demonstrated prior to licensure. 

F. Environmental Impact Analysis Report 

An environmental assessment for the manufacture and use of Varicella Virus 
Vaccine IJ.ve (Oka/Merck) was completed to address the environmen_tal impact_ 
considera"tions of 21 CFR, Part 25. The information provided for this 
environmental assessment supports the finding of no significant environmental 
impact. 
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IV. Pharmacology 

The safety and efficacy of VARIV AX® was evaluated in clinical trials which used 
lots of vaccine manufactured in 1982, 1984, 1987, and 1991. Over that period, the 
vaccine manufacturing process changed to increase the yield, viability and stability 
of live attenuated virus in the final product. Efforts to optimize vaccine dose 
coupled with changes in vaccine manufacture led to variability among .clinical trials 
in the amount of live virus (PFU; plaque forming units) and the ratio of live:dead 
viral antigen administered to vaccine recipients. The decision to license 
V ARIVAX® therefore required the review of information from studies conducted 
on vaccine manufactured in 1982, 1984, 1987 and 1991. 

Preclinical testing also addressed the question of whether the vaccine lots produced 
in different years represented the same product. Virus strains from these campaigns 
produced similar quantities of glycoproteins, induced similar titers of antibodies, 
and retained restriction endonuclease cleavage sites and sequences in regions which 
are potentially variable among different strains of varicella-zoster virus. 

An animal model does not exist to test the efficacy of varicella-zoster virus vaccines. 
The vaccine was tested for oncogenicity in newborn hamsters. There was no 
evidence for oncogenicity in these tests. In addition, cells used to manufacture the 
vaccine were tested for oncogenicity in nude mice and by observation of senescence 
in tissue culture, as described above. Thus, animal studies did not suggest any 
specific risks in humans. 

The labeling is adequate from the standpoint of pharmacology. 

V. Medical 

A. General Information 

Varicella is a common childhood infection in the United States. The disease has a 
seasonal occurrence with the peak incidence generally occurring between March and 
May. The estimated number of cases of varicella in the United States per annum is 
approximately 3,500,000. Over 90% of cases occur in children 1 to 14 years of age; 
60% of these cases occur among children 5 to 9 years of age. The CDC estimates that 
between 8.3% and 9.1% of children ages 1-10 contract varicella each year (depending 
on age, Wharton et al., ICAAC 1991). Varicella is uncommon in infants less than 1 
year of age and in adults over 20 years of age. Each of these latter two groups account 
for only 2 to 3% of all cases of varicella. However, the morbidity and mortality of 
the disease in these groups are much greater than in children 1-14 years of age. 

... .:. .J, 

Primary varicella infection is a generalized illness that has an incubation period of 
approximately 11 to 20 days, is highly contagious, and is characterized by a 
papulovesicular rash that usually resolves in 5 to 20 days with or without residual 
scarring. Although immunity following VZV infection is generally long-lasting, 
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the virus persists in latent form in the peripheral nerve tissue (ganglia). While 
chickenpox is generally a mild disease, it may be complicated by bacterial 
superinfection of skin lesions, pneumonia, encephhlitis, Reye's syndrome, and 
congenital varicella syndrome. Over 9,000 hospitalizations and 50 - 100 deaths in 
the U.S. each year are attributed to chickenpox. Infection is more severe among 
adolescents, adults and the immunocompromised than normal children. Herpes 
zoster, the clinical disease characterized by a localized vesicular rash involving from 
one to three dermatomes, is due to the reactivation of latent VZV. 

Preparations of immune globulin (varicella-zoster immune globulin-VZIG) given 
post-exposure to natural varicella have been shown to protect from clinical disease. 
A vaccine which induces both neutralizing antibody and cellular immunity would 
be expected to prevent natural disease. Clinical studies with VARIVAX® have 
shown production of varicella virus antibodies, cellular immunity, and protection 
from disease. 

B. Adequately controlled studies supporting licensure 

From 1981 to 1993, VARIVAX® was administered to 9454 healthy children (12 
months to 12 years of age) and 1648 adolescents and adults (13 years of age and older) 
enrolled in clinical studies to assess immunogenicity, efficacy, and safety. The 
demographics of individuals included in the studies are summarized in table 1. The 
vaccine was usually administered as one dose in children 1-12 years of age and 2 
doses (given 4-8 weeks apart) in adolescents and adults 13 years of age and older. 

2. Efficacy 

Table 2 provides clinical efficacy data from all vaccine studies submitted to support 
VARIVAX® licensure. 

Over 2,000 children participated in clinical trials of the vaccine produced in 1982. 
Approximately half were enrolled in a placebo-controlled double-blind study 
designed to compare the effect of 17,430 PFU of Varicella Virus Vaccine Live to a 
placebo. No infections occurred among vaccine recipients during the first year of 
that trial while 0.6% of vaccinees developed breakthrough disease during the second 
year (Table 2). This compares with the 8.5% rate of chickenpox in the control group 
during the first year of study. These impressive levels of protection were obtained 
using a dose of attenuated varicella that was substantially higher than present in the 
current vaccine (0.5 ml of the licensed product contains an average of 3,500 
PFU I dose at the time of manufacture and a minimum of 1,350 PFU 30 minutes after 
reconstitution at product expiry). 

Additional studies of the 1982 vaccine were performed using a dose of 950 PFU. As 
shown in Table 2, the calculated efficacy of the vaccine at this lower dose ranged 
from 75% - 87% (1.2% and 2.1 % of vaccinees developed breakthrough infections 
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during the first and second year following immunization, respectively, versus 8.3% 
- 9.1% wild-type infections among unvaccinated American children of the same 
age). Considering data from the subset of. children who were actively followed in 
this study, the calculated efficacy two years after vaccination was 72%. It therefore 
appears that the amount of live virus per dose and the quality of clinical follow-up 
influenced the protective efficacy calculated for this vaccine. 

The 1984 vaccine campaign included approximately 1,300 healthy vaccinees who 
received doses ranging from 2,460 - 14,000 PFU of attenuated virus. This and 
subsequent studies were not placebo controlled. In addition, only a subset of 
participants were actively followed so that the frequency of breakthrough 
chickenpox among vaccinees relied heavily on passive reporting of illness by 
parents. In the 1984 study, a protective efficacy of 93% during the first two years 
following immunization was calculated by i) assuming that all cases of 
breakthrough chickenpox were reported and ii) comparing this rate with the 
frequency of wild-type chickenpox in unvaccinated American children. 

The 1987 campaign had an enrollment of 4,142 children and the best long-term 
follow-up of the clinical studies submitted to support vaccine licensure. Using the 
method described above, 1,000 - 1,625 PFU of vaccine was calculated to provide 
protective efficacy of 66% - 77% per year over the first two years of follow-up in these 
children. Among the subset of children on whom active follow-up was performed, 
protective efficacy over the first two years ranged from 61 °/41 - 67% {Table 2). 

The 1991 immunization campaign involved 1,164 subjects who received 2,900 - 9,000 
PFU of vaccine. The lots of vaccine used in that campaign and those currently 
manufactured by Merck are nearly identical. Three years of follow-up indicate that 
the vaccine is approximately 93% effective in preventing breakthrough infection 
when compared to chickenpox rates in historic controls {Table 2). 

An additional method used to estimate vaccine efficacy involved vaccinees exposed 
to varicella in their home. Previous studies showed that 87% of unvaccinated 
children with household exposure to wild-type varicella contract disease (Ross et al, 
NEJM 1962). Combining data from the non-placebo controlled 1982, 1987 and 1991 
campaigns, 20% of actively followed vaccinated children exposed to natural varicella 
in their homes developed breakthrough chickenpox. This represents a 77% decrease 
from the 87% rate of transmission reported in the literature for unvaccinated 
individuals. In adolescents and adults who received two doses of vaccine, 17 of 64 
(or 27%) reported breakthrough chickenpox following household exposure. 

Vaccinated children who contracted varicella usually developed a milder form of 
breakthrough chickenpox than did unvaccinated controls. In a bli_nded trial, 
breakthrough chickenpox was characterized by a 3-fold lower incidence of fever, a 6-
fold decrease in the number of chickenpox lesions, and a one day shorter illness 
than disease in unimmunized controls. Milder illness was also observed in 
vaccinated adolescents and adults - a population otherwise at high risk for severe 
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disease. 

There have been too few cases of breakthrough chitkenpox reported to determine 
the absolute rate at which the serious but rare complications of varicella infection 
(such as pneumonitis, encephalitis, hepatitis and congenital varicella syndrome) 
might occur. However, there is no evidence to suggest that vaccination is associated 
with an increase in the frequency of the serious complications of chickenpox. 

C. Additional data supportive of licensure 

1. lmmunogenicity 

Studies designed to monitor the serum anti-varicella antibody response induced by 
V ARIV AX® immunization were conducted on a subset of vaccinees participating 
in the efficacy trials. Serological studies to detect and quantify specific antibodies to 
VZV (anti-VZV) have been performed on vaccinees by several methods. Antisera 
from vaccinees recognize a spectrum of VZV proteins, especially glycoproteins. The 
majority of serological data have been generated using a highly sensitive and 
specific ELISA based on reactivity with an enriched mixture of glycoproteins (gp) 
isolated from VZV-infected cells (gpELISA). Data from this gpELISA show good 
concordance with the other serological assays, consistent with the finding that viral 
glycoproteins are targets of neutralizing antibodies. In vaccinated children, 
neutralizing antibody titers rise concomitant with gpELISA titer. Children with no 
history of varicella infection generally had titers below 0.3 "units" by this assay 
whereas wild-type varicella infection induced titers >1,000. 

Seroconversion was not always associated with protection from breakthrough 
disease. Rather, the higher the gpELISA titer, the greater the likelihood of 
protection from breakthrough chickenpox. In general, children with gpELISA titers 
below 2.5 were no better protected from infection than those with no detectable 
serum antibody. Statistically significant protection from disease (p <.05) correlated 
with gpEUSA titers >5. Table 3 provides data on the distribution of gpELISA titers 
in children immunized with lots of V ARIV AX® produced in 1982, 1987 and 1991. 
As the dose of virus administered rose from 950 to 17,430 PFU, the fraction of 
children with protective gpELISA titers rose from 60% to 97% (Table 3). 

Clinical studies have demonstrated that V ARIV AX® induces detectable varicella 
antibody in 97% of children as measured by gpELISA 6 weeks after one dose. Using 
a cutoff of ~0.3 units, anti-varicella antibodies were induced in >99% of children 
vaccinated with 17,430 PFU of virus in 1982, >95% of children vaccinated with 950 -
1,600 PFU of virus in 1982 and 19~7 and ~99% vaccinated with ;>2,900 -P.Fl.J, of vir_~ 
1991 {Table 3). Studies of seroconversion kinetics in children show that 36%, 100%, 
and 99% had seroconverted by 2, 4, and 6 weeks post-vaccination, respectively. 
Seventy-four percent (74%) of children who received between 905 to 9000 PFUs of 

varicella virus in the vaccine developed titers ~5 U by gpELISA (Table 3), a titer 
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which correlates with more complete protection from disease. Limited studies of 
the cellular immune response in vaccinees indicate that VARIVAX® induces a 
proliferative T-cell response in children, ~dolescents and adults when measured 4-6 
weeks post-vaccination. 

In adolescents and adults, 75-94% developed detectable antibody as measured by the 
gpELISA 4-6 weeks post-vaccination. Seroconversion by the gpELISA W-'1S 99% 4-6 
weeks after a second dose of vaccine in adolescents and adults. After one dose, only 
32% of these subjects developed titers~ 5 U by gpELISA (Table 3). More vaccinees 
developed antibody levels ~5 U when the two doses of VARIVAX® were 
administered 8 rather than 4 weeks apart. 

In clinical studies involving healthy children who had received 1 dose of vaccine, 
anti-VZV was present in 98.89% at 1 year, 98.9% at 2 years, 97.5% at 3 years, and 
99.5% at 4 years post-vaccination. In addition, limited follow-up data on vaccinees 
showed that 100% of vaccinees were seropositive at least 7 years post-vaccination. 
Antibody levels were present at least 1 year in 97.2% of healthy adolescents and 
adults who had received 2 doses of Varicella Virus Vaccine Live separated by 4-8 
weeks. 

D. Additional data on clinical issues. 

1. Safety & Communicability 

V ARIV AX® has been generally well tolerated. The type and incidence of 
complaints which were reported within 42 days post-vaccination in ~8900 children 
are summarized in Table 3. Injection site complaints and non-injection site rashes 
(varicella-like, generalized were reported in 19.3% and 3.8% of children, 
respectively). Oral temperatures ~102°F (39°C) were reported in 14.7% of children 
over the 42 day follow-up period. The most common systemic complaint in 
children was upper respiratory illness (62.4%). In a placebo-controlled efficacy trial 
with V ARIV AX®, 16% of children who received placebo reported an oral 
temperature ~102°F during 56 days of follow-up. Comparable rates of other systemic 
reactions were observed in the vaccine and placebo groups. 

The types and incidence of complaints which were reported within 28 or 42 days 
post-dose 1 and dose 2 in -1600 adolescents and adults are summarized in Table 4. 
Injection site complaints were reported in 24.4% and 32.5% of vaccinees post-dose 1 
and dose 2, respectively, Non-injection site rashes (varicella-like, generalized) were 
reported in 5.5% and 9.5% of vaccinees post-dose 1 and dose 2, respectively. The 
most common systemic complaint in adolescents and adults was upper respiratory 
illness (43.4% post-dose 1 and 39.7% post-dose 2). · 

.. 

Reye's syndrome has occurred in children and adolescents following natural 
varicella infection, the majority of whom had received salicylates. In clinical 
studies in healthy children and adolescents in the United States, physicians advised 
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varicella vaccine recipients not to use salicylates for six weeks after vaccination. 
There were no reports of Reye's syndrome in varkella vaccine recipients during 
these studies. : 

The potential exists for vaccinees to transmit the Oka strain of varicella to 
household contacts. Six of 446 unvaccinated children seroconverted while three 
additional children developed chickenpox after household exposure to siblings 
immunized with VARIV AX (Weibel, et al. NEJM 1984). Nine unvaccinated 
controls developed 'chickenpox-like rashes' but did not seroconvert, although the 
IAHA assay used to detect serum anti-varicella antibodies in that study was less 
sensitive than the gpELISA. These data suggest that vaccine recipients may .transmit 
the attenuated strain of varicella virus to close contacts. The labeling appropriately 
suggests that vaccinees should avoid contact with susceptible high-risk individuals 
or non-immune pregnant women for several weeks after receiving VARIVAX® 
(package insert). The relative risk of a vaccinee transmitting the attenuated strain of 
varicella to an immunocompromised family member must be weighed against the 
risk of wild-type infection in the absence of vaccination. 

2. Herpes zoster 

Eight cases of herpes zoster have been reported in children during 44,994 person 
years of follow-up in clinical trials resulting in a calculated incidence of 18 cases per 
100,000 person-years. These were, for the most part, milder than typical cases of 
zoster caused by wild-type virus. One case of herpes zoster has been reported in the 
adolescent and adult age group during 7826 person-years of follow-up, resulting in a 
calculated incidence of 12.8 cases per 100,000 person years. All nine cases were mild 
and without sequelae. Two of the cultures (one child and one adult) obtained from 
vesicles were positive for wild-type VZV as confirmed by restriction endonuclease . 
analysis. The long-term effect of VARIV AX® and the influence of exposure to wild­
type varicella among vaccinees studied so far on the incidence of herpes zoster is 
unknown at present. 

There is an additional concern that universal vaccination might result in increased 
rates of zoster in vaccinated and unvaccinated individuals. Evidence suggests that 
re-exposure to natural chickenpox boosts cellular immunity and potentially reduces 
an individual's likelihood of developing zoster. Since vaccine-induced herd 
immunity will reduce exposure to wild-type varicella, mathematical modelling 
indicates that the frequency of zoster in adults could increase. Careful monitoring of 
zoster rates over time will facilitate the detection of such an effect. 

3. Simultaneous administration with other childhood vaccines 

V ARIV AX® can be administered concomitantly with M-M-R-Il® using separate 
syringes at separate injection sites. Limited data in studies using an investigational 
vaccine, a formulation combining live attenuated measles, mumps, rubella, and 
varicella vaccines in one syringe, suggest that the varicella vaccine can be 
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administered concomitantly with booster doses of DTaP (diphtheria, tetanus, 
acellular pertussis) and PedvaxHIB [Haemophilus b Conjugate Vaccine 
(Meningococcal Protein Conjugate)] using separate.:sites and syringes. However, 
anti-varicella levels were decreased when the investigational vaccine containing 
varicella was administered concomitantly with DTaP or PedvaxHIB. Additional 
studies are ongoing to assess concomitant use of VARIVAX® with other pediatric 
vaccines. 

4. Duration of efficacy 

The duration of the immune response induced following vaccination with 
VARIVAX® is an issue of considerable importance. It is unknown whether 
children who are immunized with varicella vaccine develop lifelong immunity. If 
the protective effect of immunization wanes, a program of universal immunization 
may create a population of adults who are at risk of serious illness. 

Several factors complicated the assessment of long-term varicella vaccine efficacy. 
First, most of the clinical trials conducted by Merck were designed to monitor short­
term rather than long-term efficacy. Second, many patients in these trials were 
followed passively and their participation in the trial waned as time following 
vaccination increased. Table 2 documents this effect and shows that the calculated 
frequency of breakthrough disease varied among actively versus passively followed 
children. Third, subjects vaccinated during the 1987 campaign who did not produce 
serum antibodies against varicella were generally re-immunized with vaccine one 
year later. Thus, the effect of a single vaccination in this trial was obscured. 

The 1987 study contained the largest number of children actively followed for more 
than three years. Results from that study indicate that the highest level of 
protection was obtained during the first two years post immunization (Table 2). 
There was an approximate 32% decrease in protective efficacy from the first to fifth 
year post immunization (p. <.01). However, breakthrough rates were relatively 
stable from 3 - 5 years post vaccination, suggesting that immunity was maintained 
over that period (Table 2). Only three years of follow-up data were available from 
the 1991 campaign, but protective efficacy exceeded 90% throughout that trial (Table 
2). While there was little active long-term follow-up of subjects participating in the 
1982 and 1984 trials, passive follow-up suggests that immunity persisted during 
those trials as well. 

Serologic studies of children immunized with V ARIV AX® showed that anti­
varicella titers not only persisted but actually increased with time post 
immunization (Fig 1). This seemingly paradoxical finding highlights an important 
!_imitation to the long-term analysis of vacc;ine effiqicy., Wild-type varicella ,is 
endemic in the U.S, so some children participating in efficacy trials were 
undoubtedly re-exposed to chickenpox when their friends or siblings became 
infected. Such inadvertent exposure could have boosted the vaccinee's immune 
response, resulting in increased serum antibody titers and potentially extending the 
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subject's immunity to varicella. Only after most children are immunized with 
V ARIV AX® will this booster effect diminish and an unequivocal analysis of the 
vaccine's long-term efficacy become possible. 

To monitor the effect of vaccine use, Merck has agreed to conduct phase IV (post­
licensure) studies. These include trials in which a cohort of i) 25,000 immunized 
children will be followed over the short term to detect rare adverse events~ ii) 7,000 
children will be actively followed for at least 15 years to monitor changes in varicella 
rates and iii) five sets of 8,000 children will be studied over 15 years to determine 
whether varicella incidence changes following wide-spread vaccine use. In 
addition, Merck will conduct case-control studies of vaccine effectiveness ovj:?r a 15 
year period, monitor varicella epidemiology among children enrolled in certain day 
care centers, monitor the persistence of antibody in children and adults immunized 
with V ARIVAX®, and examine whether the anamnestic response induced by re­
vaccination varies over time. These studies will be supplemented by 
epidemiological surveys conducted by the CDC designed to assess the frequency of 
varicella infection following widespread use of V ARIV AX®. 

5. Immunotoxicology 

As noted above, human MRC-5 cells are the substrate upon which the Oka strain of 
varicella is grown. In the process of isolating virus from these cells, MRC-5 derived 
proteins and DNA are also obtained. The nearly 2 µg of unmodified mammalian 
DNA present in each dose of V ARIV AX® exceeds that present in any other 
approved childhood vaccine. 

To assess whether these impurities could induce a harmful anti-DNA autoimmune 
response, serum IgG anti-DNA antibody levels were monitored in a cohort of 293 
subjects who were immunized and boosted with V ARIV AX®. A comparison of 
anti-DNA titers before immunization· and at 6 weeks and 1 year after boost showed 
no significant change in either the average anti-DNA antibody titer or the frequency 
of elevated anti-DNA titers in immunized subjects. 

E. Labeling 

The labeling is adequate from the perspective of the clinical studies. 

VI. Advisory Panel Consideration 

Data concerning the safety and efficacy of V ARIV AX® for the prevention of 
varicella disease ( chickenpox) were discussed in open public hearings at the 
Vaccines and Related Biological Products Advisory Committee meetings on the 
following dates: January 14, 1985, January 24, 1986, July 22, 1986, June 17, 1987, 
January 25, 1990, January 28, 1994, and January 27, 1995. Data concerning 
manufacturing issues of V ARIV AX® were discussed in closed session at the 
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Vaccines and Related Biological Products Advisory Committee meetings on June 7, 
1994 and August 23, 1994. 

~~ ~//~~✓<1-
p ·1ip . Krause, M.D., Chairm~~nman, M.D., Ph.D. 

/ 
/ 

-
Dale Horne, Dr. P.H. 

~ L;J 
~~th, Ph.D. t~ 
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TABLE 1 
Demographics of persons included in clinical studies of V ARIVAX® 

Healthy children Healthy Adolescents & 
(Ages 1-12 years) Adults (~13 years) 

Male 4895 (51.8%) 636 (38.6%) 
Mean age (years) 3.94 25.88 

Female 4559 (48.2%) 1012 (61.4%) 
Mean age (years) 4.03 27.39 

Total 9454 (100%) 1648 (100%) 
Mean age (years) 3.98 26.81 
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Table 2. Long-term clinical follow-up of V ARIV AX® Recipients 

A. Active and passive follow-up combined 

Annual Breakthrough Incidence and (Number of Vaccinees Studied) 

Interval after Vaccine Manufacturing Campaign 
immunization 12.82! l.2.B2± l2fil .l2.8Z 1221 

1 0.2% (487) 0.4% (908) 0.3% (1154) 2.1% (3537) 0.2% (1011) 
2 0.0% (543) 1.2% (1021) 0.9% (1294) 2.9% (3842) 0.8% (1134) 
3 0.6% (534) 2.1% (1004) 0.6% (1279) 3.3% (3713) 1.0% (682) 
4 1.3% (528) 1.2% (989) 0.7% (1271) 3.6% (3563) 
5 1.9% (518) 2.1% (971) 0.8% (1261) 3.3% (3371) 
6 1.0% (513) 0.9% (956) 0.9% (1247) 3.0% (2831) 
7 0.6% (508) 0.3% (951) 0.3% (1076) 
8 0.0% (506) 0.4% (943) 
9 0.2% (505) 0.5% (938) 
10 0.0% (504) 0.0% (917) 

PFU 17,430 950 2,460 - 14,000 1000 - 1625 2900-9000 

B. Active follow-up alone 

Breakthrough Incidence and (Number of Vaccinees Studied) 
per Year 

Interval after Vaccine Manufacturing Campaign 
immuniiation 12.82! l2.B2± 1984 1282 1221 

1 0.2% (401) 0.8% (615) 3.0% (2994) 0.6% (955) 
2 ,. 1.2% (417) 3.3% (2415) 0.8% (717) 
3 

,. 2.4% (123) 4.4% (911) ,. 

4 ,. 1.8% (111) 4.3% (538) 
5 ,. 1.9% (108) 4.5(¾) (376) 
6 

,. ,. 

7 ,. ,. 

8 ,. ,. 
9 ,. ,. 

10 
,. ,. 

*Fewer than 100 subjects actively followed during preceding 12 month interval. 
+ Trial participants in 1982 received either 17,430 PFU (#) or 950 PFU ( +) of virus. 
For each follow-ue interval, the annual incidence of breakthrough varicella ('Yo) and the number of children included in 
the study population are shown. In part A, calculations assume that all breakthrough cases that occutted in 
vaccinated individuals were reportea. The 12 month follow-up intervals started 6 weeks after initial vaccination in 
this population. In part B, only those subjects contacted for information on breakthrough disease within the previous 
interval were included. Individuals re-immunized with vaccine were excluded fmm further analysis. The 12 month 
follow-up intervals for these individuals started 6 months after initial vaccination. See Table II for information on 
vaccine dose. The FDA was not provided with data conceming subjects actively followed in the 1984 trial. 
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Table 3. Distribution of gpELISA titers among subjects vaccinated with different lots 
of VARIVAX® 

gpELISA 
Titer (OD) 

< 0.3 
>0.3-5 

5-10· 
>10 .. 

N 

PFU 

1982# 

0.2 
2.8 

10.7 
86.2 

457 

17,430 

Percent of trial participants 

1982+ 1987 1991 

4.6 4.6 0.5 
35.4 23.1 9.3 
28.6 18.8 16.6 
31.4 53.6 73.6 

714 3603 2625 

950 1000-1625 2900- 9000 

Serum anti-varicella antibody titers were measured 6 weeks following 
vaccination by gpELISA. 
* gpELISA titers correlating with significantly increased protection against 
subsequent varicella infection. 
+ Trial participants in 1982 received either 17,430 PFU {#) or 950 PFU ( +) of live 
virus. 
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Table 4 

Antibody responses among healthy individuals+ who received V ARIV AX® 

Population 

Healthy Children 
1-12 years 
Dose 1** 

Healthy Adolescents & 
Adults ~13 years 

Dose 1 **"' 
Dose2 

Seroconversion* 

97% 

79% 
99% 

%~5 gpELISA Titer 

74% 

32% 
82% 

+ Includes only subjects who received between 905-9000 PFUs 

* Seroconversion= detectable antibody levels by gpELISA (assay not commercially 
available) 

**6 weeks post-vaccination 

***4-6 weeks post-vaccination 
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Table 4 

Frequency of clinical complaints (without regard to causality), occurring at a 
frequency >1% within 42 days following administration of VARIVAX® in healthy 
children (N=9230*). 

Oinical Complaints 

Injection Site 

Injection site complaints (pain/ soreness, 
swelling and/ or erythema, varicella-like 
rash, pruritus) 

Body as a whole 

Fatigue 
Fever (~102°F) 
Headache 
Malaise 
Chills 

Digestive System 

Diarrhea 
Loss of appetite 
Vomiting 
Abdominal pain 
Teething 
Nausea 
Constipation 

Respiratory system 

Upper respiratory illness 
Cough 
Lower respiratory illness 

Psychiatric I Behavioral 

Irritability, nervousness 
Disturbed sleep 

Frequency(%) 

19.3 

27.4 
14.7 
11.1 
9.2 
4.8 

22.8 
19.8 
15.7 
8.2 
9.7 
7.1 · 
1.1 

62.4 
40.4 
3.0 

31.4 
24.1 

IR#0149_000019



Table 4 (continued) 

Special Senses 

Otitis 
Eye complaints 

Integumentary System 

Diaper rash/ contact rash 
Other rash 
Varicella-like rash 
Allergy/ allergic rash/hives 
Heat rash/prickly heat 
Insect bites 
Eczema/ dry skin/ dermatitis 
Itching 

Hematologic /Lymphatic system 

Lymphadenopathy 

Musculoskeletal system 

Myalgia 
Stiff Neck 
Arthralgia 

*No data on 314 subjects 

14.9 
6.2 

11.9 
8.0 
3.8 
2.1 
1.6 
1.6 
1.2 
1.1 

3.1 

3.1 
1.7 
1.5 
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Table 5 
Frequency of clinical complaints (without regard to .causality) occurring at a 
frequency > 1 % within either 28 or 42 days followirtg administration of V ARIV AX® 
in healthy adolescents and adults. 

Clinical Complaint 

Injection Site 

Injection site complaints 
(pain/ soreness, swelling and/ or 
erythema, varicella-like rash, 
pruritus, hematoma, 
induration, stiffness) 

Body as a whole 

Headache 
Fatigue 
Malaise 
Fever (~100°F) 
Chills 

Digestive System 

Diarrhea 
Abdominal pain 
Loss of appetite 
Vomiting 
Constipation 
Nausea 

Respiratory system 

Upper respiratory illness 
Cough 
Lower respiratory illness 

Psychiatric I Behavioral 

Disturbed sleep 
Irritability /Nervousness 

Dose 1* 
N=1639 

24.4 

35.4 
29.0 
12.0 
10.2 
8.7 

11.3 
7.7 
7.4 
4.4 
2.3 

13.4 

43.4 
17.6 
1.7 

15.6 
11.1 

Frequency (%) 
Dose 2** _ 
N=984 

32.5 

27.9 
24.4 
10.4 
9.5 
7.7 

10.7 
7.4 
6.2 
3.0 
1.9 

11.3 

39.7 
19.9 

2.4 

12.4 
6.4 
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Table 5 (continued) 

Clinical Complaint 

Special Senses 

Eye complaints 
Otitis 

Integumentary system 

Varicella-like rash 
Itching 
Other rash 
Allergy/ allergic rash/hives 
Contact rash 
Cold/ canker sores 

Hemic/Lympthatic system 

Lymphadenopathy 

Musculoskeletal System 

Myalgia 
Stiff neck 
Arthralgia 

,. No data on 33 subjects 
,.,. No data on 29 subjects 

Frequefl.cy (%) 

Dose 1* 

8.5 
5.2 

5.5 
4.5 
3.3 
1.4 
1.2 
1.1 

8.8 

16.9 
11.3 
6.1 

Dose 2u 

5.9 
3.8 

0.9 
0.8 
1.9 
1.7 
0.6 
1.2 

7.0 

13.7 
7.9 
4.4 

IR#0149_000022



Appendix I 
Black/Shinefield Report 

IR#0149_000023



Final Report 

Post Marketing Evaluation of Short Term Safety of 

Varicella (Varivax®, MSD) Vaccine 

Steven Black, Henry Shinefield, Paula Ray, Edwin Lewis, John Hansen, Todd Glasser 
Kaiser Permanente Vaccine Study Center, Oakland 

June 13, 1997 
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Introduction 
Varicella is a common childhood disease which infects more than 90% of 

children before ten years of age. In the vasf majority of children, this infection is mild 
and self limited. Varicella infection in healthy children is, however, responsible for an 
estimated 100 deaths each year as well as sequelae due to encephalitis, cerebellar 
ataxia, pneumonia, hepatitis and secondary infection. 

The Oka strain of live attenuated varicella vaccine was developed by 
Takahashi in Japan and was licensed for use in healthy children in the United States 
in March, 1995. The varicella vaccine has also been recommended for routine use in 
children by the Advisory Committee on Immunization Practices {ACIP) and the 
American Academy of Pediatrics. Since licensure, more than 90,000 doses of this 
vaccine have been given to children and adults· within the Northern California Kaiser 
Permanente Medical Care Program as part of routine preventive care. 

We report here on an evaluation of the short term safety of this vaccine as 
assessed by rates of medical events resulting in hospitalization, emergency room 
visits, and outpatient utilization within Kaiser Permanente from May 1, 1995 through 
February 5, 1997. 

Methods 
Beginning in April, 1995, varicella vaccination was introduced into the 

preventive care program of the Northern California Kaiser Permanente Medical Care 
Program (KPMCP) which provides pre-paid medical care for 2.5 million people at 31 
medical centers in Northern California. The vaccine was recommended for routine use 
in children between the ages of one and two years old as well as for older children 
and adults without a history or serological evidence of prior varicella infection. 

Within KPMCP, all immunizations are routinely entered into the Kaiser 
Immunization Tracking System (KITS) and are available for reporting and analysis. In 
addition, diagnoses and procedure codes for all visits are available from clinical 
databases for hospitalizations, emergency room visits, clinic visits as well as visits to 
specialists. Since KPMCP is self-insured, data on emergency visits to outside 
provider-s-:are·also available from a claims database. 

For the purposes of the analyses performed in this study, the rates of medical 
events occurring within O - 60 days of vaccination for hospitalization, 0 - 30 days for 
emergency room, and 1 - 30 days for clinic (outpatient) visits were compared to the 
rates of the same events in three different control periods. One control period was a 
historical comparison with the rates of the same events in historical age and sex 
matched controls during the one year prior to the onset of this study. The two other 
control periods were two distinct follow-up time periods in the vaccinees: the before 
control periods and the post-vaccine or after control periods. The before control 
periods were defined as 31 - 60 days prior to receipt of the varicella vaccine for clinic 
and emergency visits and 31 - 90 prior to vaccine for hospitalization. The after control 
periods were 91 - 120 days following vaccine for emergency and clinic visits and 91 -
150 days following vaccine for hospitalization. All events were reviewed by one of the 
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two principal investigators for possible vaccine association and classification of 
severity. Any events felt to be possibly associated with vaccination and all allergic 
reactions, deaths ·and neurologic events within the exposed follow-up period were 
reported to the Vaccine Adverse Events Reporting System (VAERS) through the 
manufacturer. In addition, in all cases, the diagnosis specific rates of events within 
exposed follow-up time period were compared to the control rates. P values and 
confidence intervals for the relative risk were calculated. using the mid-p exact 
binomial method. Separate analyses were performed for the one year old, 2-12 year 
old, 13-17 year old and over 18 year old age groups. In reviewing the results of these 
multiple comparisons, any diagnostic categories with an elevated risk following 
vaccination and for which there was biologic plausibility were identified for further 
evaluation. · 

Results 

The results of the analyses described above are shown in the attached tables. 
Descriptive summary statistics are followed by a series of tables presenting the 
results of the comparisons between the defined risk period and the various control 
periods:· self-control 91 - 120 days after vaccination; self-control 31 - 60 days before; 
and, for hospitalizations and emergency room utilization, _historical controls 1 year 

prior. This first group of tables is organized by age group and control period within 
type of service (hospitalization, ER, or outpatient). For each elevated risk significant 
at the . 05 level we performed an additional analysis controlling for receipt of 
concomitant MMR vaccine. The second set of tables report these results and are 
organized as above by type of service, age group, and control period. Third, for all 
diagnostic categories with apparent increased risk, the number of events on the same 
day as immunization is shown compared with the total number of events within 30 
and 60 days for emergency room visits and hospitalizations respectively. Finally, the 
number, interval since vaccination, and cause of death by age group is reported for 
subjects who died at any time following vaccination. 

Interpretation . 

The analysis identified several outcome categories with elevated relative risks 
which wer.._e statistically significant at the a.=0.05 level. It is important to note that the 
statistics 'employed in these tables are not adjusted for the multiple comparisons that 
are being made. 

To comment specifically on a few of these outcomes: 

1. Among the 1 year of age and 2-12 years of age comparison groups, higher rates of 
elective procedures in the hospital within 60 days following vaccination are observed. 
Most elective procedures are scheduled during routine care visits, where there is the 
opportunity for vaccination. Therefore, we would expect a higher rate of routine care 
visits and immunizations to precede hospital visits for elective procedures. The same 
line of reasoning applies to the comparison of hospitalization rates with historical 
controls. 
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2. As in our prior report, the rate of acute gastroenteritis among one year olds is lower 
in the age-matched historical controls for both hospitalizations and emergency room 
visits. We believe this result is due to year. to year variation in the seasonality of 
acute gastroenteritis. 

3. Among one year olds, there is also a reported increased risk of emergency room 
visits for acute gastroenteritis when compared with the 91-120 period after 
vaccination, but this does not appear in the 31-60 day before vaccination control 
interval. This may be due to seasonal variation within the study time period. 

4. Among one year olds we observed a significantly elevated risk of emergency room 
utilization for epilepsy in the comparison with 31-60 days before vaccine, while the 
relative risk estimate in the 90-120 days after comparison was not statistically 
significant. We believe this is the result of children with active epilepsy not being 
vaccinated. 

5. There is a consistent finding of increased febrile illness and 'R/O sepsis' within the 
30 day interval following vaccination. We have observed _similar findings following 
MMR alone in other studies where we observed an increased risk of febrile illness and 
11rule out sepsis" evaluations. We therefore conduded separate analyses of children 
with and without concomitant MMR vaccine. One year olds who received concomitant 
MMR vaccine had a significantly elevated risk of febrile illness in the emergency room 
setting, whereas the risk was not statistically -significant in those not given MMR 
concurrently. In the outpatient setting, among the 1 and 2-12 year age groups, there 
was a significant risk of febrile illness in the 91-120 day after comparison but not in 
the 31-60 days before comparison. This risk could be due to seasonality of febrile 
illness within the study period. In the· 2-12 year old group, MMR vaccine is not given 
commonly, and we believe some increased risk may be due to concomitant DTP 
administration. Analyses of risk of febrile illness among children 2-12 years of age 
with and without concomitant DTP vaccine is planned. 

6. Increased risk of febrile seizure was observed in the 1 year age group for 
comparisORs in the hospital and' outpatient settings. Of 21 hospitalizations for febrile 
seizure, 19 followed varicella vaccine with concomitant MMR and 2 followed varicella 
vaccine given without MMR. Without MMR, the relative risk estimate for 
hospitalization with febrile seizure was 0.58 among one year olds. Similarly, in the 
outpatient setting, with a control period of 91 -120 days after vaccination, the relative 
risk following concomitant varicella and MMR vaccine was 2.23 while the relative risk 
following varicella alone was 0.84. 

7. Among one year olds, significantly increased risk of emergency room visits for viral 
syndrome and rash occurred only among vaccine recipients with concomitant MMR. 
In the outpatient setting, risk of viral syndrome was significantly elevated among those 
with concurrent MMR, but not for varicella vaccine without MMR. 
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8. Similarly, an increased risk of outpatient visits for allergic reactions (including 
hives} was observed among one year olds in the after comparison. This risk was 
present only in the group that received concomitant MMR. Among 2-12 year olds 
there was a marginally significant increased risk of emergency room visits for hives in 
the after comparison only. Analysis of this group with and without concomitant DTP 
vaccine is planned. 

9. Among the 2-12 years of age group, a possible increased risk of alopecia remains 
unexplained pending analysis of concurrent immunogens, partirularly Hepatitis B 
vaccine and DTP. 

Conclusion 
In this study population of 90,000 children and adults, the varicella vaccine (Oka 
strain, Merck} appeared to be free of serious side effects. Overall we are impressed 
by the apparent safety of Varivax in this study. 
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• 
Varicella Vaccine Safety .Analysis: Hospitalizations l Year of Age -- Iffllll\lnization.s through 12/31/96, J\dmissions through 02/05/91 0-60 Day Risk Period and 31-90 Days BEFORE Control Period 

Diagnosis 

Abscess 
Acute Gastroenteritis 
J\denitis 
Agranulocytosia 
Allergic incl Angioeclema 
Anemia 
Appendicitis 
Arhythnu.a 
Aspiration 
.Aathma 
Ataxia 
Bronchiolitis 
Cardiac disease 
Cellulitis 
Cerebral Palsy 
Chronic sinusitis 
~##,~"¥ . .. Congenital heart disease 
constipation 
Croup 
Developmental Delay 
Diabetes 
Drug Reaction 
E Coli Septicemia 
Elective Procedure 
Epiglottis 
Epilepsy 
Erythema multiform• 
ruo 
Failure to thrive 
Febrile illness 
GE Reflux 
GI Bleed 
Hemophilia 
Hydrocephalus 
~~~ .. 
Infection 
Kawasaki's Disease 
Hastoiditis 
Near Drowning 
otitis Media 
PharyngitiS 
PneU1110nia 
Poisoning/Ingestion 
Post-surgical complication 
Rash · 
Respiratory failure (chronic) 
Seizure, Febrile 
Seizure, Type Unk. 
Sickle Cell Disease 
Sinusitis 
Sleep apnea 
Sinall bevel obstruction 
Trauma 
URI 
UTI. e~;.~---
•Total 

Rates, Relative Risk Estimates and 951 Confidence Intervals (Rates par 1000 Person-Years l 

0-60 
days 

N 

0 
33 

2 
0 
0 
2 
1 
0 
2 

40 
0 
1 
1 
3 
0 
1 

.. tr · 
0 
0 
9 
1 
1 
2 
1 

131 
l 

11 
0 
2 
l 
5 
2 
2 
0 
l 

"::t.. 
l 
l 
l 
0 

90 
0 

27 
7 
0 
0 
l 

21 
l 
1 
l 
0 
1 

20 
5 
3 
8 

.l . 
2 

448 

0-60 
days 
Rate 

o.oo 
5.83 
0.35 
o.oo 
o.oo 
0.35 
0.18 
0.00 
0.35 
7.06 
0.00 
1.24 
0.18 
0.53 
0.00 
0.18 

. :i ;,;wi. 
0.00 
0.00 
1.59 
0.18 
0.18 
0.35 
0.18 

23.13 
0.18 
1. 94 
0.00 
0.35 
0.18 
0.88 
0.35 
0.35 
o.oo 
0.18 
!l,,~. 
0.18 
0.18 
0.18 
o.oo 

15.89 
0.00 
(. 71 
1.24 
0.00 
o.oo 
0.18 
3.71 
0.18 
0.18 
0.18 
0.00 
0.18 
3.53 
a.ea 
0.53 
1.41 
'ii\~ 
0.35 

79.10 

31-90 
days 

before 
N 

l 
33 

0 
l 
l 
0 
1 
l 
l 

40 
l 
9 
C 
2 
2 
0 
~ ... 
·4 
l 
ll 

0 
l 
0 
0 

119 
0 
6 
l 
0 
3 
6 
4 
0 
l 
l 
ii' 
i:i 
2 
0 
2 

116 
l 

22 
8 
l 
l 
0 

12 
0 
3 
0 
2 
2 

28 
5 
5 
7 
s· ·o· · 

479 

31-90 
days 

before 
Rate 

0.18 
5.80 
o.oo 
0.18 
0.18 
0.00 
0.18 
0.18 
0.18 
7.02 
0.18 
1.58 
o.oo 
0.35 
0.35 
0.00 

t►"1A 0.70 
0.18 
1.93 
o.oo 
0.18 
o.oo 
0.00 

20.90 
0.00 
1.05 
0.18 
0.00 
0.53 
1.05 
0.10 
0.00 
0 . 18 
0.18 
h.M! 
0.00 
0.35 
o.oo 
0.35 

20.37 
0.18 
3.86 
1.40 
0.lB 
0.18 
0.00 
.2.ll 
o.oo 
0.53 
0.00 
0.35 
0.35 
4.92 
0.88 
o.ea 
1.23 
&.is 
0.00 

84.12 

Relative 
Risk 

Estimate 

0.00 
1.01 

o.oo 
0.00 

1. 01 
o.oo 
2.01 
1.01 
0.00 
0.78 

1.51 
0.00 

·g •• ~ 
o.oo 
0.00 
0.82 

1.01 

1.11 

1.84 
o.oo 

0.34 
0.84 
a.so 

0.00 
1.01 
.!4.~ 
0.50 

o.oo 
o. 78 
o.oo 
1.23 
0.88 
0.00 
0.00 

1. 76 

0.34 

0.00 
a.so 
0.72 

" l'.01 
·o. so 
1.15 
4,,;® 
o. 94 

951 CI 
Lover 
Bound 

o.oo 
0.62 
0.29 
o.oo 
0.00 
0.29 
0.03 
0.00 
0.15 
0.65 
o.oo 
0.28 
o.os 
0.22 
0.00 
o.os 
~~ o~c,o· 
a.co 
0.33 
0.05 
0.03 
0.29 
0.05 
a.es 
a.OS 
0.68 
0.00 
0.29 
0.01 
0.24 
0.06 
0.29 
0.00 
0 . 03 
J.,'1$ o:·05 
0.02 
0.05 
0.00 
0.59 
0.00 
0.70 
0.30 
0.00 
0.00 
0.05 
0.81 
0 . 05 
0.01 
0.05 
0.00 
0.02 
o. 40 
0.21 
0.12 
0.40 
'lj..b(I' 
0. 29 
0.83 

•Total may be somewhat less than colwon total due to multiple diagnoses Hid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

19.10 
1.64 

19.10 
19.10 

39.21 
19.10 
59.31 
1.56 

19.10 
2.14 

12.68 
3.49 

.: ··ll-~ 
1.12 

19.10 
2.02 

39.21 

1.42 

5.39 
19.10 

3.14 
2.87 
2.83 

19.10 
39.21 
:i4 'ts: 
6.61 

3.49 
1.03 

19.10 
2.19 
2.50 

19.10 
19.10 

3 . 69 

3.14 

3.49 
6. 61 
1.27 
3.74 
2.61 
3.33 
1;;,1~: 
1.07 

P-Value 
(Hid-Prob.) 

0.501 
0.983 
0.249 
0.501 
0.501 
0.249 
0.997 
0.501 
0.622 
0.981 
0.501 
0. 637 
0.499 
0.683 
0.251 
0.499 
:t,.:!10.:4, . 
0 . 063 
0.501 
0.672 
0.499 
0 . .997 
0.249 
0.499 
0.424 
0 . 499 
0.234 
o.501 
0.249 
0.378 
0 . 781 
0.457 
0.20 
0.501 
o. 997 
·q.,.~· 
0.499 
0.628 
0.499 
0.251 
0.077 
0.501 
0.468 
0.812 
0.501 
0.501 
0.499 
0.118 
0 . 499 
0.378 
0.499 
0. 251 
0.628 
0.261 
0.993 
0.513 
o. 796 

"'t• 0~249 
0.350 

2 
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Varicella vaccine Safety Analysis: Hospitalizationa 1 Year of Aqe -- Immunizations through 12/31/96, J\dlldssions through 02/05/91 0-60 Day Risk Period and 91-150 Daya AE'1'£R Control Period 
Rates, Relative Risk Estimates and 95\ Confidence Intervals (Rates per 1000 Person-Years) 

Diagnosis 

Abscess 
Acute Gastroenteritis 
.l\denitis 
Aller9ic incl Angioedeu 
Allergic not incl J\ngioedema 
Anemia 
Appendicitis 
Aspiration 
Asthina 
Bronchiolitis 
Cancer, R/0 Cancer 
Cardiac disease 
CellulitiS 
Cerebral Palay 
Chronic sinusitis 
Congenital .l\drenal Insufficien 
Congenital Anomaly 
congenital heart disease 
Croup 
Developmental Delay 
Diabetes 
Drug Reaction 
E Coli Septicemia 
-~~~~-~:111•1!¥. 
Epiglottis 
Epilepsy 
roo 
Failure to thrive 
Febrile illness 
GE Reflux 
GI Bleed 
Hematemesis 
Heraaturia 
Hydrocephalu8 

~~~-~ - -
Infection 
Kavasaki's Disease 
Hastoiditis 
Near D.rovning 
Oti tis Media 
Pneumonia 
Poisoning/Ingestion 
Res piratory failure (chronic) 
Seizure, .Afebrile 
~~"-•- ~!i;'!' Seizure, Type Unk. 
Sickle Cell Disease 
Sinusitis 
Small bowel obstruction 
Syncope/LOC 
Tonsillitis 
Trauma 
URI 
UTI • . __ 
Viral Syndrollle 
Wheezing/SOB 
r/o ·sepsis 
*Tota l 

0-60 
days 

N 

0 
33 

2 
0 
0 
2 
l 
2 

40 
7 
0 
l 
3 
0 
1 
0 

33 
0 
9 
l 
1 
2 
l 

P.il.. 
l 

11 
2 
l 
5 
2 
2 
0 
0 
l 
0 J.. . 
0 
l 
l 
l 
0 

90 
27 

7 
1 
0 

#.. 
l 
l 
l 
1 
0 
0 

20 
5 
3 
8 
0 
2 

448 

0-60 
days 
Rate 

0.00 
5.83 
0.35 
o.oo 
0.00 
0.35 
0.18 
0.35 
7.06 
1.24 
0.00 
0 . 18 
0.53 
0.00 
0.18 
0 . 00 
5.83 
0.00 
1.59 
0 . 18 
0.18 
0.35 
0.18 

-~~ 
0.18 
1 . 94 
0.35 
0.18 
0.88 
0.35 
0.35 
0.00 
0.00 
0 . 18 
0.00 i.x~ 
0.00 
0 . 18 
0.18 
0.18 
0.00 

15.89 
4- 77 
1.24 
0.18 
0.00 
. i\,,ln; 
0.18 
0.18 
0 . 18 
0.18 
0.00 
0.00 
3.53 
0.88 
0.53 
1.41 
0.00 
0.35 

79.10 

91-150 
days 

N 

l 
25 

1 
3 
l 
2 
l 
0 

29 
l 
2 
0 
4 
l 
0 
l 

34 
3 
5 
0 
0 
0 
l 

7''.: 
0 

11 
0 
0 
2 
0 
0 
2 
1 
0 
1 
1 
l 
0 
l 
0 
1 

99 
24 
11 

0 
1 
If 
1 
0 
2 
0 
1 
l 

25 
4 
3 
4 
l 
0 

357 

91-150 
days 
Rate 

0.20 
5.10 
0.20 
0 . 61 
0.20 
0 . 41 
0.20 
0.00 
5. 92 
0.20 
0.41 
0.00 
0.82 
0.20 
0.00 
0.20 
6. 94 
0.61 
1.02 
o.oo 
0.00 
0.00 
0.20 

~~ : 
2 .24 
0.00 
0.00 
o.41 
o.oo 
0.00 
0.41 
0.20 
0.00 
.o.-~o J.,,,~ _ 
0.20 
0.00 
0.20 
0.00 
0.20 

20.20 
4. 90 
2.24 
o.oo 
0 . 20 , :~Q . 
0.20 
0.00 
0.41 
o.oo 
0.20 
0.20 
5.10 
0.82 
0.61 
0.82 
0.20 
0.00 

'72.B3 

Relative 
Risk 

Estimate 

o.oo 
1.14 
l. 73 
o.oo 
o.oo 
0.87 
o.87 

1.19 
6.06 
o.oo 
0.65 
o.oo 

o.oo 
0.84 
o.oo 
1.56 

o. 87 
,;;.~ _ 
0.87 

2 , 16 

o.oo 
o.oo 

0.87 

o.oo 
0.19 
o.97 
0 . 55 

0.43 

o.oo 
0.00 
0.69 
1.08 

- o ~e7 
i.73 
o.oo 
1.09 

951 CI 
Lower 
Bound 

0.00 
0.68 
0.13 
o.oo 
o.oo 
0.09 
0.02 
0.25 
0.74 
0. 94 
0.00 
o.os 
0.12 
o.oo 
0.05 
o.oo 
0.52 
0.00 
0.52 
0.05 
0.05 
0.25 
0.02 
µ;.pt:· 
0.05 
0.37 
0.25 
0.05 
0.43 
0.25 
0.25 
o.oo 
0.00 
0.05 
0.00 

::i&~: o.oo 
0.05 
0.02 
0.05 
o.oo 
0 . 59 
o.56 
0.20 
o.os 
o.oo 

-~~j .. 
0.02 
0.05 
0.01 
0,05 
0.00 
0.00 
0.38 
0.27 
0.15 
0.52 
0.00 
0.25 
0.95 

*Total may be somewhat less than column total due to multiple diaonoses Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

16.44 
1.94 

51.06 
1.48 

16.44 
8.31 

33 . 75 

1. 94 
137 .51 

3. 00 · 

3.14 
16.44 

16 . 44 
1.36 
1.48 
5.13 

33.75 . *-·~ 
2.04 

16.10 

3.00 
16.44 

16.-_4_4_ 
.... P.,~. 

16.44 

33. 75 

16.44 
1.05 
l.10 
1 . 43 

5.69 

16. 44 
16.44 

1 .25 
4.53 
5.04 
6.59 

16.44 

1.25 

P-Value 
(Hid-Prob. ) 

0.464 
0.620 
0. 708 
0.100 
0.464 
0.892 
0.928 
0.287 
0.472 
0.061 
0.215 
0.536 
0.593 
0.464 
0.536 
0.464 
0.478 
0.100 
0.442 
0.536 
0.536 
0.287 
0.928 
o...a.a.~-- -­O.S36 . 
0.738 
0.287 
0 . 536 
0.380 
0.287 
0.281 
0.215 
0.464 
o.536 
0.464 p,,m_ 
0.464 
0.536 
0.928 
0.536 o.,e, 
0 . 100 
0.922 
0.223 
0.536 
0.464 :t.~•· 0.928 
0.536 
0 . 546 
0 . 536 
0.464 
0.464 
0 . 223 
o. 918 
0.865 
0.385 
0.464 
0.287 
0.245 
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Varicell• Vaccine Safety Malyais: Historical Controls - Hospitalizations l Year of J\ge -- I-,iizations through 01/23/96, Admissions through ·02/05/97 Risk Period: 0-60 daya, Control Period: Same Calendar Days Year 1 or 2 Prior to Study 

Diagnosis 

~sceas 
;~~-·~~-
Adeni tis 
Anemia 
}\pnH 
}\ppendici Us 
Aseptic meningitis 
Aspiration 
Asthma 
Bronchiolitis 
Cancer, R/0 Cancer 
Cardiac disease 
Cellulitis 
Chronic sinusitis 
congenital Anomaly 
Congestive Heart Failure 
Croup 
Cystic Fibrosis 
Developmental Delay 
Diabetes 
Drug Reaction 

. ~e~~-1,e.;r~•:· 
Epiglottis 
Epilepsy 
ruo 
Failure to thrive '·•:rt~W.-~i)~. »· ... 
GE Reflux 
GI Bleed 
Hist1ocytosis 
Hyclrocephalus 
Hypovolemia 
Infection 
Inguinal Hernia/Repair 
Kawasaki's Diaease 
Hastoiditis 
Meningitis 
Mononucleosis 
Near Drowi:iing 
Osteomyeli tis 
OtitU Media 
Pneumonia 
Poisoning/Ingestion 
Rash 
Respiratory failure (chronicl 

.. Re_~!":,~-- S~ro,~e , ;s•~'?!~e-~ -"';.~i • 
Seizure, Type Unk. ;$~ - , . ... . . ,. 

sich~-'ceil Disease 
Sinusitis 
Small bowel obstruction 
Stoma ti tis 
Synoatosis 
Tonsill:f.tia,. · 
Trauma · -
URI 
UTI 
Varicella 
Varicella w, w/o Cellulitis 
Viral Syndrome 
r/o Sepsis 
•Tot;al 

Rates, Relative Risk Estimates and 9S1 confidence Interval• (Rates per 1000 Person-Years J 

0-60 
days 

N 

0 .... 
2 
2 
0 
1 
0 
2 

40 
7 
0 
1 
3 
1 

33 
0 
9 
0 
l 
l 
2 
l i». 
l 

11 
2 
l 

.:i 
2 
2 
0 
l 
1 
l 
0 
l 
l 
0 
0 
0 
0 

90 
21 

7 

0 
l 
0 

ff 
!i 
l 
l 
l 
0 
0 
0 

20 
5 
3 
0 
0 
B 
2 

448 

0-60 
days 
Rate 

0.00 

l~--­o.3s 
0.35 
0.00 
0.18 
0.00 
0.35 
7.06 
1.24 
o.oo 
0.18 
0.53 
0.18 
5.83 
0.00 
l.59 
o.oo 
0.18 
0.18 
0.35 
0.18 

AA: 
0 . 18 
1.94 
0.35 
0.18 
P-:~l!--
0. 35 
0.35 
0.00 
0.18 
0.18 
0.18 
o.oo 
0 .18 
0.18 
0.00 
0.00 
o.oo 
o.oo 

15.89 
4. 77 
1.24 
0.00 
0.18 
0.00 
).,,)J 
0.18 
."1;.AA 
0.18 
0.18 
0.18 
o.oo 
0.00 
0.00 
3.53 
o.88 
0.53 
o.oo 
o.oo 
l.41 
0.35 

79. lO 

Historical 
control 

N 

4 ... ,;~t 
4 
2 
4 
0 
l 
2 

26 
5 
4 
0 
8 
0 

H 
l 

12 
l 
0 
0 
0 
0 ,,, 
0 
4 
l 
0 
1,.-
i 
l 
l 
l 
l 
0 
l 
2 
0 
l 
2 
l 
l 

109 
28 

6 
l 
0 
1 

''1 
0 
s ->o 
l 
0 
l 
l 
2 

11 
1 
5 
2 
2 
2 
3 

3911 

Historical 
Control 

Rate 

0 . 70 
·•:t;.ii: 

0.70 
0.35 
o. 70 
0.00 
0.18 
0.35 
4.57 
0.88 
o. 70 
o.oo 
l.40 
0.00 
7 . 73 
0. 18 
2.11 
0.18 
o.oo 
o.oo 
o.oo 
0.00 

-~ ;.~ . 
0 . 00 
0.70 
0.18 
0 . 00 
A-,.QP' 
0.18_ 
0 . 18 
0.18 
0.18 
0.18 
o.oo 
0.18 
0.35 
0.00 
0.18 
0.35 
0.18 
0.11! 

19.14 
4. 92 
l.05 
0.18 
o.oo 
o.u 

.h,U o.oo 
~,~4'! 
0.00 
0.18 
o.oo 
O.lB 
0.18 
0.35 
1.93 
0.18 
0.88 
0·. 35 
0.35 
0.35 
0.53 

69.89 

Relative 
Risk 

Estimate 

0.00 i.,. 
a.so 
1.0l 
o.oo 
0.00 
1.01 
l.S5 
1.41 
0 . 00 

0. 75 
o.oo 
o. 75 
o.oo 

-,,,.~ . 
2.76 
2.01 

l-01 
2.01 
0.00 
l.01 
1.01 

0.00 
0 . 50 

o.oo 
0 . 00 
0.00 
0.00 
0.83 
o. 97 
1.17 
o.oo 

0.00 
!i.p~ 

t~W.L 
l.01 

o.oo 
0.00 
0.00 
1.83 
5.03 
0.60 
0.00 
0.00 
4. 02 
0.67 
1.13 

951 CI 
Lover 
Bound 

0.00 

~'.~ 

0.10 
0.00 
o.05 
o.oo 
0.10 
o. 95 
0.44 
o.oo 
0.05" 
0.08 
o.os 
o. ◄ e 
0.00 
0.31 
o.oo 
0.05 
0.05 
0.29 
0.05 

.),,-.· 
0 . 05 
0.91 
0.15 
0.05 
t .. ¢; 
0.15 
0.15 
0.00 
o.o3 
0.03 
0.05 
0.00 
0.02 
0.05 
0.00 
o. oo 
0.00 
o.oo 
0.63 
0.57 
0.38 
0.00 
0.05 
o.oo 
t..,)j). 
0.05 
!li,,;lJi~ 
0.05 
0.03 
0.05 
o.oo 
0.00 
0 . 00 
o.88 
0. 70 
0.12 
o.oo 
0.00 
0.93 
o·.00 
0.99 

•Total may be somewhat less than column total due to multiple diaqnoses Mid-Probability Method for CI ;and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

1.12 
:~\:~ 
2.83 
9.66 
1.12 

19.10 
9.66 
2.56 
4 .·85 
1.12 

1.38 

1 . 18 
19-10 
1.81 

19. 10 

10.04 
59.31 

59:31 
59. 31 
19.10 
39 . 21 
39.21 

19.10 
6.61 

19.10 
3 . 49 

19.10 
19.10 
1.10 
l.65 
3.72 

19.10 

19 . 10 
,:;~ 
l)j, ,1¢ 

39.21 

19.10 
1!1,10 
3.49 
3.95 

119-62 
2.61 
3.49 
3.49 

27. 72 
4.51 
1.30 

P-Value 
(Hid-Prob.) 

0.063 

11 

)Pi ~ '- · , .. 
0.457 
0.996 
0.063 
0.499 
0.501 
0.996 
0.083 
0.575 
0.063 
0.499 
0.148 
o. 499 
0.221 
0.501 
0.531 
0.501 
0.499 
0.499 
0.249 
0.499 

'11,.~:. 
0.499 
0.075 
0.622 
0.499 

❖4•*•··· 
0.622 
0.622 
0 . 501 
0.997 
0. 997 
0.499 
0.501 
0.628 
0.499 
0.501 
0.251 
0.501 
0.501 
0.192 
o. 910 
0.783 
0.501 
o. 09 
0.501 
:ir;m>:t 
0.49!1 
l ..:~; 
0.499 
o. 997 
0 . 499 
0.501 
0.501 
0.251 
0.107 
0.123 
0.513 
0.251 
0.251 
0 . 064 
0.692 
0.072 
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varicella Vaccine Safety Analysis: Emergency Rootn Visit• 1 Year of }lqe -- IllDlluniz■tions through 12/31/96, Visits through 02/05/97 0-30 Day Risk Period and 31-60 Days BEFORE Control Period 

·ouqnosia 

Abscess 
Acute Gastroenteritis 
Allergic incl Angioedeu 
Allergic not incl Anqioedema 
Apnea 
J\apiration 
Aathma 
Ataxia 
Breath holding 
Bronchiolitis 
Cellulitis 
congenital Anomaly 
Conjunctivitis 
Constipation 
croup 
Diabetes 
Drug Reaction 
Elective Procedure 
jijflilou' 
Epistaxis 
~ ~~1Niii.~C 
Hematuria 
Hives 
Infection 
Ingrown toenail 
Irritable child 
Local s..,.lling 
Muaculoskeletal pain 
·Near Drowning 
Otiti■ Media 
Parti~l Bol<el Obstruction 
Pharyngitis 
Pneumonia 
Poisoning/Ingestion 
Rash 
Scabies 
Seizure, Afebrile 
Seizure, Febrile 
Sinusi tis 
Small bowel obstruction 
Stoma ti tis 
Synovitis 
Thrush 
Tonsillitis 
Trauma 
URI 
UTI 
Varicella 
Varicella w, w/o Cellulitis 
Varicella with Cellulitis 
Viral Syndrome 
Well Child/Reassurance/FU ~~,~ ...... . 

r/o Sepsis 
*Total __ . .. ,,_._ 

Rat••• Relative Ria k Estimates and 951 Confidence Intervals (Rates per 1000 Person-Years ) 

0-30 
days 

N 

1 
92 

3 
2 
0 
0 

46 
0 
1 

H 
l 
0 
s 
4 

28 
1 
0 

14 ,: 
1 

·.$a·· 
· 1 

6 
3 
l 
4 
l 
0 
0 

177 
l 

10 
20 
25 
20 

3 
1 

43 
1 
1 
0 
0 
l 
4 

333 
63 
s 
3 
3 
1 

105 
17 

if. 
0 

1038 

0-30 
days 
Rate 

0.35 
32.31 
l.05 
0.70 
0.00 
0.00 

16.l~ 
o.oo 
0.35 
4. 92 
0.35 
0.00 
1.76 
1.40 
9.83 
0.35 
0.00 
4. 92 

'#c }'it c{~s · 
. . .,,,Q; 

0.35 
2.11 
1.05 
0.35 
1.40 
0.35 
0.00 
0.00 

62.17 
0.35 
3.51 
7.02 
8-78 
7.02 
1.05 
0 . 35 

15.10 
0.35 
0.35 
0.00 
0.00 
0 . 35 
1.40 

116. 96 
22·.13 
1. 76 
1.os 
1.05 
0.35 

36.88 
5.97 

·: f~~: 
364.57 

31-60 
days 

before 
N 

4 
96 
6 
s 
l 
1 

34 
1 
0 

17 
4 
3 

10 
4 

18 
0 
1 

12 
. . ( . 

0 
~ 

0 
2 
0 
0 
4 
0 
1 
1 

207 
0 

12 
25 
24 
10 

0 
0 

34 
0 
0 
2 
1 
l 
2 

315 
64 

4 
0 
0 
0 

96 
19 
~ 

2 
993 

31-60 
days 

before 
Rate 

Relative 
Risk 

&stimate 

1.40 
33.72 
2.11 
l. 76 
o.35 
0.35 

11. 94 
0.35 
o:oo 
s. 97 
1.40 
1.05 
3.51 
1.40 
6.32 
o.oo 
0.35 
4.21 

· .. le-AA 
0.00 
·M:. 
0.00 
0.70 
0.00 
o.oo 
1.40 
o.oo 
0.35 _. 
0.35 

72.70 
o.oo 
4.21 
8.18 
8.43 
3.51 
0.00 
0.00 

11.94 
0.00 
o.oo 
0.70 
0.35 
0.35 
0. 70 

110.63 
22.48 
1.40 
0.00 
o.oo 
o.oo 

33.72 
6.6'7 

1<21 
0. 70 

348-76 

0.25 
0.96 
0.50 
0.40 
o. oo 
0-00 
1.35 
o.oo 

0-82 
0 . 25 
o.oo 
o.so 
LOO 
1.56 

o.oo 
Ll7 

3.00 

1.00 

o.oo 
o.oo 
0.86 

0.83 
0.80 
1.04 
2 . 00 

1-26 

o.oo 
0-00 
LOO 
2.00 
1.06 
0.98 
1.25 

1.09 
0.89 
JV®' 
o.oo 

· ~ ~05 

951 CI 
Lower 
Bound 

0.01 
0.72 
0.10 
0.05 
o.oo 
0-00 
0.87 
o.oo 
0.05 
0-40 
0.01 
0.00 
·0_1s 
0.23 
0.86 
0. OS 
o.oo 
0.53 
t.i'f 
o.os 
·~~-
0.05 
0.63 
o.58 
0.05 
0-23 
0.05 
Q.00 
o.oo 
0.70 
0.05 
0.35 
0.44 
0.59 
0.94 
0.58 
o.os 
0.81 
0.05 
0.05 
0.00 
0.00 
0.03 
0.35 
0.91 
0.69 
0.32 
0.58 
0.58 
o.os 
0.83 
0.46 .iWm· 
o: ()0 
0.96 

*Total -y be so-hat less than col\lllll'> total due to =ultiple diagnoses Mid-Probability M■thod for CI and Two-Sided Exact Binomial Test 

951 CI 
Opper 
Bound 

l.99. 
1.28 
2.01 
2.03 

19.00 
19.00 
2.12 

19.00 

l.68 
1.99 
l. 71 
l.45 
4.43 
2.86 

19.00 
2.58 

21.60 

4.43 

19.00 
19.00 
l.04 

l. 96 
1.44 
l.84 
4.45 

2.00 

3.47 
19-00 
39.00 
15.61 
1.23 
1.40 
5.23 

l.44 
l. 73 
~:~: 
3.47 
l.14 

P-Value 
(Hid-Prob . J 

0-219 
0. 771 
0.344 
0.289· 
0.500 
0.500 
0.182 
0.500 
0.500 
0-597 
0.219 
0-125 
0.210 
0.999 
0.H4 
0.500 
o_soo 
0. 701 

: .. ~~~ 
c,.~ o.'.soo 
0 . 180 
0_12s 
0.500 
0.999 
0.500 
0 . 500 
0.500 
0.126 
0.500 
0.678 
0.461 
0.888 
0.071 
0.125 
0.500 
0.30B 
0_500 
0.500 
0.250 
0.500 
0.999 
·0-453 
0.480 
0_930 
o. 754 
0.12s 
0.125 
o . soo 
0.527 

~:~ 
0.250 
0.318 

2 
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Varicella Vaccine Safety Analysis: Emerqency Room Visits 1 Year ot ·p,qe - Imunizations through 12/31/96, Visits through 02/05/97 0-30 O.y Risk Period and 91-120 Days AFTER Control Period 

Diagnosis 

Abscess 

~ttg~!!~ 
Allergic not incl Angioedema 
Anorexia 
Aspiration 
Aathllla 
Breath holding 
Bronchiolitis 
Cellulitis 
Child Abuse 
Congenital Adrenal Insufficien 
Congenital Anomaly 
Conj uncti vi tis 
Constipation 
Croup 
Diabetes 
Elective Procedure 

· Epilepsy ~1='1~ 
Hematuria 
Hives 
Hydrocephalus 
Infection 
Ingrown toenail 
Irritat>le child 
Local swelling 
Mu•culos keletal pain 
Otitis Media 
Partial Bowel Obstruction 
l?haryngi tis 
Pneumonia 
l?oisoning/Ingestion 
aJli 
s~abiea 
Seizure, Afebr1le 
Seizure, Febrile 
Sinusitis 
Small l:,owel obstruction 
Stomatitis 
Thrush 
Tonsillitis 
Trauma 
URI 
UTI 
Varicella 
Varicella w • w/o Cellulitis 
Varicella with Cellulitia 
'!t.t:iifAA~ ..... 
Well Child/Reassurance/FU 

~~~~-

Rates, Relative Risk Estimates and 951 Confidence Intervals (Rates per 1000 Person-Years l 

0-30 
daya 

N 

l 

-~ 
3 
2 
0 
0 

46 
1 

14 
1 
0 
0 
0 
5 
4 

28 
1 

14 
6 
1 
~ 

1 
6 
0 
3 
l 
4 
1 
0 

177 
l 

10 
20 
25 
l!. 

3 
1 

43 
1 
1 
0 
l 
4 

333 
63 

5 
3 
3 
1 

t~·: 
17 
1i 

J,~, 

0-30 
days 
Rate 

0.35 
~ .. ~ 
1.05 
0. 70 
0.00 
o.oo 

16.16 
0.35 
4.92 
0.35 
o.oo 
o.oo 
0.00 
1.76 
1.40 
9.83 
0.35 
4.92 
2.11 
0 . 35 , ... 
0.35 
2.11 
0.00 
1.05 
0.35 
1.40 
0.35 
o.oo 

62.17 
0.35 

' 3.51 
7.02 
8.78 

.. 'ti~. 
1 . 05 
0.35 

15.10 
0.35 
0.35 
o.oo 
0.35 
1.40 

116.96 
22.13 
l. 76 
1.05 
l.05 
0.35 

1~;/f)I 
5.97 
tUi(l 

--~'~# 

91-120 
days 

N 

l .. .., 
5 
1 
2 

29 
0 
7 
2 
1 
l 
2 
4 
0 

27 
0 

17 
2 
l 

Ji. 
l 
4 
1 
l 
0 
l 
0 
1 

156 
0 
9 

19 
22 
•i 
0 
0 

41 
2 
0 
3 
l 
1 

294 
48 

2 
1 
l 
0 

·,,:_ 
l4 

• 19! .. 

91-120 
days 
Rate 

0.40 

~~ .. -· 2.77 
1.99 
0.40 
0. 79 

11.47 
0.00 
2.77 
0. 19 
o. 40 
0.40 

. o. 79 
1.58 
0.00 

10.68 
0.00 
6. 72 
0.7!1 
0.40 
'h-. 
0.40 
l.58 
0.40 
0.40 
o.oo 
0.40 
o.oo 
0. 40 

61. 70 
0.00 
3.56 
7 .51 
8.70 

.. 'j;,,fjti 
0 . 00 
o.oo 

16.·22 
o. 79 
0.00· 
l.19 
0.40 
0.40 

116.28 
18. 98 

0.7!1 
0.40 
0 . 40 
0 .00 

AA,,.,~-
5.54 
li.J'f' 

~,:!,#.;~--

Relative 
Risk 

Estiftlate 

0.8!1 
l,)t' 
0.38 
0.36 
0 . 00 
o.oo 
l. 41 

1. 78 
0.44 
o.oo 
o.oo 
o.oo 
1.11 

o. 92 

0.73 
2.66 
0.89 
JA 
0.89 
1.33 
o.oo 
2.66 

3 . 55 

o.oo 
1.01 

o.99 
0.93 
l. 01 
~ .... 
o. 93 
0.44 

0.00 
0.89 
3.55 
1.01 
1.11 
2.22 
2.66 
2.66 

951 CI 
Lower 
Bound 

0.02 
l:49.' 
0 . 08 
0.05 
o.oo 
0.00 
0.89 
0.05 
0.72 
0 . 02 
o.oo 
o.oo 
o.oo 
0.28 
o.80 
0.54 
0.05 
0.35 
0.56 
0.02 
j~ 
0.02 
0.36 
o.oo 
0.28 
0.05 
0.45 
0 . 05 
0.00 
0.81 
0.05 
0.39 
0.49 
0 . 57 

· ),.;;t6 
0.52 
0.05 
0. 61 
0.02 
0.05 
0.00 
0.02 
0 . 45 
0.86 
o.e0 
0.44 
0.28 
0.28 
0 . 05 .,.,~ 
0.53 
-~.o~ 
1,,,~ 

*Total may be somewhat leas than column total due to multiple d laqnoaes Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

34.63 
: 2}...s; · 
l.45 
l.80 

16.87 
3.08 
2.26 

4.70 
5.84 

16.87 
16.87 
3.08 
4.65 

1.57 

1.49 
19.19 
34.63 

·:. if.,Q. . 
34.63 
5.35 

16.87 
10.14 

87.90 

16.8"7 
1.25 

2.51 
1.17 
l .Sl ,~,zi 
l.43 
5.84 

l.52 
34.63 
87.90 
1.18 
l. 70 

16.52 
70.14 
70.14 

P-Value 
(Mid-Prob.) 

o. 941 

l 

···. ~ .;002;-,.:, .:,C, , ; 
0 . 164 
0.226 
0.470 
0.221 
0.148 
0.530 
0.217 
0.560 
0.410 
0 . 470 
0.221 
0 . 888 
0.079 
o. 761 
0 . 530 
0.391 
0. 231 
0 . 941 

: .:d.:,;~::· 
0.9U 
0.617 
0.470 
0.431 
0.530 
0.268 
0.530 
0 . 470 
o. 946 
0.530 
o. 974 
0.833 
o. 978 
gr;@!· 
0 . 10 
0.530 
o. 745 
0 . 560 
0.530 
0 . 104 
0.941 
0 . 268 
0.943 
0 . 426 
0.362 
0.437 
0.437 
0.530 .... ..,.: 
0,840 

fl{ 
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Varicella Vaccine Safety Analysis: Historical Control• - Emergency Room Visits 
l Year of Age -- I111111Unizations through 12/31/96 Risk Period: 0-30 days, Control Period: Same Calendar Days, l or 2 Years Prior to Study 

Diagnosis 

Abscess 
=.;~~~,=-.:~~~~ 
Allergic incl Angioedema 
Allergic not incl Angioedema 
Mal fissure 
Apnea 
Asthma 
Breath holding 
Bronchiolitis 
Cellulitis 
Child Abuse 
Conj uncti vi tis 
Constipation 
Croup 
Diabetes 
Elective Procedure 
~~~~ . .. .. . .. 

Epist;_ixis 
Erytheiu multiforme 
FllO 
Febril■ illness 
GI Bleed 
Henaturia 
Hives 
Infection 
Ingrown toenail 
Inguinal Hernia/Repair 
Irritable child 
Local swelling 

--~l:·•j 
Partial Bowel Obstruction 
Pertussis 
Pharyngitis 
PnellftlOnia 
Poisoning/Ingestion 
Rash 
Scabies 
Seizure, Afebrile 
Seizure, Febrile 
Seizure, Type Unk. 
sepsis 
Sinusiti s 
S111all bowel obstruction 
Stomatitis 
Thrush 
Tonsillitis 
Transverse Myelitis 
Trauma 
URI 
UTI 
Varicella 
Varicella w & w/o Cellulitia 
Varicella with Cellulitis 

Rates, Relative Risk Estimates and 951 confidence Intervals 
(Rates per 1000 Person-Year• ) 

0-30 
days 

N 

1 
It 

3 
2 
0 
0 

46 
l 

l( 

1 
0 
5 
4 

28 
1 

u 
-~ 
l 
0 
0 

52 
0 
1 
6 
3 
l 
0 
4 
1 
0 

:t~ 
l 
0 

10 
20 
25 
20 

3 
l 

43 
0 
0 
l 
l 
0 
1 
4 
0 

333 
63 

5 
3 

.3 
1 

0-30 
days 
Rate 

0.35 
··· ·- ~lU 

1.05 
o. 70 
o.oo 
0.00 

16.16 
0.35 
4. 92 
0.35 
o.oo 
1. 76 
1.40 
9.83 
0.35 
4.92 
l.,:U . 
0.35 
o.oo 
0.00 

18.26 
0.00 
0.35 
2.11 
1.05 
0.35 
o.oo 
1.40 
0.35 
0.00 

~t,tl 
o.oo 
3.51 
7.02 
8.78 
7 .02 
1.05 
0.35 

15.10 
o.oo 
0.00 
0.35 
0.35 
0.00 
0.35 
1.40 
o.oo 

116. 96 
22.13 
1. 76 
1.05 
1.05 
0.35 

Historical 
Control 

N 

2 
.. 62''" f ..... 

3 
l 
2 

36 
2 

18 
l 
1 
6 
l 

30 
0 
9 

... ll. 
0 
l 
3 

34 
1 
0 

' 2 
1 
1 
7 
0 
l 

22?t 
0 
1 

18 
17 
31 
22 

0 
2 

31 
2 
l 
3 
0 
1 
0 
3 
l 

343 
59 

2 
3 
3 
0 

Historical 
Control 

Rate 

0.70 
JhM.· 

2 . 46 
1.05 
0.35 
0.70 

12.64 
0. 70 
6.32 
0.35 
0 . 35 
2.11 
0.35 

10.54 
0.00 
.3.1_6, 
#"'® 
0.00 
0.35 
LOS 

11. 94 
0.35 
o.oo 
1.40 
o. 70 
0.35 
0,35 
2.46 
o.oo 
0.35 

~:f~ 
0.35 
6.32 
5.97 

10.89 
7.73 
o.oo 
0.70 

10.89 
o. 70 
0.35 
1.05 
a.co 
0.35 
o.oo 
1.05 
0.35 

120.47 
20.72 
o. 70 
1.05 
1.05 
0.00 

Relative 951 CI 
Risk Lower 

Estimate Bound 

0.50 0.02 
:.--li~ ... -,. ;~.JI~~ 

0.43 0.09 
o.67 0.08 
0.00 0.00 
0.00 0.00 
1.28 0.83 
0.50 0.02 
0.78 0.38 
1.00 0.03 
o.oo 0.00 
0.83 0.23 
4.00 0.50 
0.93 0.55 

1.56 

0.00 
0.00 
1.53 
0.00 

1.50 
l.50 
LOO 
0.00 
0.57 

0.00 
o.s6 
1.18 
O.Bl 
0.91 

0.50 
1.39 
0.00 
0.00 
0.33 

0.00 

1.33 
0.00 
o. 97 
1. 07 
2.50 
1.00 
1.00 

0.05 
0.67 

. ... ), .. J{ 
0.05 
0.00 
0.00 
0.99 
0.00 
0.05 
o.u 
0.22 
0.03 
0.00 
0.15 
0.05 
o.oo 
"l..lij 
0.05 
o.oo 
0.25 
0.61 
0.47 
0.49 
0.58 
0.02 
0.87 
0.00 
o.oo 
0.01 
0.05 
o.oo 
0.05 
0.28 
0.00 
0.83 
o. 75 
o. 49 
0.17 
0.17 
0.05 
0.95 

951 CI 
Upper 
Bound 

6.57 
:: .•. ;;:: ;i,i- > . 

1.63 
4. 48 

19.00 
3.47 
1.99 
6.57 
l.57 

3"9.00 
19.00 
2.86 

9B.98 
1.57 

3.75 
... 

19. 00 
l. 71 
2.38 

19.00 

6.03 
12.61 
39.00 
19.00 
1.97 

19.00 _(}..,.., 
19.00 
1.20 
2.28 
1.37 
1.68 

6.57 
2.22 
3.47 

19.00 
3.13 

19.00 

7.15 
19.00 
1.13 
1.53 

18.61 
5.82 
5.82 

'.-~i!~tf•~~~tv· 105 

i1 
36.88 .. "f ;,:"1 

83 
:;s 

29.15 

ttrt "lf.4'····· .~ 
0.92 *Total ioJii" 

... _ij,,A~. 
364.57 ' 1032. 36:z".46 . 

*Total may be somewhat less than column total du• to &ultiple diagnoses 
Hid-Probability Method for CI and Two-Sided Exact Binomial Test 

P-Value 
(Mid-Prob. ) 

0.625 

'.'! ~~ ,-:;:, 
0.687 
o.soo 
0.250 
0.272 
0.625 
0.487 
0.999 
0.500 
o. 774 
0.219 
0.795 
0 . 500 
0.307 
·o.,1).tl> 
0.500 
0.500 
0.125 
0.053 
0.500 
0 . 500 
0.549 
0.688 
0.999 
0.500 
0.388 
0.500 
0.500 

.:t~,tir 
0.500 
0.136 
0.627 
0.427 
o. 761 
0.125 
0.625 
0.165 
0.250 
0.500 
0.375 
o.soo 
0.500 
0.500 
0 . 727 
0.500 
0.701 
o. 719 
0.289 
0.999 
0.999 
0 . 500 
0.109 

l,!j_ 
0.895 

lC 
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Varicella Vaccine Safety Analysis : Outpatient Visits 1 Year of Aqe -- I~niz■tions through 12/31/96, Events through 02/05/97 l-30 Day Riak Period and 31-60 Oays BEFORE control Period 

ABOOHIHl',L PAIN -·~.··., . . ACNE 
ADENITIS 
~ . .... ···· . . • .. 
ALLERGIC ENTEROPATHY 
ALLERGIC RE1'CT w OR wio HIVES ~$lit'.~~It~r.r~ .. :tll~Jl . ALLERGIC REACTION (INC. HIVES ) ~r1i' iain!•lif/ . . . ' 
ALOPECIA 
ANEMIA 
MNEA · 
AATHMLGIA / ARTHRITIS ~ ,: . .,: . ·· . . . •.-'. ••'': 
81',CK PAIN -~.M~·· SRONCHOPllLMONAAY DYSPLASIA 
CANCER 
CARDIOHYOPATHY 
CATAAACT 
CELLULITIS 
CERE~ PALSY 
CHOROID DISORDERS 
CHRONIC LUNG DISEASE 
calG£NlTAL J\Nc»9.LY 
CONGENITAL 'HEART DISEASE ~ ·· •· 

CONSTIPATION 
CONTACT DERM11.TITIS 
CORNEA DISORDERS 
COUGH 
CROUP 
CYST 
CYSTIC FIBROSIS 
MCRYOCYSTITIS 
DENTAL CARIES 
OERMI\.TITIS, SEBORRH£IC 
DEVELOPMENTAL DEIAY 
DIABETES 
DRUG INTOX 
DRUG REACTION 
DYSARTHRIA 
OYSPAAGIA . 

-~i:~:.4i~ . 
ENURESIS 
EPIDID'tMITIS/ORCMITIS 
EPILEPSY 
EPILEPSY - POST TRAJJMATIC 
EPIPHOAA 
ERYTHF.HII. MULTIFORM£ 
ESOPHORIA 
EUSTACHLIW- . · 'c'_· 

EXOPHORIA 
FAlLURE TO THRIVE 
FEBRILE ILLNESS 
FOLLICULITIS 
FOOD ALLERGY 
FOOT DISORDER 
FUNGAL INFECTION 
GASTRITIS 

Rates, Relative Risk EstiJlllltea and 951 Confidence Intervals 
(Rates per 1000 Person-Years ) 

31-60 31-60 
1-30 1-30 days days Relative 951 CI 
days days before before Risk Lower 

N Rate N Rate Estimate Bound 

10 3 . 63 18 6.32 .. 0.57 0.25 
.'.ll ~•i:;,;~ , u ...... ,. .t.J1 ~.,:o.1.·· 

1 0.36 0 0.00 0 . 05 
21 '7.63 13 4 .Si 1.67 0.84 ·m.: .. ~ :.,11$' .. ,·· .fUit Ji$.~ . ·t.,;u '~"lil 0 o.oo 

..... j 
0.35 0.00 o.oo 

180 65.40 189 .. 66.38 0.!19 O.BO .:P . .. *-Al'!L ••: ·· Ii i..ll !>,-,,®: · ··~ ® ·· · 
180 65 . 40 

······· 181 63.S7 1.03 0 . 84 
~'B. •:>/ " " '-~~ --- .··. I? '.J,;if{ ,;-.,,~ ·· ;, .• 4if .,··,_• .. : .•. 

1 0.36 1 0 . 3S 1.03 0 . 03 
1 0.36 2 0.70 0.52 0.02 
4 1.45 6 2. 11 0.69 0.17 
2 : .. 0.7;3. l 0.35 2,07 o . 16 

: ... ,oi ·· ltf~,-~ . ji;1\ .·~ , ... .!i,1 ·~,,Ji1. ,, ... P.A~ 
7 2 . 54 3 1.05 2.41 0 . 63 ··4,1 · tl:lf ·.r-r. f1'B.U . 18 ·()..,~ 

l.~ ·:~,.h. .. (l.;,,S, . 
4 1.45 3 1.05 1.38 0.28 

26 9.45 17 5,97 1.58 0.86 
l 0.36 l 0.35 1.03 0 . 03 
0 o . oo l 0 . 35 0.00 o . oo 

17 6 . 18 17 5. 97 1.03 0.52 
19 6.90 20 7.02 0 . 98 o.s2 

0 p.oo 1 0 . 3S 0.00 o.oo 
.2 0.73 l 0.35 2.07 0.16 

143 51.96 123 43.20 1.20 0 . 95 
36 13. 08 53 18.61 . 0.'70 0.46 

ffi. ~~~- ;,." m ... .., 4..-M 'ii:.1i.1 
49 17.80 46 16.16 1.10 o.74 

0 o.oo 4 1 . 40 o.oo o . oo 
4 1.45 4 1.40 1.03 0.23 
1 0.36 0 0 . 00 0.05 

234 85.02 222 77. 97 1.09 o. 91 
3 1 . 09 l 0.35 3.10 0.33 
l 0.36 2 o. 70 0.52 0.02 
0 0.00 l 0.35 0.00 0.00 
0 0 . 00 2 o. 70 o.oo o.oo 
l 0.36 0 0.00 0 . 05 

64 23. 25 i2 25. 29 0 . 92 0 . 66 
2 0.73 l 0.35 2.07 0.16 
0 o.oo l 0.3S 0.00 o . oo 
6 2.18 6 2.11 1.03 0.32 
0 o . oo l 0 . 35 o . oo o . oo 
1 0.36 0 0.00 

t :1l! 
0 . 05 

f-9 1:i~;aa tiib 1tA#. . il.:t6 
19 .~•~:· i! . . ~.,@ 14.@ .J.,,,f~ 

0 o.oo ·1 0,35 0 . 00 o . oo 
0 0.00 1 0.35 0.00 o . oo 

12 4.36 15 5.27 0.83 0.3B 
l 0.36 0 o.oo 0.05 

19 6.90 11 3 . 86 1.79 0.85 
0 0.00 l 0 . 3S 0.00 o.oo 
0 0.00 1 0.35 0.00 o.oo 

57 20.71 77 27 . 04 0.71 0 . 54 
0 o . oo 2 0.70 0.00 0.00 
0 o . oo 1 0 . 35 o.oo o.oo 

179 65.04 172 60.U LOB 0.87 
l 0 . 36 0 0 . 00 0 . 05 

14 5 . 09 7 2.46 2.07 o . u 
4 1. 45 3 1.05 1.38 0 . 28 
l 0 . 36 s 1. 76 0.21 0 . 01 
7 2.54 4 1.40 l.81 0.52 

•Total may be somewhat less than column total due to multiple diagnoses Mid-Probabi lity Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

3 . 43 
''9Yffi : 

19.66 
1.21 

.~;iiA/f 
1.26 

P-Value 
(Hid-Prob. l 

0.161 
·11-;.,PDi f t : 
0.492 
0.146 «•·.·.>: 
0.508 

·0.88'1 
. . .. ®AAf/ .r::. 

o. 788 
o:;~s, :;; :, 
0.983 

. /'~.¢~4~/:. -;: .. 
40.34 
6.80 
2.52 

61.03 
:t.Jtt 

11.49 

·.ti 
7 . 39 
2,97 

40.34 
19. 66 

2.05 
1.86 

19. 66 
61.03 
1.53 

. ~ •. 07 
A,.\t' 
l.65 
1.15 
L59 

1.31 
81.il 
6.80 

19.66 
3.59 

1.29 
61.03 
19.66 

3.39 
19.66 

·-::;t · 
19 . 66 
19.66 
1.78 

3.89 
19.66 
19.66 
1.08 
3.59 

19.66 
1.33 

5.47 
7.39 
1.49 
'1.06 

0.644 
0.584 
0.606 

. ,,. 4 k ooi,, ::_., 
0.201 

tll 
0.694 
0.142 
0.983 
0.508 
0.922 
0.958 
0.508 
0.606 
0.134 
0.102 
ij:.,,~ .·· 
0.638 
0 . 06'1 
0.963 
0.492 
0.356 
0.358 
0.644 
0.508 
0.259 
0 . '92 
0.62'1 
0.606 
0.508 
0.954 
0.508 
0.492 :::: 
0.508 
0.508 
0.632 
0.492 
0.125 
O.S08 
0.508 
0.127 
0.259 
0.508 
0.490 
0.492 
0.115 
0.694 
0.135 
0.358 
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Varicella vaccine Safety Analysis: outpatient Visits 1 Year of Age -- Immunizations through 12/31/96, Events through 02/05/97 1-30 Day Risk Period and 31-60 Days BEFORE Control Period 
Rates, Relative Risk Estimates and 95\ Confidence Intervals (Rates per 1000 Person-Years ) 

Diagnosis 

GLAUCOMA 
H1,K1'RTCJ-IA [COLL/EPI/SEMCEOUS 
HAY FEVER 
IIUJ) • NECK - ENT PROB. NOS 
HEADACHE ~---.•~-HEARING LOSS 
HEART BLOCK 
HEART MURMUR 
HEH1'NGIOMA 
HEHP.TOHA, SUBOORI\L - TRAUMI'. 
HEMOGLOBINOPATHY 
HEHOPHILIP. 
HERPES - CORNEA 
HOAASENESS 
HYDROCEPHALUS 
ll'iDRONEPHROSIS 
HYPERTENSION 
HYPOGLYCEMIA 
HYPOSPADIAS 
IDt'M 
IMPETIGO 
INFESTATION 
INSECT BITE(S) 
INTERTRIGO 
!000',SAKI'S DISEASE 
KEAATITIS 
KEAATOSIS-PII.>.RIS 
KittlEY - STONE 
KNEE/THIGH DYSFUNCTION 
LACRIMIU. SYSTEM DISORDERS 
LENTIGO 
LICHEN SIMPLEX CHR. 
LIPCMA 
LONER EXTREMITY, CONGENITAL OE 
HAIABSORPTION SYNDRCME 
MENTAL RET.AADI\.TION 
METATAASALGIA ~ -~us 
HICROPIIALLUS .. . 
MOU.USCUM CONTAGIOSUH 
~ -- ... ... . 
HUSC./SKELETJ\L P~N 
NEPHRITIS/ NEPHROSIS 
NEUROFIBRCl9.TOSIS 
NEUROLOGICAL, GENERAL DISORDER 
NEURCJolUSC DISORDER 
NEUROPHTHALMOLOGICAL DISORDER 
NEUTROPENIA 
NEWS, PIGMENTED LESION 
08/GYN DISORDER 
OBESITY 
OCULAR 
ONYCHOCRYPTOSIS 
OPTIC NERl!E:·~SOROER 
ORTHO. PROB. NOS 
OTHER DIS RESP SYS. 
OTITIS EXTERNA ~s: sm. 
P~N 
PARAPLEGIA 
PHARYNGITIS 
PHIMOSIS 

1-30 
days 

N 

0 
l 

56 
3 
3 

tQ' ,• 
.. i,'. 

2 
12 

0 
1 
2 
2 
0 
0 
3 
3 
l 
0 
l 
2 

102 
32 
54 

1 
1 
0 
2 
0 
1 

22 
l 
1 
2 
l 
0 
3 
0 
if 
l 
4 

.~i: 
28 

7 
0 
1 
2 
3 
1 
1 
1 
2 
6 
0 
1· 
3 
2 

33 ~ -
0 

5'71 
5 

1-30 
days 
Rate 

0 . 00 
0,36 

20.35 
1.09 
1.09 
~p 
2.18 
0.73 
4.36 
o.oo 
0.36 
0.73 
0.73 
o.oo 
o.oo 
1.09 
1.09 
0.36 
0.00 
0.36 
0.73 

37.06 
11 . 63 
19.62 
0.36 
0.36 
o.oo 
0.73 
0.00 
0.36 
7.99 
0.36 
0.36 
0.73 
0 . 36 
o.oo 
1.09 
o.oo 

. %.,~' 
0.36 
1 . 45 

~'t,s: 
10.17 

2.54 
o.oo 
0.36 
0.73 
1.09 
0.36 
0.36 
0.36 
0.73 
2 . 18 
o.oo 
0.36 
1.09 
o. 73 

11.99 
).~-.. ,$( 

0.00 
o. oo 

207. 46 
1.82 

31-60 
daya 

before 
N 

2 
0 

62 
4 
1 ··~ -
7 
0 
6 
1 
0 
2 
1 
1 
1 
5 
3 
0 
1 
1 
0 

121 
21 
44 

0 
0 
l 
2 
2 
1 

32 
0 
0 
2 
0 
l 
3 
1 

i(i 
0 
6 

.. :™· 
35 
10 

2 
2 
2 
2 
0 
0 
0 
5 
5 
l 
2 
2 
0 

46 -f~r 
1 

570 
5 

31-60 
. days 

before 
Rate 

o. 70 
o.oo 

21.18 
1.40 
0.35 
or~;#f 
2 . 46 
0.00 
2 . 11 
0.35 
0 . 00 
0.70 
0.35 
0.35 
0.35 
1.76 
1.05 
o.oo 
0.35 
0.35 
o.oo 

42.50 
1 . 38 

15.45 
o.oo 
o.oo 
0.35 
o. 70 
0.70 
0.35 

11.24 
o.oo 
o.oo 
0.10 
o.oo 
0.35 
1.05 
0.35 
t~~ 
o.oo 
2 . 11 

:..\~~~1' 
12 . 29 
3.51 
0.70 
0.70 
0.10 
0.70 
o.oo 
o.oo 
o.oo 
1.76 
1.76 
0.35 
0 . 10 
0.70 
o.oo 

16.16 

~f~ 
0.35 

200.19 
1.76 

Relative 
Risk 

Estimate 

0.00 

0.93 
0.78 
3.10 
,P~t· 
0.89 

2.07 
o.oo 
1.03 
2.07 
0.00 
0.00 
0.62 
1.03 

0.00 
1.03 

0.87 
1.58 
1.27 

o.oo 
1.03 
0.00 
1.03 
0.71 

1.03 

0 . 00 
1.03 
0.00 

·.i& 
0.69 
.A.#ii.i. 
0.83 
0.72 
o.oo 
0.52 
1.03 
1.55 

0.41 
1.24 
o.oo 
0.52 
1.55 

0.74 
A.~. 
o.oo 
o.oo 
1.04 
1.03 

951 CI 
Lower 
Bound 

0.00 
0.05 
0.65 
0 . 14 
0.33 

~ :~~~ 
0.28 
0.30 
0.18 
0.00 
0.05 
0.11 
0.16 
0.00 
0.00 
0.12 
0.18 
o.os 
0 . 00 
0.03 
0.30 
0.67 
0.91 
0.85 
0.05 
o.os 
o.oo 
0.11 
o.oo 
0.03 
0 . 41 
0.05 
0.05 
0.11 
0 . 05 
o.oo 
0.18 
0.00 
~ft 
0 . 05 
0.17 
o;,;g , 
0 .50 
0.26 
0.00 
0.02 
0.11 
0.23 
0 . 05 
0.05 
0.05 
0.06 
0.36 
o.oo 
0.02 
0.23 
0.30 
0.47 
-~j,i' . 
0.00 
0.00 
o. 92 
0.28 

•Total may be somewhat less than column total due to IIILlltiple diagnoaes Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

3.59 

1.34 
3.76 

Bl.71 
~~1.P.::.,} 

2.74 

5.97 
19.66 

9.514 
61.03 
19.66 
19.66 
2.69 
6.02 

19.66 
40.34 

1.13 
2. 77 
1.90 

19.66 
9.94 
3.59 

40.34 
1.22 

9.94 

19. 66 
6.02 

19.66 :iu,, 
2.52 

~:~ 
1.92 
3.59 
6.80 
9.94 

13.05 

2.10 
4 . 42 

19.66 
6 . 80 

13.05 

"i~~-
3 . 59 

·19.66 
1.16 
3.84 

5 

P-Value 
(Mid-Prob. l 

0.259 
0.492 
0.714 
0.159 
0.358 
:0~'19 . 
0.831 
0.242 
0.146 
0.508 
0.492 
0. 975 
0.606 
0.508 
o·.509 
0.538 
0.968 
0.492 
0.508 
o. 983 
0.242 
0.309 
0.105 
0.241 
0.492 
0 . 492 
0.508 
o. 5175 
0.259 
o. 983 
0.220 
0.492 
0.492 
0.975 
0.4512 
0.508 
0.968 
0.508 
.~$. 
0.492 
0.584 

'¥*-~i®.J. 
0.459 
0.524 
0.259 
0.644 
0.975 
0.661 
0.492 
0.U2 
0.492 
0.309 
0.733 
o.sos 
0.6U 
0.661 
0.242 
~-~,19~ . ~,,.-. 
0.259 
0,508 
0.541 
0 . 958 
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Varicella Vaccine Safety Analysis: outpatient Visits 
l Year of Age -- Iwnunizations through 12/31/96, Events through 02/05/97 

1-30 Day Risk Period and 31-60 Days BEFORE Control Period 

Diagnosis 

PLEURAL EFFUSION 
~ ....... . 
PNEUMONIA, OTHER ORGANISM 
POST-OP C1\RE 
POST-OP ca-!PLICATION 
PRE-OP 
PREMATURITY 
PSORIASIS 
PSYCHOLOGICAL PROBLEM 
PTOSIS 
QU~RIPLEG.IJ\ 
Jf/9 ~~ . 
RASH 
RECTJ\L BLEEDING 
SCOLIOSIS 
SEIZURE, FEBRil.£ 
SEIZURES 
SEIZURES W OR W/0 FEVER 
SEXU1\L PRECOCITY 
SHOULDER DYSFUNCTION 
SICKLE CELL OS 
SINUSITIS 
SKIN/SUBCUT/TENDON/JOINT ABSCE :~m~~•: ... .. .. . ..... 
STRIDOR 
STROKE 
SUBDURAL HEMATOMI\. 
TEC 
THROMBOCYTOPENIA 
THYROID DISORDER 
'1~. ,;~®. 
TONSILLITIS 
TORTI COLI.IS 
TRAUMA. 
TR1WMATIC DISORDER, EYE/LIDS 
TRIGGER FINGER 
TYMPANIC MEMBRANE PERFORATION 
URETER REFLUX 
URETEROCELE mcr· . 
u+i 
VAGINITIS/VAGINOS.IS 
~~l$M'l'··~ 
~(111:r;I\ . 
VASCULITIS 
~ /~: 
VISION PROBLEM 
VISUAL LOSS 
VITILIGO 
VOCAL CORD PARALYSIS 
~ITlNG 
WARTS 
~ ·~···••'••····,·-·.-. ,: .. •.- ... ~;#·::.;· .. <: 

Rates, Relative Risk Estimates and 951 Confidence Intervals 

1-30 
days 

N 

l 
··1g;··· 

l 
46 

0 
59 
13 

l 
29 

3 
0 r• 555 
l 
2 
3 

52 
54 

2 
2 
2 

248 
0 
t 

129 
l 
l 
l 
2 
l 
l 

1: 
0 

362 
l 
l 
l 
2 
l 

·····~•· 

7 

l 
·"'-1 

-~!#/. 
75 

4 
1 
0 
1 

10 
, li'lil'l 

.. · .1¼ii1i . 

{Rates per 1000 Person-Years l 

1-30 
days 
Rate 

0.36 

·'.,'.~~~ 
16. 71 

0.00 
21.44 
4.72 
0.36 

10.54 
1.09 
0.00 

. 1''.(3•:· .. 
201.65 

0.36 
0.73 
1.09 

18.89 
19.62 
o. 73 
0.73 
0.73 

90.ll 
0.00 
! ..•. 

·4'if:1f1 
0.36 
0.36 
0.36 
0.73 
0.36 
0.36 

n,;is~ 
o:·13 
0.00 

131.53 
0. 36 
0.36 
0.36 
0. 73 
0.36 

l:m!:33'. 
· i◄·:n 

2.54 .... 'Q'..,36 

i,,., .. 
0.36 

. ~~: 
27.25 
1 . 45 
0.36 
0 . 00 
0.36 
3.63 

~~$!..,~i 
·4t)~f ?'1. 

31-60 
days 

before 
N 

0 
.$ ... 

0 
50 

l 
79 
15 

0 
31 

1 
l 

>'1.i. 
570 

0 
2 
0 

42 
42 

0 
2 
1 

240 
2 
'1 

124 
l 
l 
0 
0 
0 
1 , 
2 

350 
0 
0 
1 
6 
0 

·j~IJ 
······37 

2 
9 
~ 
0 ~·· 68 
5 
0 
l 
0 
9 

,U~ . 

31-60 
days 

before 
Rate 

o.oo 
~(,:~·· 

0.00 
17.56 

0.35 
27.75 
5.27 
o.oo 

10.89 
0.35 
0.35 

·,hft'·::· 
200.19 

o.oo 
0.70 
0.00 

14.75 
l4. 75 
o.oo 
0. 70 
0.35 

84.29 
0.70 
♦-,~· 

43.55 
0.35 
0.35 
o. 00 ·-
0. 00 
0.00 
0.35 

'~:~· 
0. 70 

122.93 
0.00 
0.00 
0.35 
2.ll 
o.oo .... i~1.,;~ 

13.00 
o. 70 
a .t& :t:n. · ···· ·o:-crn· 

···· .-s(~: 
23. 88 
1.16 
0 . 00 
0.35 
o.oo 
3.16 

. C:ll. 

Relative 
Risk 

Estimate 

0.95 
o.oo 
o. 77 
0.90 

o. 97 
3.10 
0.00 

951 CI 
Lower 
Bound 

0.05 
i . .ll2 . 
cCos· 
0.64 
0.00 
0.55 
0.42 
0.05 
0.58 
0.33 

t~~:--,· 
0.00 ti.so .. 
0.90 

1.03 

1.28 
1.33 

1.03 
2. 07 
1. 07 
0.00 
•t.;k 

· Coif 
1.03 
1.03 

1.03 
q;;Q 
0.00 
1.07 

1.03 
0.34 

•:q,;:,11·. 
1.09 
3.62 
~tl 
;s,,,1s 

i;t!! 
l.14 
0.83 

0.00 

1.15 ·o:..a 
~~.,~ 

0.05 
0.11 
0.60 
0.85 
0.89 
0.30 
O.ll 
0.16 
0.90 
o.oo 
1.il o.e4 
0.03 
0.03 
0.05 
0 . 30 
0.05 
0.03 

~"~ 
0.30 
0.00 
0.92 
0.05 
0.05 
0.03 
0.05 
0.05 
.~,J@. 
0.69 
0.81 
~-~ 

.!,~ 
0.05 

··;.,_· . i:i:8'2 
0.20 
0.05 
0.00 
0.05 
0.46 
·Ci,.~ 
lli.,~llt 

•Total may be somewhat less than column total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

1. ... 
1.42 

19.66 
1.08 
l.90 

l:61 
81.71 
19·.66 
•'.$}· 
1~13 

9. 94 

l.93 
2.00 

9. 94 
61.03 
1.28 
3.59 

;l'(~M'·· 
1.38 

40.34 
40.34 

40.34 
Ji:;.$ 

3.59 
1.24 

40.34 
l.63 

····· tt.)91 
i. 72 

25. 43 
····1i'.''l"!f 
~0,...24 

·ri? 
3.27 

19 . 66 

2. 92 

*.il' 9-.. :n.. 

6 

P-Value 
(Mid-Prob. ) 

0.492 
·· · .... :,~Focif..,: ,, 

0.492 
o. 810 
0.508 
0.134 
0. 778 
0. 492 
0.901 
0.358 
0.508 

·. '·0~•002,;,:. 
0:903 
0.492 
o. 975 
0.119 
0.234 
0.166 
0.242 
o. 975 
0.606 
0.462 
0.259 
'9,~·· 
0.560 
0.983 
0. 983 
0.492 
0.242 
0.492 
0.983 
~.,AA'?. 
0.242 
0.259 
0.367 
0.492 
0.492 
0.983 
0.195 
0.492 

.:~.~i·· 
0.708 
0.099 
a: •. 1).1.'3 
!Ml~ 
0 . 492 
~;,ii 
0.432 
o. 792 
0.492 
0 . 508 
0 . 492 
0 . 768 ~.,~ 
~.®'l 
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Varicella Vaccine Safety Analysis: outpatient Visits 
l Year cf Age -- I111111uni~ations through 12/31/96, Events through 02/05/97 

1-30 Day Risk Period and 91-120 Daya AETER Control Period 

Diagnosis 

ABDCMINAL PAIN 
ABSCESS 
ACNE 
ADENITIS 

S=4::~~~a 
ALLERGIC RHINITIS 
ALOPECIA 
ANEMIA 
APNEA 
AATHRALGIA / ARTHRITIS 
~-•;:•tt: .. ,_.:, 
ATAXIA 
BACK PAIN -~'~-BRONCHOPULMONARY DYSPI.1\SIA 
CANCER 
CMJ>ICl1YOPATHY 
CA'l'ARACT 
CELLULITIS 
CEREBRAL PALSY 
CHOROID DISORDERS 
CHRONIC LUNG DISEASE 
~-~­
CONGE:NIT.iu:."iiwf oi"sWt" 
CONJUNCTIVITIS 

~~~· CORNEA DISORDERS 
COUGH 
CROUP 
CYST 
CYSTIC FIBROSIS 
DEGENERATIVE DISEASE 
0£RM1\.TITIS, SEBORRHEIC 
DEVELOPMENTAL DEIJ>.Y 
DIABETES 
DRUG REACTION 
DYSPHAGIA 
~-
ELEcTivE SURGERY 
ENURESIS 
EPILEPSY 
EPILEPSY - POST TRAIJWI.TIC 
EPIPHORA 
EUSTACHIAN 
EXOPHORIA 
~ --~-
FOLLICULITIS 
FOOD ALLERGY 
FOOT DISORDER 
FUNGAL INFECTION 
GASTRITIS 
GI DISORDER NOS 
GLAIJCOHA · · . ·'c' •. 
Hl\MAATOMA (COLL/EPI/SEBACEOUS 
11!\Y FEVER 
HEAD & NECK - ENT PROB. NOS 
HEADACHE 
HEALTHCARE CLASS 
HEARING LOSS 
HEART BLOCK 
HEAAT MURMUR 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
· (Rates per 1000 Person-Years > 

1-30 
days 

N 

10 
78 

1 
21 

i 
18 

1 
1 
4 
2 

]!!!~ .. 
0 
7 -~ ~-
4 

26 
l 
0 

17 
19 

0 
2 

H::t· ... 36 
576 :,r 

l 
234 

3 
1 
0 
1 

64 
2 
6 
l 

tlll · 
40 

0 
12 

l 
19 
57 

0 

l.1ll .. 
l 

14 
4 
l 
7 
0 
0 
1 

56 
3 
3 

10 
6 
2 

12 

1-30 
days 
Rate 

3.63 
28.34 
0.36 
7.63 

3$7 ... ;'i.$• 
,$ ..... . 
-4!$.,.ij 

6.54 
0.36 
0.36 
1.45 
0.73 

···);~,,~ 
o.oo 
2.5~ 

11:,,..~ 
$1!~. 
1.45 
9.45 
0.36 
0.00 
6.18 
6.90 
0.00 
0.73 

----~ 13.08 
209.28 
l'l.~ .. 

1.45 
0 . 36 

85.02 
1.09 
0.36 
0.00 
0.36 

23.25 
0.73 
2.18 
0.36 

.:1~;~_ 
14.53 

0.00 
4.36 
0.36 
6.90 

20. 71 
0.00 ---~~-0.36 
5.09 
1.45 
0.36 
2.54 
o. oo 
0.00 
0.36 

20.-35 
1.09 
1.09 
3.63 
2.18 
0.73 
4.36 

91-120 
days 

N 

11 
58 

0 
10 

fli:i .. 
iLSo :iao 
i:f 

0 
2 
1 
0 

.. $I~ 
... i 

9 
·1,~lt . 

it,?.. 
1 

13 
0 
l 

28 
18 

l 
2 

-~ 
41 

552 

1: 
0 

250 
l 
l 
1 
1 

57 
1 
1 
0 

-~ 

27 
1 
6 
0 

10 
52 

1 
.• j 

2 
6 
1 
0 
2 
1 
2 
0 

63 
6 
5 

14 
13 

0 
5 

91-120 
days 
Rate 

4.35 
22.94 
0.00 
3.96 

ift;2..-4J 
$:t,42 
_$!,ii*-

5. 14 
0.00 
0.79 
0 •. 40 
0.00 ..... ~~--"1~ . 
o. 40 
3.56 

Ji!J.1i-Ai5f . 
ft~ 

o·:·40 
5.14 
0 . 00 
0.40 

11.07 
7.12 
0.40 
0.79 

····-•·· 16.22 
218.32 
it;;® 

1.58 
0.00 

98.88 
0.40 
0.40 
0.40 
0. 40 

22 . 54 
0 . 40 
0.40 
0 . 00 

\Mi,JM 
10.68 
0.40 
2.37 
0 . 00 
3.96 

20.57 
0.40 ~;,,;, 
0.79 
2.37 
0.40 
0 . 00 
0.79 
0.40 
0.79 
0.00 

24. !12 
2.37 
1 . 98 
5.54 
5 . 14 
0.00 
1. 98 

Relative 
Risk 

Estimate 

0.84 
1.24 

l. 93 
f.iia i.,:a, 
~.¢; 
1.27 

0.46 
3.67 

-~-.;;,,.,. 
0:00 
0.71 
a:~<1 
/!,;.'µ 
3. 57 
1.84 

0.00 
0.56 
0.97 
0.00 
o. 92 
'1...m) 

o:·ai 
0.96 

···-~AA 
0.92 

0.86 
2.76 
0.92 
0 . 00 
0. 92 
1.03 
1.84 
5.51 

-f~ 
0.00 
1.84 

1.75 
1.01 
0.00 
t,;;s 
0 . 46 
2 . 14 
3. 67 

3.22 
0.00 

·_o.oo 

0.82 
0.46 
0.55 
0.66 
0.42 

951 CI 
Lower 
Bound 

0.34 
0.B8 
0.05 
0.92 
1A4 
1-~ 

~:~-
0.05 
0 . 02 
0.46 
0.26 

.. .::h.if:t'.C.-
0.00 
0 . 25 
t';#! 
fkl,. o. 46 
0.95 
o.os 
0 . 00 
0.30 
0.50 
0.00 
0.10 

•~m; 
0.51 
0.85 

-~',i@ 
0.21 
0.05 
0.72 
0.29 
0.02 
0.00 
0.02 
0.72 
0.14 
0.81 
0.05 

ff;: 
0.00 
0. 70 
0 . 05 
0.82 
0.69 
0.00 
~;,#.t 
0.02 
0.84 
0 . 46 
0.05 
0.72 
0.00 
0.00 
0.05 
0 . 57 
0.09 
0.11 
0 . 28 
0.15 
0.26 
0.79 

*Total may be somewhat.less than column total due to multiple diagnoses 
Hid-Probability Method fer CI and Two-Sided Exact Binomial Tes t 

951 CI 
Upper 
Bound 

2.00 
1.74 

6 . 04 
90.93 

o..:es 
17~◄ 5 
1.96 

1 

P-Value 
(Hid-Prob. I 

0.686 
0.223 
0.521 
0.084 
0 '-'~05,. 
~/ 0-3'" 

.. o;-u:u;: 
"o:516 · 
0.521 
0.578 
0.254 
0.272 

. . -·c" ·<:o:;:oo.1·i 
0.479 
0.516 

t:r·': . <iO~:()til 
o.futL 
c)'."z54 
o. 070 
0.521 

90.93 
3.69 

17.45 
1.02 
1.87 

17.45 
8.82 
,;,,~•-
1.26 
l. 08 -~ -,~ 
4.07 

1.03 
72.56 
35 . 83 
17 . 45 
35 . 83 
1.48 

54.20 
127.66 

~,1f 
2 . 24 

17 . 45 
5.30 

3. 91 
1.47 

17.45 
l . .JiS 
eL·o-e 
6.06 

90.93 

22.59 
17 . 45 
3.19 

1.17 
1.84 
2.39 
1.49 
1.10 

6.96 

0.479 
0 .056 
0.925 
0.479 
0.936 
q;c~i·· · 
0.349 
0.478 
O:,AiA 
o. 907 
0.521 
0.097 
0.419 
0.958 
0.479 
0.958 
0 . 866 
0.673 
0.088 
0.521 
\®\,tiq:2'. 
0.217 
0.479 
0.228 
0.521 
0.154 
0.972 
0.479 

··g~~ 
0.578 
0.115 
0.254 
0.521 
0.139 
0.419 
0.22 9 
0.521 
0.271 
0.285 
0.436 
0.315 
0.079 
0.212 
0.135 
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Varicella Vaccine safety Analysis: Outpati■nt Visits 1 Year of Aqe -- Iamunizations through 12/31/96, Events through 02/0S/97 1-30 Day Risk Period and 91-120 Daya AFTER Control P■riod 
Rates, Relativ• Risk Estimat■a and 9S1 Confid■nce Int■rvala (Rates per 1000 Person-Years l 

Diagnosis 

HDWIGIOH1', 
HEHATa-lA. SUBDUAAL - TRAUM/I, 
HEHIPAAESIS 
HEHOGLOBINOPATHY 
HEMOPHILIA 
HERPES SIMPLEX 
HYDROCEPHALUS 
HYDROflEPHROSIS 
H'(PERTENSION 
HYPOSPAOIAS 

i,~$t;loo : ... C .: 
lNFESTATIOfl 
INSECT BITE(SI 
INTERTRIGO 
JAUNDICE, NEONP.TAL 
~•s DISEASE 
KELOIO/HYPERTROPHIC SCAR 
KEAATOSIS-PIIJ\RIS 
KNEE/THIGH DYS.UNC'?Iotl 
LACRIH1,l, SYSTEM DISORDERS 
LENTIGO 
LICHEN SIMPLEX CHR. 
LIPc»ll\. 
LOIIER EXTREMITY, CONGENITAL DE 
MENTAL RETARDl'.TION 
METATARSUS ADDUCTIJS 
MICROPl!ALLUS 
MOLLUSCUM CONTAGIOSUM 
MotlILIA 
MUSC./SKELETAL PAIN 
NEPHRITIS/ NEPHROSIS 
NEUROLOGICAL, GENEAAL DISORDER 
NEURCJo!IJSC DISORDER 
NEUROPH'MU\LMOLOGICAL DISORDER 
NEUTROPENIA 
NEWS, PIGMENTED LESION 
08/GYN DISORDER 
~~: ·· ····· 

OPTIC NERVE DISORDER 
ORTHO. PROB. NOS 
OTHER DIS RESP SYS. 
OTHER NEUROPATHIElS 
OTITIS EXTERNA 
~ -'tli'$. ·)$~.,, 
PHARYNGITIS 
PHIHOSIS 
PLEURAL EFnTSION 
PNEUMONIA 
PNEUMONIA, · OTHER ORGANISM •;;o~;~ : .. .. 
posT-oi> coilitxc.ii.-rfoN · 
PRE-OP 
PREMATURITY 
PSORIASIS • ••. ·a:: 
PSYCHOLOGICJ\L PROBLEM 
PTOSIS 
!~.:.•.·.-.· .. ··.·.·· .. , ... , .. , .... 
~ : __ :t·~---:~~- •-•..,. . 
RECTAL BLEEDING 
SCOLIOSIS 
SEIZURE, FEBRILE 
~~ ..... . 

1-30 
days 

N 

0 
1 
0 
2 
2 
0 
3 
3 
1 
1 
2 

J~-x:; : 
S4 

1 
0 
l 
0 
2 
l 

22 
l 
l 
2 
l 
3 
8 
1 
4 

323 
28 

1 
1 
2 
3 
l 
l 
1 
l' 
6 
1 
3 
2 
0 

33 

··· •ffi 
5 
1 

81 
1 

fl ·a 
59 
13 
1· 

29 
3 

... &.. 
l 
2 
3 

:"-:" 

1-30 
days 
Rate 

o.oo 
0.36 
0.00 
o.73 
0.73 
0.00 
l. 09 
l.09 
0.36 
0.36 
0.13 

. .J:"t~-~ 
11.63 
19. 62 
0.36 
0.00 
0.36 
0.00 
0.13 
0.36 
1.99 
0.36 
0.36 
0.13 
0.36 
1.09 
2. 91 
0.36 
1.4S 

117 .36 
10.17 

2.54 
0.36 
0. 73 
1.09 
0.36 
0.36 
0.36 
ti::~J~. 
2.18 
0.36 
1.09 
0.13 
0.00 

11.99 
- ~~l.~~ 

207. 46 
1.82 
0.36 

29.43 
0.36 

·· :t~J~ 
0.00 

21.U 
4. 72 
0.36 

l0.54 
l.09 

·~I~ 
0.36 
0.73 
1.09 :t•~•·· 

91-120 
days 

N 

1 
0 
1 
3 
2 
2 
l 
1 
0 
1 
1 

)1:l;t 
24 
64 

0 
1 
1 
1 
1 
0 

14 
0 
0 
0 
0 
1 

11 
0 
s 

294 
33 

2 
0 
1 
5 
0 
0 
0 ~,. 

' s" 
1 
2 
2 
1 

39 .... ~~1 
5 
0 

84 
0 

#f 
1 

52 
10 

l 
37 

0 •• 
.. . ,, 

0 
3 
3 

)f 

lll-120 
day• 
Rate 

0.40 
0.00 
o.,o 
l.19 
0.79 
0.19 
0.40 
0.40 
0.00 
0.40 
0. 40 

:s.o:.:.,23 f ;4"g · 
2S.31 
0.00 
o. co 
0.40 
o.,o 
0.40 
o.oo 
5.54 
o.oo 
0.00 
o.oo 
o.oo 
0.40 
4.35 
0.00 
1.98 

116.28 
13.05 
o. 79 
0.00 
0.40 
1.98 
o.oo 
.0.00 
o.oo 
:b~: 
1.98 
0.40 
0.79 
0 . 79 
0.40 

15.42 
:J!i§A~-~ 

185.09 
1.98 
o. oo 

33.22 
0.00 

Bi~¥ 
0.40 

20.S'7 
3.96 
0.40 

14.63 
o.oo 

·¢.$ 
~~ . 

0.00 
l.19 
1.19 

-~di!? 

Relative 
Risk 

Eatimat• 

0.00 

0.00 
0.61 
0.92 
0.00 
2.76 
2.'76 

0. 92 
1.84 
tfiril .. 

··1·:£2 
0.'78 

0.00 
o. 92 
0.00 
l.84 

l.44 

2.'76 
0.67 

0.13 
1.01 
0.78 
3.22 

1.84 
0.55 

. it.lil. 
i":10 
0.92 
1.38 
0.92 
0.00 
0.78 
11q•~ 
l.12 
0 . 92 

0.89 

it,~-
0 . 00 
1.04 
1.19 

. . 0.92 
· 0.12 

0.61 
0.92 
!~ · 

951 CI 
Lower 
Bound 

0.00 
0.05 
0.00 
0.07 
0.10 
o.oo 
0.29 
0.29 
0.05 
0 . 02 
0.14 ·t~,r 
0.54 
0.05 
0.00 
0 . 02 
o.oo 
0.14 
o.os 
0.14 
0.05 
0.05 
0.26 
0.05 
0.29 
0. 26 
0.05 
0.18 
0.86 
0.47 
0.12 
0.05 
0.14 
0.11 
0.05 
0.05 
0.0S 
~~· 
cf:32 

.0.02 
0.20 
0.10 
0.00 
0.49 
1.-.jj 
cL99 
0.2s 
0.05 
0.65 
0.05 

·· t1 
o. 72 
0.52 
0.02 
0.44 
0.54 

1::. 
0.05 
o. 07 
0.16 

*"* *Total iuy be solMWhat leas than colwan total due to multiple diagnoses Hid-Probability Method for CI and Two•Sided Exact Binomial Teat 

951 CI 
Uppar 
Bound 

17 .45 

11 . 45 
4.12 
8.82 
3.19 

72.56 
72.56 

35.83 
54.20 
·p,.,9J;' 
2.10 
1.11 

. 17. 45 
35.83 
17.45 
54.20 

2.89 

12.56 
l.68 

2.90 
l.°18 
1.29 

22.59 

S4 . 20 
2.39 

·!i,~I.~ 
3.92 

35.83 
11.59 

8.82 
17.45 
l.24 
ti.-.)( 
l.27 
3.41 

1.20 

:~~;~: 
17 . 45 
1.52 
2.81 

3S.83 
1.17 

4.12 
5.35 ._;,n ' 

2 

P•Value 
(Mid-Prob.) 

0.479 
0.521 
0.479 
0.622 
0.936 
0.229 
0.419 
0.419 
0.521 
0.9S8 
0.673 

. _·: .. ill <:!~ , L 1 •· 
0.457 
0.169 
0.521 
0.4'79 
0.958 
0.419 
0.613 
0.521 
0.287 
0.521 
0.521 
0.272 
0.521 
0.419 
0.395 
0.521 
-o. 662 
0.909 
0.335 
0.139 
0.521 
0.6'73 
0.436 
0.521 
0.521 
0.521 

.. ~~l 
0.881 
0.958 
0.755 
0.936 
0.479 
0.289 
Q:.,..m,$ 
0.067 
0.896 
0.S21 
0.(37 
0.521 ·: .. ~:ffi 
0.829 
0.6112 
0.958 
0.187 
0.142 

--1:2.r 
0.521 
0.622 
0.921 

.. '4:Am:: 
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Varicella vaccine Safety Analysis: outpatient Visits 
1 Year of Age -- I,an,unizationa through 12/31/96, Events through 02/05/97 

1-30 Pay Risk Period and 91-120 Daya AFTER Control Period. 

D1agnoais 

SEIZURES W OR W/0 FEVER 
SEXUAL PRECOCITY 
SHOULDER DYSFUNCTION 
SICJa.E CELL OS 
SJ~~ .. .. : ,,• . .. . . 
SKIN/SUBCUT/TENDON/JOINT ABSCE 
SOFT TISSUE DIS 
STCMl'.TITIS 
STRIDOR 
STROKE 
SUBCUAAL HEHP.TCMI'. 
TEC 
THRa4BOCYTOPENIA 
THYROID DISORDER 
TINEA INFECTION 
TONSILLITIS 
TIWJHI'. 
TRAUMATIC DISORDER, EYE/LIDS 
TRIGGER FINGER 
TYMPANIC MEMBRANE PERFORATION 
URETER REFWX 
URETEROCELE 
f!iU: 
uTi. 
VAGINITIS/VAGINOSIS 
VALWLAA HEART DISEP.S& 
~~--, .. · 
Y.l'.SCULITIS 
~ .. ~ 
VISION PROBLEM 
VISUAL LOSS 
VITILIGO 
VOMITING 
'Hl\RTS --~ 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years l 

1-30 
days 

N 

54 
2 
2 
2 

~ : 
7 

129 
1 
1 
1 
2 
l 
l 

33 
2 

362 
l 
l 
1 
2 
l 

:1li-ttC 
39 

7 
l 

a 
"T 

ii~. 
75 

4 
l 
l 

10 

.D 

1-30 
days 
Rate 

19. 62 
0 . 73 
0.73 
0.73 

.~ 
0 . 00 
2 . 54 

46.87 
0.36 
0.36 
0.36 
0.73 
0.36 
0.36 

11 . 99 
0.73 

131.53 
0.36 
0.36 
0.36 
0.73 
0.36 

·· ·1a~ 
14.17 
2.54 
0.36 
'1,, .. 
0.36 

~,-~ 
27.25 
1.45 
0.36 
0.36 • 
3.63 

Jl:JI 

91-120 
days 

N 

33 
0 
1 
2 

:.:: ~~~ 
l 
4 

126 
0 
2 
0 
0 
l 
l 

46 
l 

335 
0 
0 
l 
6 
0 

~Jim: 
37 
10 

3 ,~: 
0 

,tg 
78 

0 
0 
0 

19 
tli'Jf 

;AA~ 

91-120 
days 
Rate 

13.05 
0.00 
0.40 
0.79 

,~i~.lt 
0.40 
1.58 

49.83 
o.oo 
0.79 
0.00 
0.00 
o. 40 
0.(0 

18.19 
0.40 

132.·o 
o.oo. 
0.00 
0.40 
2.37 
0.00 

JjjJJJ.!: 
14.63 
3.96 
1.19 
·o;,;!Oi; . 
'iLoi>" 

1'-~it:.1~1.' ' ., 
30.85 
0.00 
0.00 
0.00 
7.51 ~~,,. ·-·~ 

Relative 
Ri■k 

Est1111ate 

1 . 50 

l.84 
o. 92 
~:--~····•· 
o.oo 
l.61 
0.94 

0.46 

0.92 
o. 92 
0 . 66 
l.84 
0.99 

0.92 
0 . 31 

n;it ·· 
o:'91 
0.64 
0.31 

•;,#. 
.t.,u ·o·:·es 

951 CI 
Lower 
Bound 

0 . 98 
0. 26 
0.14 
0.10 

. !h§i, 
0. 00 
0 . 47 
0.74 
0.05 
0.02 
0 . 05 
0.26 
o. 02 
0.02 
0.42 
0 . 14 
0.86 
a.as 
a. OS 
o. 02 
o.o, 
o.os 
!i •. ~ .. 
0.62 
0.23 
0.01 
g~7tt 
0.05 
?ioEA 
0.64 
0.82 
0.05 
0.05 
0. 22 
o::~ 
.o.an 

*Total may be •0111-hat less than column total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

3 

951 Cl 
Upper 
Bound 

P-Vdua 
(Mid-Prob. l 

2.34 0.064 
0.272 

54.20 0.673 
8.82 o. 936 

.. :;, l~ .... !J;,:t· ,. ::•\·•+'I>~;~ '.· 
17.45 0.479 

6.27 o. 467 
l.20 0.625 

6.04 

35.83 
35. 83 
1.03 

54.20 
l.15 

35.83 
1.45 

·: .g.,i!;f 
1.52 
1. 71 
2.87 

~,i. 
'\ .,,.~ 
1 . 21 

1.03 

. .tJ. 

0.521 
0.578 
0.521 
0.272 
0.958 
0.958 
0.067 
0.673 
0.923 
0.521 
0.521 
0 . 958 
o·.Hs 
0.521 
~~/QQJ; .... 
0.888 ' 
0 . 380 
0.334 
~?cwt 
o·. s21 
~Alia.~ 
0.444 
0.074 
0.521 
0.521 
0.061 
~®I 
.~ 
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Appendix 11-2 
Line Summaries - 2-12 Years 
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varicella Vaccine Safety Analysis: Hospitalizations 2-12 Years of Ag• -- 1-mizations through 12/31/96, J\dmissions through 02/0S/97 o-60 Day Risk Period and 31-90 Days BEFORE Control Period 

Rates, Relative Risk Estimates and 9S1 Confidence Intervals !Rates per 1000 Person-Years ) 

0ia19nosis 

JIJ)O 
Acute Gastroenteritis 
hienitis 
A,l.lergic incl Angioedetu 
Anemia 
Appendicitis 
~ ( · ·. , · 

ei;cincl'ii011i:1.s · 
Cancer, R/0 cancer 
Cellulitis 
Cerebral Pals y 
Congenital J\nomaly 
Ccngenital heart disease 
Constipaticn 
Group 
Developmental Delay 
Diabetes ==~:-~}l~#ri •· 
Ephtaxis 
Failure to thrive 
Febrile illness 
GE Reflux 
GI Bleed 
He1110lytic anemi a 
Histiocytosis 
Hydrocephalus 
Hypoglycemia 

:~~},e~;;?I! ·· 
ITP 
Idiopathic pulmonary hemosider 
Infection 
Kawasaki's Disease 
Heningococcal Meningitis 
Near Drowning 
Neuromuscular disease 
osteomyeli tis 
Otitis Media 
Partial Bevel Obstruction 
Pharyngitis 
Pituitary insufficiency 
Pneumonia 

;;!;%.~~~r~¼;1~#f~fi 
Psychiatric 
Rash 
Respiratory failure 
RhabdomyolysiS 
Seizure, Afebrile 
Seizure, Febrile 
Seizure, Type Unk. 
Sepsis 
Sickle Cell Disease 
Sleep apl\eA. ~ · 
Small boWel obstruction 
Syncope/LOC 
Synovitis 
T~A 
Thalassemia 
Tonsillitis 
Transverse Myelitis 
Trauma 

0-60 
days 

N 

0 
22 

2 
l 
1 
3 

;1-1:; ·,·.· 

3 
5 
2 

21 
2 
2 
2 
4 
2 

;~·. 
1 
0 
0 
0 
1 
l 
l 
1 
2 
1 
2 r 
i 
0 
1 
l 
0 
0 
1 
l 

55 
0 
l 
l 

16 
6 

l· 
1 
1 
0 
l 
5 
0 
0 
2 
1 
1 
0 
0 
1 
1 
3 
0 

42 

0-60 
days 
Rate 

0 . 00 
2.61 
0.24 
0.12 
0.12 
0.36 
i:J, 
a.fr · 
0.36 
0.59 
0 . 24 
2-49 
0.24 
0 . 24 
0 . 24 
0 . 47 
0.24 

.. ~.~. 
0 . 83 
o.oo 
o.oo 
o.oo 
0.12 
0.12 
0.12 
0.12 
0 . 24 
0.12 
0.24 
~ .. tl, 
0.12 
o.oo 
0.12 
0.12 
o.oo 
o.oo 
0.12 
0.12 
6.52 
o.oo 
0.12 
0 . 12 
1.90 
0 .11 
!),,;@· 
0.12 
0 . 12 
0.12 
o.oo 
0.12 
0.59 
o.oo 
o.oo 
0.24 
0.12 
0.12 
o.oo 
0.00 
0.12 
0.12 
0.36 
0.00 
4. 98 

31-90 
days 

before 
N 

l 
21 

l 
0 
0 
2 

, :9. 
3 
0 
6 
1 

19 
5 
0 
4 
0 
1 ~, 
4 
1 
l 
3 
0 
0 
l 
0 
0 
0 
0 
l 
0 
l 
0 
1 
1 
1 
0 
0 

54 
1 
0 
0 

21 
4 

.;J: 
2 
0 
0 
l 
0 
3 
1 
l 
2 
3 
1 
1 
4 
0 
0 
6 
1 

30 

31-90 
days 

before 
Rate 

0.12 
2.48 
0.12 
0.00 
0.00 
0.24 
l,,$; .. 
0.35 
o.oo 
0.11 
0.12 

· 2.25 
0.59 
0.00 
0.41 
0.00 
0.12 
~ ..•. 

0.41 
0.12 
0.12 
0 . 35 
0.00 
0.00 
0.12 
0.00 
0.00 
0.00 
0.00 
i ·.~ 
o.oo 
0.12 
0 .00 
0.12 
0.12 
0.12 
0.00 
0 .00 
6.39 
0.12 
o.oo 
0.00 
2.48 
0.47 
:~.~ 
0.24 
o. 00 
0.00 
0.12 
0.00 
0 . 35 
0.12 
0.12 
0.24 
0.35 
0.12 
0.12 
0.47 
0.00 
0 . 00 
0.11 
0.12 
3.55 

Relative 
Risk 

Estimate 

o.oo 
1.05 
2.00 

1.so 
·p~f&; 
0.67 

0.84 
2.00 
1.11 
0.40 

0.50 

2 . 00 
;;,;,.}Ii~,: .. 
1 . 75 
o.oo 
o.oo 
o.oo 

1.00 

o.oo 

1.00 
o.oo 
o.oo 

1.02 
o.oo 

0.16 
1.50 ·~ 
0.00 

l .67 
0.00 
o.oo 
1.00 
0.33 
1.00 
o.oo 
o.oo 

a.so 
o.oo 
1.40 

951 CI 
Lower 
Bound 

o.oo 
0.57 
0.15 
0 . 05 
0.05 
0.22 
·q,~ 
0.08 
0.58 
0.23 
0.15 
0.59 
0.05 
0.29 
0.06 
0.90 
0.15 

,,~11~· 
·o:s1 
o.oo 
0.00 
o.oo 
0 . 05 
0.05 
0 .0·3 
0.05 
0.29 
0 . 05 
0.29 .,.,.~. 
0.05 
o.oo 
0 . 05 
0.03 
o.oo 
o.oo 
0.05 
0 . 05 
0.10 
o.oo 
0.05 
o.os 
0 . 39 

l~ 
0.02 
0 . 05 
0.05 
o.oo 
o.05 
0.39 
o.oo 
o.oo 
0.10 
0.01 
0.03 
o.oo 
o.oo 
0.05 
o.os 
0.10 
o.oo 
o.ee 

*Total may be somewhat less than colUlln total due to 11\Ultiple dia;noses Hid-Probabili~y Method for CI and Two-Sided Exact Binomial Tes t 

951 CI 
Upper 
Bound 

19.04 
l. 93 

59.13 

12.64 
. p,.80 

4.49 

2.86 
59.13 
2.08 
2.03 

2.82 

59.13 ~,,•~ ... 
6.84 

19. 04 
19. 04 
1.12 

39.09 

19. 04 

39.09 
19.04 
19.04 

1.49 
19.04 

1.41 
6 . 04 
:i.➔.~~ 
6.59 

19. 04 

8.49 
19.04 
19,04 

9.63 
3.13 

39.09 
19.04 
l.12 

2. 01 
19.04 
2.26 

5 

P-Value 
(Mid-Prob. J 

0.501 
0.875 
0.624 
0.499 
0.499 
0 .686 

.,¢:.,'l):o,5))'\,/;~ ... 
0 . 689 . 
0 .125 
o. 777 
0.624 
0.750 
0 . 290 
0.249 
o. 455 
0.062 
0.624 

.,. ·~~o.gjf: .. J /'.. 
0.386 
0.501 
0.501 
0.125 
0.499 
0.499 
0.999 
0.499 
0.249 
0.499 
0~~49~· 
~ .. ®.\! ... 
0.499 
0. 501 
0.499 
0.99!1 
0.501 
0.501 
0.499 
0.499 
o. 915 
0.501 
0.499 
0.499 
0 . 422 
0.547 
f ,p$.f 
0.626 
o. 09 
0.499 
0.501 
0 . 499 
0.506 
0.501 
o.so1 
0.998 
o . 316 
0.999 
0.501 
0.063 
0.499 
0.499 
0.345 
0.501 
0.157 
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Diagnosis 

Tuberosclerosis 
URI 
UTI 
Viral Syndrome 

Varicella Vaccine Safety Analysis: Hospitalizations 
2-12 Years of Age -- Immunizations through 12/31/96, Admissions through 02/05/97 

0-60 Day Risk Period and 31-90 Oays BEFORE Control Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years l 

31-90 31-90 
0-60 0-60 days days Relative 951 CI 951 CI 
days days before before Risk Lower Upper 

N Rate N Rate Estimate Bound Bound 

l 0.12 0 0.00 0.05 
5 0.59 2 0.24 2.51 o. 49 18.65 
3 0.36 0 0.00 0.58 
4 0.47 4 0.47 1.00 0.23 4-44 

Well Child/Reassurance/FU 1 0.12 0 0.00 0.05 
Wheezing/SOB 
r/o Sepsis 
•Total 

0 o.oo 1 0.12 0.00 0.00 
2 0.24 0 0.00 0.29 

376 44 .58 340 40. 22 1.11 0.96 

"Total may be somewhat less than column total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

19. 04 

1.28 

6 

P-Value 
(Mid-Prob.) 

o. 499 
0.288 
0.125 
0.998 
0.499 
0.501 
0.249 
0.169 

IR#0149_000046



.Varicella Vaccine Safety Analysis: Hospitalizations 2-12 Years of Age -- Im111Unizations through 12/31/96, Jldmiasions through 02/05/91 0-60 Day Risk Period and 91-150 Days AFTER Control Period 

Diagnosis 

Abscess 
Acute Gastroenteritis 
Adenitis 
Allergic incl Mgioedema 
Anal fissure 
Anemia 
Apnea 
Appendicitis 
Aspir•tion 
Asthma 
Ataxia 
Bronchiolitis 
Cancer, R/O Cancer 
Cellul•itis 
Cerebral Palsy 
Congenital Anomaly 
Congenital heart disease 
Con~unctivitis 
Constipation 
Croup 
Developmental Delay 
Diabetes 
Elective Procedure 
Epilepsy 
GE Reflux 
GI Bleed 
Glaucoma 
He1110lytic anemia 
Histiocytosis 
Hydrocephalus 
Hypoglyc■lllia 
Hypoglycemic seizure 
Hypovolemia 
ITP 
Infection 
Kawasaki's Disease 
Lupus 
Hicrotia 
Neuromuscular disease 
Osteomyeli tis 
ot1tis Media 
Pharyngitis 
Pituitary insuffici■ncy 
Pnewnonia 
Poisoning/Ingestion 
Post-surgical complication 
Psychiatric 
Rash 
Respiratory failure 
Seizure, Afebrile 
Seizure; Febrile 
Sickle Cell Disease 
Sleep apnea 
Small bow■l obstruction 
StoinatitU 
Syncope/L9,!: .. ,., . 
T,A . -
Thal as semi a 
Tonsillitis 
Trauma 
Tuberosclerosis i:iR7 . . 
UT:i: 
Viral Syndrome 

Rates, Relative Ri•k Estimates and 951 confidence Intervals (Rates per 1000 Person-Years ) 

0-60 
days 

N 

0 
22 

2 
1 
0 
l 
0 
3 
0 

18 
0 
2 
3 
s 
2 

21 
2 
0 
2 
2 
4 
2 

129 
1 
l 
l 
0 
l 
l 
2 
l 
2 · 
l 
l 
l 
l 
0 
0 
1 
1 

55 
l 
l 

16 
6 
0 
l 
1 
1 
l 
5 
2 
l 
l 
0 
0 
l 
l 
3 

42 
l ,~-
"i 
4 

o.oo 
2.61 
0.24 
0.12 
0 . 00 
0 . 12 
0.00 
0.36 
o.oo 
2.13 
0.00 
0.24 
0 . 36 
0.59 
0.24 
2 . 49 
0.24 
0.00 
0.24 
0 . 24 
0.41 
0.24 

15.29 
0.83 
0.12 
0.12 
o.oo 
0.12 
0.12 
0.24 
0.12 
0.24 
0.12 
0.12 
0.12 
0.12 
0.00 
0.00 
0 . 12 
0.12 
6.52 
0.12 
0.12 
1.90 
0.71 
o.oo 
0.12 
0.12 
0 . 12 
0.12 
0.59 
0.24 
0.12 
0.12 
o.oo 
0.00 
0.12 
0.12 
0.36 
4.98 
0.12 

·o..o : 
0.36 .. 
0.41 

91-150 
days 

N 

1 
11 

4 
0 
1 
0 
3 
2 
1 

24 
1 
0 
l 
6 
1 

27 
2 
1 
4 
2 
0 
l 

116 
s 
l 
0 
l 
1 
l 
0 
0 
0 
3 
0 
1 
2 
1 
1 
0 
2 

63 
2 
0 

10 
8 
1 
0 
0 
l 
1 
4 
4 
0 
1 
1 
1 
0 
0 
5 

40 
0 
'if 
l 
4 

91-150 
days 
Rate 

0.13 
1.41 
0.51 
0.00 
0.13 
0.00 
0.38 
0.26 
0.13 
3.01 
0.13 
0.00 
0.13 
0.77 
0 . 13 
3.46 
0.26 
0.13 
0.Sl 
0.26 
0.00 
0.13 

14.85 
a. 64 
0.13 
0.00 
0.13 
0.13 
0.13 
o.oo 
0.00 
0.00 
0.38 
0.00 
0.13 
0.26 
0.13 
0.13 
0.00. 
0 .26 
8.06 
0.26 
0.00 
1.28 
1.02 
0.13 
0.00 
0.00 
0.13 
0.13 
0.51 
0.51 
0.00 
0.13 
0.13 
0.13 
0.00 
0.00 
0.64 
5.12 
0.00 

"p"..11#.i:. 
0.13 
0.51 

Relative 
Risk 

Estil!IAte 

0.00 
1.95 
0 . 46 

0.00 

o.oo 
1.39 
0 . 00 
0,69 
0.00 

2.78 
0.77 
1.85 
0.72 
0 . 93 
0.00 
o. 46 
0 . 93 

1.85 
1.03 
1.30 
0,93 

o.oo 
0.93 
0.93 

0.31 

Q.93 
0.46 
o.oo 
0.00 

0.46 
0.81 
0.46 

1.413 
0.69 
0.00 

0.93 
0 . 93 
1.16 
0.46 

0 . 93 
0.00 

· 0;00 

0.56 
0.97 

951 CI 
I,cn,er 
Bound 

0·.00 
0 . 91 
0.06 
0.05 
0.00 
0 . 05 
0 .00 
0.21 
0.00 
0.31 
0.00 
0,27 
0.30 
0.22 

.0.14 
0 . 40 
0.10 
0.00 
0.06 
0.10 
0 . 83 
0 , H 
0.80 
0.40 
0 . 02 
0.05 
o.oo 
0.02 
0.02 
0.21 
0.05 
0.27 
0 . 01 
0.05 
0.02 
0 . 02 
o.oo 
0 . 00 
0.05 
0.02 
0.56 
0.02 
0.05 
0.67. 
0.23 
0.00 
0.05 
o.os 
0.02 
0.02 
0.29 
0.06 
o.os 
0.02 
0.00 
o.oo 
0.05 
0.05 
0.11 
0.63 
o.os 
1,.1~. 
0.30 
0.21 

*Total lllllY be somewhat less than column total due to multiple diagnoses Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

17 . 60 
3 . 96 
2. 61 

11 . 60 

1.59 
11. 68 
J.7 . 60 
1.28 

17.60 

73.17 
2.65 

54.65 
1.28 
e . 90 

11.60 
2.61 
8.90 

54 . 65 
1.33 
4.47 

36. 13 

17 . 60 
36.13 
36.13 

2 . 90 

36.13 
6 . 09 

17.60 
11.60 

6.09 
1.16 
6 . 09 

3.39 
2.0s 

17 , 60 

36. 13 
36.13 
4,85 
2. 61 

36.13 
11.60 
17.60 

2.41 
1.51 

P-Value 
(Mid-Prob.) 

0.481 
0.092 
0.401 
0 . 519 
0.481 
0.519 
0.111 
0.148 
0.481 
0.246 
0.481 
0.269 
0.414 
0.681 
0.669 
0,263 
0 . 9,(3 
0.481 
0.401 
0 . 943 
0.013 
0.669 
0.811 
0.613· 
0.962 
0.519 
0.481 
0.962 
0.962 
0,269 
0.519 
0.269 
0.338 
o. 519 
0.9152 
0.583 
o. 481 
0.481 
0.519 
0.583 
0.251 
Q.583 
0.519 
0.335 
0.513 
0 . 4B1 
0 . 519 
0 . 519 
0.962 
0.962 
0.840 
0.401 
0.519 
0.9152 
0.481 
0.481 
0.5U 
0 .519 
0.443 
0.900 
0.Si9 
'11<~. 
0.414 
o. 916 

3 
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Diagnosis 

Varicella Vaccine Safety J\nalysis: Hospitalizations 
2-12 Years of Age -- I1111111.1nizations through 12/31/96, Admissions through 02/05/97 

0-60 Day Risk Period and 91-150 Oays AFTER Control Period 

Rates, Relative Risk Est.imates and 951 Confidence Intervals 
(Rates per 1000 Person-Years) 

0-60 0-60 91-150 91-150 Relative 951 CI 951 CI 
days days days days Risk Lower Upper 

N Rate N Rate Estimate Bound Bound 

Hell Child/Reassurance/FU l 0.12 0 o. 00 0.05 
r/o Sepsis 
*Total 

2 0.24 0 0.00 0.27 
376 ◄ 4 .58 347 44.41 1.00 0.81 

•Total may be somewhat less than column total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binolllial Test 

1.16 

?-Value 
(Mid-Prob.) 

0.519 
0.269 
0.960 

IR#0149_000048
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Varicella Vaccine Safety Analysis: Emergency Room Visits 2-12 Years of~• -- Ill'lllunizations through 12/31/96, Visits through 02/05/97 o-30 Day Risk Period and 31-60 Days BEFORE Control Peri od 

Diagnosis 

J\bsces• 
J\Cute Gastroenteritis 
Allergic incl Angioedema 
~);'pi#'.~ -~~-~~~-
J\ppendicitis 
Arhythmia 
Asthma 
Bronchiolitis 
Cellulitis 
Cerebral Palsy 
Chest Pain 
Congenital Anomaly 
Congenital heart disease 
Conjunctivitis 
Constipation 
Croup 
Drug Reaction 
Elective Procedure 
Encopresis 
Epilepsy 
Epistaxis 
Febrile · illness 
GI Bleed 
Gingivitis 
HS PurPura 
Headache 
Hemophilia 
Hives 
Hydrocephillus 
Hypertension 
Hypoglycemia 
Hypoglycemic seizure 
Infection 
Irritable child 
Kawasaki's Disease 
Migraine 
Muscle pai n 
Musculoskeletal pain 
otit1s Media 
Parasitic Infection 
~~~i~.--
0Poisonin'g/ lngestion 
Post-surgical compli cati on 
Rash 
Scabies 
Seizure, Afebrile 
Seizure, Fe br ile 
Sickle Cell Disease 
Sinusi tis 
Skin infection 
St.omatitis 
Syncope/LOC 
Synovitis 
Thrush _ .. . . __ 
Tonsillitis 
Trauma 
URI 
UTI 

-~•:~ ri-~/,0,-~).,-a;>JiW, 
Viral Syndrome 
~ --~~~,-~:!#fiW:•t 

Rates, Relative Risk Estimates and 951 Confidence Intervals (Rates per 1000 Person-Years ) 

0-30 
days 

N 

0 
59 

2 

.. .1. 
1 
0 

58 
15 

4 
0 
0 
0 
0 

10 
3 

26 
l 

16 
l 
7 
3 
9 
l 
0 
1 
2 
l 

11 
1 
0 
0 
l 
l 
l 
l 
l 
l 
l 

127 
l 

12 
·g 

19 
0 
7 
2 
l 

12 
3 
2 
0 
0 
l 
3 
l 
3 

427 
35 

9 ... 
( 

54 
-~-

0-30 
days 
Rate 

0.00 
13. 96 

0.47 
~.;u. 
0.24 
o.oo 

13. 72 
3.55 
0.95 
o.oo 
o.oo 
0.00 
0.00 
2.37 
0. 71 
6 . 15 
0.24 
3 . 79 
0.24 
l.66 
o.n 
2.13 
0 . 24 
o.oo 
0.24 
o. 47 
0.24 
2.60 
0.24 
0.00 
0.00 
0.24 
0.24 
0.24 
0.24 
0.24 
0.24 
0.24 

30.05 
0.24 
2. 84 
~~--

4.49 
0. 00 
l.66 
0.47 
0.24 
2. 84 
o. 71 
0.47 
0.00 
0.00 
0.24 
0.71 
0.24 
0.71 

101.02 
8.28 
2.13 

t:I 
12.78 :s,.,• · 

31-60 
days 

before 
II 

1 
66 

7 . .,, . 
0 
l 

75 
6 
4 
1 
1 
1 
1 
9 
2 

18 
l 

20 
0 
6 
2 

13 
0 
l 
0 
2 
l 
6 
0 
1 
l 
0 
1 
0 
0 
0 
0 
0 

121 
0 

16 
~4. 
13 

l 
8 
0 
l 

20 
0 
3 
2 
2 
2 
0 
0 
l 

395 
41 
12 

O:' 
It., 

71 
1#: 

31-150 
days 

before 
Rate 

0.24 
15.61 
l.66 

. \,,,.: 
0.00 
0.24 

17.74 
1.42 
o. 95 
0.24 
0.24 
0.24 
0.24 
2.13 
0.47 
4 . 26 
0.24 
4.73 
0.00 
1.42 
0.47 
3.08 
0 . 00 
0.24 
0.00 
0.47 
0.24 
1.42 
0.00 
0 .24 
0.24 
0.00 
0 .24 
0.00 
0.00 
o.oo 
0.00 
0.00 

28.63 
0 . 00 
3.79 
t,l.~ 
3.08 
0.24 
1.89 
0.00 
0.24 
4 . 73 
o.oo 
a. 71 
0.47 
0 . 47 
0.47 
0 . 00 
o.oo 
0.24 

93.45 
9.70 
2.84 
9·~ 
Q,;.P.~ .. 

16.80 
))..Iii" 

Relative 
Risk 

Estimate 

o.oo 
0.89 
0.29 

,Ji..~l . 
0.00 
0.77 
2.50 
l.00 
0.00 
o.oo 
0.00 
0 .00 
l.11 
1.50 
l.44 
1.00 
0.80 

1.17 
l.50 
0.69 

o.oo 

l.00 
1 .00 
1-.83 

0.00 
o.oo 

1.00 

1.05 

0 . 75 
.-1~ .. 
l.46 
0.00 
0.88 

1.00 
0.150 

0.67 
0.00 
0 . 00 
0.50 

3.00 
l.08 
0.85 
0.75 

951 CI 
Lower 
Bound 

0.00 
0.63 
0.04 
·i;.:..!>'1-: ; o:os· · 
0.00 
0.55 
0.99 
0.23 
o.oo 
0.00 
0.00 
0.00 
o. 44 
0 . 22 
0.79 
0.03 
0.41 
0.0S 
0 . 38 
0.22 
0.28 
0.05 
o.oo 
0.05 
0.10 
0 . 03 
0.68 
0 . 05 
o.oo 
0.00 
0 . 05 
0.03 
0.05 
0.05 
0.05 
0 . 05 
0.05 
0.82 
0.05 
0.35 
:~ ... ®: 
0.72 
o . oo 
0.30 
0.29 
0.03 
0.28 
0 .58 
0.08 
0.00 
0.00 
0.02 
0.58 
o.os 
0.32 
0.94 
0.54 
0.30 
~-14 
i~ 
0.53 
ii ,4i' 

*Total may be somewhat leas than column total due to =ult iple diagnoses Mid-Probability Method for CI and Two-Sided Exact Binol&ial Test 

95t CI 
Upper 
Bound 

19. 00 
1.27 
1.28 
tt.,,;a· 

19.00 
1.09 
7 .0l 
4 :◄a 

19.00 
19.00 
19.00 
19. 00 
2.83 

12.61 
2.68 

39.00 
1.55 

3.70 
12.61 
1.63 

19.00 

9.60 
39.00 
5.36 

19.00 
19.00 

39. 00 

1.35 

1.59 
·1u1t 
3.04 

19. 00 
2.49 

39.00 
1.22 

4.48 
3.47 
3 . 47 
6.57 

78.99 
1.24 
1.34 
l.80 

I . 
1.08 
,i . ._jti 

P-Value 
(Mid-Prob. ) 

o.soo 
0.533 
0.109 
'8:\ 0.;J,9:: ci: 5()0 
0.500 
0.142 
0.052 
0.999 
0.500 
0.500 
o.soo 
0.500 
0.824 
0.688 
0.233 
0.999 
0 . 511 
0 . 500 
0.791 
0.688 
0.405 
o.soo 
o.soo 
0.500 
0.999 
0.999 
0.238 
o.500 
0.500 
o.soo 
0.500 
0.999 
0.500 
0.500 
o.soo 
0.500 
0.500 
o. 704 
0.500 
0 . 458 
tJt@.: 
0.296 
0.500 
0.804 
0.250 
0.999 
0,163 
0.125 
0.687 
0.250 
0.250 
0.625 
0.125 
0.500 
0.375 
0 . 265 
o.u, 
0.523 

tlf q.po, .,~~-
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Diagnosis 

Wheezing/SOB 
*Total 

Varicella Vaccine Safety Analysis: Emergency Room Vis its 
2-12 Years of Age -- Immunizations through 12/31/96, Visits through 02/05/91 

0-30 Day Risk Period and 31-60 Days BEFORE Control Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years J 

31-60 31-60 
o-30 0-30 clays days Relative 951 CI 
days days before before Risk Lower 

N Rate N Rate Estimate Bound 

2 0.41 0 0.00 0.29 
955 225.93 938 221. 91 1.02 0. 93 

•Total may be somewhat less than coluoo total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

l.11 

5 

P-Value 
(Mid-Prob. J 

0.250 
0.696 
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Varicella Vaccine Safety Analysis: Emergency Room Visits 2-12 Years of 1',qe -- Immunization• through 12/31/96, Visits through 02/05/97 0-30 Day Risk Period and 91-120 Days AFTER Control Period 

Diagnosis 

.!\bacess 
Acute Gastroenteritis 
Allergic incl Angioedema 
Allergic not incl Angioedema 
Anal fissure 
Appendicitis 
Asthma 
Bronchiolitis 
Cellulitis 
Cerebrd Palsy 
Child Abuse 
Conjunctivitis 
Constipation 
Croup 
Drug Reaction 
Elective Procedure 
Encopresis 
Epilepsy 
Epistaxis 
Febrile illness 
GI Bleed 
HS Purpura 
Headache 
Hematemesis 
Hu,ophilia .ffl. .. , ..... . . 
Hydrocephalus 
Hypoglycemic s eizure 
Infection 
Irritable child 
Kawasaki's Disease 
Mutoiditis 
Migraine 
Muscle pain 
Musculoskeletal pain 
oti tis Media 
Parasiti c Infection 
Pharyngitis 
Pleuritis 
Pneumonia 
Poisoning/Ingestion 
Poat-surgical complication 
Rash 
Scabies 
Seizure, Afebrile 
Seizure, Febrile 
Seizure, Type Unk. 
Sickle Cell Disease 
Sinusitis 
stomatitis 
Syncope/Loe 
Synovitis 
Thrush 
Tonsillitis 
~~:.·yy: 
URI 
UTI 
Varicella 
Varicella w, w/o Cellulitis 

~i:\:.r.J,.~~· .. 
Wheezing/SOB '6',:o,:u . , .. 

Rates , Relative Risk Estimates and 951 Confidence Interval• 
(Rates per 1000 Person-Year•) 

0-30 
days 

N 

0 
59 

2 
1 
0 
l 

58 
15 

4 
0 
0 

10 
3 

26 
1 

16 
l 
7 
3 
9 
1 
1 
2 
0 
l :,, 
1 
l 
1 
l 
l 
0 
1 
l 
1 

127 
l 

12 
0 
9 

19 
0 
7 
2 
1 

12 
0 
3 
2 
0 
1 
3 
l 
3 

.,~1 
35 

9 
6 
6 

54 

~ -

-- -~ ·-· 

0-30 
days 
Rate 

0.00 
13.96 
0.47 
0.24 
0.00 
0.24 

13.72 
3.S5 
0.95 
0.00 
0.00 
2.37 
0.71 
6.15 
0.24 
3.79 
0.24 
l.66 
0.71 
2.13 
0.24 
0.24 
0.47 
0.00 
0.2, 
_2:.a 
0.24 
0.24 
0.24 
0.24 
0.24 
0.00 
0.24 
0.24 
0.24 

30.05 
0.24 
2.84 
0.00 
2.13 
4.49 
0.00 
1.66 
0.47 
0.24 
2.8' 
0.00 
0. 71 
0.47 
o.oo 
0.24 
0.71 
0.24 
0.71 

w1...,•·· 
8.28 
2.13 
1.42 
1.42 

12.78 
.. ·A-!!° . 

0.47 --~~-~: 

91-120 
days 

N 

1 
55 

6 
4 
2 
0 

56 
11 

3 
l 
2 
9 
4 

24 
l 

26 
0 
4 
4 

11 
0 
0 
1 
l 
1 
I . 
0 
0 
2 
0 
0 
1 
1 
0 
0 

102 
0 

10 
1 

14 
20 

1 
4 
0 
l 

13 
2 
0 
·2 
l 
l 
l 
0 
4 

·* 34 
4 
1 
1 

45 ·· , .. 
2 ,,,~ ... 

91-120 
days 
Rate 

0.25 
13.81 
1.51 
1.00 
0.50 
o.oo 

14.06 
2.76 
0.75 
0.25 
0.50 
2.26 

.1.00 
6.02 
0.25 
6.53 
o.oo 
1.00 
1.00 
2.76 
0.00 
o.oo 
0.25 
0.25 
0.2S 
'.q.;,1,J 
o.oo 
0.00-
0.50 
0.00 
0.00 
0.2s 
0.25 
0.00 
0.00 

25.60 
o.oo 
2.51 
0.25 
3.51 
5. 02 
0.25 
1.00 
0.00 
0.25 
3.26 
0.50 
o.oo 
0.50 
0.25 
0.25 
0.25 
0.00 
1.00 
~~-

8.53 
1.00 
0.25 
0.25 

11.30 
·-;~ 
o.so 

;J![.t~i ... 

Relative 
Risk 

Estimate 

0.00 
1.01 
0.31 
0.24 
o.oo 

0.98 
1.29 
1.26 
0.00 
0.00 
1.05 
0.71 
1.02 
0.94 
0.58 

l.65 
0.71 
o.n 

1 . 88 
0.00 
0.!14 
i ;,-. 

0.47 

o.oo 
0.94 

1.17 

1.13 
0.00 
0.61 
o. 90 
o.oo 
1.65 

0.94 
0.87 
0.00 

0.94 
o.oo 
0 . 94 
2 . 83 

0.71 .,,. 
· 0:91 
2.12 
5.65 
5.65 
1.13 
·i .,a ' 
0.94 

-~~l-'I'. 

9S1 CI 
Lower 
Bound 

o.oo 
0.70 
0.04 
0.01 
o.oo 
0.05 
0.68 
0.59 
0.26 
0.00 
0.00 
0.42 
0.13 
0.58 
0.02 
0.30 
0.05 
0.48 
0.13 
0.31 
0.05 
0.05 
0.14 
0.00 
0.02 
l,.~ 
0.05 
0.05 
0.02 
0.05 
0.05 
0.00 
0.02 
0.05 
0.05 
o. 90 
0.05 
0.48 
o.oo 
0.25 
0.47 
0.00 
0.48 
0.27 
0.02 
0 .39 
o.oo 
0.55 
0.10 
0.00 
0.02 
0.30 
0.0S 
0.13 
'l..Af .. 
0.60 
0.66 
0.84 
0.84 
0.76 
Mi 
_9._10 
)AP. 

+Total may be somewhat less than column total due to multiple diagnoses Mid-erobability Method for Cl and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

17.91 
1. 46 
1.48 
l.88 
3.27 

1.41 
2. 88 
6 . 74 

17.91 
3.27 
2.66 
3.42 
1.79 

36.76 
1.08 

6.43 
3.42 
l.89 

55.60 
17.91 
36. 76 
~.;,~' 

6.20 

17. 91 
36. 76 

1.53 

2. 70 
17.91 

1 . 40 
1.69 

17. 91 
6.43 

36.76 
1.94 
3.27 

9.05 
17.91 
36. 76 
74.44 

3.42 
lA 
l.56 
7 . 92 

130.97 
130.97 

1.69 

-~~ 
9.05 
1;s 

P-Value 
(Mid-Prob. I 

0.48S 
0.9S4 
0.155 
0.1.96 
0.235 
0.515 
0.897 
0. S36 
o. 784 
0.48S 
0.235 
0.924 
0.671 
0. 943 
o. 970 
0.086 
0.515 
0.442 
0.671 
0.572 
0.515 
O.S15 
0.659 
0.485 
0.970 

. ! .,,tt~ 
0.515 
0.515 
0.592 
0.515 
0.515 
0.485 
o. 970 
0.515 
0.515 
0.229 
0.515 
0.781 
o. 485 
0.246 
o. 733 
0.485 
0.442 
0.265 
0.970 
0.732 
0.235 
0.136 
0.956 
0.485 
0.970 
0.405 
o.S15 
0.671 
p;~t#. 
0.900 
0.216 
0.082 
0.082 
0.544 

····1~1 
0.9S6 
a;;,ffl 

3 
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Varicella Vaccine Safety Analysis: Outpatient Visits 
2-12 Year of .Age -- Immunizations through 12/31/96, Events through 02/05/97 

0-30 Day Risk Period and 31-60 Days BEFORE Control Per iod 

Diagnosis 

ABDOMINAL PAIN 
ABSCESS 
ABSCESS - HEAD 
ACCOHMODATIVE DISORDER 
ACNE 
ADENITIS 
AGE 
ALLERGIC ENTEROPATHY 
ALLERGIC REACT W OR W/0 HIVES 
ALLERGIC REACTION (EX. HIVES) 
ALLERGIC REACTION (INC. HIVES) 
ALLERGIC RHINITIS 
ALLERGY CLASS/GROUP 
ALOPECIA 
.ANEMIA 
~ .. . . 
APPENDICITIS, J\CUTE 
ARRHYTHMIA 
ARTHRALGIA / ARTHRITIS 
ASTHMA 
ATAXIA 
~);u.\ m; 
AUTISM 
AUTOIMMUNE .ANEMIA ~-- .. 
BELL'S PALSY 
BRACHIAL CLEFT CYST 
BRONCHIOLITIS 
~~+$ . .., ~~~ .. 
BRONCHOPULMONARY DYSPLASIA 
CANCER 
CATARACT 
CELLULITIS 
CEREBRAL PALSY 
CHOLESTEROL CLASS/GROUP 
CHRONIC LUNG DISEASE 
COl'.GULOPATHY, UNSPECIFIC 
CONDUIT OBSTRUCTION 
~~r·· 
~ .. ~ .. Pl:~ 
CONGENITAL, OTHER DYSRAPHISM 
CONJUNCTIVITIS 
CONSTIPATION 
~ ~1®ttif"" .. 
CORNEA DISORDERS 
COUGH 
CROUP 
CYST 
CYSTIC FIBROSIS 
DENTAL CARIES 
DERMATITIS, SEBORRHEIC 
DEVELOPMENTAL DELAY 
DIABETES 
DRUG REACTION 
DYSFUNCTI.otJ:~ THE .ANKLE 
DYSLALIA 
DYSPEPSIA 
DYSPHASIA 
DYSTHYMIA tcz~ ..... 
~Gk@ .~ 
ENCOPRESIS 
ENOPHTHALMOS 

Rates, Relative Risk Estimates and 951 Confidence Intervals 

1-30 
days 

N 

78 
74 

1 
1 

11 
33 

491 
0 

142 
0 

142 
85 

1 
8 
0 

ti 
0 
4 
1 

802 
2 

ti: 
8 
0 

..... t.~-
2 
l 

340 
~ -

41 
l 

34 
22 

1 
3 
1 
l 

1.35 
~ ... 

l 
433 
72 
« 
!I 
3 

146 
5 
4 
2 
2 

52 
11 
21 

l 
1 
l 
0 
1 

.. ilif 
-~ 

6 
1 

(Rates per 1000 Person-Years ) 

1-30 
days 
Rate 

19.09 
18.11 

0.24 
0.24 
2.6!1 
8.08 

120.17 
0.00 

34.75 
0.00 

34. 75 
20.80 

0.24 
l.!16 
0.00 

W.i~ 
0.00 
0.98 
0.24 

196.28 
0.49 

1,1,~M 
1.96 
0.00 
,I~: 
0.49 
0.24 

83.21 
Q,.;!jJ ' .. . 
. 0;2,i . 
10.03 

0 . 24 
8.32 
5.38 
0.24 
0. 73 
0.24 
0.24 :1:ir 
0.24 

105. 97 
17.62 
ii:,.®. 
2.20 
0.73 

35.73 
1.22 
0 . !18 
0. 49 
o. 49 

12.73 
2.69 
5.14, 
0.24 
0 . 24 
0 . 24 
0.00 
0.24 

ftl:. 
1.47 
0. 24 

31-60 
days 

before 
N 

72 
70 

0 
2 

10 
36 

523 
1 

154 
2 

152 
71 

0 
2 
2 ,;,· 
l 
2 
2 

!112 
0 

$.: 
3 
l 

"iii. 
··'a 

0 
368 
·$'~· 

0 
30 

2 
30 
25 

0 
2 
0 
0 

n 
.. l 

0 
475 
79 
:~ 
8 
5 

134 
3 
l 
2 
2 

51 
15 
30 

0 
0 
1 
l 
0 

f ~ii 
.. µi. 

l 
0 

31-60 
days 

before 
Rate 

17.03 
16.56 
0.00 
0.47 
2.37 
8.52 

123.73 
0.24 

36.43 
0.47 

35.96 
16.80 
o.oo 
0.47 
0.47 ,,,,,. 
0.24 
0.47 
0.47 

215. 76 
o.oo 

.. J~J.) 
0.71 
0.24 
2 .•• 
0.00 
0.00 

87.06 .~,:sir. 
o.oo 
7.10 
0.47 
7.10 
5.!11 
0.00 
0.47 
0.00 
0.00 -· 1•-••• t;,,.,ii 
0.00 

112.37 
18.6!1 
i ;;!l) 
1.8!1 
l.18 

31. 70 
0.71 
0.24 
0.47 
0.47 

12. 07 
3.55 
7.10 
0 . 00 
o.oo 
0.24 
0.24 
o.oo 

n:.~tt 
it.@ .. 
0.24 
0. 00 

Relative 
Risk 

Estimate 

1.12 
l.09 

0.52 
1.14 
0.95 
0. 97 
0.00 
o. 95 
0.00 
0.!17 
1.24 

4.14 
0.00 

t!: 
2.07 
0.52 
0.91 

i,.Jt 
2.76 
o.oo 
·4» __ 

0.96 :a~,xs: 
1.41 
0.52 
1.17 
0.91 

1.55 

~., .•. 
~.n 
0.94 
0. 94 
~ir 
l.16 
0.62 
1.13 
l.72 
4.14 
1.03 
l.03 
1.05 
o. 76 
0.72 

1.03 
o.oo 

J. ts 
j,.,aj 
6.21 · 

95t CI 
Lawer 
Bound 

0.81 
o. 79 
0.05 
0.02 
0.47 
0.59 
0.86 
0.00 
o. 76 
0.00 
0.77 
0.90 
0. 05 
0.96 
0.00 
A-~$1 
0.00 
0.37 
0.02 
0.83 
0.30 

.lJ~: 
0.7 5 
0.00 

1~ 
0.05 
0.82 
JMR 
0.05 
0.88 
0.02 
o. 72 
0.51 
0.05 
0.23 
0.05 
0.05 

!-:-!, 
0.83 
0 . 68 
~,,;;, 
0.44 
0.12 
0.89 
0 . 4 0 
0 . 52 
0.11 
0.11 
0.72 
0 . 34 
0.41 
0 . 05 
o.os 
0.03 
0.00 
0. 05 

.JJf 
0.92 
0.05 

*Total may be somewhat less than column total due to mul tiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

1.55 
1.52 

6.80 
2.76 
1.52 
1.10 

19.66 
l.20 
3.59 
1.22 
1. 70 

28.52 
3.5!1 

1::1 
16.15 

6.80 
1.00 

········• .. tJ 12.85 
19.66 
.it:i, 

1.11 
,qr~ 
2.28 
6.80 
l. !13 
1. 62 

13.05 

1.07 
1.30 
.~;,;,li'! 
3.14 
2.69 
1 . 43 
8.76 

102.39 
9. 94 
9 . 94 
1.56 
1.66 
l.26 

4 0. 34 
1!1.66 

t:I 
143.76 

11 

P-Value 
(Mid-P.rob . ) 

0.487 
0.593 
0.492 
0.644 
0.172 
0.827 
0 .642 
0.508 
0.686 
0.259 
0. 770 
0 . 184 
0.492 
0.058 
0.259 
-'-~-~,;_ ... 
0 .508 
0.430 
0.644 
0 . 051 
0 . 242 jf.,P.1 ···· 
0.132 
0 . 508 
'd,.ffl 
0.242 
0 . 492 
0.548 
f:;U,~ 
0.492 
0 . 150 
0.644 
0.528 
0.751 
0.492 
0.661 
0.492 
0.492 

~~ 
,9,;;.P1'1 
o. 492 
0.377 
o. 71!1 
J,.-®,1 
0.762 
0.538 
0.318 
0.479 
0.206 
0.975 
o. 975 
o. 7 87 
0.04 
0.259 
0 . 492 
0.492 
0.983 
o.so8 
0.492 

~~ 
0.064 
0.492 
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Varicella Vaccine Safety Analysia : Outpatient Visits 2~12 Year of ~e - Immuni~ations through 12/ 31/96, Events through 02/05/97 0-30 Day Riak Period and 31-60 Daya BEFORE Control Period 
Rates, Relative Risk Estimates and 951 Confidence Intervals (Rates per 1000 Person-Year• l 

Diagnosis 

ENURESIS 
EPIDIDYMITIS/ORCHITIS 
EPIU:PSY 
EPILEPSY - GENERALIZED ABSCENC 
EPIPHORA 
EPISTAXIS 
ESOPIIAG. 
ESOPHORIA 
EUSTACHIAN 
EXOPHORIA 
EXOSTOSIS 
FAILURE TO THRIVE 
FATIGUE 
FEBRILE ILLNESS 
FOLLICl/1.ITIS 
FOOD ALLERGY 
EWl' DISORDER 
FOREIGN BODY, EYE 
nw::TURE-LONER EXTREMITY 
FUNGAL INFECTION 
G}>JT ABNORMALITIES - SP.!\STIC 
G1\IT ~ORMALITIES - WEAKN&sS 
GANGLION - WRIST/HAND 
G.1\STRITIS 
GVJJc:<»41'. 
GOITER *.M--~ ,. - .. 
HEAD, NECK - ENT .PROB. NOS 
HEADACHE 
~~~ --
HEART BLOCK 
HEAAT MURMUR 
HEHATURIA 
HEMOGLOBINOPATHY 
HERPES (SIMPLEX/ ZOZTER)- COR 
HISTIOCYTOSIS 
HOI\RSENESS 
HSP 
HSV 
HYOROCEPIIALI.JS 
HYDRONEPHROSIS 
HYPERTENSION 
HYPOTHYROIDISM - ACQUIRED/ OT 
HYPOTHYROIDISM - AUTOIMMUNE 
IO[I,! . 
IDENTITY DISORDER 
IMPETIGO 
INCONTINENCE URGE 
INFECTION/HAND 
INFESTATION 
INFLUEN1.A 
INSECT BITE(S) 
IRRITABLE BONEL SYNDR01E 
JUVENILE IUl£UM. ARTHRITIS 
KAHASAKI 's DISEASE 
KELOID/HYPERTROPHIC SCAR 
KERATOSIS-PILARIS 
KNEE/THIGH DYSFUNCTION 
I.ACRIMAL SYSTEM DISORDERS 
LEAANING DISABILITIES 
LENS, DISORDERS OF 
LICHEN SIMPLEX CHR./PRURIGO NO 

1-30 
day• 

N 

li 
l 

19 
1 
3 
4 
1 
2 

79 
0 
l 
0 
0 

i2 
1 

12 
5 
1 
1 
0 
1 
1 
l 
5 
l 
l 

:(~ 
3 

30 

" 31 . 
2 

20 
0 
6 
2 
l 
4 
0 
1 
4 
2 
0 
l 
l 
6 
1 

129 
1 
l 

37 
1 

64 
2 
l 
0 
2 
2 
1 
4 
3 
1 
l 

1-30 
daya 
Rate 

4.16 
0.24 
L65 
0.24 
0 . 73 
0.98 
0.24 
0.49 

19.33 
0.00 
0.24 
0.00 
o.oo 

17.62 
0.24 
2.94 
1.22 
0.24 
0 . 24 
o.oo 
0.24 
0 . 24 
0.24 
1.22 
0.24 
0.24 

ft),.liit 
0.73 
7 .34 
i ;.;.•~ ---
7.59 
0.49 
4.89 
o.oo 
1.47 
0.49 
0 . 24 
0.98 
0 . 00 
0 . 24 
0 . 98 
Cl. 4 9 
0 . 00 
0.24 
0.24 
1 . 47 
0. 24 

31.57 
0.24 
0.24 
9.06 
0. 24 

15.66 
0.49 
0.24 
0 . 00 
0 .49 
0.49 
0 . 24 
0.98 
0.73 
0 . 24 
0.24 

31-60 
days 

before 
N 

19 
0 

11 
0 
2 
8 
0 
1 

79 
1 
0 
2 
l 

70 
1 

11 
8 
0 
0 
2 
0 
0 
2 
l 
5 
0 

l 11. 
5 

36 
.t 

29 
1 

11 
1 
3 
0 
0 
0 
1 
0 
4 
0 
1 
0 
0 
l 
0 

157 
0 
0 

37 
1 

50 
0 
2 
1 
3 
5 
l 
l 
2 
0 
l 

31-60 
days 

before 
Rate 

(.49 
0.00 
2.60 
0.00 
0.47 
1.89 
0.00 
0.24 

18.69 
0.24 
0. 00 
0.47 
0.24 

16.56 
0.24 
2.60 
l.89 
0.00 
0.00 
0.47 
0.00 
0.00 
0.47 
0 . 24 
1.18 
0.00 

:ffl~li 
1.18 
8.52 
JU!r 
6. 86 
0 . 24 
2.60 
0.24 
0.il 
0.00 
o.oo 
0.00 
0.24 
0.00 
0.95 
0.00 
0.24 
o.oo 
o.oo 
0.24 
0.00 

,37.14 
o.oo 
0.00 
8 . 75 
0.24 

ll.83 
0.00 
0.47 
0.24 
0.il 
1.18 
0 . 24 
0.24 
0.41 
0.00 
0.24 

Relative 
Risk 

EstiJDate 

0 . 93 

1.79 

1.55 
0.52 

2.07 
1.03 
o.oo 

o.oo 
o.oo 
l.06 
1.03 
1.13 
0.65 

o.oo 

0.52 
5.17 
0.21 

.. lk:tt 
0.62 
0.86 

-~-:."*-,. 
1.11 
2.07 
l.88 
o.oo 
2 . 07 

o.oo 

1.03 

o.oo 

6.21 

0.85 

1 . 03 
l-03 
1.32 

· ·· 0.52 
o.oo 
0 . 69 
0.41 
1.03 
4.14 
1.55 

1.03 

951 CI 
Lower 
Bound 

0.47 
0.05 
0.85 
0.05 
0.23 
0 . 14 
0.05 
0.16 
0.76 
o.oo 
0.05 
o.oo 
0.00 
0.16 
0.03 
0.49 
0.19 
0.05 
0.05 
0.00 
0.05 
0.05 
0.02 
0. 72 
0.01 
0.05 
~~: 
0.12 
0.53 
b £ t .. 
0.66 
0.16 
0.91 
o.oo 
0.52 
0.30 
0.05 
0.93 
o.oo 
0.05 
0.23 
0.30 
0.00 
0.05 
0.05 
0. 92 
0.05 
0.67 
0 . 05 
0.05 
0.65 
0.03 
0.91 
0.30 
0.02 
o.oo 
o.08 
0;05 
0.03 
0.52 
0.23 
0.05 
0.03 

•Total may be somewhat l ess than column total due to multiple diagnoses Hid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

1. 79 

3.89 

13.05 
1.71 

61.03 
1.41 

19.66 

3;59 
19.66 
1.48 

40. 34 
2.62 
2.00 

3.59 

6.80 
123.08 

1.49 

i ; .. 
2.69 
1.40 

.-0,..p 
1.85 

61.03 
4. 07 

19.66 
10.13 

19.66 

4.59 

19.66 

143. 76 

1.07 

1.64 
40.34 
1. 92 

6.80 
19 . 66 
4. 64 

· 2.10 
40. 34 

102. 39 
13.05 

40.34 

12 

P-Vdue 
(Hid-Prob.) 

0.820 
0.492 
0.125 
0.492 
0.661 
0.292 
0.492 
0 . 606 
0.83°2 
0.508 
0.492 
0.259 
0.508 
0.712 
0.983 
o. 7ii 
0.459 
0.492 
o. 02 
0. 2-59 
0.492 
0.492 
0.6t4 
0.116 
0.135 
0.492 
~.@'t 
0.538 
Q.552 
,;.)Ji4(" . . 
0.699 
0.606 
0.091 
0.508 
0.319 
0.242 
0.492 
0.058 
0.508 
0.492 
0.963 
0.242 
0.508 
0.492 
0.492 
0.064 
0.492 
0.lil 
0.492 
0.492 
0.884 
0.983 
0.137 
0.242 
0.644 
0.508 
o. 714 
0.309 
0.983 
0.206 
0.661 
0.492 
0.983 
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Var1cella Vaccine Safety Analysis: outpatient Visits 
2-12 Year of Age -- Im111unizations through 12/31/96, Events through 02/05/97 

0-30 Day Risk Period and 31-60 Days BEFORE Control Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 

Diagnosis 

LIPCMA 
Hl'u.ABSORPTION'SYNDROME 
MENTAL RETAADATION 
METAB. MYOPATHIES 
METABOLIC LIVER DISEASE - OTHE 
METATARSUS ADDUCTUS 
MILIA 
MOLLUSCUM CONTAGIOSUM 
MONILIA 
MORPHEA/LSETA 
MUSC. / SKELETAL PAIN 
MUSCULAR DYSTROPHY 
NECK/PHARYNX/LARYNX, TRAUMATIC 
NEPHRITIS/ NEPHROSIS 
NEUROFIBRCJl!ATOSIS 
~¢,q~--:~--~~---
NEUROMUSC DISORDER 
NEUROPHTHALMOLOGICAL .D~SORDER P:$.$;t1i/f . . . . . . . 
OCULAR 
ONYCHOCRYPTOSIS 
ONYCHOLYSIS 
OPTIC NERVE DISORDER 
ORTHO. PROB. NOS 
OTHER ILL DEFINED COHO. 
OTHER NEUROPATHIES 

·OTITIS EXTERNA 

~~~ 
PAIN 
PAIN-UPPER EXTREMITY 
PJ\NHYPOPITUITAAISM 
PAT-FEM SYND 
PENIS - MEATAL STENOSIS 
PERIOSTITIS 
PHARYNGITIS 
~~--
PINGUECULA 
PITYRIASIS ROSEA 
PNEUMONIA 
POST-OP CARE 
POST-OP Ca-1PLICATION 
PRE-OP 
PREMATURITY 
PSORIASIS 
PSYCHOLOGICAL PROBLEM 
PTOSIS 
W{g~iJ: .. .. 
RADICULOPATHY 
RASH 
SCAR 
SCOLIOSIS 
SEIZURE, FEBRILE 
SEIZURES 
SEIZURES 'l!l.Qit'_W/0 FEVER 
SHONE Ca-1PLEX 
SHOULDER DYSFUNCTION 
SICKLE CELL OS 
SINGLE VENTRICLE 
SINUSITIS 
SKELETAL MALOCCLUSION 
SKULL/SCALP/FOREHEAD INFECTION 
SOFT TISSUE DIS 

l-30 
days 

N 

l 
0 
3 
l 
l 
9 
1 

24 
41 

l 
90 

l 
l 
6 
l 
~ 
B 
3 
if 
g 
3 
2 
4 
0 
l 
l 

129 
~~m~: 

2 
2 
l 
l 
1· 
2 
0 

775 
u. 

l 
4 

79 
76 

2 
47 

2 
3 

295 
l 

l'li .T 
351 

2 
4 
3 

27 
30 · 

l 
2 
1 
l 

351 
l 
l 
3 

(Rates per 1000 Person-Years ) 

1-30 
days 
Rate 

0.24 
0.00 
0.'73 
0.24 
0.24 
2.20 
0.24 
5.87 

10.03 
0.24 

22.03 
0.24 
0.24 
1.47 
0.24 

A,:~ 
1.96 
0.73 
4.d!~ 
2.20 
0.73 
0.49 
0.98 
o.oo 
0.24 
0.24 

31.57 
~;~~,.)il. 

0.49 
0.49 
0 . 24 
0.24 
0.24 
o. 49 
0.00 

189.67 
-~ft 
0.24 
o.98 

19.33 
18.60 

0.49 
11.50 

0.49 
0.73 

72.20 
0.24 
.t.sl 
·o. 24 

85.90 
0.49 
o. 98-
0. 73 
6. 61 
7.34 
0.24 
0.49 
0.24 
0. 24 

85. 90 
0.24 
0.24 
0.73 

31-60 
days 

before 
N 

0 
l 
2 
0 
0 
5 
0 

15 
56 

0 
101 

0 
0 
5 
0 
p 

13 
4 

.. 2:( 
. ,· 

0 
l 
3 
2 
0 
0 

124 ~~,. 
l 
3 
0 
0 
0 
0 
l 

858 
JL 

0 
3 

78 
73 

0 
48 

3 
2 

266 
1 

~-
0 

379 
l 
2 
2 

31 
33 

0 
l 
C 
0 

3!16 
0 
0 
l 

31-60 
days 

before 
Rate 

0.00 
0.24 
0.4'7 
0.00 
0.00 
l.18 
0.00 
3.55 

13.25 
0.00 

23.89 
0.00 
0.00 
1.18 
0.00 
P:.,,'9· 
3.08 
0.95 
ii;.,$$. 
1.66 
o.oo 
0.24 
0.71 
0.47 
0.00 
0.00 

29.34 
$~,.,~-

0-24 
o. 71 
0.00 
0.00 
0.00 
0.00 
0.24 

202. 98 
:o; .. n 
0.00 
0.71 

18.45 
17.27 
0.00 

11.36 
0 . 71 
0.47 

62.93 
0.24 
Q.(..tfrt 
o.oo 

89.66 
0.24 
o:H 
0.47 
7.33 
7.81 
0.00 
0.24 
o.oo 
0.00 

93. 68 
0.00 
0.00 
0.24 

Relative 
Risk 

Estimate 

0.00 
1.55 

l.86 

l. 66 
0.76 

o. 92 

1.24 

,. 
0.64 
o. 78 
l.Af:. 
1.33 

2. 07 
1.38 
0.00 

1.08 :t.;.,: 
2.0'7 
0.69 

0.00 
o. 93 

.. ,La 
1.38 
1.05 
1.08 

1.01 
0.69 
1.55 
1.15 
1.03 
~,#. 
0.96 
2. 0'7 
2. 07 
1.55 
0.90 
0.94 

2.07 

0 . 92 

3.10 

951 CI 
Lower 
Bound 

0.05 
o.oo 
0.23 
0.05 
0.05 
0.62 
0.05 
0.87 
0.50 
0.05 
0.69 
0.05 
o.os 
0.36 
0.05 
-~,~ 
0.25 
0.1◄ 

. i ... 1:.4 
iC49 
0.60 
0.16 
0. 2 8 
0.00 
0.05 
o.os 
0.84 
q, .. ¥1 
0.16 
0.08 
0.05 
0.05 
0.05 
0.30 
0.00 
0.85 

.. I~ 
0.05 
0.28 
0. 77 
0. 78 
0.30 
0.68 
o.oe 
0.23 
o. 97 
0.03 
i.51 
0.05 
0.83 
0.16 
0.37 
0.23 
0.53 
0.5'7 
0.05 
0.16 
0.05 
0.05 
0.79 
0.05 
0.05 
0.33 

*Total may be somewhat less than column total due to multi ple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

19.66 
13.05 

6.13 

3.23 
1.13 

l.23 

4.42 

•·•i.5t 
3.76 

-~;-~ 
3.77 

61. 03 
7.39 
3.59 

1.38 
,~~lt 

61.03 
4 .64 

19.66 
1.03 

QG-1,.!f 
7.39 
1.43 
1.49 

l.52 
4.64 

13.05 
l. 35 

40.34 ,~P• 
l.ll 

61.03 
16.15 
13.05 
1.51 
l. 55 

61. 03 

1.06 

13 

P-Value 
(Mid-Prob.) 

0.492 
0.508 
0.661 
0 . 492 
0.02 
0.274 
0.492 
0.126 
0.177 
0.492 
0.576 
0.492 
0.4!12 
0.733 
0 . 492 
ij~;029· 
0.322··· 
0.759 
4-;;®,) . 
0.582 
0.119 
0.606 
0.694 
0.259 
0.492 
0.492 
0.560 
:ii ... 
0.606 
0.714 
0.492 
0.4!12 
0.492 
0.242 
0.508 
0.111 

'ijdb,o 
o:t"i12 
0 . 694 
o. 771 
0.652 
0.242 
0.950 
o. 714 
0.661 
0.104 
0.983 
,~~ 
0.492 
0 . 563 
0.606 
0.430 
0 . 661. 
0.695 
0. 810 
0.492 
0.606 
0.492 
0.492 
0.237 
0. 492 
0.492 
0.358 
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Varicella Vaccine Safety Analysis: Outpatient Visits 
2-12 Year of 1\/;Je -- Immunizations through 12/31/96, Events through 02/05/97 

0-30 Day Risk Period and 31-60 Daya BEFORE Control Period 

Diagnosis 

SOLITARY THYROID NODULE 
STOHATITIS 
SYNCOPE 
SYNOVITIS 
THROHBOCYTOPENIA 
THYROID DISORDER 
TINEA INFECTION 
TMJ SYNDROME 
TONSILLITIS 
TO'JRETTE'S DISORDER 
TRAIJHA 
TRIGGER FINGER 
TRUNK, ACQUIRED DEFORMITY 
TYMPANIC MEMBRANE PERFORATION 
Ul.CER 
ULCERS/ SKIN 
UPPER EXTREMITY, FLEXOR TENDON 
URETER REFI.UX 
URETHRA - HYPOSPAOIJ\S 
~-
VAGINITIS/"""3INOSIS ~-~'·ox--VENOM J\LLERGY 
VENOUS STASIS ULCERATION 
VIRAL SYNDROME 
p°pi ~ . 
VISUAL LOSS 
V!TILIGO 
VITREOUS DISORDER 
VOCAL 
VSD 
HAATS 
lt$:m;~ 

Rates, Relative Risk Estimates and 9St Confidence Intervals 

l-30 
days 

N 

1 
45 

l 
0 
3 
0 

84 
l 

35 
1 

496 
3 
1 
9 
0 
1. 
l 
9 
2 

M(.q_ 
86 
so 
i.e· 
-~-

1 
1 

707 
-~--

3 
3 
l 
l 
l 

73 

(Rates per 1000 Person-Years) 

l-30 
days 
Rate 

0.24 
11.01 

0.24 
o.oo 
0.73 
o.oo 

20.56 
0.24 
8. 57 
0.24 

121.39 
0.73 
0.24 
2.20 
0.00 
0.24 
0.24 
2.20 
0.49 

s,~,.)H 
21.05 
12.24 

Fi!~ 
'"'-~"' 0.24 
0.24 

173.03 
. ·_·,,;~~,\l~ 

0.73 
0.73 
0.24 
0.24 
0.24 

31-60 
days 

before 
N 

0 
60 

0 
1 
1 
2 

97 
0 

23 
0 

482 
2 
0 
6 
1 
0 
0 
~ 

0 
~-

102 
51 
j! 

a 
i 
0 

789 
Hi 
··----, 

l 
D 
2 
0 

80 
·2#.t':o 

31-60 
days 

before 
Rate 

0.00 
14.19 

0.00 
0,24 
0.24 
0.47 

22.95 
o.oo 
5.44 
0.00 

114. 03 
0.47 
o.oo 
l. 42 
0.24 
0.00 
0.00 
1.42 
o.oo ·m:.Jt): . 

24.13 
12.07 
¾°·\ii 
... mi. 
iC24 
o.oo 

186.66 

.iitJi~L" 
0.95 
0.24 
o.oo 
0.47 
0.00 

Relative 
Risk 

Estimate 

o. 78 

0.00 
3.10 
0.00 
0.90 

1.57 

1-06 
l.55 

1.55 
o.oo 

1.55 

~iR 
0.87 
l. 01 
$.a$ 

\j<>)P.t 
1.03 

0.93 
~!j-
0.78 
3.10 

0.52 

o. 94 
.lf,.M 

951 CI 
Lower 
Bound 

0.05 
0.52 
0.05 
0.00 
0.33 
0.00 
0.67 
0.05 
o. 93 
0.05 
0. 94 
0.23 
0.05 
0.55 
o.oo 
0.05 
0.05 
0.55 
0.30 
~~Ji;f . 
0.65 
0.68 

··1 •. lf 
. <lc..1.tt 
. 0.03 

0.05 
0 . 84 
l)i.2 
o.u 
0.33 
0.05 
0.02 
0,05 
0.69 

~~°'10 

951 CI 
Upper 
Bound 

1.14 

19.66 
81. 7l 
3.59 
1.20 

2.-70 

1.21 
13.05 

4,68 
19.66 

4. 68 

ll,,~!i 
. 1.16 
1.50 

J;ij...jij ,-.,~~, 
40.34 

6.80 

1.30 
ilV7!!1 

f~~i ~~r 
17. 87 .i,.-u. 

z~/Nh~ti ~*~--
18.93 

ln.,i:.!!· 
.. ?~,.:ti !k$, .. ,ifd~f-. . .. . ih..3$.. 

*Total may be somewhat less than column total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

14 

P-Value 
(Mid-Prob. ) 

0.492 
0.199 
o. 492 
0.508 
0.358 
0.259 
0. 462 
o. 492 
0,090 
0.492 
0.328 
0.661 
0 . 492 
o. 417 
0.5011 
o. 492 
o. 492 
0 . 417 
0 . 242 
i •. ~~~r-
0.351 
0. 943 
Q~JJ!tj" . 
~Aio\l,., 
0 . 983 
0.492 
0.143 
~ ;;R#..L 
0.759 
0,358 
0.492 
0.644 
0.492 
0 . 723 

re 
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Varicella vaccine Safety Analyais: outpatient Visits 2-12 Year of Age -- I-unizations through 12/ 31/96, Events through 02/05/97 
1-30 Day Riak Period and 91-120 Days AFTER Control Period 

Rates, Relative Risk Estimates and 951 Confidence Interval• 
(Rates per 1000 Person-Years l 

Diagnosis 

ABDCHINAL PAIN 
ABSCESS 
ABSCESS - HEAD 
}ICCOHHOMTIVE DISORDER 
ACNE 
ADENITIS 
AGE 
ALLERGIC REACT W OR W/0 HIVES 
ALLERGIC REACTION (INC. HIVES) 
ALLERGIC RHINITIS 
ALLERGY CLASS/GROUP 
~ ···· . ·· :~· . . · 

APPENDICITIS, ACUTE 
ARRHYTIIHIJ>. 
AATHRALGIA / ARTHRITIS M~. ··, ..... . . 
ATAXIA 
ATTENTICIJ DEF. DIS. 
AUTISM 
g.ut .. 
BELL'S PJ\LSY 
BRl\CHIAL CLEFT CYST _, ,,,_~ 
BRONCHOPULMCIIAAY DYSPIASIA 
a.NCER 
CATARACT 
CELLULITIS 
CEREBRAL PALSY 
CHEST PAIN 
CHOLESTEROL CI.ASS/GROUP 
CHRONIC LUNG DISEASE 
CQAGULOPATHY, UNSPECinC 
CONWIT OBSTRUCTIOO --L~ CONGENITAL, OTHER DYSAAPHISH 
CONJUNCTIVITIS 
CONSTIPATION 
CORNEA DISORDERS 
COUGH 
CROUP 
CYST 
CYSTIC FIBROSIS 
DENTAL CARIES 
DERMATITIS, SEBORRHEIC 
DEVELOPMENTAL OtLAY 
DIABETES 
DRUG RE:1\CTION 
DYSARTHRIA 
DYSnlNCTION OF THE ANKLE 
DYSLALIA . 
DYSPEPSIA 
DYSTHYHIA 
ECZEMA . ·--~ •:~. 
ENCOPRESIS 
ENOPHTAAll'IOS 
ENURESIS 
EPIDIDYMITIS/ORCHITIS 
EPILEPSY 
EPILEPSY - GENERALIZED ABSCENC 
EPIPHORA 

1-30 
days 

N 

;9 
"14 

l 
1 

11 
33 

491 
142 
142 

85 
1 .. _. . 

·-- ~ -
0 
4 
1 

)iijf 
2 

71 
8 

.#5 
2 
1 

~'(; ua 
l 

41 
1 

34 
22 

0 
l 
3 
1 
l 

~ 
~~··· · 

l 
433 

72 
9 
3 

146 
5 
4 
2 
2 

!12 
11 
21 

0 
l 
l 
l 
l 

140 .o · 
. 6 

l 
l"1 

l 
19 

1 
3 

1-30-
days 
Rate 

19. 09 
18.ll 

0.24 
0.24 
2.69 
8 . 08 

120.17 
34.75 
34 . 15 
20.80 
0.2, .. JJl .... 
o. oo 
0.98 

·0.24 
il~,~a~· ,. 

0.49 
17.38 
l. 96 

·· !:1l 
0.2, 

,;a.$ 
.♦.hl.<1. 
0.2, 

10.03 
0.24 
8.32 
5 . 38 
0.00 
0.24 
0.73 
0.24 
0.24 

:is.'M . 
.3,,.#. 

0 . 2, 
105,97 
17. 62 

2.20 
0.73 

35.73 
1.22 
o. 98 
0.49 
0.49 

12.73 
2.69 
5.14 
0.00 
0.24 
0.24 
0.24 
0.24 

34.26 

~t~· 
0.24 
4.16 
0.24 
4.65 
0.24 
o. 73 

91-120 
days 

N 

94 
79 

0 
l 
6 

25 
4zg 
115 
115 

85 
C 

·1; 

, .i, ~ ... 
l 
l 
3 

j~' 

67 
6 

.~ 

0 

J; 
2 

29 
2 

31 
19 

l 
0 
3 
0 
0 .. ., 

a~ 
0 

437 
86 

7 
2 

160 
4 
0 
0 
0 

62 
17 
27 

1 
0 
0 
1 
0 

156 

·~-· l 
0 

25 
0 

22 
0 

91-l20 
days 
Rate 

23.60 
19.83 
0.00 
0.25 
l.!11 
6.28 

107 .69 
28.87 
28.87 
21.34 
o.oo 

ti 
0.25 
0.25 
0. 75 .... i~.~,,,. 
0.00 

16.82 
1.51 

. .!I~~ 
0.00 
0.00 

1it1 
0 . 50 
7.Z8 
0.50 
7.78 
4.77 
0.25 
0.00 
0.75 
0.00 
0.00 

i:::l. 
0.00 

109. 70 
Zl.59 
1.76 
0.50 

40.16 
1.00 
0.00 
o.oo 
0.00 

15.56 
4.27 
6.78 
0.25 
o.oo 
o.oo 
0 . 2!1 
o.oo 

39.16 

·)~· 0.25 
o.oo 
6.28 
0.00 
5 . 52 
0.00 
1.00 

Relative 
Riak 

Estimate 

0.81 
0.91 

0.97 
1.79 
1.29 
1.12 
1.20 
1.20 
0.97 

·· ;f:.:ao 
.;i,,,,a;t,,, ... 
o.oo 
J.90 
0.32 

,. ·~J!iL 
1.03 
1.30 

··· .. ·.~;~ 

t;.:.-.. 
0.49 
1.38 
0.49 
1.07 
1.13 
o.oo 

0.97 

0.97 
0.82 
1.25 
1.46 
0.89 
1.22 

0.82 
0.63 
0.76 
o.oo 

o. 97 

o. 87 
#li§:J 
5.85 

0.66 

0.84 

o. 73 

951 CI 
Lower 
Bound 

0.60 
0.66 · 
0 . 05 
0.02 
0.66 
0.76 
o .. 9e 
o. 94 
0.94 
0.72 
0.05 

··1L2~·· 
i,;~ 
0.00 
0.49 
0.01 

. '.P .. n 
0.28 
0.74 
0.44 
1',;J~:. · . 
0.28 
.0.05 

. It-~ 
~\ffl ... 
0.02 
0.86 
0.02 
0.66 
0 . 61 
0.00 
0.05 
0.17 
o.os 
o.os 

·*:! 0.85 
0.60 
0.46 
0.22 
0.71 
0.31 
0.87 
0.28 
0.28 
0.56 
0.29 
0.42 
0.00 
0.05 
0.05 
0.02 
0.05 
0.70 
i)ff 
ijj16 
0.05 
0.35 
0.05 
0.45 
a.as 
0.14 

*Total may be somewhat less than column total due to 111Ultiple diagnoses 
Hid-Probal:>ility Method tor CI and Two-Sided Exact Binomial Teat 

7 

951 CI 
Upper 
Bound 

P-Value 
(Hid-Prob. l 

1.09 
1.25 

0.167 
0 . 576 
0.506 

38.02 0.987 
5.22 0.259 
2.19 0 . 344 
1.27 0.097 
1.54 0.139 
1.54 0.139 
1.32 0 . 869 

• 0.506 

.·3''7.t:~;:.< >·:''t~t': 
18. 52 0.494 
96.50 0.229 
3.05 0.362 

\,, p(.;j.2\': / .. . .. ;<~.:ti¢;'' ·.• 
0.256 

1 . 45 
4 . 01 

.1.s;;.,_ 

l)..8f' 
il,"i, 
6.41 
2.24 
6.41 
1.75 
2 . 11 

18.52 

5. 67 

1.10 
1.12 
3.·55 

12. 30 
1.11 
5.10 

1.18 
1.35 
1 . 34 

18.52 

38. 02 

1.23 

1.56 

3.54 

0.849 
0.640 

... ~F®'.·.: 
0.2!16 
0.506 
li::~~.,P:-1' 
J,,g~ ,. 
0.611 
0.187 
0.611 
o. 789 
0 . 703 
0.494 
0.506 
0.976 
0.506 
0.506 

.:.::&: 
0.506 
0.610 
.0.204 
0.665 
o. 707 
0.307 
o. 782 
0.066 
0.256 
0.256 
0.286 
0.238 
0.345 
0.494 
0.506 
0.506 
0.987 
0.506 
0.252 

.'4~~ 
0.075 
0.506 
0.193 
0.506 
o.587 
0.506 
o. 702 
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Var1calla Vaccine Safety Analyeia: outpatient Visits 2-12 Year of A,Je -- Ianunizations throuqh 12/31/96, Events through 02/05/97 l-30 Day Risk Period and 91-120 Daya AFTER Control Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Parson-Years I 

Diagnosis 

EPISCLERITIS 
EPISTAXIS 
ERY'l'!U:MA MULTI FORHE 
ESOPHAG. 
ESOPHORI1', 
EUSTACHIAN 
EXOPHORIJ\. 
EXOSTOSIS ~-~·· FOLLICULITIS 
FOOD ALLERGY 
FOOT DISORDER 
FOREIGN BODY, EYE 
FRACTURE-LONER EXTREHITY 
FUNGAL INFECTION 
GAIT .I\BHORHI\LITIES - SP.11.STIC 
GI\IT ABNORM/'1.ITIES - WEAKNESS 
GANGLION - WRIST/HI\ND 
GMTRITIS 
GI BLEEDING 
GIJWCCM.I'. 
GOITER 
HAY FEVER 
HE1\D i NECK - ENT PROB. NOS 
H£1l.[ll\CHE 
HE:1',LTHCI\RE CL""SS 
HEARING LOSS 
HEART BLOCK ~ti~,--· 
HF.MOGLOBINOPATHY 
HERPES (SIMPLEX/ ZOZTER)- COR 
HISTIOCYTOSIS 
HOARSENESS 
HSV 
HYDROCEPH1',LUS 
HYOROOEPHROSIS 
HYPERTENSION 
HYPOTHYROIDISM - ACQUIRED/ OT 
HYPOTHYROIDISM - AlJTOill'ruNE 
IO!J'I 
IDENTITY DISORDER 
IMPETIGO 
INCONTINENCE URGE 
INF£CTION/H1',ND 
INFECTIOUS DIS. NOS 
INFEST1',TION 
INFLUENZA 
INSECT BITE(S) 
IRRITABLE BONEL SYNDRc»1£ 
JUVENILE RHEUM. ARTHRITIS 
KAJIIASAKI'S DISEASE 
KELOID/HYPERTROPHIC SCI\R 
KEAATITIS 
KEAATOSIS-PILARIS 
KNEE/THIGH •.. D,Y.~_FUNE:TION 
LACRIMAL SYSTEM DISORDERS 
LEARNING DISABILITIES 
LENS, DISORDERS OF 
LICHEN SIMPLEX CHR./PRURIGO NO 
LIPa-u>. 
MP.STOIDITIS/CHRONIC 
MENTAL RETARDI\.TION 
METAB. MYOPATHIES 

1-30 
days 

N 

0 
4 
0 
l 
2 

79 
0 
l 

.~ 
l 

12 
5 
l 
l 
0 
l 
1 
l 
s 
0 
1 
l 

167 
3 

30 
12 
31 

2 
~ -... 

0 
6 
2 
1 
4 
1 
4 
2 
0 
l 
1 
6 
1 

129 
1 
l 
0 

37 
l 

64 
2 
l 
0 
2 
0 
2 
l 
4 
3 
l 
l 
l 
0 
3 
l 

1-30 
daya 
Rate 

o.oo 
o. 98 
0.00 
0.24 
0.49 

·19.33 
0.00 
0.24 

:11,.,~ 
0.24 
2. 94 
1·.22 
0.24 
0.24 
0.00 
0.24 
0.24 
0.24 
1.22 
0.00 
0.24 
0 . 24 

40.87 
0.13 
7.34 
2. 94 
1.59 
0.49 
J,,M 
0.00 
l.47 
0.49 
0.24 
0 . 98 
0.24 
o. 98 
0 . 49 
0.00 
0.24 
0.24 
l.47 
0.24 

31 , 51 
0.24 
0.24 
0.00 
9.06 
0.24 

15.66 
0.4!1 
0.24 
0.00 
0.49 
0.00 
0.49 
0.24 
0. 98 
0. 73 
0.24 
0.24 
0 . 24 
0.00 
0. 73 
0.24 

91-120 
days 

N 

l 
s 
1 
0 
2 

81 
3 
0 ..• , 
l 
6 
3 
0 
0 
2 
2 
1 
0 
l 
l 
l 
0 

171 
4 

38 
18 
44 

1 .. 1 
3 
3 
l 
l 
5 
0 
4 
2 
l 
0 
0 
9 
0 

143 
l 
0 
1 

33 
0 

60 
2 
2 
2 
3 • 
1 
s 
l 
4 
0 
0 
0 
1 
1 
s 
0 

91-120 
days 
Rate 

0.25 
l.26 
0.25 
0.00 
a.so 

20.33 
0. 75 
0.00 

.. ::.1~\:~ : 
0.25 
1.51 
0.75 
0.00 
0.00 
0.50 
0.50 
0.25 
0.00 
0.25 
0.2S 
0.2S 
o.oo 

42. 92 
1.00 
9.54 
4.52 

11.0, 

:::·ti 
0.75 
o •. 75 
0.25 
0.25 
1.26 
0.00 
l.00 
a.so · 
0.25 
0.00 
0.00 
2.26 
0.00 

35. 90 
0.25 
0.00 
0.25 
8 . 28 
0.00 

lS.06 
a.so 
a.so 
0 . 50 
0.1S 
0.25 
1 . 26 
0.25 
1.00 
0 . 00 
o.oo 
0.00 
0.2S 
0.25 
1.26 
0.00 

Ralativ• 
Risk 

Estimate 

0 . 00 
0.18 
o.oo 

o. 97 
0.95 
o. oo 

.. i ;~ , · 
0 . 97 
1.95 
l.62 

0.00 
0 . 49 
o. 97 

4.87 
0.00 
o.n 

0.95 
0.13 
0.77 
0.65 
0.69 
1. 95 
J,;;;#.: 
0.00 
1.95 
l.95 
0 . 97 
0.78 

0.97 
o. 97 
0.00 

0.65 

0.88 
o. 97 

0 . 00 
l.09 

l.04 
0.97 
0 . 49 
0.00 
0.65 
o.oo 
0.39 

· v-. 97 
·a. 91 

0 . 97 
0.00 
0.58 

951 CI 
Lower 
Bound 

0 . 00 
0.19 
o.oo 
0.05 
0.10 
0.70 
o.oo 
0.05 
\ ,,,g,··, 
0.02 
0.74 
0.38 
o.os 
a.as 
0.00 
0.02 
0 •. 02 
o.os 
0.67 
o.oo 
0.02 
0.05 
o. 77 
0.14 
0.47 
0.30 
0.43 
0 . 15 
i.i# .. 
0.00 
0 . 49 
0.15 
0.02 . 
0.19 
0.05 
0.22 
0.10 
o.oo 
0.05 
a.as 
0.22 
0.05 
0.69 
0.02 
0.05 
Q.00 
0.68 
0.05 
0 . 73 
0.10 
0.02 
0 . 00 
0.08 
0.00 
0 . 05 
0.02 
0.22 
o . 57 
0.05 
0.05 
0 . 02 
0.00 
0.12 
0.05 

•Total may be somewhat less than column total due to multiple diagnoses Mi d-Probability Method tor CI and Tvo-Si ded Exact Binoiual Test 

951 CI 
Upper 
Bound 

18.52 
3. 08 

18. 52 

9.36 
1.30 
l.67 

~~~-; 
38. 02 
5.63 
8.26 

3.39 
6 . 4l 

38.02 

115.99 
18.52 
38.02 

1.18 
3.54 
1 . 2, 
1.35 
1.09 

57 . 52 
... 'iisJ.i, 

1.67 
9.54 

57.S2 
38.02 
3. 08 

4.32 
9 . 36 

18.52 

l.85 

1.12 
38.0Z 

18 . 52 
1.76 

1.48 
9.36 
6.41 
3 . 39 
4.37 

18.52 
1.98 

38.02 
4.32 

38. 02 
18.52 
2.53 

8 

l'-Value 
(Mid-Prob.) 

0 . 494 
o. 726 
0.494 
0 . 506 
0.981 
o. 751 
0.120 
0.506 

., ,'!:~~-\ 
0.184 
0 • .530 
0 . 506 
0.506 
0.244 
0.611 
0.987 
0.506 
0.132 
0.494 
0.987 
0.506 
0.653 
0.702 
0.286 
0.252 
0.109 
0.639 

. P.)~~ 
0.120 
0.363 
0.639 
o. 987 
0 . 726 
0.506 
o. 972 
0.981 
0.494 
0.506 
0.506 
0.426 
0.506 
0.291 
0.987 
0.506 
0.494 
0.712 
0.506 
0.828 
0.981 
0.611 
0.244 
0.668 
o. 494 
0.275 
0.987 
o. 972 
0 . 130 
0.506 
0.506 
0 . 987 
0.494 
0.06 
0.506 
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Varicella Vaccine Safety Analysis: Outpatient Visits 
2-12 Year of Age -- Immunizations through 12/31/96, Events through 02/05/97 

1-30 Day Risk Period and 91-120 Days AE"l'ER control Period 

Diagnosis 

METABOLIC LIVER DISEASE - OTHE ..... ~.~-
MILIA 
MOLLUSCUM CONTAGIOSUM 
MONILIA 
MORPHEA/1.SETA 
MUSC. / SKELETAL PAIN 
MUSCULAR DYSTROPHY 
NASAL 
NECK/PHARYNX/LARYNX, TRAUMATIC 
NEPHRITIS/ NEPHROSIS 
NEUROFIBROMATOSIS 
NEUROLOGICAL, GENERAL DISORDER 
NEUROMUSC DISORDER 
NEUROPHTIIALMOLOGICA.L DISORDER 
OBESITY 
OCULAR 
ONYCHOCRYPTOSIS 
ONYCHOLYSIS 
OPTIC NERVE DISORDER 
ORTHO. PROB, NOS 
OTHER ILL DEFINED COND. 
OTHER NEUROPATHIES mrr ---
PACEMAKER -
PAIN 
PAIN-UPPER EXTREMITY 
PANHYPOPITUITARISM 
PAT-FEM SYND 
PENIS - MEATAL STENOSIS 
~~ 
PHIMOSIS 
PINGUECUIA 
PITYRIASIS ROSEA 
PLANTAR F.ASCIITIS 
PNEUMONIA 
PNEUMONIA, RECURRENT 
POST-OP CARE 
POST-OP COMPLICATION 
PRE-OF 
PREMATURITY 
PSORIASIS 
PSYCHOLOGICAL PROBLEM 
PTOSIS 
!«§.•~~ 
RADICULOPATHY 
RASH 
SCAR 
SCOLIOSIS 
SEIZURE, FEBRILE 
SEIZURES 
SEIZURES W OR K/0 FEVER 
SHONE COMFLEX 
SHOULDER DYSFUNCTION 
SICKLE CELL-.~-
SINGLE VENTRICLE 
#.WS~_. _ .. . ·•-•--- __ 
SKELETAL MALOCCLUSION 
SKIN/SUBCUT/TENDON/JOINT ABSCE 
SKULL/SCALP/FOREHEAD INFECTION 
SOFT TISSUE DIS 
SOLITARY THYROID NODULE 
STOMATITIS 

Rates, Relative Risk Estimates and 951 Confidence Intervals 

1-30 
days 

N 

1 
;r· 
1 

24 
41 

1 
90 

1 
0 
1 
6 
1 
5 
9 
3 
8 
9 
3 
2 
4 
0 
1 
1 

Al 
2 
2 
1 
1 
l 
2 

11i$.. 
11 

l 
4 
0 

79 
0 

76 
2 

47 
2 
3 

295 
l 

1.2 . ·1· 
351 

2 
4 
3 

27 
30 

l 
2 
l 
l 

· ·mi 
··1 

0 
l 
3 
1 

45 

(Rates per 1000 Person-Years ) 

1-30 
days 
Rate 

0.24 
.:~,,2~ 

0.24 
5.87 

10.03 
0.24 

22.03 
0.24 
0.00 
0.24 
1.47· 
0.24 
1.22 
1. 96 
0.73 
1.96 
2.20 
0.73 
0.49 
0.98 
0.00 
0.24 
0.24 

·31-,$1 
.. . 9~,;1$. 

0.49 
0.49 
0.24 
0.24 
0.24 
0.49 

lii,~,61 
·• 2i6ii. 

0.24 
0. 98 
0.00 

19.33 
0.00 

18.60 
0.49 

11.50 
0.49 
0.73 

72.20 
0.24 

.... t.,~ 
0.24 

95. 90 
0 . 49 
0.98 
0.73 
6.61 
1. 34 
0,24 
0.49 
0.24 
0.24 ~~::r 
0.00 
0 . 24 
o. 73 
0.24 

11 . 01 

91-120 
days 

N 

0 
i: 
4 

13 
38 

0 
113 

0 
1 
0 
4 
1 
( 

8 
5 

12 
6 
1 
0 
4 
1 
0 
0 

j(f 
aii~ 

1 
0 
0 
0 
l 
0 

tN 
0 
0 
1 

87 
1 

67 
1 

60 
l 
2 

315 
1 
·2 
·o 

337 
3 
4 
2 

36 
37 

0 
2 
1 
0 

il~~ 
0 
l 
0 
1 
0 

38 

91-120 
days 
Rate 

o.oo 
~;~~ 
1.00 
3.26 
9.54 
0.00 

28.37 
0.00 
0.25 
o.oo 
1.00 
0.25 
1.00 
2.01 
1.26 
3.01 
1.51 
0.25 
0.00 
1.00 
0.25 
0.00 
0.00 

-i:I 
0.25 
0.00 
0.00 
o.oo -
0.25 
0.00 :~,:,.,~ 
2 . 76 
0.00 
o.oo 
0.25 

21.84 
0.25 

16.82 
0.25 

15.06 
0.25 
0.50 

79.07 
0.25 p;M! .. 
0.00 

84 .59 
o. 75 
1.00 
0.50 
9.04 
9,29 
0.00 
0.50 
0.25 
0.00 

l9'1~)~, 
0 . 00 
0 . 25 
0 . 00 
0 . 25 
o.oo 
9.54 

Relative 
Risk 

Estimate 

•-'~/ t:!'. 
0 . 24 
1.80 
1.05 

0.78 

0.00 

1.46 
0.97 
1.22 
o. 97 
0.58 
0.65 
1.46 
2.92 

o. 97 
0.00 

o. 97 

_ij.,~ 
0.97 

0.00 
0.89 
0.00 
1.11 
1.95 
o. 76 
1.95 
1.46 
o. 91 
o. 97 
~i ... . 

1.02 
0.65 
o. 97 
l.46 
0.73 
0.79 

0. 97 
o. 97 

0.00 

2. 92 

1.15 

951 CI 
Lower 
Bound 

951 CI 
Upper 
Bound 

0.05 
)l.,~J 
0. 01 
o. 92 
0.68 
0.05 
0.59 
0.05 
0.00 
0.05 
0.40 
0.02 
0.31 
0.35 
0.12 
0.25 
0.51 
0.31 
0.28 
0.22 
o.oo 
0.05 
0.05 
l...:Oi:i 
il,,Ji 
0.15 
0.28 
0 . 05 
0.05 
0.02 
0.28 
j;J.%: 
0 . 41 
0 . 05 
0 . 87 
0.00 
0.65 
o.oo 
0.90 
0.15 
0.52 
0.15 
0.22 
0.79 
0.02 
i .. ,.-
0 . 05 
0.87 
0.09 
0.22 
0.22 
0.44 
0.49 
0.05 
0.10 
0.02 
0.05 

-f~ 
o.oo 
0.05 
0.31 
0 . 05 
0. 75 

... , - J.f!IA~f 
l. 94 
3.64 
1 . 64 

1.02 

18.52 

5.89 
38. 02 
5.10 
2.69 
2.53 
l.60 
4 -41 

77.01 

4.32 
18.52 

38.02 

J..J.i 
2.30 

18.52 
1.20 

19.52 
1.54 

57.52 
1.12 

57.52 
12.30 
1.07 

38.02 
.;ii.JI! 

1.18 
C.37 
4.32 

12.30 
1.20 
1.28 

9.36 
38.02 

·a.:.:sz 
19.52 

11.01 

1.79 

*Total may be somewhat less than column total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

9 

P-Value 
(Mid-Prob. J 

0 . 506 
i-i :: . _ --~~-0:13 C' .:, -· · 

0 . 209 
0.086 
0.824 
0.506 
0.073 
0 . 506 
0 . 494 
0.506 
0.575 
0.987 
o. 782 
0.960 
0.496 
0.354 
0.484 
0.388 
0.256 
0.972 
0.494 
0.506 
0.506 o.~,, 
1,.'0,.~ 
0.639 
0.256 
0,506 
0.506 
0.987 
0.256 

"{¥.tffi 
0.953 
0.506 
0.066 
0.494 
0.434 
o. 494 
0.550 
0.639 
0.167 
0.639 
0.707 
0.262 

lA;-_ 
0 . 506 
0.941 
0.668 
0.972 
o. 707 
0.220 
0.341 
0.506 
o. 981 
0,987 
0 . 506 

;ttr 
0.494 
0,506 
0 . 388 
0.506 
0.511 
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Varicella Vaccine Safety Analyais: outpatient Visits 
2-12 Year of Age -- I111111unizations through 12/31/96, Events through 02/05/97 

1-30 Day Risk Period and 91-120 Days An"ER Control Period 

Diagnosis 

SYNCOPE 
THRCMBOCYTOPENIA 
THYROID DISORDER 
TINEA INFECTION 
TMJ SYNDRCNE 
~~~-·· 
TOURETTE'S DISORDER ~···· TRIGGER FINGER 
TRUNK, ACQUIRED DEFORMITY 
TYMPJIIMIC MEMBRANE PERFORATION 
ULCERS/ SKIN 
UNSPEC, DIS. INTESTINE 
UNSPEOIF. D/0 URIN. TRACT 
UPPER EXTREMlTY, FLEXOR TENDON 
URETER REFLUX 
tlf(E;THRP.. - HY_P~SPAD~ .. 
QM;;,. 
UTI 
VAGINITIS/VAGINOSIS ~=----~ 
VENOM 0

AUERGY 
VENOUS STASIS ULCERATION .,. .. 
VISUAL LOSS 
VITILIGO 
VITREOUS DISORDER 
VOQU. 
vso 
111\RTS 
WELL CME 
*~~~ ······ 

Rates, Relative Risk Estimates and 951 Confidence Intervals 

l-30 
days 

N 

l 
3 
0 

84 
1 

. ¥. 
1 ,.,, 
3 
l 
9 
1 
0 
0 
1 
9 
2 

$;'i$: 
86 
50 u· 
M 

1 
1 

1'~' 
-~ 

3 
3 
1 
l 
1 

73 
1746 

¥®$~. 

(Rates per 1000 Person-Years J 

1-30 
days 
Rate 

0.24 
0.73 
0.00 

20.56 
0.24 

~ .• it 
0.24 

j;#.~_ 
o. 73 
0.24 
2.20 
0.24 
0.00 
0.00 
0.24 
2.20 
0.49 

~,...fj 
21.os 
12.24 

~Iii.I 
8,,.5J 
0.24 
0.24 

r~t= 
0. 73 
o. 73 
0.24 
0.24 
0.24 

17 .87 
427 .31 

1.$.1§...f{i 

91-120 
days 

N 

0 
3 
l 

88 
0 

. ii( 
1 ·~ l 
0 

10 
1 
l 
l 
0 
3 
0 ~-

94 
58 
t .. 
1 
0 

!it~ 
,@ 

5 
2 
0 
0 
0 

BO 
1706 

ttm. 

91-120 
days 
Rate 

0.00 
0.75 
0.25 

22.09 
0.00 
f;:;~ 
0.25 

J'.til~@ 
0.25 
o.oo 
2.51 
0.25 
0.25 
0.25 
0.00 
0.75 
o.oo ~~,. 

23.60 
14.56 

o,;:_45 ~:: 
0.00 

:tl$.S9 
~"-

1.26 
0.50 
o. 00 _ 
0.00 
0.00 

20.08 
428 .24 

:.m.~, .. Jtt 

Relative 
Risk 

Estimate 

0.97 
o.oo 
0. 93 

t..s(i 
o'.fi 
~A'3-
2.!12 

0.88 
0. 97 
0.00 
0.00 

2.92 

fl, 1~. 
0.89 
0.84 

··1s..-'O· 
i,A1 . 
0.97 

cL:a.t ~· 0.58 
1.46 

0 . 89 
1.00 
~,,;;.A 

951 CI 
Lower 
Bound 

0:05 
0.17 
0.00 
0.69 
0.05 
li-AAL/ . 
0.02 
l!;.D:(. 
0.31. 
0.05 
0. 34 
0 . 02 
0.00 
0.00 
0.05 
0.83 
0.28 
~(?-:~ 
0.66 
0.57 
2-~ei 
.i'W-. 
0.02 
0.05 
ii:1~ 
.~~ 
0.12 
0.22 
0.05 
0.05 
0.05 
0 . 65 
0.93 ~.,~. 

*Total may be somewhat less than column total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

9St CI 
Upper 
Bound 

5.67 
18.52 
1.26 

< -~,!~ -L 
38.02 
, .. J:.,:a::i: 
77 ,01 

2.21 
38,02 
18 . S2 
18.52 

13.39 

1.22 
1.07 :~.,-.:. 

10 

P-Value 
(Mid-Prob. J 

0.506 
0 . 976 
0.(94 
0.638 
0.506 
'Q:":0.2•:. : '. 
0.987 
Q::.cQ31t 
0.388 
O.S06 
0. 782 
0.987 
0.494 
0.494 
0.506 
0.101 
0.256 ~, .. 
0.44S 
0.369 
<Ci'~'o0il:: / 
~~·· 

0. 987 
O.S06 
b.~ 
f.P-:A~ 
0.486 
0.707 
0.506 
0 . 506 
0 . 506 
0.471 
o. 949 ~,..-
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Appendix 11-3 
Line Summaries - 13-18 Years 
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Diagnosis 

Varicella Vaccine Safety Analysi s: Hospitalizations 
l3-17 Years of Age -- I111111Unizations through 12/31/96, .Admissions through 02/05/97 

0-60 Day Risk Period and 31-90 Days BEFORE Control Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per lOOO Person-Years J 

31-90 3l-90 
0-60 0-60 days days Relative 951 CI 951 CI 
days days before before Risk Lower Upper 

N Rate N Rate Estimate Bound Bound 

Acute Gastroenteritis 0 0.00 l 3.22 0.00 0.00 13.70 
Asthma 
Congenital Anomaly 
Elective Procedure 
Otitis Media 
Pregnancy 
Psychiatric 
Seizure, Febrile 
Seizure, Type Unk. 
Trauma 
•Total 

2 4.64 1 3.22 l.44 0.ll 
0 0.00 2 6.44 0.00 0.00 
2 4. 64 3 9.66 0.48 0.06 
0 0.00 2 6. 44 0.00 0.00 
D 0.00 2 6.44 0.00 0.00 
l 2.32 0 0.00 0. 04 
0 0.00 1 3.22 o.oo 0.00 
1 2.32 0 0.00 0. 04 
4 9.29 2 6.44 l.44 0.26 

10 23.22 13 41.85 0.55 0.24 

*Total may be somewhat less than column total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

42.55 
2.50 
3.23 
2.50 
2.50 

13.70 

11.26 
1.2e· 

8 

P-Value 
(Mid-Prob. J 

0.419 
0.816 
0.176 
0.453 
0.176 
0.176 
0.581 
0. 419 
0.581 
0.710 
0.166 
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Diagnosis 

Abscess 
Asthma 
Congenital Anomaly 
Elective Procedure 
Poisoning/Ingestion 
Psychiatric 
Seizure, Type Unk. 
Trauma 
*Total· 

Varicella Vaccine Safety Analysis: Hospitalizations 
13-17 Years of Age -- I111111unizati0ns through 12/31/96, AdlTlissions through 02/05/97 

0-60 Day Risk Period and 91-150 Days AFTER Control Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years ) 

0-60 0-60 91-150 91-150 Relative 951 CI 
days days days days Risk I.over 

N Rate N Rate Estimate Bound 

0 o.oo. 1 3.72 o.oo 0.00 
2 4. 64 0 0.00 0.18 
0 0.00 l 3.72 0.00 o.oo 
2 4. 64 1 3.72 1.25 0.09 
0 0.00 l 3.72 o.oo 0.00 
1 2.32 2 7.44 0.31 0.01 
l 2.32 0 0.00 0.03 
4 9.29 l 3.72 2.50 0.31 

10 23.22 6 22.31 1.04 0.38 

*Total may be somewhat less than column total due to multiple diagnoses 
Hid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

11.86 

ll.86 
36.83 
11.86 
4.10 

61.80 
3.09 

7 

P-Value 
[Mid-Prob. J 

0.384 
0.379 
0.384 
0.904 
0.384 
0.386 
0.616 
0.(53 
0.955 
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varicella Vaccine Safety Analysis: Emergency Room Visits 
13-17 Years of Age -- Immunizations through 12/31/96, Visits through 02/05/ 97 

0-30 Day Risk Period and 31-60 Days BEFORE Control Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
!Rates per 1000 Person-Years ) 

31-60 31-60 
o-3o 0-30 days days Relative 951 CI 
days days before before Risk Lower 

Diagnosis N Rate "N Rate Estimate Bound 

Abscess 1 4.13 2 12.88 0.32 0.01 
Acute Gastroenteritis 3 12.38 4 25.75 o. 48 0.09 
Allergic incl Angioedema l 4.13 l 6. 44 0. 64 0.02 
Allergic not incl Angioedema l 4.13 l 6.44 0.64 0.02 
Arthropathy 1 4.13 0 0.00 0.03 
Asthma 3 12.38 l 6.44 l.92 0.20 
Bronchiolitis l 4.13 l 6.44 0.64 0.02 
Cerebral Palsy 0 0.00 1 6.44 0.00 o.oo 
Congenital Anomaly 0 0.00 l 6.44 o.oo 0.00 
Conjunctivitis l 4.13 0 o. 00 0.03 
Epilepsy 0 o.oo l 6.44 0.00 0.00 
Irritable Bowel Syndrome l 4.13 0 0.00 0.03 
Migraine l 4.13 0 o. 00 0.03 
Otitis Media l 4.13 1 6.44 0.64 0.02 
Pleuritis 1 4.13 0 0.00 0.03 
Poisoning/Ingestion 2 8.25 l 6.44 1.28 0.10 
Renal Colic l 4.13 0 o. 00 0.03 
Seizure, Febrile 0 0.00 1 6.44 0.00 0.00 
Trauma 31 127.89 24 154.52 0.83 0.49 
URI l 4.13 0 o. 00 0.03 
UTI 2 8.25 2 12.88 o. 64 0.07 
Viral Syndrome 0 0.00 l 6.44 0.00 0.00 
*Total 51 210. 41 40 257 .54 0.82 0.5( 

*Total may be somewhat less than column total due to multiple diagnoses 
Hid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

4.21 
2.33 

24. 99 
24.99 

50.61 
24.99 
12.17 
12.17 

12.17 

24.99 

37.80 

12.17 
1.42 

6,15 
12.17 
1.24 

7 

P-Value 
(Mid-Prob.) 

0.398 
0.359 
0.781 
0. 781 
0.609 
0.630 
o. 781 
0.391 
0.391 
0.6C9 
0.391 
0.609 
0,609 
0.781 
0.609 
0.888 
0.609 
0.391 
o. 487 
0.609 
0.677 
0,391 
0 . 340 
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Varicella Vaccine Safety Analysis: Emergency Room Visits 
13-17 Years of 1\ge -- Immunizations through 12/31/96, Visits through 02/05/97 

0-30 Day Risk Period and 91-120 cays AFTER Control Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years l 

0-30 0-30 91-120 91-120 Relative 951 CI 
days days days days Risk Lower 

Diagnosis N Rate N Rate Estimate Bound 

Abscess l 4.13 1 7.15 0.58 0.01 
Acute Gastroenteritis 3 12.38 1 7.15 1.73 0.18 
Allergic incl Angioedel!l8 l 4.13 0 o. 00 0.03 
Allergic not incl Angioedema l 4.13 0 0.00 0.03 
Arthropathy 1 4.13 0 o.oo 0.03 
Asthma 3 12.38 l 7.15 1.73 0.18 
Bronchiol1 tis 1 4.13 0 o. 00 0.03 
Conjunctivitis l 4.13 l 7.15 0.58 0.01 
Elective Procedure 0 o.oo 1 7.15 0.00 0.00 
Headache 0 0.00 2 14 .31 0.00 0.00 
Ingrown toenail 0 0.00 1 7.15 0.00 0.00 
Irritable Bowel Syndrome 1 4.13 0 0.00 0.03 
Migraine 1 4.13 0 · o. 00 0.03 
Otitis Media l 4.13 2 14.31 0.29 o. 01 
Pharyngitis 0 0.00 l 7.15 0.00 o.oo 
Pleuritis l 4.13 0 0.00 0.03 
Poisoning/Ingestion 2 8.25 3 2l.46 0.38 0.05 
Renal Colic 1 C.13 0 0.00 0.03 
Syncope/LOC 0 o.oo 2 14.31 o.oo o.oo 
Trauma 31 127. 89 15 107 .30 1.19 0.65 
URI 1 4.13 0 0.00 0.03 
UTI 2 8.25 0 0.00 0.17. 
•Total 51 210.41 31 221. 76 0. 95 o. 61 

•Total may be somewhat less than column total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 er 
Upper 
Bound 

22.49 
45.55 

45.55 

22.49 
10. 96 
2.00 

10.96 

3.79 
10.96 

2.59 

2.00 
2.27 

1.50 

6 

P-Value 
(Hid-Prob.) 

0.732 
0.697 
0.634 
0.634 
0.634 
0. 697 
0.634 
o. 732 
0.366 
0.134 
0.366 
0.634 
0.634 
0.352 
0.366 
0.634 
0.323 
0.634 
0.134 
0.588 
0.634 
0.402 
0.811 
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Var1cella Vaccine Safety J>.nalys1• : outpatient Vi•it• 13-17 Year of Aqe -- l11111Un1zations through 12/31/96, Events through 02/05/97 1-30 Day Riak Period and 31-60 Days BEFORE Control Period 
Ratea, Re lative Risk Estimates and 951 Confidence Intervals (Rates per 1000 Person-Years ) 

Diagnosis 

ABIXMINAL PAIN 
ABSCESS 
ACC01HODI\.TIVE DISORDER 
ACNE 
.MENITIS 
ME 
ALLERGIC REACT W OR W/0 HIVES 
ALLERGIC REACTION (INC. HIVES) 
ALLERGIC RHINITIS 
ALOPECIA. 
A.PLASTIC ANEMIA 
A.PN&A. 
ARTHRALGIA. / AATHRITIS 
ARTHRALGIA NON-SPECIFIC 
ASTHMA. 
ATROPHY OF TESTIS 
ATTENTION DEF. DIS •. 
BA.CK PAIN 
BR£A.ST - MASTITIS, ABSCESS 
BREAST C<liCERNS 
BRONCHIOLITIS 
~~~~J~:;~;: 
CI\NCER 
CATAAACT 
CELLULITIS 
c.ER£BRA.L PALSY 
CHRONIC RENAL FJULURE 
CONGENITAL ANCJ'!ALY 
CalGENITAL HEI\RT DISEASE ~Jl~ .··· ··· 
COOTACT DERMI\.TITIS 
CalTRACEPTION COUNSELING 
CORN/CIAVUS/CALLUS 
CORNEA DISORDERS 
COOGH 
CYST 
CYSTIC FIBROSIS 
DIABETES 
OJD - WRIST/ HAND 
DRUG INTOX 
DRUG REACTION 
DYSFUNCTION OF THE CERVICAL SP 
DYSFUNCTION OF THE LUMBOSACRAL 
DYSFUNCTIONAL UTERINE BLEEDING 
DYSMENORRHEA 
DYSTHYMIA 
ECZEMA. 
ELECTIVE SURGERY 
EPILEPSY 
EPISTl'.XIS 
EUSTACHIA.N 
EXOPHORIA 
FOLLICULITIS 

=:~:~~· 
GANGLION - WRIST/HAND 
GA.STRITIS 
~Y m~· . . 
iitii.D , · NECK·~ ENT PROB. NOS 
HEADACHE 
HEALTHCARE CI.ASS 
HEART MURMUR 

1-30 
days 

N 

9 
7 
1 

38 
2 
3 
4 
4 

11 
l 
1 
1 
l 
l 

29 
1 
5 
5 
0 
0 

10 

.l 
5 
l 
l 
1 
l 

13 
4 
:, 
i 
0 
3 
1 
2 
l 
5 
1 
3 
1 
l 
8 
l 
l 
l 
1 
2 
6 
2 
l 
2 
1 
0 
2 
1 
3 
l 
0 

f 
1 

11 
l 
0 

1-30 
days 
Rate 

38 . 42 
Z9.aff 

4 . 21 
162 . 20 

8 . 54 
l-2.t!l 
17 .o, 
17 .G, 
46 . 95 
t.21 
4 .21 
~.2, 
~-~' c. 21 

!23 . 111 
C .27 

21 . ::ic 
2l . J◄ 
0.00 
o.oo 

42 . 68 
8.!C 

2J..J• 
◄ . 21 
4.27 
C .27 
4.27 

.S.S. t9 
11 . 0, 
21..34 

8 . !14 
0, oo. 

.!..2 . &1. 
~-21 
8 . S( 
-4. 21 

21. , ~ 
4.27 

12. n 
4.27 
4.21 

34 . 15 
t . 27 
c. 21 
4 . 27 
4.Z'7 
B. 54 

25. 61 
8 .54 
4 ,27 
8. 5 4 
• • :2, 
C,.00 
8 .!4 
~ .27 

u . e1 
«-27 
0.00 

2:.34 
4 , -;?.7 

46. '95 
4.:n 
0.00 

31-60 
daya 

before 
N 

e 
4 
0 

30 
l 
4 
4 
4 
7 
0 
0 
0 
3 
0 

29 
0 
2 
3 
1 
3 
4 

~ 
l 
l 
3 
0 
0 
9 
l 

It 
1 
l 
4 
0 
0 
l 
2 
0 
4 
0 
0 
8 
0 
0 
0 
0 
l 
2 
l 
1 
1 
3 
l 
l 
0 
0 
0 
l 

lit 
··a 
6 
1 
2 

31-60 
days 

before 
Rate 

51.51 
25-7·5 
o.oo 

193. 15 
6 . 44 

25 . 75 
25 . 75 
25.75 
45 . 07 
o.oo 
0.00 
o.oc 

19. 32 
o.oo 

186. 71 
o.oo 

12 . 88 
19 . 32 

6 . 44 
19.32 
25 . 75 
,@..,A~ 

6. 44 
6.44 

19.32 
0.00 
o.oo 

57. 95 
6 . 44 ··~,,~:. 
6 . 44 
6.44 

25. 75 
o.oo 
0.00 
6.44 

12. 88 
0.00 

25 . 75 
0.00 
o. oo 

51.51 
o.oo 
o.oo 
o.oo 
0 . 00 
6.44 

12 . 80 
6.44 
6 . 44 
6 . 44 

19.32 
6.44 
6.44 
o.oo 
o.oo 
o.oo 
6.44 .·,-~ 

38 . 63 
6.44 

12 . 88 

Relative 
Risk 

Elltin,.&te 

0 , 75 
1.16 

0.84 
1.33 
o.so 
o . 66 
0.66 
1 . 04 

0 . 22 

0 . 66 

1.66 
1.10 
0.00 
o.oo 
1 . 66 

t;I 
0 . 66 
0.22 

0.96 
2 . 65 

f:il 
o. oo 
o.so 

0 . 66 
1.66 

0 . 50 

0.66 

1.33 
1.99 
1.33 
0 . 66 
1.33 
0 . 22 
o. oo 
1,33 

o.oo 
¢~it 
1.22 
0.66 
o.oo 

95t CI 
Lawer 
Bound 

0.28 
0.34 
0.03 
0.52 
0.10 
0.09 
0.15 
0.15 
0.40 
0.03 
0 .03 
0.03 
0 .01 
0.03 
0 , 39 
0.03 
0.33 
0.26 
0.00 
o.oo 
0.53 
~ ... #~'. 
0.46 
0.02 
0.01 
0.03 
0.03 
0.41 
0.33 
.~A!t. 
0.10 
o.oo 
0 .09 
0.03 
0.19 
0.02 
0.33 
0.03 
0.09 
0.03 
0.03 
0.24 
o. 03 
0. 03 
0 . 03 
0 .03 
0.10 
0.42 
0.10 
0-02 
0.10 
0.01 
0.00 
0.10 
0 .03 
0.39 
0.0 3 
0.00 
1,,9.i!.: 
0 . 03 
0.45 
0.02 
0.00 

•_tr-cc.al ma)• be 9~• t lea& than col•.Jmn ~i,ta 1 d-..,• co m.ult!pl e d~a1Jn-Oslls M~d-~rob.u>- l.1ty ~ec~ ro: Cl anal '!'vo- 5.l.ded t~•C~ 8i nomi~1 ~e•t 

951 CI 
Upper 
Bound 

2.01 
4 .52 

1.37 
39. 11 
2.41 
2 . 94 
2 . 94 
2.85 

2. 07 

1.11 

12 .34 
S . 62 

12.60 
1.14 
6.10 

. ~.:12 
78.87 
25 . 86 
2.07 

2.33 
65 . 62 
Ai#.$. 

39.11 
12.60 

2.41 

25.86 
12.34 

2.41 

1.83 

39.11 
14 . 32 
39.11 
25.86 
39.11 
2.07 

12 . 60 
39. 11 

12.60 
il,.ili 
3 . 55 

25.86 
2.30 

18 

P-Value 
(Mid-Prob.) 

0.551 
0.836 
0.601 
0.'75 
0.867 
0.382 
0.574 
0. 574 
0. 947 
0.601 
0.601 
0.601 
0 .203 
0.601 
0.120 
0.601 
0.583 
o. 915 
0.399 
0. 063 
0.409 
~~':\;°;!'.-' 
0.283 
o. 797 
0.203 
0.601 
0.601 
0.912 
0.418 

Ji~~ 
0.867 
0.399 
0.382 
0.601 
0.362 
0. 797 
0.583 
0.601 
0.382 
0.601 . 
0.601 
0.420 
0.601 
0.601 
0.601 
0.601 
0.867 
0.426 
0.867 
o. 797 
0.867 
0 . 203 
0.399 
0.867 
0 . 601 
0.217 
0 . 601 
~--39~ 

Jl:.,.,.Wi.it 
0.601 
0.720 
0. 797 
0.159 
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Varicella Vaccine Safety Analys1•= outpatient Visits 13-17 Year of Age -- Irmaunizations through 12/31/96, Events through 02/05/97 l-30 Day Risk Period and 31-60 Daya BEFORE Control Period 
Rates, Relative Risk Estimates and 951 Confidence Intervals (Rates per 1000 Person-Years I 

Diagnosis 

HIP/KNEE/ANKLE PAIN 
HYDROCEPHAl..US 
l!Yl'ERTENSION, SECON01'RY 
IMPETIGO 
INFESTATION 
INSECT 8ITE(Sl 
IRREG. MENSTRUAL CYCLE 
IRRITABLE BOWEL SYNDR~ 
KELOIO/HYPERTROPHIC SCl'.R 
KEAATITIS / ULCER 
KEAATOSIS-PILARIS 
KNEE/THIGH DYSFUNCTIOO 
LARYNGITIS 
LMRNING DIS.ABILITIES· 
LICHEN SIMPLEX CHR. 
LIGAMENT SPRAIN - HAND 
LIPOMA 
LYMPHE[>Et,9. 
MMS/LIP09./CYST 
MENTAL RETAA!l/1.TION 
MILIA 
MOLLUSCUM CONTAGIOSUH 
HONILIA 
MUSC. I SKELETAL PAIN 
NAS1\L HYPERPLASIA 
NEUROLOGICAL, GENERAL DISORDER 
NEUROMUSC DISORDER 
~~itc . • • ONYCHOCRYPTOSIS 
OMYCHOMYCOSIS ,r. 
PACEMAKER 
PAIN 
PAT-FEM SYNO 
PHARYNGITIS 
PITYRIASIS ROSEA 
PNEUMOOIA 
POST-OP CARE 
POST-OP COMPLICATION 
PRE-OP 
PREGNANCY 
PSYCHOLOGICAL PROBLEM 
R/0 PREGNANCY 
R/0 STD 
RAOICULOPATHY 
RASH 
SCAR 
SCOLIOSIS 
SHOULDER DYSFUNCTION 
SINUSITIS 
SLEEP DISORDERS 
SOFT TISSUE DIS 
SPRAIN/STRAIN ANKLE 
STOH1\.TITIS.- ·-,,, · 
SYNCOPE . --
~liSA.:l:W<lilEctIOfi· .. . 
TKJ SYNDRCNE .. 
TRAUMA 
ULCERATIVE COLITIS 
URI 
UTI 
VAGINITIS/VJ\GINOSIS 

l-30 
days 

N 

2 
1 
l 
5 
2 
2 
2 
l 
3 
0 
3 
2 
1 
l 
l 
l 
l 
1 
1 
0 
1 
1 
1 

30 
l 
1 
0 :r ... 
3 ··· 

0 
. 1. 

lt. 
0 
l 
3 

40 
1 
2 
2 
l 
3 
0 

38 
0 
2 
l 

21 
0 
2 
0 

24 
0 
3 
l 
l 
0 
,1 
l 

76 
l 

34 
l 
4 

l-30 
days 
Rate 

8.54 
4.27 
4.27 

21.34 
8.54 
8.54 
8.54 
4.27 

12.81 
0.00 

12.81 
8.54 
4.27 
4.27 
4.27 
4.27 
4.27 
4 .27 
4.27 
0.00 
4.27 
4.27 
4.27 

128.05 
4. 27 
4.27 
o.oo 

lit/!iA 
12.Bl 
o.oo ,.$1 

:M,,_;~~ 
o.oo 
4.27 

12.81 
170.74 

4.27 
8.54 
8.54 
4.27 

12.81 
o.oo 

162. 20 
0.00 
8.54 
4.27 

89. 64 
0.00 
8.54 
o.oo 

102. 44 
0.00 

12.81 
4.27 
4.27 
0.00 

. ~:-,~7 .. 
4.27 

324. 40 
4. 27 

145.13 
4. 27 

17. 07 

31-60 
days 

before 
N 

1 
0 
0 
l 
0 
l 
0 
0 
1 
l 
l 
2 
0 
0 
0 
0 
0 
0 
0 
l 
0 
0 
0 

19 
0 
0 
1 
"!I 
0 
l 
'1 

,?;Ji_ 
l 
0 
2 

26 
0 
1 
0 
0 
3 
l 

32 
1 
2 
0 
9 
2 
4 
2 

20 
l 
0 
0 
0 
l 
ii ·o 

44 
0 

27 
3 
3 

31-60 
days 

before 
Rate 

6.44 
o.oo 
o.oo 
6.44 
0.00 
6.(4 
0.00 
o.oo 
6.44 
6.44 
6.44 

12.88 
o.oo 
0 . 00 
o.oo 
o.oo 
0.00 
o.oo 
o.oo 
6.44 
o.oo 
o.oo 
0.00 

122.33 
0.00 
o.oo 
6.44 

Se<[;:9?: 
o.oo 
6.44 

~5'. $1 
. 4&:'l-,/W 

6.44 
o.oo 

12.8e 
167. ,o 

o.oo 
6.44 
o.oo 
o.oo 

19.32 
6.44 

206.03 
6.44 

12.ee 
o.oo 

57.95 
.12.88 
25. 75 
12.8B 

128.71 
6.44 
o. oo 
o.oo 
0 , 00 
6.44 

~ '"~ -o.oo 
283.29 

o.oo 
173.84 
19.32 
l!J.32 

Relative 
Rial< 

Estimate 

l,33 

3 . 31 

l.33 

l.99 
o.oo 
l.99 
0.66 

o.oo 

l.05 

0.99 
1.02 

1.33 

0 . 66 
o.oo 
o. 79 
o.oo 
0.66 

1.55 
o.oo 
0 . 33 
o.oo 
0 . 80 
o.oo 

0.00 
g_.,_J;, .. 
l.15 

0.83 
0.22 
0.88 

·951 CI 
Lower 
Sound 

0.10 
0.03 
0.03 
0 . 46 
0.19 
0.10 
0.19 
0. 03 . 
0.21 
o.oo 
0 . 21 
0.07 
0.03 
0.03 
0.03 
0.03 
o. 03 
0.03 
0.03 
o.oo 
0.03 
0.03 
0.03 
0.59 
0.03 
0.03 
0.00 
u::~ 
ci'."39 
0.00 
~--® b@. 
o.oo 
0.03 
0 . 15 
0.62 
0.03 
0.10 
0.19 
0 . 03 
0.11 
0.00 
0.49 
0 . 00 
0.07 
0.03 
0.72 
o.oo 
o.o, 
o.oo 
0.44 
0.00 
0.39 
0.03 
0.03 
0.00 

- ~~~ 
o. 79 
0.03 
0.50 
0.01 
0.18 

•Total may be somewhat le~.!I than column total due to multiple diagnoses Mid-Probabil ity Method for CI and Two-Sided Exact Binomial Test 

95t CI 
Upper 
Bouncl 

39.ll 

78.87 

39.11 

52.37 
12.60 
52.37 

6.37 

12.60 

l.89 

12.60 
b\1B 

12.60 . i1~---~~, 
12.60 

8.36 
1.69 

39. ll 

3.86 
12.60 
1.27 

12.60 
6.37 

3.55 
2.30 
1.87 
2.30 
l.46 

12.60 

12.60 
r,;.;,:~s 
1.67 

1.40 
2.07 
4 . 74 

19 

P-Value 
(Mid-Prob. J 

0.867 
0.601 
0.601 
0.283 
0.362 
0.867 
0.362 
0.601 
0.608 
0.399 
0.608 
o. 700 
o. 601 
0.601 
0.601 
0.601 
0.60l. 
0.601 
0.601 
0.399 
0.601 
0.601 
0.601 
0.885 
0.601 
0.601 
0.399 

.9.\~)..i 
0.217 
0.399 

ti.: 
0.399 
0.601 
0.976 
0.945 
0.601 
0.867 
0.362 
0.601 
0.630 
0.3~9 
0.321 
0.399 
0.700 
0.601 
0.277 
0.159 
0.218 
0.159 
0.452 
0.399 
0.217 
0.601 
0.601 
0.399 ~-.: 
iC6oi 
0.478 
0.601 
0.484 
0.203 
0.864 
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Diagnosis 

VALWLAA HEART DISEASE 
VARICELLA 
VIRAL srNDRCJ-iE 
VISION PROBLEM 
KAR.TS 
~.:~· 
1:Wo'l:cal 

Varicella Vaccine Safety Analysis: outpatient Visits 
13-17 rear of Age -- Immunizations through 12/31/96, Events through 02/05/97 

1-30 Day Risk Period and 31-60 Days BEFORE Control Period 

Rates, Relative Risk Estimates and 95t Confidence Intervals 

1-30 
days 

N 

2 
1 

15 
6D 
10 ·s:s·· 
~~. 

(Rates per 1000 Person-rears ) 

l-30 
days 
Rate 

8.54 
4.27 
6◄ .D3 

256.10 
42.68 

... ;3~ .•. af 
~4i~~~t;. 

31-6D 
days 

before 
N 

0 
0 

14 
27 
10 

ZG't 
J#. 

31-60 
days 

before 
Rate 

0.00 
0.00 
90.l ◄ 

173.84 
64.38 

f~.1,~ 
. ~J1A,#A 

Relative 
Risk 

Estimate 

0.71 
l.47 
0.66 .... ·c.!2:'1 .. 

~.Ji 

951 CI 
I,ower 
Bound 

0 . 19 
0.03 
0.34 
0.94 
0.27 

· 0 •. 21· 
~-~f ... 

*Total may be somewhat less than column. total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomia l Test 

20 

951 CI 
lipper 
Bound 

P-Value 
(Mid-Prob. ) 

0.362 
0 . 601 

1.50 0 . 363 
2.35 0.091 
l.63 0.366 

]::·:t:=,. ·······.~:='··.· 
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Varicella Vaccine Safety Analysis: outpatient Visits 13-17 Year of }\,ge -- Immunizations through 12/31/96, Events through 02/05/97 1-30 Day Risk Period and 91-120 Days AFTER Control Period 
Rates, Relative Risk Estimates and 951 Confidence Intervals CR.ates per 1000 Person-Years l 

Diagnosis 

ABOCMINAL PAIN 
ABSCESS 
ACCCM40DATIVE DISORDER 
ACNE 
ADENITIS 
AGE 
ALLERGIC REACT W OR W/0 HIVES 
ALLERGIC REACTION (INC. HIVES) 
ALLERGIC RHINITIS 
ALOPECIA 
AMENORRHEA 
APIASTIC ANEMIA 
APNEA 
AATHRALGIA / ARTHRITIS 
AATHRALGIA NON-SPECIFIC 
ASTIIMA 
ATROPHY OF TESTIS 
ATTENTiON DEF. DIS. 
1\IJTISM 
BACK PAIN 
~-~~~i: 
BRONCHIOLITIS 
BRONCHIOLITIS W PNEUMONIA 
CNICER 
CAT~ 
CELLULITIS 
CEREBRAL PALSY 
CHEST PAIN 
CHROOIC RENAL F.Al:LURE 
CONGENITAL ANCW\LY 
CONGENITAL HEART DISEASE 
CONJUNCTIVITIS 
CONSTIPATION 
CONTACT DERMATITIS 
CQIITRJ\CEPTION COONSELING 
CORN/CLAWS/CALLUS 
CORNEA DISORDERS 
COUGH 
CROHN'S DISEASE 
CROUP 
CYST 
CYSTIC FIBROSIS 
DIABETES 
DJD - WRIST/HANO 
DRUG INTOX 
DRUG REACTION 
0¥SFIJNCTI<»I OF THE CERVIC1\L SP 
DYSFUNCTION OF THE LUMBOSACRAL 
DYSFUNCTIONAL UTERINE BLEEDING 
DYSMENORRHEA 
OYSTHYMIA 
ECZEMII. 
ELECTIVE SURGERY 
EPILEPSY 
EPISTAXIS 

~~:~~~~-- :·."!;_' 

FATIGUE 
FOLLICULITIS 
FOOD ALLERGY 
FOOT DISORDER 
GANGLION - HRIST/111\ND 
HAY FEVER 
HEAD• NECK - ENT PROB. NOS 

1-30 
days 

N 

9 
7 
l 

38 
2 
3 
4 
4 

11 
l 
0 
l 
l 
l 
l 

29 
l 
s 
0 
5 
!I) 

10 
2 
5 
l 
l 
l 
0 
l 

13 
4 
5 
2 
0 
3 
l 
2 
l 
0 
0 
5 
l 
3 
l 
1 
8 
1 
1 
1 
1 
2 
6 
2 
1 
2 
l 
0 
0 
2 
l 
3 
l 
5 
l 

1-30 91-120 
days days 
Rate N 

38.42 4 
29. 88 2 

4 . 27 l 
162.20 27 

8.54 0 
12.81 3 
17. 07 2 
17.07 2 
46. 95 2 
4.27 0 
o.oo 1 
4.27 0 
4.27 1 
4.27 1 
4.27 0 

123. 78 16 
(.27 0 

21.34 3 
o. 00 l 

21.34 l 
O...Q'D §: ·•2:'iiii ··• ·· · e 
e.s, 3 

21.34 4 
t.27 0 
4.27 2 
4.27 0 
0.00 l 
4.27 0 

55.49 8 
17. 07 2 
21.34 3 
8.54 0 
0. 00 l 

12.81 3 
4.27 0 
8.54 0 
4 .27 0 
0.00 l 
0.00 1 

21.34 0 
4 .27 1 

12.81 1 
4.27 0 
4.27 2 

34.15 5 
4.27 0 
4 . 27 0 
4.27 0 
4.27 l 
8.54 0 

25. 61 2 
8 . 54 0 
4.27 0 
8.54 0 
4.27 0 
O. 00 l 
0.00 2 
8.54 0 
4. 27 0 

12.81 l 
4 .27 0 

21.34 6 
4.27 0 

91-120 
days 
Rate 

28.61 
14.31 
7.15 

193.15 
0.00 

21.46 
14.31 
14.31 
14.31 
0.00 
7.15 
0.00 
7.15 
7.15 
0.00 

114-46 
o.oo 

21.46 
7.15 
7.15 

;m.}111' 
57 .23 
21.46 
28.61 
0.00 

14.31 
o.oo 
7.15 
0.00 

57.23 
14.31 
21.46 

0.00 
7.15 

21.46 
o.oo 
0.00 
0.00 
7.15 
7.15 
0.00 
7.15 
7.15 
0.00 

14.31 
35.77 

0.00 
0.00 
o.oo 
7.15 
0.00 

14.31 
0.00 
0.00 
o.oo 
o.oo 
7.15 

14.31 
0.00 
0.00 
7.15 
0.00 

42. 92 
0.00 

Relative 
Risk 

Estima.te 

1.34 
2.09 
0.60 
0.84 

0.60 
1.19 
1.19 
3.28 

o.oo 

0.60 
0.60 

1.08 

0.99 
0.00 
2 . 98 

f~ 
0 . 40 
o. 75 

0 . 30 

o.oo 

0.97 
1.19 
0.99 

o.oo 
0.60 

0.00 
0.00 

0.60 
1. 79 

0;30 
0.95 

0.60 

1.79 

·o.oo 
0.00 

1 .79 

0.50 

951 CI 
Lover 
Bound 

0.42 
0.46 
0.02 
0.51 
0 . 17 
0.10 
0.21 
0.21 
0.82 
0.03 
o.oo 
0.03 
o. 02 
0.02 
0.03 
0.59 
0.03 
0.23 
0.00 
0.41 
'IJfl 
0.29 
0.05 
0.19 
0.03 
0.01 
0.03 
0.00 
0.03 
0.40 
0.21 
0.23 
0.17 
0.00 
0.10 
0.03 
0.17 
0.03 
0.00 
o.oo 
0.73 
0.02 
0.19 
0.03 
0.01 
0.31 
0.03 
0.03 
0.03 
0 . 02 
0.17 
0.38 
0.17 
0.03 
0.17 
0.03 
o.oo 
0.00 
0.17 
0.03 
0.19 
0.03 
0.14. 
0.03 

*Total may be somewhat less than column total due to multiple diagnoses Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

5 .02 
14.67 
23.27 
1.39 

3.47 
9 . 32 
9.32 

21.80 

11.34 

23. 27 
23.27 

2.04 

5.05 
11.34 
70.99 

!!!,J.!i. 
1 . 97 
2 . 6B 
3.12 

3.92 

11.34 

2.46 
9.32 
5 .05 

11.34 
3.47 

'11.34 
11.34 

23.27 
47.13 

3 . 92 
3.21 

23.27 

12.89 

11.34 
2.07 

47.13 

1.70 

15 

P-Value 
(Hid-Prob.) 

0.651 
0.3U 
0.747 
0.488 
0.392 
0.546 
0.875 
0.875 
0.103 
0.626 
0.374 
0.626 
0.747 
0.747 
0.626 
0.813 
0.626 
o. 973 
0.374 
0.337 
o..,n:bi 
0.540 
0.3(1 
0.665 
o. 626 
0.367 
0.626 
0.374 
0.626 
0.933 
0.875 
o. 973 
0.392 
0.374 
0.546 
0.626 
0.392 
0.626 
0.374 
0.374 
0.096 
o. 747 
0.675 
0.626 
0.367 
0.921 
0.626 
0.626 
0.626 
0.747 
0.392 
0.509 
0.392 
o. 626 
0.392 
0.626 
0.374 
o.ao 
0.392 
0.626 
o. 675 
0.626 
0.262 
0.626 

IR#0149_000072



Varicella vaccine Safety Analysis : outpatient Visit■ 13-17 Year of J>.ge -- Immunizations through 12/31/96, Events through 02/05/97 1-30 Day Risk Period and 91-120 Days An'ER Control Period 
Rates, Relative Risk Estiiutea and 951 Confidence Interval• (Rates per 1000 Person-Years) 

Diagnosis 

HEAI:ll',CHE 
HEALTHCARE CLASS 
HEMING LOSS 
HERPES - CORNEA 
HIP/KNEE/ANKLE PAIN 
HYDROCEPHl'.LUS 
HYPERTENSION, SECONOl'.RY 
IDl'.Jol 
IMPETIGO 
INFESTATIOtl 
INSECT BITE (·S) 
IRREG. MENSTRUAL CYCLE 
IRRITABLE BCMEL SYNDRa-!E 
KELOID/HYPERTROPHIC SCAR 
KEAATOSIS•PILARIS 
KNEE/THIGH DYSFUNCTIOtl 
LAAYNGITIS 
LEARNING DISI\BILITIES 
LENTIGO 
LICHEN SIMPLEX CHR. 
LIGI\HENT SPRAIN - HAND 
LIPCMI'. 
LYMPHEOEM/1. 
~S/LIPCMl'./CYST 
KILIA 
MOLLUSCUM CONTAGIOSUM 
MOtlILIA 
MONONUCLEOSIS 
MUSC./SKELETAL PAIN 
NASAL HYPERPLASIA 
NECK PAIN 
NEUROLOGICAL, GENERAL DISORDER 
OBESITY 
ONYCHOCRYPTOSIS 
OTITIS EXTERAA 
OTITIS MEDIA 
PAIN 
PAT-FEM SYNC 
PHARYNGITIS 
PITYRIASIS ROSEA 
PNEUMONIA 
POST-OP CARE 
POST-OP COHPLICATIOtl 
PRE-OP 
~ --

PSYCHOLOGICAL PROBLEM ~ ·sm ·· · · · 
AADICULOPATHY 
RASH 
SCAA 
SCOLIOSIS 
SEIZURES. 
SEIZURES W OR W/0 FEVER 
SINUSITIS 
SOFT TISSIJE.-MS · 
SPRAIN/ STRAIN- ANKLE 
STc:Ml'.TITIS 
SYNCOPE 
TINE.A INFECTION 
TMJ SYNDRa-!E 
TONSILLITIS 
-~ : 
ULCERATIVE COLITIS 

1-30 
day• 

N 

11 
l 
0 
0 
2 
1 
l 
0 
5 
2 
2 
2 
l 
3 
3 
2 
l 
l 
0 
l 
l 
1 
l 
1 
l 
1 
l 
0 

30 
1 
0 
1 
3 
3 
l 

18 
l 
3 

40 
1 
2 
2 
1 
3 
g 
() 

38 
1. 
l 

21 
0 
2 
0 
0 

24 
3 
1 
1 
0 
1 
l 
0 ·1:. 
l 

l-30 
days 
Rate 

46. 95 
. 4 . 27 

0.00 
0.00 
e. 54 
4.27 
4.27 
0.00 

21.34 
8.54 
8.54 
8. 54 
4.27 

12.81 
12. 81 

8 . 54 
4.27 
4.27 
o.oo 
4.27 
4.27 
4.27 
4.27 
4.27 
4.27 
4 .27 
4.27 
0.00 

128.05 
4.27 
o.oo 
4.27 

12. 81 
12.81 

4.27 
76.83 

4.27 
12 . 81 

170.74 
4.27 
8.54 
8.54 
4.27 

12.81 
:~(~,ffl! 
0.00 

162.20 .::.:!!'~~{. 
4.27 

89.64 
o.oo 
8.54 
o.oo 
0.00 

102.44 
12.81 

4.27 
4.27 
0.00 
4.27 
4.27 
0.00 

· ~40!~'.: -· 
4 . 27 

91-120 
days 

N 

8 
2 
2 
l 
l 
0 
0 
1 
2 
1 
0 
1 
2 
0 
0 
1 
0 
0 
l 
0 
0 · 
0 
0 
0 
0 
0 
0 
l 

15 
0 
l 
0 
0 
0 
4 

19 
2 
3 

21 
0 
l 
0 
0 
1 
I 
1 

31 
:~ 
0 

12 
l 
l 
1 
l 

10 
1 
0 
0 
l 
3 
1 
2 

~: 
0 

91-120 
days 
Rate 

57.23 
14.31 
14.31 

7 . 15 
7.15 
o.oo 
o.oo 
7.15 

U.31 
7.15 
o.oo 
7.15 

14 .31 
0.00 
0.00 
7.15 
o.oo 
o.oo 
7.15 
o.oo 
0.00 
o.oo 
0.00 
o.oo 
o.oo 
0.00 
o.oo 
7.15 

107 .30 
0.00 
7.15 
o.oo 
0.00 
o.oo 

28. 61 
135.92 

14.31 
21.46 

150.23 
0.00 
7.15 
0.00 
0.00 
7.15 

-- . 29;.;;54 . 
7.15 

22l.76 :-- ~~~-
0.00 

85.8( 
7.15 
7.15 
1.15 
7.15 

71.5( 
7.15 
o.oo 
0.00 
7.15 

21.46 
7.15 

14.31 

.:~~~:!·· 

Relative 
Risk 

Estimate 

0.82 
0.30 
0.00 
o.oo 
1.19 

0.00 
1.49. 
1.19 

1.19 
0 . 30 

1.19 

o.oo 

o.oo 
1.19 

o.oo 

0.15 
0.57 
0.30 
0.60 
1.14 

1.19 

1 . 79 
_:ii,;,®; 
o.oo 
0.73 
·11~:$ · 
1.04 
0,00 
1.19 
o.oo 
o.oo 
1.43 
1 . 79 

o.oo 
0.20 
0.60 
0.00 
)l,,¥!i: 

951 CI 
Lower 
Bound 

0.33 
0.01 
o.oo 
0 . 00 
0.09 
0.03 
0.03 
0.00 
0.29 
o.09 
0.17 
0.09 
0.01 
0.35 
0.35 
0.09 
0.03 
0.03 
o.oo 
0.03 

. 0.03 
0.03 
0.03 
0 . 03 
0.03 
0.03 
0.03 
o.oo 
0.65 
0.03 
o.oo 
0.03 
0.35 
0.35 
0.01 
0.29 
0.01 
0.10 
0.67 
0.03 
0.09 
0 . 17 
0.03 
0.19 
_l._~~-
0.00 
0.45 
~~'oj 
0.03 
0.52 
o.oo 
0.09 
0.00 
o.oo 
0.69 
0.19 
0.03 
0.03 
o.oo 
0.01 
0.02 
0.00 

. )._;p)\ 
0 . 03 

*Total may be somewhat leas than column total due to multiple diagnoses Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

2.14 
3.92 
2.07 

11.34 
35.20 

11.34 
ll.10 
35.20 

35.20 
3.92 

35. 20 

11.34 

11.34 
2.27 

11.34 

1.19 
1.09 
3. 92 
3.47 
l. 96 

35.20 

47.13 
!U.\f 

ll.34 
1.18 
J!~. 
2.19 

11.34 
35.20 
11.34 
11.34 
3.13 

47.13 

11.34 
1.87 

23.27 
2.07 

: /f,M. 

16 

P-Value 
(Mid-Prob.) 

0.668 
0.367 
0.140 
0.374 
0.931 
0.626 
0.626 
0.374 
0.674 
0.931 
0.392 
0 .931 
0.367 
0.246 
0.246 
0.931 
0.626 
0.626 
0.374 
0.626 
0.626 
0.626 
0.626 
0.626 
0.626 
0.626 
0.626 
0.374 
0.587 
0.626 
0.374 
0.626 
0.246 
0.246 
0.076 
0.086 
0.367 
0.546 
0.644 
0.626 
0. 931 
0.392 
0.626 
0.675 
:~,&)P: 
0.374 
0.200 
_;,qijJ, _ 
0.626 
0.918 
0.374 
0.931 
0.374 
0.374 
0.346 
0.675 
o. 626 
0.626 
0.374 
0.170 
0 . 747 
o.uo 

~:~l 
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Diagnosis 

URI 
UTI 
V1\GINITIS/VAGINOSIS 
VALVUIAR HEART DISEASE 
VJ\RICELIJI. 
VERTIGO/DIZZINESS 
VIRAL SYNDRCME 
VISION PROBLEM 
WARTS 
HELL CARE 
*Total 

Varicella Vaccine Safety Analysis: outpatient Visits 
13-17 Year of .Age -- Immunizations through 12/31/96, Events through 02/05/97 

1-30 Day Risk Period and 91-120 Days AFTER Control Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years) 

1-30 1-30 91-120 91-120 Relative 951 CI 
days days days days Risk Lower 

N Rate N Rate Estimate Bound 

34 145.13 31 221. 76 0.65 0.40 
1 4.27 l 7. 15 0. 60 0.02 
4 17.07 3 21.46 0.80 0.16 
2 8.54 l 7.15 1.19 0.09 
1 4.27 2 14.31 0.30 0.01 
0 o.oo 1 7.15 o.oo o.oo 

15 64 . 03 15 107.30 0 . 60 0 . 29 
60 256.10 24 171.69 l.49 0.94 
10 42.68 4 28.61 1.49 0.48 
85 362. 81 46 329. 07 1.10 o. 77 

508 2168 . 34 328 2346. 38 0 . 92 o.eo 

*Total may be somewhat less than colu111n total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

17 

951 CI 
Upper P-Value 
Bound (Mid-Prob.) 

1.07 0.091 
23.27 0.747 
4.26 0. 762 

35.20 0.931 
3.92 0.367 

11.34 0.374 
l.24 0.163 
2.43 0.094 
5.49 0.522 
1.59 0.599 
1.06 0.266 
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Appendix 11-4 
Line Summaries - 18+ Years 
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Diagnosis 

Abortion 
Adenitis 
Aseptic meningitis 
Cancer, R/0 Cancer 
Cholelithiasis 
Congenital Anomaly 
Elective Procedure 
Pneumonia 
Poisoning/Ingestion 
~.rjl~cy_·.·::········ 
Psychiatric 
Sepsis 
Sinusitis 
Trauma 
:~t~t.tl: 

Varicella Vaccine Safety Analysis: Hospitalizations 
18+ Years of Age -- Immunizations through 12/31/96, Admissions through 02/05/97 

0-60 Day Risk Period and 31-90 Days BEFORE Control Period 

Rates, Relative.Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years ) 

31-90 31-90 
0-60 0-150 days days Relative 951 CI 
days days before before Risk Lower 

N Rate ·N Rate Estirnate Bound 

0 0.00 l 3.51 0.00 0.00 
1 2.58 0 o.oo 0.04 
0 0.00 l 3.51 0.00 0.00 
2 5.16 2 7.02 0.74 0.08 
3 7.75 0 0.00 0. 43 
0 0.00 l 3.51 0.00 o.oo 
7 18.08 B 28.09 0.64 0.22 
2 5.16 0 0.00 0.21 
1 2.58 0 0.00 0.04 
'if' Q .. -® li't: ··'el,J!i' _,· q\AA 'ii;,~: 
1 2.58 o·· 0.00 0.04 
0 0.00 1 3.51 0.00 0.00 
1 2.58 0 o.oo 0.04 
2 5.16 l 3.51 1.47 0.11 :,,, ,:s.;.ts Jli ~4'it~ ii.$.t. 4':~ 

*Total may be somewhat less than column total due to multiple diagnoses 
Mid-Probability Method fo_r CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

13.99 

13. 98 
7 . 06 

13.98 
1.83 

p:;;:1a:cf 

13.9B 

43.40 
... a:;.$~ · 

10 

P-Value 
(Mid-Prob. l 

0.424 
0.576 
0.424 
o. 773 
0.191 
0.424 
0.405 
0.332 
0.576 
';¢~;001: 
0~576 . 
0.424 
0.576 
0.805 
~JO:Ql 
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Diagnosis 

Adenitis 
Cancer, R/O cancer 
Cholelithiasis 
Congenital Anomaly 
Dysmenorrhea 
Elective Procedure 
Pneumonia 
Poisoning/Ingestion 
P,regnancy 
Psychiatric 
Sinusitis 
Trauma 
*Total 

Varicella Vaccine Safety Analysis: Hospitalizations 
18+ Years of Age -- Immunizations through 12/31/96, Admissions through 02/05/97 

o-60 Day Risk Period and 91-150 Days AFTER Control Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 

0-60 
days 

N 

1 
2 
3 
0 
0 
7 
2 
1 
0 
1 
1 
2 

18 

!Rates per 1000 Person-Years I 

0-60 
days 
Rate 

2.58 
5.16 
7.75 
0.00 
o.oo 

18.08 
5.16 
2.58 
o.oo 
2.58 
2.58 
5.16 

46. 48 

91-150 
days 

N 

0 
0 
0 
1 
t 
5 
0 
0 
1 
2 
0 
2 

11 

91-150 
days 
Rate 

0.00 
0.00 
o.oo 
4. 02 
4.02 

20.12 
0.00 
0.00 
4. 02 
e.os 
0.00 
8.05 

•44 .27 

Relative 
Risk 

Estimate 

0.00 
o.oo 
0.90 

o.oo 
0.32 

0.64 
1.05 

951 CI 
Lower 
Bound 

0.03 
0.18 
0.37 
0.00 
o.oo 
0.28 
0.18 
0.03 
o.oo 
0.01 
0.03 
0.07 
0.50 

*Total may be somewhat less than collJlllll total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

12.19 
12.19 
3.10 

12.19 
4.22 

6.16 
2.30 

P-Value 
(Mid-Prob. I 

0.609 
0 . 371 
0.226 
0.391 
0.391 
0.847 
0.371 
0.609 
0.391 
0.399 
0.609 
0.678 
0.911 

9 
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Var1cella Vaccine Safety Analysis, Emergency Room Visits 
18+ Years of Age -- Immunizations through 12/31/96, Visits through 02/05/97 

0-30 Day Risk Period and 31-60 Days BEFORE Control Period 

Rates, Relative Risk Estimates and 95\ confidence Intervals 
IRates per 1000 Person-Years ) 

31-60 31-60 
0-30 0-30 days days Relative 951 CI 
days days before before Risk I.over 

Diagnosis N Rate N Rate Estimate Bound 

Abscess 1 4 .62 0 o.oo 0.03 
Acute Gastroenteritis 4 18.49 3 21.06 0.88 0.18 
Arhythmia l 4.62 0 0.00 0.03 
Asthma l 4 .62 0 0.00 0.03 
Bronchiolitis 2 9.24 0 o.oo 0.19 
Cerebral Palsy 0 o.oo l 7.02 0.00 0.00 
Cholecystitis l 4.62 0 o.oo 0.03 
Cholelithiasis l 4.62 0 0.00 0.03 
Diabetic Foot Infection 1 4.62 0 0.00 0.03 
Drug Reaction 2 9.24 0 0.00 0.19 
Dysmenorrhea 1 4.62 0 0.00 0.03 
Elective Procedure 0 0.00 1 7.02 0.00 0.00 
Epistaxis 0 0.00 1 7.02 0.00 o.oo 
Gout 0 0.00 1 7.02 o.oo 0.00 
Headache 2 9.24 l 7.02 1.32 0.10 
Hemophilia 0 0.00 1 7.02 0.00. 0.00 
Ingrown toenail 2 9.24 0 0.00 0.19 
Migraine 3 13.87 0 0.00 0.38 
Oti tis Media 2 9.24 0 0.00 0.19 
Pharyngitis l 4. 62 0 0.00 0.03 
Post-partum Complication 0 0.00 l 7.02 0.00 0.00 
Sinusitis 1 4.62 0 o.oo 0.03 
Syncope/Loe l 4. 62 0 0.00 0.03 
Trauma 14 64. 7l e 56.11 1.15 o. 48 
URI 0 o.oo l 7.02 o.oo o.oo 
UTI 0 0.00 1 7.02 0.00 0.00 
Viral Syndrome 2 9.24 l 7.02 1.32 0.10 
Hell Child/Reassurance/FU 0 0.00 3 21.06 0.00 0.00 
*Total 38 175. 63 23 161.49 1.09 0.65 

*Total may be somewhat less than column total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

4.70 

12.51 

12.51 
12.51 
12.Sl 
38.83 
12 .51 

12.51 

2.89 
12.51 
12.Sl 
38.83 
l.13 
1.85 

9 

P-Value 
(Mid-Prob. J 

0.603 
0.857 
0.603 
0.603 
0.364 
0.397 
0 . 603 
0.603 
0.603 
0.364 
0. 603 
0.397 
0.397 
0.397 
0.872 
0.397 
0.364 
0.219 
0.364 
0.603 
0.397 
0.603 
0.603 
o. 766 
0.397 
0.397 
0.872 
0.063 
0. 759 
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Varicella Vaccine Safety Analysis: Emergency Room Visits 
18+ Years_ of 1\ge -- Immunizations through 12/31/96, Visits through 02/05/97 

0-30 Day Risk Period and 91-120 Days An'ER Control Period 

Rates, Relative Risk Estimates and 951 tonfidence Intervals 
(Rates per 1000 Person-Years ) 

0-30 o·-30 91-120 91-120 Relative 951 CI 
days days days days Risk Lawer 

Diagnoais N Rate N Rate Estimate Bound 

Abscess 1 4.62 l 7.80 0.59 0.02 
Acute Gastroenteritis 4 18.49 2 15.61 1.18 0.21 
Arhythmia 1 4 .62 1 7.BO 0.59 0.02 
Asthma 1 4.62 0 o.oo 0.03 
Bronchiolitis 2 9.24 1 7.80 1.1B 0.09 
Cholecystitis 1 4.62 0 0.00 0.03 
Cholelithiasis 1 4. 62 0 o.oo 0.03 
Diabetic Foot Infection 1 4. 62 0 o.oo 0.03 
Drug Reaction . -2 9.24 0 0.00 0.17 
OYsmenorrhea 1 4 .62 0 0.00 0.03 
Endometrios1s 0 o.oo 1 7.80 0.00 0.00 
Headache 2 9.24 0 o.oo 0.17 
Hepatitis 0 o. 00 1 7.80 o.oo 0.00 
Infection 0 0.00 1 7.80 0.00 0.00 
Ingrown toenail 2 9.24 0 0.00 0.17 
~idney Stone 0 0.00 1 7.80 0.00 o.oo 
Migraine 3 13. 87 1 7.80 1.78 0.19 
Otitis Media 2 9.24 0 0.00 0.17 
Pharyngitis l 4. 62 1 7.80 0.59 o. 02 
Post-surqical coinpl ica tion 0 0.00 1 7.80 o.oo 0.00 
Rash D 0.00 1 7.80 0.00 o.oo 
Sinusitis 1 4 .62 0 0.00 0.03 
syncope/Loe 1 4. 62 l 7.80 0.59 0.02 
Trauma 14 64.71 6 46.82 1.38 0.54 
URI 0 o.oo 1 7.80 0.00 -0.00 
UrI 0 0 . 00 l 7.80 0.00 0.00 
Vertigo 0 0.00 1 7.80 0.00 0.00 
Viral Syndrome 2 9.24 0 0.00 0.17 
Well Child/Reassurance/ru 0 0.00 1 7.80 o.oo o.oo 
Wheedng/SOB 0 0.00 1 7.80 0.00 0.00 
•Total 38 175. 63 24 187.30 o. 94 0.56 

•Total may be somewhat less than column total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
1:1ouna 

23.10 
9.25 

23.10 

34. 94 

11.25 

11.25 
11.25 

11.25 
46.78 

23.10 
11.25 
11.25 

23.10 
3.91 

11.25 
11.25 
11.25 

11.25 
11-25 
1.58 

8 

·p-Value 
(Mid-Prob. I 

0. 744 
0.8112 
o. 744 
0.628 
0.936 
0.628 
0.628 
0.628 
0.394 
0.628 
0.372 
0.394 
0.372 
0.372 
0.394 
0.372 
0.680 
0.394 
0.744 
0.372 
0.372 
0.628 
0.744 
0.525 
0.372 
0.372 
0.372 
0.394 
0.372 
0.372 
0.799 
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Varicella Vaccine Safe ty Analysis: outpatient Visit■ 25 18+ Year of Age -- Immunizations through 12/31/96, Events through 02/05/97 l-30 oay Risk Period and 31-60 Days BEFORE Control Period 

Rates, Relative Risk Estimates and 951 Confidence I ntervals 
(Rates per 1000 Person-Years > 

31-60 31-60 
1-30 1.:30 day■ days Relative 951 CI 951 CI 
days days before before Risk Lower Upper !?-Value Diagnosis N Rate N Rate Estimate Bound Bound (Mid-l?rob. l 

ABDCJ<INAL l?AIN 7 33.48 4 28.09 l.19 0.35 L65 0.803 ABOCMIAAL WP.LL PAIN 1 4.78 0 0.00 o.o4 0.595 ABORTION, MISSED 0 0.00 1 7 . 02 o.oo 0.00 12.94 0 . 405 ABORTION, THREATENED 0 o.oo 1 7.02 o.oo 0.00 12. 94 0 . 405 ABORTION-Sl?ONTAN l 4 . 78 0 0 . 00 0 . 04 0 . 595 ABSCESS 3 14.35 4 28.09 0.51 0.10 2.47 0. 401 ACC01HODATIVE DISORDER l 4.78 0 0.00 0.04 0 .595 ACNE 17 81.30 14 98 . 30 0.83 0.40 l.71 0 . 599 ADENITIS l 4. 78 0 o . oo 0.04 0.595 J\GE ll 52.61 8 56.17 0.94 0.37 2.44 0 . 880 ALLERGIC REACT W OR W/0 HI VES 3 14 . 35 l 7 . 02 2 . 04 0.22 53.80 0.592 ALLERGIC REACTION (INC. HIVES) 3 14 . 35 1 7.02 2. 04 0.22 53.80 0.592 ALLERGIC RHINITIS 27 129.12 24 168.51 0 . 77 0 . 44 l.34 0.346 ALOPECIA 2 9.56 1 7 . 02 1.36 0.10 40.18 0 . 851 AMENORRHEA 1 4.78 0 0.00 0. 04 0.595 AMPHETAMINE DEP~DENCE 1 4.78 0 0.00 0.04 0.595 ANTIHISTAMINE 1 4.78 0 0 . 00 0 . 04 0.595 APNEA 1 4.78 0 0.00 0.04 0.595 ARRYT.IIKIAS/PALPITA.TIONS 2 9 . 56 0 0.00 0.20 0.354 AATHRALGIA / ARTHRITIS 6 28.69 3 21.06 1.36 0.34 6.67 0.692 ASHD 0 0.00 1 7.02 o . oo o.oo 12. 94 o. 405 ASTHMA 16 76.52 14 98.30 0.78 0.38 1.62 0.497 ATYPIA - CERVIX 2 9.56 2 14 . 04 0.68 0.07 6 . 54 o. 719 BACK PAIN 19 90.86 12 84 . 26 1.08 0.52 2.29 0.849 BLOOD CELL DISORDERS 1 4.78 0 0.00 0 . 04 0.595 Bl?H l 4.78 0 0.00 0.04 0 . 595 BREAST - FIBROCYSTIC DISEASE 2 9.56 0 o . oo 0 . 20 0.354 BREAST CONCERNS 37 176. 95 22 154.47 1.15 0.68 l. 97 0 . 621 BREAST EXAM a-lLY 1 4 . 78 0 o.oo 0 . 04 0 . 595 BREAST REDUCTION 1 4.78 0 0.00 0.04 0.595 BRONCHIOLITIS 26 124.34 12 84.26 1.48 0 . 75 3 . 03 0.267 BURSITIS/TENDONITIS - LCMER EX 1 4.78 0 o.oo 0.04 0.595 BURSITIS/TENDONITIS-UPPER EXTR 2 9.56 0 o.oo 0 . 20 0.354 Cl'.: SQUAMOUS CELL l 4.78 0 o.oo 0.04 0 . 595 CANCER 7 33 . 48 11 77 . 23 0.43 0. 16 1.12 0.086 CARPAL TUNNEL SYNDROME 4 19.13 2 H.04 l.36 0.24 10.63 0.759 ci>.TAAACT 0 o.oo 2 14 . 04 o.oo o.oo 2 . 36 0.164 CELLULITIS 9 43.04 3 21.06 2. 04 0.58 9.36 0 . 293 CERVlCOGENIC HEADACHE 1 4 . 78 0 o.oo 0.04 0.595 CHEST PAIN 2 9.56 2 14.04 0.68 0.07 6.54 o. 719 CHOLECYSTI TIS/ CHOLELITHIAsIS 0 0.00 1 7 .02 o.oo 0.00 12. 94 0.405 CHOLELITHIASIS 1 4.78 1 7.02 0.68 0.02 26.56 0.810 CHRONIC LUNG DIS~E 1 4. 78 0 0.00 0.04 0.595 COCCYX PAIN 1 4.78 0 o.oo 0.04 0 . 595 CONDYLQQ. - CERVIX l 4. 78 0 o . oo 0.04 o . 595 CONDYLC-W'> - VULVA 2 9.56 0 o.oo 0.20 0 . 354 CONGENITAL ANCMALY 18 86.08 14 98 .30 0.88 0 . 43 l _. 80 o. 707 CONJIJNCTIVlTIS 8 38.26 4 28.09 1.36 0.41 5.19 0.638 CONSTIPATION 0 0.00 i 7 . 02 o . oo o.oo 12.94 0 . 405 CONTRACEPTION COUNSELING 0 0.00 l 7. 02 o.oo 0.00 12. 94 0.405 CONTUSION - UNSPECIFIED l 4.78 0 0 . 00 0.04 0.595 CONVERGENCE DISORDER l 4.7B 0 o.oo 0.04 0 . 595 CORNEA DISORDERS 0 0.00 l 7 . 02 o.oo o . oo 12.94 0.405 CORNS/CALLUSES 2 9.56 0 o.oo 0.20 0.354 COUGH -- -:~: 1 4.78 0 0.00 0.04 0.595 CYST 1 4.78 0 0.00 0.04 0.595 CYST/MASS - BREAST 1 4.78 0 0 . 00 o. 04 0.595 CYST/ MASS - WRI ST 1 4.7B 0 o.oo 0.04 0.595 CYST/MASS WIND l 4.78 0 0.00 0.04 o.595 CYST/MASS, ruNCTIONAL - ADNEXA l 4.78 0 0.00 0 . 04 0.595 CYSTITIS 1 4.78 0 o.oo 0.04 . 0.595 DERMATITIS, SEBORRKtIC l 4.7B 0 0.00 0.04 0.595 DIABETES ll 52.61 7 49. 15 l . 07 0.41 2. 93 0 . 903 
•Total may be • omewhat l eas t han column tota l due to multiple diagnoses Mi d-Probability Method f or CI and Two-Sided Exact Binomia l Te•t 
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Varicella Vaccine Safety Analysis : outpatient Visits 18+ Year of Aqe -- I111111Unizations through 12/31/96, Events through 02/05/97 1-30 Day Risk Period and 31-60 Days BEFORE Control Period 
Rates, Relative Risk Estimates and 95t confidence Intervals (Rates per 1000 Person-Years I 

DiagnosU 

DRUG INTOX 
ORUG REACTION 
OYSroNCTial OF THE CERVICAL SP 
D¥Sn.lNCTION OF THE SHOULDER 
DYSFUNCTia-lAL UTERINE BL&EDING 
OYSHIDROSIS 
DYSHENORRHEA 
D¥SPEPSIA 
OYSPHJ\GIA/ESOPAAGEAL 
DYSPLASIA - CERVIX 
DYSPLASIA, HIGH GRADE - CERVIX 
DYSPNEA 
DYSTHYMTA 
ECTOPIC PREGNANCY R/0 
ECZEMA 
ELBOW EPICONOYLITIS 
ELECTIVE SURGERY 
DfPHYSEMA/COPD 
ENDCtil:TRIOSIS 
EPISTAXIS 
EUSTACHIAN 
FATIGUE 
FEVER 
FIBROCYSTIC CHANGES - BREAST 
FIBROIDS - UTERUS 
FOLLICULITIS 
FOOD ALLERGY 
FOOT DISORDER 
FUNGM. INFECTION 
GASTRITIS 
GI BLEEDING 
GLAUCOMI\ 
HAY FEVER 
HEAD, NECK - ENT PROB. NOS 
HEAMCHE 
HE1\l.THCAAE CLASS 
HEMING LOSS 
HEHOPl!lLIA 
HEMORRHOIDS 
HERPES - WLVA 
HERPES SIMPLEX 
HIP/l<NEE/J\NKLE PAIN 
HIRSUTISM 
HORMONE HNGT, MENOPAUSAL 
IIYPERLIPIDEMIA 
HYPERTENSION 
HYPERTHYROIDISM 
HYPOTHYROIDISM 
INCONTINENCE - STRESS 
INFERTILITY 
INFESTATIOtl 
IRREG. MENSTRUAL CYCLE 
IRRITABLE BOWEL SYNDRa-!E 
KEAATOSIS, SEBORRHEIC 
KEAATOSIS-:;a',~NIC· 
KEAATOSIS-PILARIS 
J<NEE/THIGH DYSFUNCTION 
IJIIB. TEST/ 1'8NORM/U,ITY 
LARYNGITIS 
LATERAL EPICONll'tLITIS 
L£NTIGO 
Ml',CULA - HOLE 
MENORRHAGIA 

1-30 
days 

N 

2 
18 

1 
2 
0 
1 
2 
2 
1 
1 
l 
1 

10 
2 
0 
1 
2 
1 
1 
0 
6 
2 
1 
2 
3 
2 
3 
2 
0 
5 
0 
3 
0 
0 

16 
2 
1 
l 
5 
l 
3 
4 
1 
l 
4 
6 
0 
4 
l 
3 
0 
4 
5 
2 
1 
3 
l 
1 
l 
l 
2 
l 
l 

1-30 
days 
Rate 

9.56 
86. 08 
4.78 
9.56 
o.oo 
4.78 
9.56 
9.56 
4.79 
4.78 
4 . 78 
4.78 

47.82 
9. 56 
0.00 
4.78 
9.56 
4.78 
4.78 
o.oo 

28.69 
9.56 
4.78 
9.56 

14.35 
9.56 

H.35 
9.56 
o.oo 

23.91 
0.00 

H.35 
o. oo 
0.00 

76.52 
9.56 
4. 78 
4.78 

23. 91 
4.78 

U.35 
19.13 

4 . 78 
4. 78 

19.13 
28.69 
o.oo 

19.13 
4.78 

U.35 
o.oo 

19.13 
23.91 

9.56 
4. 78 

14.35 
4. 78 
,.78 
4 . 78 
4.78 
9.56 
4.78 
4.78 

31-60 
days 

before 
N 

2 
15 

0 
0 
1 
0 
2 
2 
0 
0 
0 
0 
7 
0 
1 
0 
3 
0 
0 
1 
3 
4 
0 
0 
0 
0 
0 
2 
1 
4 
1 
0 
l 
l 
e 
1 
l 
0 
3 
1 
0 
3 
0 
0 
3 
4 
l 
0 
0 
2 
1 
2 
l 
1 
1 
1 
1 
0 
1 
0 
1 
0 
0 

31-60 
days 

before 
Rate 

14.04 
105.32 

0.00 
0.00 
7.02 
0.00 

14.04 
14.04 
o.oo 
0.00 
0 . 00 
0.00 

49.15 
o.oo 
7.02 
o.oo 

21.06 
o.oo 
o.oo 
7.02 

21. 06 
28.09 
0.00 
o.oo 
0.00 
0.00 
0.00 

14. 04 
7.02 

28.09 
7 . 02 
0.00 
7 . 02 
7.02 

56.17 
7 .02 
7.02 
0.00 

21.06 
7.02 
0.00 

21.06 
0.00 
0.00 

21.06 
28 . 09 
7.02 
o.oo 
0.00 

14.04 
7.02 

14.04 
7 . 02 
7.02 
7.02 
7 .02 
7.02 
o.oo 
7.02 
o.oo 
7.02 
o.oo 
o.oo 

Relative 
Risk 

Estimate 

o. t.e 
O. B! 

0.00 

o. '91 

0 . 0 0 

0 . 45 

(J.00 
l . l6 
O.J< 

c . 6 8 
o.oo 
1).85 
o. oo 

D. 00 
0.90 
1.36 
l.36 
tl . 6.S 

l. H 
0 . 68 

0 . Ill 

0.91 
1.02 
o.oo 

1.02 
0 . 00 
1.36 
3.0 
1. )6 
0.68-
2. DG 
O. H 

0 .-6B 

951 CI 
Lover 
Bound 

0.07 
0.41 
0.04 
0.20 
o.oo 
0.04 
0.07 
0.07 
0.04 
0.04 
0.04 
0.04 
0.37 
0.20 
o.oo 
0 . 04 
0.05 
0.04 
0.04 
o.oo 
0.34 
o.o, 
o.o, 
0.20 
0.40 
0.20 
0.40 
0.07 
o.oo 
0.22 
o.oo 
0,40 
0 . 00 
o.oo 
0 . 59 
0.10 
0.02 
0.04 
0.26 
0.02 
0.40 
0.19 
0.04 
o.o, 
0.19 
0.28 
o.oo 
0.61 
0.04 
0.15 
0.00 
0.24 
0 . 47 
0.10 
0 . 02 
0.22 
0.02 
0.04 
0.02 
0.04 
0 . 10 
o.o, 
0.04 

--T'l)U ~ ca!,' Qa 11oi=G1-hat: le:!u c.hac eol ~ s'ou l du., t:o m.ult:.:ipla d l eqno~e.11 kLd-P_robatiilitcy lol~i:he>a foic er and T',lo,-S~d"ed £xaet: a1..1>1:>ttUa l Teat: 

951 CI 
Upper 
Bound 

6.54 
1.65 

12. 94 

6.54 
6.54 

2. 71 

12.94 

3.05 

12.94 
6.67 
1. 92 

6.54 
12. 94 
3.56 

12. 94 

12.94 
12.94 
3.36 

40.18 
26.56 

4.87 

4.87 
4.11 

12.94 

8.59 
12.94 
10.63 
81.03 
40.18 
26.56 
53.80 
26.56 

26.56 

40.18 

26 

P-Value 
(Mid-Prob. ) 

o. 719 
0 . 565 
0.595 
0.354 
0.405 
0.595 
0.719 
0 . 719 
0.595 
0.595 
0.595 
0 . 595 
o. 946 
0.354 
0.405 
o.595 
0 . 417 
0.595 
0 . 595 
0.405 
0 . 692 
0 . 230 
0.595 
o.354 
0.210 
0 . 354 
0.210 
0.719 
0.405 
0 . 808 
o.,os 
0 . 210 
o. 405 
0 . 405 
o. 488 
0.851 
0 . 810 
0.595 
0.8B7 
0.810 
0.210 
0.891 
0.595 
0.595 
0.891 
0.990 
0.405 
0.125 
0.595 
0 . 999 
0.405 
o. 759 
0.270 
0.851 
O.B10 
0.592 
0.810 
0.595 
0 . 810 
0.595 
0 . 851 
0.595 
o . 595 
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Varicella Vaccine Safety J>.nalysi•: Outpatient Visits 18+ Year of Age -- Il'ftlnunizations through 12/31/96, Events throuqh 02/05/97 1-30 Day Risk Period and 31-60 Days BEFORE Control Period 
Rates, Relative Risk Esti111Btes and 951 Confidence Intervals (Rates per 1000 Person-Years l 

Diagnosis 

MENSTRUAL DISORD£R 
METATAASALGIA 
MIO BACK PAIN-CHEST/THORACIC MOLLUSCUM CONTAGIOSUM 
HULTinT CARDIAC REHABILITATlO ~~~ ... 

NECK PAIN 
NEUROLOGICAL, G&NERAL OISORD£R NEURa-lA/NEURITIS 
NEUROPHTHALKOLOGICAL DISORDER NEWS, DYSPLASTIC SYNDRCNE 
OBESITY 
ONYCHOCRYl.'TOSIS 
ONYCHc»n'COSIS 
OPTIC NERVE DISORDER 
ORTHO. PROB. NOS 
OTITIS £.)(TERNA 
OTITIS MEDIA 
PJ\RKINSCJ'l'S DISEASE 
PAT-FEM SYND 
PELVIC PAIN UNK ETIOLOGY PERFORMIINCE STATUS, BEDRIDDEN 
PERIPHERAL NEUROPATHY 
PHARYNGITIS 
PLI\NTAR FASCIITIS 
PNEUMONITIS 
POLY.ARTHRITIS 
POST-OP CARE m:.:t<W _. --~--PROSTATE CA. 
PROSTATITIS 
PSORIASIS 
PSYCHOLOGICAL PROBLEM 
PULMONARY FIBROSIS- RESTRICTIV 
PVD [VIT. DETACH.) 
PYO/VENOUS INSUF. 
R/0 STD 
RAOICULOPATHl' 
RASH 
RENAL FAILURE 
RtPETITIVE USE/MOTION STRAIN -ROUTINE POST-OP VISIT 
SCAR 
SCOLIOSIS 
SEXUAL Dl'SruNCTION 
SHOULDER DYSFUNCTION 
SHOULDER SPRAIN/STRAIN 
SICKLE CELL CS 
SINUSITIS 
SLE . 
SLEEP DISORDERS 
SOB/DOE 
:~OKilSS_li.E,~IS 

SUBACRCJ1.PATH. 
Sl'NOVITIS 
THIGH STRAIN 
TINEA INFECTION 
TINNITUS 
THJ SYNORa-lE 
TONSILLITIS 

1-30 
days 

N 

1 
0 
l 
1 
l 

1!2 
i 
2 
2 
1 
0 
l 

' 0 
1 
l 
l 

' 9 
1 
2 
6 
1 
l 

18 
3 
1 
1 
l 
Ii" 

~-
1 
1 
2 

37 
l 
l 
1 

10 
3 

32 
l 
2 
1 
1 
0 
l 
2 
2 
0 

34 
1 
3 
l 
1 
1 
l 
0 
1 
4 
2 
2 
l 

1-30 
days 
Rate 

4.78 
0.00 
4.78 
4.78 
, . 7B 

%f~-A 
4- 78 
9.56 
9.56 
4 . 78 
o.oo 
4.78 

1.9.13 
o.oo 
4.78 
4.78 
4.78 

19.13 
43.04 

4.78 
9.56 

28.69 
4.78 
4.78 

86.08 
14.35 

4.78 
,.18 
4.78 

·:;1 
4.78 
4.78 
9.56 

176.95 
4 .78 
4 . 78 
4.78 

47 . 82 
14.3S 

153.03 
4.78 
9.56 
4.78 
4.78 
o.oo 
4.78 
9.56 
9.56 
0.00 

162.60 
4. 78 

14.35 
4.78 
4.78 
4.78 
4. 78 
o.oo 
4.78 

19.13 
9.56 
9.56 
4.78 

31-60 
days 

before 
"N 

0 
1 
0 
1 
0 

. },'~.: · 
2 
6 
2 
0 
l 
0 

' l 
2 
0 
0 
0 
i 
0 
0 
3 
0 
0 

12 
1 
0 
0 
3 ;ij· 

l~ . ·o 
0 
4 

34 
0 
0 
0 
6 
1 

14 
0 
l 
0 
1 
1 
0 
2 
0 
1 

17 
0 
0 
0 
1 
1 
0 
1 
0 
3 
0 
2 
1 

31-60 
daya 

before 
Rate 

0.00 
7.02 
o.oo 
7.02 
o.oo );,,,:,!! 

42.13 
14. 04 

0 .00 
7. 02 
0.00 

28.09 
7. 02 

14 . 04 
0.00 
o.oo 
0.00 

4 9.1S 
0.00 
0.00 

21.06 
0.00 
o.oo 

84.26 
7.02 
0.00 
o.oo . 

21.06 

1tlf 
0.00 
0.00 

28.09 
238. 73 

0.00 
0.00 
0.00 

42.13 
7.02 

98.30 
0.00 
7.02 
0.00 
7 .02 
7.02 
0.00 

14 .04 
0.00 
7.02 

119.36 
. o.oo 
0.00 
0.00 
7.02 
7.02 
0.00 
7.02 
o.oo 

21.06 
0.00 

14 .04 
7.02 

Relative 
Risk 

Estimate 

0 .00 

0.68 

p;~:$. 
0.34 
0.23 
0.68 

0. 00 

0.68 
0.00 
0.34 

0.88 

1.36 

1.02 
2.04 

0.34 
0.74 

l.14 
2. 04 
1.56 

1.36 

0.68 
0.00 

0.68 

0.00 
1.36 

0.68. 
o.68 

0.00 

0.91 

0.68 
0.68 

951 CI 
Lower 
Bound 

0.04 
o.oo 
o.oc 
0.02 
o. 04 
~ •• ,,2~.--
0.0l 
0.03 
0.07 
o. 04 
0.00 
0.04 
0.15 
0.00 
0.01 
0.04 
0.04 
0.61 
0.32 
0.04 
0.20 
0.34 
0.04 
0.04 
0.49 
0.22 
0.04 
0.04 
0.01 

ti. 
0.04 
0.04 
0.04 
0.46 
0.04 
0.04 
0.04 
o.u 
0.22 
0.84 
0.04 
0.10 
0.04 
0.02 
0.00 
0.04 
0.07 
0.20 
o.oo 
0. 77 
0.04 
0.40 
0.04 
0.02 
0.02 
o.04 
o.oo 
0.04 
0 .19 
0 . 20 
0.07 
0.02 

*Total may be s0111ewhat less than column total due to multiple diagnoses Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

12 . 94 

26.56 

:: ~
1li •· 

1. 07 
6.54 

12. 94 

3.02 
12. 94 

4.48 

2.48 

6.67 

2 . 18 
53.80 

1.92 
1.19 

3.37 
53 . 80 

3 . 00 

40.18 

26.S6 
12. 94 

6.54 

12.94 
2.49 

26.S6 
26.56 

12.94 

4.87 

6.54 
26.56 

27 

P-Value 
(Mid-Prob.) 

0.595 
0.405 
0.595 
0.810 
0.595 

.. "'ci~~:( 
., o. 426 

0. 062 
o. 719 
0.595 
0.405 
0.59S 
0 . 600 
o.~os 
0.426 
0 . 595 
0.595 
0.125 
o. 789 
O.S9S 
0.354 
0.692 
0.59S 
0.595 
0.964 
0.592 
O.S9S 
0 . 595 
0.212 
·cc®tf 
~~ 
o.595 
0.59S 
0.230 
0.210 
0.595 
O.S95 
0.595 
0.824 
0.592 
0.165 
0.595 
0 . 851 
0.59S 
0.810 
0.405 
0.59S 
o. 719 
0.354 
0.40S 
0.301 
0.595 
0.210 
0.59S 
0.810 
0 . 810 
0.595 
0.405 
0.595 
0.891 
0 . 354 
o. 719 
0.810 
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Vario•lla Vaccine safety .Analyais: Outpatient Visits 
18+ Year of Age -- I111111Un1zations through 12/31/96, Events through 02/05/97 

1-30 Day Risk Period and 31-60 Days BEFORE control Period 

Dhgnosis 

TAAIJMA 
TRIGGER FINGER 
TUBERCULOSIS 
TUMOR,SPINAL,INTAADUAAL,EXTIU\M 
ULCER 
ULCERS/ SKIN 
URETER - STONE 
URETHAAL SYNDROME 
URI 
UTI 
VAGINAL - HERPES 
VAGINITIS/VAGINOSIS 
VALWLAR. HEART DISEASE 
VARICELIA 
VARICEI.IA ZOSTER 
VARICOSE VEINS 
VENOUS STJ\SIS ULCERATION 
VERTIGO/DIZZINESS 
VIAAL SYNDROME 
VISION PROBLEM 
VISUAL LOSS 
WLVA - CYST 
WM.TS 
lfEAKNESS/ FATIGUE 
t'imit.~ 
~~1.;i111i 

Rates, Relative Risk Estimates and 951 Confidence Intervals 

1-30 
days 

N 

44 
l 
1 
l 
2 
l 
l 
l 

40 
13 

l 
21 

0 
l 
l 
1 
1 
l 

14 
50 

0 
l 
6 
3 

-~ 

(Rates per 1000 Person-Years I 

1-30 
days 
Rate 

210 . 42 
4 . 78 
4.78 
4. 78 
9.56 
4 . 78 
4.78 
4.JS 

191.29 
62.17 
~.78 

100. 43 
0.00 
4.78 
4.78 
4.78 
4.78 
4.78 

66 . 95 
239.12 

0.00 
4.78 

28.69 
14.35 

""li,Q .-t.~ 
t~di. 

31-60 
days 

before 
N 

u 
0 
0 
0 
0 
0 
0 
0 

31 
7 
0 
7 
l 
0 
1 
0 
1 
4 
4 

36 
2 
0 
8 
0 

""1h 
!19, 

31-60 
daya 

before 
Rate 

287.87 
o.oo 
o.oo 
0.00 
0.00 
o.oo 
o.oo 
0.00 

217. 66 
49.15 
o.oc 

49.15 
7.02 
o.oo 
7.02 
0.00 
7.02 

28.09 
28.09 

252.11 
14.04 
o.oo 

56.17 
o.oo 

:I.::. 

Relative 
Risk 

Estimate 

0. 73 

0.88 
1.26 

2 , 04 
o.oo 

0 . 68 

0.68 
0.17 
2 . 38 
0 . 95 
o.oo 

0.51 

951 CI 
Lower 
Bound 

0 . 48 
o. 04 
0.04 
0.04 
0.20 
0. 04 
0.04 
0.04 
0.55 
0.51 
0.04 
0.89 
0.00 
0 . 04 
0 . 02 
0.04 
0.02 
0.01 
0 . 82 
0.62 
o.oo 
0.04 
0.17 
0.40 -~t: ·· 
~, •. : .. l. 

•Total may be somewhat less than column total due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

1.12 

1.42 
3.38 

5.17 
12. 94 

26 . 56 

26.56 
1.36 
8.41 
1.46 
2.36 

1.51 

·:.:: 

28 

P-Value 
(Mid-Prob. I 

0.151 
0.595 
O.S9S 
O.S95 
0.354 
0.595 
0.59S 
0.595 
0.588 
0.633 
0.595 
o. 094 
0.405 
0.595 
0.810 
0.595 
0.810 
0.102 
0.117 
o. 796 
0.164 
0.59S 
0.223 
0.210 ···::~ 
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Varicella Vaccine Safety .Analysis: Outpatient Visit• 18+ Year of J\qe -- I111111unizationa through 12/31/96, Events throu9h 02/05/97 1-30 Day Risk Period and 91-120 D&ys AFTER Control Period 
Rates, Relative Riak Estimates and 951 Confidence Intervals (Rates per 1000 Person-Years ) 

· Dia9nos1• 

ABOCMINAL PAIN 
ABOCMINAL "1J.L PAIN 
ABORTia-1, THREM'ENEO 
ABORTION-SPONTAN 
.NISCESS 
ACCa4MOMTIVE DISORDER 
J\.CNE 
ADENITIS 
AGE 
J\LLERGIC REACT W OR W/0 HIVES 
ALLERGIC REACTION (INC. HIVES) 
JU.LERGIC RHINITIS 
ALOPECIA 
AMENORRHEA 
J\MPHETJ\MINE DEPENDENCE 
ANEHlA 
ANTIHij;TAMIN£ 
APNEA 
ARRHYTHMIA 
AARYTHMIAS/PALPITATIONS 
AATHIUILGIA / ARTHRITIS 
ASTHMA 
ATYPIA - CERVIX 
81\CK PAIN 
BLOOD CELL DISORDERS 
BPH 
BREAST - FIBROCYSTIC DISEASE 
BR£AST CONCERNS 
BREAST EXJ\M ONLY 
BREAST REDUCTION 
BRc»ICHIOLITIS 
BRONCHIOLITIS W PNE!JMONIA 
BURSITIS/TENDONITIS - LONER EX BURSITIS/TENOONITIS-UPPER EXTR 
Cl\.: SQUAMOUS CELL 
CANCER 
CI\.RPAL TUNNEL SYNORO!E 
CATJ,,1!.J>Cr 
CELLULITIS 
CERVICOGENIC HEADACHE 
CHEST PAIN 
CHOLELITHIASIS 
CHRONIC LUNG OIS£.1>.SE 
COCCYX PAIN 
CONDYLtJ,11\. - CERVIX 
CONDYLc»!1'< - WLVA 
CONGENITAL ANOMALY 
CONJUNCTIVITIS 
CONSTIPATION 
CONTUSION - UNSPECIFIED 
CONVERGENCE DISORDER 
CORNS/CALLUSES 
COUGH 
CYST 
cYST/MASS - BREAST 
CYST/MASS.,-. :~IST· 
CYST/HASS HAND 
CYST/MASS, ftlNCTIONAL - AONEXA 
CYSTITIS 
DERMATITIS, SEBORRHEIC 
DIABETES 
DRUG INTOX 
DRUG REACTION 
DYSFUNCTION OF THE CERVICI\.L SP 

1-30 
days 

N 

7 
1 
0 
1 
3 
1 

17 
1 

11 
3 
3 

27 
2 
l 
1 
0 
l 
1 
0 
2 
6 

16 
2 

19 
1 
l 
2 

37 
1 
1 

26 
0 
l 
2 
1 
7 
4 
0 
9 
1 
2 
1 
1 
1 
1 
2 

18 
8 
0 
1 
l 
2 
1 
1 
1 
l 
l 
l 
1 
l 

11 
2 

18 
1 

l-30 
days 
Rate 

33 . 48 
4.78 
0.00 
4.78 

14.35 
4 . 78 

81.30 
4.18 

52. 61 
14.35 
14 . 35 

129. 12 
9 . 56 
4 . 78 
4 . 78 
o.oo 
4.78 
4.78 
0.00 
9 . 56 

28.69 
76.52 

9.56 
90 . 86 

4 . 78 
4.78 
9 . 56 

176. 95 
4 , 78 
4 .78 

124.34 
o.oo 
4 . 78. 
9 . 56 
4.78 

33.48 
19.13 
o.oo 

43.04 
4.78 
9.56 
4.78 
4.78 
4.78 
4.78 
9.56 

86.08 
38.26 
o.oo 
4.78 
4 .78 
9 . 56 
4 . 78 
4.78 
4.78 
4 . 78 
4.. 78 
4. 78 
4.7B 
4 . 7B 

52. 61 
9.56 

B6.08 
4.78 

91-120 
days 

N 

5 
0 
l 
0 
2 
0 

ll 
0 
8 
l 
1 

19' 
2 
0 
0 
l 
0 
0 
l 
0 
0 

10 
2 
5 
1 
0 
0 

16 
0 
0 

12 
1 
0 
0 
0 
7 
0 
l 
4 
0 
4 
0 
0 
0 
0 
l 

11 
8 
l 
0 
0 
0 
0 
2 
0 
0 
0 
0 
0 
0 
3 
2 

16 
0 

91-120 
days 
Rate 

39.02 
o.oo 
7.80 
o.oo 

15.61 
o.oo 

B5.84 
o.oo 

62 . 43 
7.80 
7.80 

148.28 
15.61 
o.oo 
o.oo 
7.80 
0.00 
o.oo 
7.80 
o.oo 
o.oo 

78,04 
15.61 
39.02 
7.80 
o.oo 
o.oo 

124.. 86 
o.oo 
0.00 

93.65 
7.80 
o.oo 
0.00 
o.oo 

54.63 
0.00 
7 . 80 

31.22 
o.oo 

31.22 
o.oo 
0.00 
0.00 
o.oo 
7.80 

es. 84 
62.43 
7.80 
o.oo 
o.oo 
o.oo 
o.oo 

15.61 
o.oo 
o. oo 
o.oo 
0.00 
o.oo 
o.oo 

23.41 
15.61 

124.86 
o.oo 

Relative 
Risk 

Estimate 

0.86 

0 . 00 

0. 92 

o. 95 

0.84 
1.84 
1.84 
0.87 
0.61 

o. oo 

0.00 

0.98 
0.61 
2.33 
0.61 

1,42 

1..33 
0 . 00 

0.61 

0.00 
1.38 

0.31 

1.23 
1.00 
0.61 
o.oo 

0.31 

2.25 
0.61 
0.69 

951 CI 
Lower 
Bound 

0.27 
0.03 
o.oo 
0.03 
0.14 
0.03 
0.44 
0.03 
0 . 34 
0.20 
0.20 
o. 48 
0.06 
0.03 
0.03 
0.00 
0.03 
0.03 
0.00 
0.18 
0.95 
0.45 
0.06 
o. 91 
0.02 
0.03 
0.18 
0.80 
0.03 
0 . 03 
0.68 
o.oo 
0.03 
0.18 
0.03 
0.21 
o.ss 
0.00 
0 . 43 
o.03 
0.04 
0.03 
0.03 
0.03 
0.03 
0.09 
o. 47 
0.22 
0.00 
0.03 
0.03 
0.18 
0.03 
0.01 
0.03 
0 . 03 
0.03 
0.03 
0 . 03 
0.03 
o.67 
0.06 
0.35 
0.03 

*Total iuy be somewhat less than colu111n total due to multiple diagnoses Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

2.96 

11.64 

7.73 

2.09 

2 . 19 
48.40 
48.40 
1.59 
5.89 

11 . 64 

ll.64 

2.24 
5.89 
6.99 

23.90 

2.61 

2.72 
11.64 

1.83 

11.64 
5.15 

1.73 

36.15 
2.20 
1,69 

11.64 

4.03 

10. 03 
5 . 89 
1.37 

21 

P-Value 
(Mid-Prob.) 

o. 787 
0 . 620 
0.3B0 
0.620 
o. 911 
o . 620 
o. 879 
0.620 
o. 709 
0.658 
0.658 
0.641 
0 . 647 
0.620 
0 . 620 
0 . 380 
0.620 
0.620 
0 . 380 
0.384 
0.057 
0.950 
0.647 
0.082 
o. 760 
0.620 
0.384 
0.244 
0.620 
0.620 
0.425 
0.380 
0 . 620 
0.384 
0.620 
0 . 370 
0.148 
o.380 
0.619 
0.620 
0.185 
0.620 
0.620 
0.620 
o. 620 
0.915 
0 . 999 
0.337 
0 . 380 
0 . 620 
0.620 
0 . 384 
0.620 
0.378 
0.620 
0.620 
0.620 
0.620 
0.620 
0,620 
0.213 
0.647 
0 . 284 
0 . 620 
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Varicella Vaccine Safety Analysis: outpatient Visits 22 18+ Year cf Age -- Immunizations through 12/31/96, Events thrcuqh 02/05/97 1-30 Day Risk Pericc:I and 91-120 o.,ys AFTER Control Per1cc:I 
Rates, Relative Risk Estimates and 951 Confidence Intervals (Rates per 1000 Person-Years ) 

1-30 1-30 91-120 91-120 Relative 9S1 CI 9SI CI days days days days Risk Lower Upper P-Value Diagnosis N Rate N Rate Estimate Bound Bound (Mid-Prob.) 
OYSruNCTION OF THE SHOULDER 2 9.56 1 7 .80 1.23 0.09 36.1S 0.915 DYSHIDROSIS 1 4.78 0 o.oo 0.03 0.620 OYSMENORRHEA 2 9.56 3 23.41 0.41 0.05 2.75 0.356 DYSPEPSIA 2 9.56 3 23 . 41 0.41 0.05 2.75 0.356 D¥SPHI\GIA/ ESOPHAGEAL 1 4.78 0 o.oo 0.03 0. 620 OYSPLASIA - CERVIX 1 4.78 0 o.oo 0.03 0.620 D¥SPLASIA, HIGH GRADE - CERVIX 1 4.78 0 0.00 0.03 0.620 D¥SPNEA 1 4.78 0 o.oo 0.03 0. 620 D'!STHYMIA 10 47.82 2 15.61 3.06 o. 75, • 20.56 0.134 ECTOPIC PREGNANCY R/0 2 9.56 0 o . oo 0.18 o.384 ELBON EPICOND'lLITIS 1 4.78 0 o . oo 0.03 0.620 ELECTIVE SURGERY 2 9.56 2 15. 61 0.61 0.06 5.,89 0.647 EMPHYSEMI\/COPD 1 4.78 0 0.00 0.03 0.620 ENDCMETRIOSIS 1 4.78 0 o.oo 0.03 0.620 EPILEPSY 0 o.oo 2 lS. 61 0.00 0.00 2.13 0.144 EPISCLERITIS 0 0.00 l 7.80 o.oo o.oo 11.64 ·0.380 EPISTAXIS 0 0.00 1 7 . 80 o.oo o. oo 11.64 0.380 EUSTACHIAN 6 28.69 0 o.oo 0.95 0 . 057 FATIGUE 2 9.56 2 15. 61 0.61 0.06 S.89 0.647 FEVER l 4.78 0 o.oo 0.03 0.620 FIBROC'lSTIC CHANGES - BREAST 2 9.56 l 7.80 1.23 0.09 36.15 0.915 FIBROIDS - UTERUS 3 14.35 l 7.80 l.84 0.20 48.4 0 0. 658 FOI.LICULITIS 2 9.56 0 o.oo 0.18 0. 384 FOOD ALLERGY 3 14.35 1 7.80 1.84 0.20 48. co 0.658 FOOT DISORDER 2 9.56 1 7.80 1.23 o. 09 36.15 0. 915 GASTRITIS 5 23.91 7 54 . 63 0. ◄4 0.13 1.42 0.167 GI BLEEDING 0 o.oo l 7 .80 0.00 0.00 11.64 0.380 GI DISORDER NOS 0 0.00 l 7.80 0.00 o.oo 11.64 0.380 GLIWCCl'IA 3 14.35 0 0.00 - 0.36 0.238 HEAMCHE 16 76.52 8 62 . 43 1.23 0 . 53 3.03 0.655 HEALTHCARE CLASS 2 9.56 5 39.02 0.25 0.03 1.24 0.092 HEARING LOSS l 4.78 2 15 . 61 0 . 31 0.01 4.03 0.378 HEMOPHILIA l 4.78 0 o.oo 0.03 0.620 HEMORRHOIDS 5 23.91 0 o.oo 0.75 0.092 HERPES - WLVA l 4.78 0 0.00 0.03 0.620 HERPES SIMPLEX 3 14 .35 0 0.00 0. 36 0.238 HIP/KNEE/ANKLE PAIN 4 19.13 1 7.80 2.45 0.31 60.66 o. 464 KIRSUTISH l 4.78 0 0 . 00 0.03 0. 620 HORMONE MNGT, MENOPAUSAL l 4.78 0 o.oo 0.03 0. 620 HYPERLIPIDEMIA 4 19.13 4 31 . 22 0.61 0.14 2 .72 0.504 HYPERTENSION 6 28.69 8 62. 43 0.46 0 . 15 1.35 0.158 HYPOTHYROIDISM 4 19,13 1 7 , 80 2 .45 0.31 60. 66 0.464 IDCM 0 o.oo l 7 . 80 0.00 0.00 11.64 0.380 INCONTINENCE - o"l'RESS l 4.78 0 0 . 00 0.03 0.620 INFERTILITY 3 14.35 2 15.61 0.92 0.14 '7 .73 0.911 IRREG. MENSTRUAL CYCLE 4 19.13 l 7 . 80 2.45 0.31 60.66 0.464 IRRITABLE Ba9EL SYNDR<liE 5 23.91 2 15.61 1.53 0.30 ll.40 0.6S1 ICERATITIS 0 o.oo l 7.80 o.oo 0.00 11 .64 0.380 l<ERATOSIS, SEBORRHEIC 2 9.56 l 7.80 1.23 0.09 36.15 0.915 KERATOSIS-ACTINIC 1 4.78 2 15.61 0.31 0.01 4.03 0.378 KERATOSIS-PILARIS 3 14.35 0 .o.oo 0 .36 0.238 KNEE/THIGH DYSFUNCTION l 4.78 1 7.80 0. 61 0.02 23. 90 o. 760 LAB. TEST/ABNORMALITY l C.78 0 0.00 0.03 0.620 LARYNGITIS 1 4.78 l 7.80 0.61 0.02 23. 90 o. 760 LATERAL EPICONDYLITIS 1 4. '78 0 0.00 0. 03 0.620 LENTIGO 2 9.56 0 o.oo 0.18 0.384 LICHEN PLT\NUS- 0 0.00 l 7.80 o.oo 0.00 11.64 0.380 W>.CULA - HOLE l 4.78 0 o . oo 0.03 0.620 HENORRKAGIA l 4.78 0 0.00 0.03 0.620 MENSTRUAL DISORDER l 4. 78 0 o.oo 0.03 0.620 HID BACK PAIN-CHEST/THORACIC l 4.78 0 0.00 0.03 0.620 MOLLUSCUH CONTAGIOSUM l 4.78 0 o.oo 0.03 0.620 MULTIFIT CARDIAC RE!IABILITATIO 1 4.78 0 o.oo 0.03 0 . 620 HUSC. / SKELETAL PAIN 12 57 .39 6 46.82 1.23 0 .46 3.54 0.705 

•Total may be somewhat less th~n column total due to multiple diagnoses Mid-Probability Method for CI and Two-Sided Exact Binomial Test 
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Varicella Vaccine safety Malysia: Outpatient V1s1te 18+ Year of Age -- I111111unizations through 12/31/96, Events through 02/05/ 97 1-30 Day Risk Period and 91-120 Days AFTER Control Period 
Rates, Relative Risk Estimates and 951 Confidence Intervals (Rates pe r 1000 Person-Year• 1 

Diagnosis 

NASAL 
NECK PAIN 
NEUROLOGICAL, GENERAL DISORDER 
NEURCIU'./NEURITIS 
NEWS, OYSPLASTIC SYNDR~ 
OBESITY 
ONYCHOCRYPTOSIS 
ONYCHCHYCOSIS 
OPTIC NERVE DISORDER 
ORTHO. PROB. NOS 
OTITIS EXTERNA. 
OTITIS MEDIA 
PARKINSON'S DISEASE 
PAT-FEM SYND 
PELVIC PAIN UNK ETIOLOGY 
PERFORH1\NCE STATUS, BEDRIDDEN 
PERIPHERAL NEUROPATHY 
PHARYNGITIS 
PLANTAR FASCIITIS 
PNEUKOOITIS 
POLYARTHRITIS 
POLYCYSTIC ov,JlIAN SYNDRc»!E 
POST-OP CARE 
PRE-OP 
'~ .. \;. . ..:.::·. 
PROSTATE CA. 
PROSTATITIS 
PSORIASIS 
PSYCHOLOGIC}IL PROBLEM 
POLMOAARY FIBROSIS- RESTRICTIV 
PVD (VIT. DETACH. 1 
PVD/VENOUS INSUF. 
R/0 STD 
RADICULOPATHY 
RASH 
RENAL FAILURE 
REPETITIVE USE/MOTION STRAIN -
ROUTINE POST-OP VISIT 
SCAR 
SEXUAL DYSFUNCTION 
SHOULDER DYSE'UNCTION 
SHOULDER SPRAIN/STRAIN 
SINUSITIS 
SLE 
SLEEP DISORDERS 
SOB/DOE 
SOFT TISSUE DIS 
STROKE 
SUBACRa-t.PATH. 
THIGH STRAIN 
TINEA INFECTION 
TINNITUS 
TMJ SYNDRCHE 
TONSILLITIS 
TAAIJMA 
TRIGGER FI,:l.G~-
TUBERCULOSIS -
TUMOR,SPINAL,INTRADURAL,EXTRAM 
ULCER 
ULCERS / SKIN 
URETER - STONE 
URETHRAL SYNDROME 
URI 
UTI 

1•30 
days 

N 

1 
2 
2 
l 
l 
4 
0 
l 
1 
l 
4 
9 
l 
2 
6 
l 
1 

18 
3 
1 
1 
0 
1 
6 

·:A 
1 
1 
2 

37 
l 
1 
1 

10 
3 

32 
l 

-2 
1 
1 
1 
2 
2 

34 
l 
3 
l 
l 
l 
l 
l 
4 
2 
2 
l 

44 
l 
1 
l 
2 
l 
1 
l 

40 
13 

1-30 
days 
Rate 

4.78 
9.56 
9.56 
4.78 
4 .78 

19.13 
0.00 
4.78 
4.78 
4 . 18 

19.13 
43. 04 
4.18 
9.56 

28.69 
4.78 
4.78 

86.08 
14.35 

4. 78 
4 .78 
0.00 
4 .18 

28.69 

·::~:l!:. 
4 .78 
9.56 

176.95 
4.78 
4.78 
4.78 

47 .82 
14.35 

153.03 
4.78 
9.56 
4.78 
4.78 
4. 78 
9.56 
9.56 

162.60 
4.78 

14.35 
4.78 
4 . 78 
4.78 
4.78 
4.78 

19.13 
9.56 
9.56 
4 . 78 

210.42 
4.78 
4 .78 
4.78 
9.56 
4. 78 
4.78 
4.78 

191.29 
62.17 

91-120 
days 

N 

2 
4 
0 
0 
0 
3 
3 
1 
0 
0 
0 
4 
0 
1 
2 
0 
l 

10 
l 
0 
0 
1 
1 
5 ,. 
0 
0 

28 
0 
0 
0 
4 
1 

10 
0 
0 
0 
l 
0 
3 
0 

19 
0 
l 
0 
0 
0 
0 
0 
3 
0 
0 
0 

31 
0 
0 
0 
2 
0 
0 
0 

19 
6 

91-120 
days 
Rate 

15.61 
31. 22 
0.00 
0 . 00 
0 . 00 

23 . tl 
23 . 41 
7.80 
o.oo 
0 .00 
o.oo 

31 .22 
0 .00 
7.80 

15. 61 
0.00 
7 .80 

78.04 
7 .80 
0.00 
o.oo 
7.80 
7 . BO 

3!1.02 
~JtA. • o.oo 

0 .00 
0 . 00 

21B.Sl 
o.oo 
o. oo 
0 .00 

31.22 
7 . 80 

78.04 
o.oo 
0.00 
o.oo 
7.80 
0.00 

23 . 41 
0.00 

148 . 28 
0.00 
7.80 
0 . 00 
0.00 
0.00 
0.00 
o.oo 

23. U 
0 . 00 
0 . 00 
0 . 00 

241.92 
0.00 
o.oo 
0. 00 

15. 61 
o.oo 
0.00 
o.oo 

148.28 
46.82 

Relative 
Risk 

Estimate 

0.31 
0.31 

0.82 
0.00 
0.61 

l.38 

1.23 
1.84 

0.61 
1.10 
1.84 

0.00 
0.61 
0.74 
·p, .. ,;lif' 

0.81 

1.53 
1.84 
1.96 

0 . 61 

0.41 

1.10 

1.84 

0.82 

0.87 

0.61 

1.29 
1.33 

951 CI 
Lower 
Bound 

0.01 
0 .04 
0.18 
0 .03 
0.03 
0.17 
0.00 
0.02 
0.03 
0.03 
0.55 
0. 43 
0.03 
0.09 
0.39 
0.03 
0.02 
0.51 
0 . 20 
0.03 
0.03 
0.00 
0.02 
-~-~l. 
!f..,;~ 
0.03 
0.03 
0.18 
a.so 
0.03 
0.03 
0 .03 
0.49 
0 . 20 
0.99 
0.03 
0.18 
0 .03 
0.02 
0.03 
0 .05 
0.18 
0.63 
0.03 
0.20 
0.03 
0. 03 
0,03 
0.03 
0.03 
0.17 
0.18 
0 . 18 
0.03 
0.55 
0.03 
0.03 
0.03 
0 . 06 
0.03 
0.03 
0.03 
0.75 
0.51 

•Total may be somr.mat less than column total due to multiple diagnoses Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper 
Bound 

4.03 
1.73 

4.38 
1.05 

23.90 

5.15 

36.15 
13.23 

23.90 
2.49 

48.40 

U.64 
23.90 
2.62 

-~ .... ~ 

l.33 

5. 64 
48.40 
4.18 

23.90 

2.75 

1.96 

48.40 

4.38 

1.39 

5.89 

2.27 
3.79 

23 

P•Value 
(Mid-Prob.) 

0.378 
0.185 
0.384 
0.620 
0.620 
0. 788 
0. 055 
o. 760 
0 .620 
0.620 
0.148 
0.619 
0.620 
0.915 
0.488 
0.620 
0.760 
0.819 
0.658 
0.620 
0.620 
0.380 
0.760 
0.616 
:,l)l~s,;~ :·· 
0.620 
0.620 
0 . 384 
0.401 
0.620 
0.620 
0.620 
0.492 
0 . 658 
0.056 
0.620 
0.384 
0.620 
0.760 
0.620 
0.356 
0.384 
0.758 
0.620 
0.658 
0.620 
0 . 620 
0.620 
0.620 
0 . 620 
o. 788 
0 . 384 
0.384 
0. 620 
0.551 
0.620 
0.620 
0.620 
0.647 
0.620 
0.620 
0.620 
0.365 
0.585 

IR#0149_000088



Varicella Vaccine Safety Analysis: Outpatient Visits 
18+ Year of Age -- Immunizations through 12/31/96, Events through 02/05/97 

1-30 Day Risk Period and 91-120 Days AFTER Control Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years J 

1-30 l-30 91-120 91-120 Relative 951 CI 
days days days days Risk Lower 

Diagnosis N Rate N Rate Estimate Bound 

VAGINAL - HERPES l 4,78 0 o.oo 0.03 
VAGINITIS/VAGINOSIS 21 100. 43 9 70.24 1-43 0.66 
VALVULAR HE:1\RT DISEASE 0 0.00 1 7.80 0.00 0.00 
VARICELLA l 4.78 0 0.00 0.03 
VARICEI.LA ZOSTER l 4.78 l 7.80 o. 61 0.02 
VARICOSE VEINS 1 4.78 0 0.00 0.03 
VENOUS STASIS ULCERATION 1 4.78 l 7.80 0.61 0.02 
VERTIGO/DIZZINESS 
VIRAL SYNDRCME 
VISION PROBLEM 
VULVA - CYST 
WARTS 
WEAKNESS/FATIGUE 
WELL CARE 
•Total 

1 4.78 3 23.41 0.20 o. 01 
14 66.95 7 54. 63 1.23 0.50 
50 239.12 22 lil.69 1.39 0.85 
l 4.78 0 0.00 0.03 
6 28.69 5 39.02 0. 74 0.21 
3 14.35 1 7.80 l. B4 0.20 

155 74l. 26 79 616.51 1.20 0.92 
551 2635.06 323 2520.68 1.05 0.91 

*Total may be somewhat less than column total ·due to multiple diagnoses 
Mid-Probability Method for CI and Two-Sided Exact Binondal Test 

24 

95t CI 
Upper P-Value 
Bound (Mid-Prob. ) 

0 .620 
3.28 0.377 

11. 64 0.380 
0.620 

23.90 0.760 
o. 620 

23.90 0.760 
1.92 0.17B 
3.24 0.679 
2·. 34 0.194 

0.620 
2-62 0.616 

48.40 0.658 
1.58 0 . 181 
1.20 0 . 528 
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Appendix Ill 
Significantly Elevated AEs 
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Adverse Event 

Abscess 

Acute Gastroenteritis 

Allergic React w or w/o Hives 

Allergic React w Hives 

Allergic Rhinitis 

Alopecia 

Apnea 

Attention Def Dis 

Back Pain 

Congenital Anomaly 

Congenital Heart Disease 

Elective Procedure 

Elective.Surgery 

Epilepsy 

Febrile Illness 

Healthcare Class 

Significantly Elevated Adverse Events 
VARIVAr 

Age at Control 
Visit Type Injection Period 

Relative 
Risk 

(Years) Estimate 

Outpatient 1 Before 1.47 

Hospitalization 1 Historical 1.84 
Emergency Room 1 After 1.70 
Emergency Room 1 Historical 1.48 

Outpatient 1 After 1.14 

Outpatient 1 After 1.27 

Outpatient 1 After 1.27 

Outpatient 1 Before 3.72 

Outpatient 2- 12 After 7.80 

Outpatient 2- 12 Before 2.65 
Outpatient 2- 12 After 1.82 

Outpatient 2 - 12 Before 1.47 

Outpatient 2- 12 Before 2.35 
Outpatient 2-12 After 3.05 

Outpatient 1 After 1.30 
Outpatient 2- 12 Before 1.77 
Outpatient 2- 12 After 1.50 

Outpatient 2 - 12 Before 1.76 
Outpatient 2- 12 After 1.72 

Hospitalization l After 1.44 
Hospitalization 1 Historical 1.55 
Hospitalization 2- 12 Before 1.44 

Outpatient l Before 2.59 
Outpatient 2- 12 Before 2.83 
Outpatient 2- 12 After 2.03 

Emergency Room 1 Before 00 

Hospitalization I Historical 00 

Outpatient l After 1.75 
Emergency Room 1 Before 2.00 
Emergency Room 1 After 2.57 

Outpatient 2- 12 After 1.56 

Outpatient 1 Before 5.17 
Outpatient 2 - 12 Before 6.21 

95% Cl P-Value 

(1.04 - 2.08) 0.029 

(1.04 - 3.34) 0.035 
(1.20 - 2.43) 0.002 
(1.08 - 2.06) 0.016 
(1.04 - l.26f 0.005 

(1.02- 1.60) 0.036 

(1.02 - 1.60) 0.036 

(1.44 - 11.24) 0.005 

(1.25 - 174.47) 0.024 

(1.51 - 4.85) 0.001 
(1.09 - 3.10) 0.022 

(1.02 - 2.12) 0.037 

(1.17 - 4.97) O.Ql5 
(1.41-7.19) 0.004 

(1.01 • 1.68) 0.042 
(1.34 - 2.34) <0.001 
(1.14 - 1.96) 0.003 

(1.10 - 2.87) O.Ql8 
(1.07 - 2.82) 0.025 

(1.09 - 1.90) 0.011 
(1.18 • 2.04) 0.002 
(1.10 - 1.88) 0.008 

(1.46 - 4.74) 0.001 
( 1.69 - 4.89) <0.001 
(1.27 - 3.31) 0.003 

(1.54- oo) 0.016 

(1.23 • oo) 0.031 
(1.37 - 2.25) <0.001 
(1.26 - 3.25) 0.003 
(1.52 - 4.49) <0.001 
(1 .08 - 2.28) O.Ql8 

(1.26 - 34.70) 0.019 
(1.57 - 40.88) 0.006 
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Adverse Event 

Heart Munnur 

Hives 

Metatarsus Adductus 

Neurological Gen Dis 

Otitis Extema 

Phimosis 

Pneumonia 

Rash 

Seizure, Febrile 

Seizures 

R/O Sepsis 

Soft Tissue Dis 

Tonsillitis 

Trauma 

URI 
.. -· :-=!!.: 

Valvular Heart Disease 

Varicclla 

Varicella w & w/o Cellulitis 

Significantly Elevated Adverse Events 
VARIVAt' 

Age at Control 
Visit Type Injection Period 

(Yea.-s) 

Outpatient 2- 12 After 

Emergency Room 2- 12 After 

Outpatient 2 -12 After 

Outpatient 2-12 Before 

Outpatient 2-12 After 

Outpatient 2 - 12 Before 

Outpatient 1 Before 

Outpatient 1 After 
Emergency Room 1 After 

Hospitalization 1 After -
Hospitalization 1 Historical 

Outpatient 1 After 

Outpatient 1 Before 
Outpatient 2 - 12 Before 
Outpatient 2- 12 After 

Outpatient 1 Before 

Outpatient 2 - 12 After 

Outpatient 2- 12 After 
Ernagency Room 2- 12 After 

Hospitalization 2 - 12 After 

Outpatient 2- 12 Before 
Outpatient 2 - 12 After 

Outpatient 1 Before 
Qutpatient 1 After 
Outpatient 2 - 12 Before 
Outpatient 2 - 12 After 

Emergency Room 2-12 Before 

Emergency Room 2-12 Before 

Relative 
Risk 95% CI P-Value 

Estimate 

2.79 (1.21-7.08) 0.015 

3.46 (1.02 - 15.42) 0.045 

8.77 (1.44 - 193.96) 0.013 

00 (l.94 - oo) 0.007 

1.40 (1.07 - I.83) 0.014 

3.79 (1.12 - 16.93) 0.030 

1.42 (l.02- I.99) 0.040 

1.18 (1.04 - 1.34) 0.010 
2.54 (1.10- 6.45) 0.028 

2.27 (1.03 - 5.45) 0.043 
3.02 (1.32 - 7.63) 0.008 

1.59 (1.02 - 2.52) 0.041 

3.40 {1.50 ~ 8.53) 0.002 
6.21 ( 1.57 - 40.88) 0.006 
5.85 {1.48 - 38.52) 0.008 

7.24 (1.12 - 164.44) 0.035 

1.90 {1.08 - 3.42) 0.025 

1.15 (1.01 - 1.31) 0.036 
1.18 (1.02 - 1.36) 0.022 

00 (1.13 • oo) 0.038 

3.31 {1.26 - IO.IO) 0.014 
15.60 (2.81 - 330.40) <0.001 

3.79 (1.59 - 10.24) 0.002 
10.11 (2.77 - 63.71) <0.001 
12.07 (4.14 - 49.49) <0.001 
8.53 (3.28 - 28.17) <0.001 

00 (1.54 - oo) O.Q16 

00 (1.54 - oo) 0.016 
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Adverse Event 

Viral Syndrome 

Vision Problem 

Well Care/Child 

Significantly Elevated Adverse Events 
VARIVAX~ 

Age at Control 
Visit Type Injection Period 

Relative 
Risk 

(Years) Estimate 

Outpatient I Before 1.1 
Outpatient 1 After 1.31 

Emergency Room I After 1.73 

Outpatient 2 - 12 Before 1.98 
Outpatient 2 - 12 After 1.55 

Emergency Room 2 - 12 Before 2.08 
Emergency Room 2- 12 After 2.62 

95% Cl P-Value 

(1.02 - 1.18) 0.013 
(1.21 - 1.42) <0.001 
(1.25 - 2.41) 0.001 

(1.72 - 2.28) <0.001 
(1.36 - 1.78) <0.001 

(1.06 - 4.29) 0.034 
(1.25 - 5.91) 0.010 
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Appendix IV 
Stratifcation by MMR 
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Varicel4 VaaciDe Safety .I.Daly•i•: Boapitalizati-• 
1 Year of~ -- x-mizati_. through 12/31/96, Vi•it• thx'ough 02/05/97 

o-&o Day Ri■k Period -a 91-150 Dll,78 Ar1'D c-troi Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years ) 

0-60 days o-60 days 91-150 91-150 Relative 951 CI 95% CI 
w/o HMR w/o HMR days days RJ.sk Lower Upper P-Value 

oiagnosis N Rate N Rate Estimate Bound Bound (Mid-Prob.) 

Febrile Illness 1 0.42 0 0.00 0.05 0.534 
Seizure, Febrile 2 0.85 3 l.46 0.58 0.07 3.92 0.586 

0-60 days 0-60 days 91-1S0 91-150 Relative 951 CI 951 CI 
w MMR w MMR days days Risk Lower Upper P-Value 

Diagnosis N Rate N Rate Estimate Bound Bound (Mid-Prob.) 

Febrile Illness 4 1.21 2 0.76 1.59 0.28 12.40 0.629 
Seizure, Febrile 19 5.74 5 1.90 3.02 1.18 9.06 0.020 

o-60 Day Ria Period and 31-90 Daya BDOU: ecmtrol Period 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years ) 

31-90 31-90 
0-60 days 0-60 days days days Relative 951 CI 95% CI 
w/o MMR W/O MMR before before Risk Lower Upper P-Value 

Diagnosis N Rate N Rate Estimate Bound Bound (Mid-Prob.) 

Febrile Illness 1 0.42 3 l.27 0.33 0.01 3.14 0.377 

31-90 31-90 
0-60 days 0-60 days days days Relative 95% CI 95% CI 

w MMR w MMR before before Risk Lower Upper P-Value 
Diagnosis N Rate N Rate Estimate Bound Bound (Mid-Pro.b. l 

Febrile Illness 4 l.21 3 0.90 l.34 0.28 7.19 0. 720 
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Diagnosis 

Acute Gastroenteritis 
Febrile illness 
Rash 
Viral Syndrome 

Diagnosis 

Acute Gastroenteritis 
Febrile illness 
Rash 
Viral syndrome 

Diagnosis 

Epilepsy 
Febrile illness 

Diagnosis 

Epilepsy 
Febrile illness 

Varicella Vaccine Safety Analysis: Emergency Room Visits 
l Year of 1\qe -- Immunizations through 12/31/96, Visits through 02/05/97 

0-30 Day Risk Period and 91-120 Days AFTER Control Period 
Without MMR vs. Concomitant MHR 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
!Rates per 1000 Person-Years) 

0-30 days 0-30 days 91-120 91-120 Relative 95t CI 
w/o MHR v/o MMR days days Risk Lover 

N Rate N Rate Estimate Bound 

38 32.14 21 20.50 1.57 0.92 

18 15.22 8 7.81 1.95 0.86 
4 3.38 4 3. 91 0.87 0.20 

34 28.76 31 30.27 0.95 0.58 

0-30 days 0-30 days 91-120 91-120 Relative 951 CI 
w MMR w MMR days days Risk Lower 

N Rate N Rate Estimate Bound 

54 32.43 27 20.87 1.55 0.9B 
34 20.42 10 i . 73 2.64 l. 34 
16 9.61 3 2 . 32 4 .14 l. 31 
71 42,65 23 17.78 2.40 l. 51 

Varicella Vaccine Safety Analysis: Emergency Room Visits 
l Year of 1\qe -- Immuni~ations through 12/31/96, Visits through 02/05/97 

0-30 Day Risk Period and 31-60 Days BEFORE Control Period 
Without MHR vs. concomitant MMR 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
!Rates per 1000 Person-Years ) 

31-60 31-60 
0-30 days 0-30 days days days Relative 951 CI 
w/o MMR w/o MHR before before Risk Lover 

N Rate M Rate Estimate Bound 

4 3.38 0 0.00 0.90 
18 15.22 12 10.15 l.50 o. 72 

31-60 31-60 
0-30 days 0-30 days days days Relative 95t CI 

w MMR ,., MHR bef0re before Risk L=er 
N Rate N Rate Estimate Bound 

2 1.20 0 0.00 0.29 
34 20.42 14 8.41 2.43 1.32 

• Mid-Probability Method for CI and Two-Sided Binomial Test 

951 CI 
Upper P-Value 
Bound !Mid-Prob. I 

2. 71 0.096 
4.75 0.113 
3;84 O.BH 
l. 55 0 . 836 

951 CI 
Upper P-Value 
Bound (Mid-Prob.) 

2.50 0.059 
5.61 0.004 

17.82 0. 012 
3.91 <0.001 

951 CI 
Upper P-Value 
Bound !Mid-Prob. ) 

0.063 
3.20 0.281 

951 CI 
Upper P-Value 
Bound (Mid-Prob. l 

0.250 
4.66 o. 004 
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Diagnosis 

AGE 

Varicella Vaccine Safety Analysis: Outpatient Visits 
Year of Age -- Immunizations through 12/31/96, Visits through 02/05/97 

1-30 Day Risk Period and 91-120 Days AETER Control Period 
Without MMR vs. Concomitant MMR 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years) 

1-30 days 1-30 days 91-120 91-120 Relative 951 CI 951 CI 
w/o MMR w/o HMR days days Risk Lower Upper 

N Rate N Rate Estimate Bound Bound 

385 336.85 331 323.16 1.04 0.90 1.21 
ALLERGIC REACT W OR W/0 HIVES 62 54.25 65 63.46 0.85 0.60 1.21 
ALLERGIC REACTION (INC. HIVES l 62 54.25 65 63. 46 a.es 0.60 1.21 
CONGENITAL N,IOMALY 60 52.50 37 36.12 l.45 o. 97 2.21 
FEBRILE ILLNESS 66 57. 75 40 39.05 1.48 1.00 2.21 
R/0 SEPSIS 11 9.62 2 1. 95 4. 93 1.23 32.14 
RASH 186 162. 74 203 198.19 o. 82 0.67 1.00 
SEIZURES 16 1(.00 17 16.60 o. 84 0.42 l.69 
VAAICELLA 11 9.62 2 1.95 4. 93 1.23 32.74 
VIRAL SYNDROME 506 442.72 444 433.49 1.02 0.90 1.16 

1-30 days 1-30 days 91-120 91-120 Relative 951 er 951 CI 
w MMR v MMR days days Risk Lover Upper 

Diagnosis N Rate N Rate Estimate Bound Bound 

JI.GE 598 371.Si 459 354.77 1.05 0.93 1.18 
ALLERGIC REACT W OR W/0 HIVES 118 73.32 65 50.24 1.46 1.08 1. 98 
ALLERGIC REACTION (INC. HIVES) 118 73.32 65 50.24 1.46 1.08 1.98 
CONGENITAL ANOMALY 83 . 51.57 64 49.47 1.04 0.75 1.45 
FEBRILE ILLNESS 113 70.21 54 41.74 1.68 1.22 2.34 
R/0 SEPSIS 12 7.46 4 3.09 2.41 0.81 8.66 
RASH 369 229.28 229 177 .00 1-30 1.10 l.53 
SEIZURES 36 22.37 13 10.05 2.23 1.20 4 .34 
VARICELLA ll 6.83 0 0.00 2.57 
VIRAL SYNDROME 964 598. 98 586 452.93 1. 32 1.1.9 1.47 

Mid-Probability Method for CI and Two-Sided Exact Bi~omial Test 

!?-Value 
(Mid-Prob. l 

0.580 
0.378 
0. 378 
0.072 
0. 049 
0.021 
0.052 
o. 629 
0. 021 
0. 746 

!?-Value 
(Mid-l?rob. I 

0. 456 
o. 013 
0.0l3 
0.805 
0.001 
0. 121 
0.002 
0.010 
0.002 
<0.001 
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Diagnosis 

ABSCESS 
ALLERGIC RHINITIS 
ELECTIVE SURGERY 
HEALTHCARE CLP.SS 
PNEUMONIA 
R/0 SEPSIS 
SOFT TISSUE DIS 
VAAICELLA. 
VIRAL SYNDROME 

Diagnosis 

ABSCESS 
ALLERGIC RHINITIS 
ELECTIVE SURGERY 
HEALTHCARE CL.ASS 
PNEUMONIA 
R/0 SEPSIS 
SOFT TISSUE DIS 
VAAICELLA 
VIRAL SYNDROME 

Varicella Vaccine Safety Analysis: Outpatient Visits 
l Year of Age -- Immunizations through 12/31/96, Visits through 02/05/97 

1-30 Day Risk Period and 31-60 Days BEFORE Control .Period 
Without MMR vs. Concomitant MMR 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years) 

31-60 31-60 
1-30 days l-30 days days days Relative 951 CI 
w/o MHR w/o MHR before .before Rislt Lower 

N Rate N Rate E:stimate Bound 

36 31.50 28 23.68 1.33 0.81 
9 7.87 3 2.54 3.10 0.88 

18 15.75 10 8.46 1.86 0.86 
4 3.50 l 0.85 4.14 0.52 

29 25.37 21 17.76 1.43 0.81 
11 9.62 5 4.23 2.28 0.80 

2 1.75 0 0.00 0.30 
11 9.62 4 3.38 2.84 0.93 

506 442. 72 552 466. 87 0.95 0.84 

31-60 31-60 
1-30 days 1-30 days days days Relative 951 CI 

w MMR w MHR before before Risk Lower 
N Rate N Rate Estimate Bound 

42 26.10 27 16.22 - 1.61 0.99 
9 5.59 2 1.20 4.66 1.11 

22 13.67 6 3.60 3.79 1-59 
6 3.73 1 0.60 6.21 0. 92 

S2 32.31 38 22.82 1.42 0.93 
12 7. 46 2 1.20 6.21 1.57 
s 3.U l 0.60 5.17 0.72 

11 6.83 2 1.20 5.69 1.41 
964 598. 98 834 500.93 1.20 1.09 

Mid-Probability Method for CI and Two-Sided Exact Binomial Test 

951 CI 
Upper P-Value 
Bound (Mid-Prob.) 

2.20 0.260 
14.21 0.082 

4.26 0.114 
102.39 0.206 

2.54 0.215 
7.27 0.126 

0.242 
10.33 0.067 
1.07 0.388 

951 CI 
Upper P-Value 
Bound (Mid-Prob.) 

2.64 0.053 
31.61 0.034 
10.24 0.002 

143. 76 0.064 
2.16 0.103 

40.88 0.006 
123.08 0.116 
37. 79 0.011 

1.31 <0.001 
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Diagnosis 

URI 

Diagnosis 

URI 

Diagnosis 

Elective Procedure 

Diagnosis 

Elective Procedure 

Varicella Vaccine safety Analysis: Hospitalizations 
2-12 Years of Age -- Immuni~ations through 12/31/96, Visits through 02/05/97 

0-60 Oay Risk Period and 91-150 Days AFTER Control Period 
Without MMR vs. Concomitant HMR 

Rates, Relative Risk Estimates ·and 951 Confidence Intervals 
(Rates per 1000 Person-Years) 

o-60 days 0-60 days 91-150 91-150 Relative 951 CI 
v/o MMR v/o MMR days days Risk Lower 

N Rate N Rate Estimate Bound 

s 0.72 0 0.00 1.11 

0-60 days 0-60 days 91-150 91-150 Relative 951 CI 
v/o MHR v/o MHR days days Risk Lover 

N Rate N Rate Estimate Bound 

0 0 0 0.00 

Varicella Vaccine Safety Analysis: Hospitalizations 

951 CI 
Upper 
Bound 

95• CI 
Upper 
Bound 

2-12 Years of Age -- Immunizations through 12/31/96, Visits through 02/05/97 
0-60 Day Risk Period and 31-90 Days BEFORE Control Period 

Without HMR vs. Concolftitant MMR 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Years) 

31-90 31-90 
0-60 days 0-60 days days days Relative 951· CI 
w/o MMR w/o MMR before before Risk Lover 

N Rate N Rate Estimate Bound 

106 15.20 78 11.16 1.36 l.02 

31- 90 31-90 
0-60 days 0-60 days days days Relative 951 CI 

v MMR w MMR before before Risk Lower 
N Rate N Rate Estimate Bound 

23 15.78 12 8.22 1-92 0.96 

• Mid-Probability Method for CI and Two-Sided Exact Binolftial Test 

951 CI 
Upper 
Bound 

l.83 

951 CI 
Upper 
Bound 

3.99 

P-Value 
(Mid-Prob. J 

0.040 

P-Value 
(Mid-Prob.) 

P-Value 
(Mid-Prob.) 

0.038 

P-Value 
lMid-Prob. J 

0.064 
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Varicella Vaccine Safety Analysis: Emergency Room Visits 
2-12 Years of Age -- Immunizations through 12/31/96, Visits through 02/05/97 

0-30 Day Risk Period and 91-120 Days AFTER Control Period 
Without MMR vs. Concomitant MMR 

Rates, Relative Risk Estimates and 951 confidence Intervals 
(Rates per 1000 Person-Years) 

0-30 days 0-30 days 91-120 91-120 Relative 951 CI 951 CI 
w/o MHR w/o MHR days days Risk LoW'er Upper 

Diagnosis N Rat.e N Rate Estimate Bound Bound 

Hi,res 11 3.15 3 0.95 3.33 0.98 14.84 
Trauma• 366 104.71 280 88.32 l.19 1.01 1.39 
Well Child/Reassurance/FU 19 5.44 e 2.52 2.15 0.96 5.22 

0-30 days 0-30 days 91-120 91-120 Relative 951 CI 951 CI 
w MMR w MMR days days Risk Lower Upper 

Diagnosis N Rate N Rate Estimat e Bound Bound 

Hives 0 0.00 0 0.00 
Trauma' 61 83.52 59 87.65 0.95 0.67 1.37 
Well Child/Reassurance/FU 6 8.22 1 l.49 5.53 0.82 128. 07 

P-Value 
(Mid-l'rob. J 

0.053 
0.032 
0.064 

P-Value 
(Mid-Prob.) 

0.791 
0.087 

• Because this analysis is limited to children who received a single dose of VZV only 2 trauma cases included in the 
main analysis are excluded here. 

Varicella Vaccine Safety Analysis: Emergency Room Visits 
2-12 Years of Age -- Immunizations through 12/31/96, Visits through 02/ 05/97 

0-30 Day Risk Period and 31-60 Days BEFORE Control Period 
Without MMR vs . Concomitant MHR 

Rates, Relative Risk Estimates and 951 confidence Intervals 
(Rates per 1000 Person-Years) 

31-60 31-60 
0-30 days 0-30 days days days Relative 951 CI 951 CI 
w/o MHR w/o MMfl before before Risk LoW'er Upper 

Diagnosis N Rate N Rate Estimate Bound Bound 

Varicella 5 l.43 0 o.oo 1.22 
Varicella w & w/o Cellulitis 5 1. 43 0 o.oo 1.22 
Well Child/Reassur·ance/ FU 19 5.44 9 2.57 2.ll 0.97 4. 90 

31-60 31-60 
0-30 days 0-30 days days days Relative 951 er 95'1 er 

w MMR w MMR before before Risk LOW'er Upper 
Diagnosis N Rate N Rate Estimate Bound Bound 

Varicella 1 1.37 0 o.oo 0.05 
Varicella w i w/o Cellulitis 1 1.37 0 o.oo 0.05 
Well Child/R.ea.s:s:urance/Fl/ 6 e.22 3 4.11 · 2.00 0.50 9.79 

• Mid-Probability Method for er and TW'o-Sided Binomial Test 

P-Value 
(Mid-Prob. I 

0.031 
0.031 
0.061 

P-Value 
(Mid-Prob.) 

0.500 
0.500 
0.344 
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Varicella Vaccine Safety Analysis: outpatient Visits 
2-12 Years of }\,ge -- Immunizations through 12/31/96, Visits through 02/0S/ 97 

1-30 Day Risk Period and 91-120 Days AFTER Control Period 
Without MMR vs. Concom1 tant MMR 

Rate,;, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Yearsl 

1-30 days 1-30 days 91-120 91-120 Relative 951 CI 951 CI 
w/o MMR w/o MMR days days Risk Lower Upper P-Value 

Diagnosis N Rate N Rate Estimate Bound Bound (Mid-Prob. 1 

ALOPECIA 7 2.07 l 0.32 6.57 1.02 149.14 0.04B 
APNEA 34 10.06 16 5.05 1-99 1.11 3. 70 0.020 
BACK PAIN 22 6.51 8 2.52 2.58 1.17 6.16 0.017 
CONGENITAL ANOMALY 123 36.40 80 25.23 1.44 1.09 1.92 0.010 
CONGENITAL HE:ART DISEASE 41 12.13 21 6.62 1.83 1.09 3.15 0.022 
ELECTIVE SURGERY 4 ◄ 13.02 22 6.94 1.e8 1.13 3.18 0.014 
FEBRILE .ILLNESS 68 20.12 40 12.62 1.59 1.08 2.37 0.018 
HEART MURMUR 1s 4.44 6 1.89 2.35 0.93 6.58 0. 072 
METATARSUS ADCUCTUS g 2.66 1 0.32 8.H 1.39 186.6S 0.015 
OTITIS EXTERNA 109 32.26 68 21.45 1.50 1.11 2.04 0.008 
R/0 SEPSIS 11 3.26 l 0.32 10.32 1.76 224.17 0.005 
TONSILLITIS 28 8.29 17 5.36 1.55 0.8S 2.88 0.157 
TAAIJHA 408 120.75 364 114. 82 1.05 0.91 1.21 0.485 
VAL VULAA. HEART DISEASE 1s 4 .44 1 0.32 14.07 2..52 299.19 <0.001 
VARICELIJ\. 29 8.58 2 0.63 13.60 3.82 84.65 <0.001 
VISION PROBLEM 406 120.16 289 91.16 1.32 1.13 1.53 <0.001 

1-30 days 1-30 days 91-120 91-120 Relative 951 Cl 951 CI 
w MMR w MMR day,; days Risk Lower Upper P-Value 

Diagnosis N Rate N Rate Estimate Bound Bound (Mid-Pr®. I 

ALOPECIA 1 1.42 0 o.oo 0.05 0.512 
APNEA 7 9.92 6 8. 91 1.11 0.36 3.52 0.856 
BACK PAIN 3 4.2S 0 o.oo 0.56 0.134 
CONGENITAL ANOMALY 12 17.00 8 ll.89 1.43 0.58 3. 67 o. 443 
CONGENITAL HEART DISEASE 5 7. 08 5 7.43 0.95 0.26 3.54 0.941 
ELECTIVE SURGERY 8 11.33 3 4. 46 2.54 0. 70 11.84 0.168 
FEBRILE ILLNESS 4 5. 67 5 1:43 0.76 0.18 3.01 0.702 
HEART MURMUR s 7.08 l l.49 4. 77 0.66 113. 43 0.139 
METATARSUS ADOUCTUS 0 0.00 o 0.00 0.00 0.00 0.000 
OTITIS EXTERNA 20 28.33 22 32.68 0.87 0.47 1. 60 o.647 
R/0 $£PSIS 1 1. 42 l l.49 0.95 0.02 37.18 0.976 
TONSILLITIS 7 9.92 l 1.49 6. 67 1.03 151.SS 0 . 045 
TRAUMP. 88 124.65 57 84 . 68 1.47 1.06 2 . 06 0.022 
WU.VULAA HE:ART DISEASE 1 1.42 0 o.oo 0.0S 0.512 
VARICELIJ\. 6 8.50 2 2.97 2.86 0.61 20.S9 0.201 
VISION PROBLEM 141 199. 72 56 83.20 2.40 1. 77 3.29 <0.001 

Mid-Probability Method for CI and Two-Sided Exact Binomial Test 
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Varicella Vaccine Safety Analysis: Outpatient Visits 
2-12 Years of Age -- Immunizations through 12/31/96, Visits through 02/05/97 

1-30 Day Risk Period and 31-60 Cays BEFORE Control Period 
Hithout HHR vs. Concomitant MMR 

Rates, Relative Risk Estimates and 951 Confidence Intervals 
(Rates per 1000 Person-Yearst 

31-60 31-60 
l-30 days 1-30 days days days Relative 951 CI 951 CI 
w/o HHR w/o MMR before before Risk Lower Upper P-Value 

Diagnosis N Rate N Rate Estimate Bound Bound I Kid-Prob.) 

APNEA 34 10.06 l4 4.01 2-51 1.36 4.82 0.003 
ATTENTION DEF. DIS. 61 18.05 46 13.16 1.37 0.94 2.02 0.105 
BACK PAIN 22 6.51 9 2.57 2.53 1.ia 5.78 0.016 
CONGENITAL ANOMALY 123 36.40 !i9 19.74 l.84 1.38 2.49 <0.001 
CONGENITAL HEART DISEASE 4l 12.13 25 7.15 1. 70 1.03 2.82 0.036 
ELECTIVE .SURGERY 44 13.02 15 4.29 3.03 1.71 5.61 <0.001 
HEALTHCARE CLASS ll 3.26 2 0.57 5.69 1.41 37.79 0.011 
NEUROLOGICAL, GENERAL DISORDER 3 0.89 0 0.00 0.60 0.119 
PHIMOSIS 9 2.66 2 0.57 4.66 1.11 31.61 0.034 
R/0 SE.PSIS 11 3.26 2 0.57 5.69 l.4l 37.79 0.0ll 
VALVULAA HEART DISEASE 15 4.44 5 l. 43 3.10 1.17 9.54 0.022 
VAAICELLA 29 8.58 3 ·o.s6 10.00 3.38 41.35 <0.001 
VISION PROBLEM 406 120.16 247 70.66 1. 70 1.45 l. 99 <0.001 

31-60 31-60 
1-30 days 1-30 days days days Relative 951 CI 951 CI 

w MHR w MMR before before Risk Lower Upper P-Value 
Diagnosis N Rate N Rate Est:imate Bound Bound [Kid-Prob. I 

APNEA 7 9.92 2 2.74 3.62 0 . 81 25. 43 0.099 
ATTENTION OEF. ors. 10 14.16 4 5.48 2.59 0.83 9 . 51 0.105 
BACK PAIN 3 4.25 2 2. 74 1.55 0.23 13. 05 0.661 
CONGENITAL ANc»IALY 12 17. 00 10 13.69 1.24 0.53 2.96 0.621 
CONGENITAL HEART DISEASE 5 7.0B 2 2.74 2.59 0.51 19.25 0.270 
ELECTIVE SURGERY B 11.33 4 5.48 2.07 0.63 7.88 0.243 
HEALTHCARE CI.ASS l l.42 0 0.00 0.05 0.492 
NEUROLOGICAL, GENERAL DISORDER 2 2.83 0 o.oo 0.30 0.242 
PHIMOSIS 2 2.83 l l.37 2.07 0.16 61.03 0.606 
R/0 SEPSIS l 1.42 0 o.oo 0.05 o. 492 
VALYULAA HEART DISEASE l 1.42 0 0.00 0.05 o. 492 
VARICELLA 6 8 . 50 0 0.00 1. 60 0.014 
VISION PROBLEM 141 199.72 40 54 .17 3.65 2.59 5.23 <0.001 

Kid-Probability Method for CI and Two-Sided Exact Binomial Test 
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Appendix V 
Strafication by MMR (4-30 Days) 
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Varicella Vaccine Safety Analy•i•: outpatient Vi•it• l l Year of \Age -- Innunhatione through 12/ll/96, Visit• through D2/05/97 ,-~o Day Riek 1erio4 and 91-120 Day• Al'T&R Control 1eriod 
Rate1>, Relative Risk Estimates and 951 Confidence Intervals {Rates per 1000 Person-Years I 

4-30 days 4-30 days .91-120 91-120 Relative 95\ CI 95\ CI w/o MMR w/o MMR days days Risk Lower Upper P-Value Diagnosis N Rate N Rate Estimate Boul)d Bound {Mid- Prob . ) 
AGE 360 351. 32 331 323 . 16 1.09 0.94 1.26 0.2·13 ALLERGIC REACT W OR W/0 HIVES 57 55.63 65 63.46 0.88 0.61 1.25 0.469 ALLERGIC REACTION {INC . HIVES) 57 55.63 65 63.46 0.88 0.61 1.25 0.469 CONGENITAL ANOMALY 56 54.65 37 36.12 1.51 1.00 2.31 0.050 FEBRILE ILLNESS 59 57.58 40 39.05 1.47 0.99 2 . 22 0 .057 R/0 SEPSIS 11 10.73 2 1.95 5.50 1. 37 36 , 51 0.013 RASH 173 168.83 203 198.19 0.85 0.69 1.04 0 . 121 SEIZURES 15 14.64 17 16.60 0 . 88 0.43 1. 78 0. 727 VARI CELLA 10 9.76 2 l. 95 5 . 00 1.22 33 . 53 0.023 VIRAL SYNDROME 489 477.21 444 433 . 49 1.10 0.97 1.25 0.143 

4-30 days 4-30 days 91- 120 91-120 Relative 951 CI 951 CI w MMR w MMR days days Risk Lower Upper P-Value Diagnosis N Rate N Rate Estimate Bound Bound (Mid-Prob.) 
AGE 572 396.42 459 354.77 1.12 0 . 99 1.26 0 . 076 ALLERGIC REACT W OR W/0 HIVES 117 81.09 65 50 . 24 1.61 1.19 2.20 0.002 ALLERGIC REACTION {INC. HIVES) 117 81.09 65 50.24 1.61 1.19 2.20 0 . 002 CONGENITAL ANOMALY 74 51.29 64 49.47 1.04 0.74 1.45 0.834 FEBRILE ILLNESS 102 70.69 54 41.74 1. 69 1.22 2.37 0.001 R/0 SEPSIS 11 7.62 4 3,09 2.47 0.81 8 . 95 0 .117 RASH 350 242.57 229 177.00 1.37 1.16 1. 62 <0 . 001 SEIZURES 36 24.95 13 10.05 2.48 1. 34 4.84 0.003 VARICELLA 11 7.62 0 0.00 2.86 0.001 VIRAL SYNDROME 934 647.31 586 452 . 93 1 . 43 1.29 1.59 <0.001 

IR#0149_000104



Varicella Vaccine Safety Analy■i•: Outpatient Vi■it• l l Year of Ag• -- lnnuhization• through 13/31/16, Viaita through 03/05/97 «-30 Day Riak Period and 31-60 Daya BBrou Control Period 

Ratls' Relative Risk Estimates and 951 Confidence Interval s 
tl 

(Rates per 1000 Person-Years I 

31 - 60 31-60 
4 - 30 days 4 -30 days days days Re lative 951 CI 951 CI w/o MMR w/o MMR before before Risk Lower Upper •P-Value Diagnosis N Rate N Rate Estimate Bound Bound (Hid-Prob . I 

ABSCESS 35 34 .16 28 23.68 1. 44 0.88 2 . 39 0 .150 ALLERGIC RHINITIS 9 8.78 3 2.54 3 . 46 0 . 98 15 . 85 0.055 ELECTIVE SURGERY 16 15.61 10 8.46 1.85 0.84 4.22 0.130 HEALTHCARE CLASS 4 3.90 1 0.85 4.62 0 . 58 114 .21 0.168 PNEUMONIA 29 28.30 21 17.76 1. 59 0.91 2.83 0.105 R/0 SEPSIS 11 10.73 5 4.23 2 . 54 0.89 8 . 11 0. 081 SOFT TISSUE DIS 2 1.95 0 0.00 0.33 0.216 VARICELLA 10 9.76 4 3.30 2.00 0.93 10 . 61 0.069 VIRAL SYNDROME 489 477 . 21 552 466 . 87 1.02 0.90 1.15 0.724 
31- 60 31-60 

4-30 days 4- 30 days days days Relative 951 CI 951 Cl w MMR w HMR before before Risk Lower Upper P-Value Diagnosis N Rate N Rate Estimate Bound Bound (Mid-Prob.) 
ABSCESS 39 27.0J 27 16.22 1. 67 1.02 2 . 75 0.041 ALLERGIC RHINITIS 9 6 . 24 2 1.20 5 . l'J 1.24 35 . 26 0.022 ELECTIVE SURGERY 20 13.86 6 3.60 J.85 1. 60 10 . 47 0 . 002 HEALTHCARE CLASS 6 4.16 1 0 . 60 6 . 92 1.02 160.34 0.047 PNEUMONIA 49 33.96 38 22.02 1.49 0.97 2.29 0.066 R/0 SEPSIS 11 7.62 2 1.20 6 . 35 1. 58 42 . 15 0.006 SOFT TISSUE DIS 5 3 . 47 1 0.60 5. 77 0 . 80 137 .28 0.089 VARICELLA 11 7.62 2 1.20 6 . 35 1.58 42 . 15 0 . 006 VIRAL SYNDROME 934 647 . 31 834 500.93 1.29 1.18 1.42 <0.001 
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Varieella Vaccine Safety Analy•i•: outpatient Vi■it■ 
!I a-u Year• of Age -- Inaunizationa through 12/31/96, Vi■ita through 02/0!1/97 ,-30 Day Riak Period and 91-120 Daya AJ'TBR Control Period 

Rates, Reiative Ris k Estimates and 95\ Confidence Intervals 
[Rates per 1000 Person-Years l 

·l 1'. 4-30 days 0·· 30 days 91 -120 91 - 120 Relative 95% CI 95\ CI w/o MMR w/o MMR days days Risk Lower Upper P-Value Diagnosis N Rate N Rate Estimate Bound Bound (Mid- Prob. ) 
ALOPECIA 6 1. 98 1 0.32 6.28 0.93 145.43 0 . 062 APNEA 32 10.56 16 5.05 2.09 1.16 3.90 0 . 014 BACK PAIN 22 7.26 8 2 . 52 2.88 1. 31 6 . 87 0 . 007 CONGENITAL ANOMALY 119 39.28 80 25.23 1.56 1.17 2 . 07 0 . 002 CONGENITAL HEART DISEASE 35 11.55 21 6 . 62 1. 74 1.02 3.04 0 . 042 ELECTIVE SURGERY 41 13. 53 22 6 . 94 1.95 1.17 3.32 0 . 010 FEBRILE ILLNESS 62 20.47 40 12. 62 1.62 1.09 2 . 43 0 . 016 HEART MURMUR 15 4.95 6 1.89 2.62 1.04 7 . 34 0 . 041 METATARSUS ADDUCT-US 7 2.31 1 0 . 32 7.33 1.13 166. 35 0 . 034 OTITIS EXTERNA 104 34.33 68 21.45 1.60 1.18 2.18 0.002 R/0 SEPSIS 10 3.30 1 0 . 32 10.46 1. 76 229.11· 0 . 005 TONSILLITIS 26 8.58 17 5.36 1.60 0.87 3 . 00 0 .132 TRAUMA 382 126 . 10 364 114 . 82 1.10 0.95 1.27 0 . 201 VALVULAR HEART DISEASE 13 4.29 1 0.32 13.60 2.39 291.87 0 .001 VARI CELLA 28 9.24 2 0.63 14 .65 4.10 91. 30 <0.001 VISION PROBLEM 377 124.45 289 91.16 1.37 1.17 1. 59 <0 . 001 

4-30 days 4-30 days 91-120 91-120 Relative 951 CI 951 CI w MMR W HMR days days Risk Lower Upper P-Value Diagnosis N Rate N Rate Estimate Bound Bound (Mid-Prob.) 
ALOPECIA 1 1.58 0 o.oo 0.06 0 . 485 APNEA 6 9.48 6 8.91 1.06 0.32 3.49 o. 917 BACK PAIN 3 4.74 0 0.00 0.62 0.114 CONGENITAL ANOMALY 9 14 .22 8 11. 89 1.20 0.45 3.23 o. 719 CONGENITAL HEART DISEASE 5 7.90 5 7.43 1.06 0.29 3.95 0 . 924 ELECTIVE SURGERY 8 12.64 3 4.46 2.84 0.78 13 .21 0.121 FEBRILE ILLNESS J 4.74 5 7.43 0.64 0.13 2.76 0 . 563 HEART MURMUR 5 7.90 l 1. 49 5.32 0.74 126 . 52 0 . 109 OTITIS EXTERNA 19 30.02 22 32.6B 0.92 0.49 1. 71 0.790 R/0 SEPSIS 1 l. 58 1 1.49 1.06 0.03 41.47 0. 969 TONSILLITIS 6 9.48 1 1.49 6.38 0.94 147 . 78 0.059 TRAUMA 82 129.55 57 84 . 68 1. 53 1.09 2.15 0.013 VALVULAR HEART DISEASE 1 1. 58 0 0.00 0.06 0 . 485 VARICELLA 6 9.48 2 2.97 3 . 19 0 . 68 22 . 97 0 .1 54 VISION PROBLEM 129 203.80 56 83.20 2.45 1.80 3.37 <0 .001 
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Varicella Vaccine Safety Analysis: Outpatient Vi■ita 
7 2-12 Year■ of Age -- Immunization■ through 12/31/96, Viait■ thr ough 02/05/97 

4-30 Day Riak Period and 31-60 Day■ BEPORB Control Period 

Rat~s, Relative Risk Estimates and 951 Confidence Intervals ;\I (Rates per 1000 Person-Years , 
31-60 31-60 

4-30 days 4-30 days days days Relative 951 CI 951 CI w/o MMR w/o MMR before before Risk Lower Upper P-Value Diagnosis N Rate N Rate Estimate Bound Bound (Mid-Prob.) 
APNEA 32 10.56 14 4.01 2 . 64 1.42 5.09 0 . 002 ATTENTION DEF. DIS. 57 18.82 46 13.16 1.43 0.97 2 .12 0.071 BACK PAIN 22 7.26 9 2.57 2 . 82 1. 32 6.44 0.007 CONGENITAL ANOMALY 119 39.28 69 19.74 1. 99 1. 48 2 . 69 <0.001 CONGENITAL HEART DISEASE 35 11.55 25 7.15 1.62 0.97 2.73 0 . 067 ELECTIVE SURGERY 41 13.53 15 4.29 3 . 15 1. 77 5.86 <0.001 HEALTHCARE CLASS 11 3.63 2 0.57 6 . 35 1. 58 42.15 0.006 NEUROLOGICAL, GENERAL DISORDER 2 0.66 0 o.oo 0.33 0.216 PHIMOSIS 9 2.97 2 0 . 57 5 . 19 1. 24 35.26 0.022 R/0 SEPSIS 10 3.30 2 0.57 5 . 77 1.41 38.71 0.012 VALVULAR HEART DISEASE 13 4.29 5 1.43 3.00 1.10 9 . 37 0 . 031 VARI CELLA 28 9.24 3 0.86 10. 77 3 . 63 44.61 <0.001 VISION PROBLEM 377 124.45 247 70.66 1.76 1.50 2.07 <0.001 

31-60 31-60 
4-30 days 4-30 days days days Relative 951 CI 951 CI W MMR w MMR before before Risk Lower Upper P-Value Diagnosis N Rate N Rate Estimate Bound Bound (Mid-Prob. I 

APNEA 6 9.48 2 2.74 3 . 46 0.73 24.92 0.125 ATTENTION DEF. DIS. 10 15.80 4 5 . 48 2.88 0.93 10.61 0.069 BACK PAIN 3 4.74 2 2.74 1. 73 0.26 14. 55 . 0.579 CONGENITAL ANOMALY 9 14.22 10 13. 69 1.04 0.41 2 . 61 0.932 CONGENITAL HEART DISEASE 5 7.90 2 2.74 2.88 0.57 21.47 0.214 ELECTIVE SURGERY 8 12.64 4 5.48 2.31 0.70 8. 79 0.176 HEALTHCARE CLASS l 1.58 0 o.oo i 0.06 0.464 NEUROLOGICAL, GENERAL DISORDER 2 3.16 0 0.00 0 . 33 0. 216 PHIMOSIS 2 3.16 1 1. 37 2.31 0.18 68.07 0.547 R/0 SEPSIS 1 1. $k 0 0.00 0.06 I, .464 VALVULAR HEART DISEASE 1 1. 58 0 0.00 0.06 0.4 64 VARICELLA 6 9.48 0 0 . 00 l. 78 0.010 VISION PROBLEM 129 203.80 40 54. 77 3. 72 2.63 5.36 <0. 001 
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Appendix VI 
Compilation Tablets 
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Table VI-1 
Rate Comparison for Febrile I~lness 
June 1, 1995 - February 5, 1997 

Comoarlson 
Age No. Relative 
at of Risk 

Vaccination Vaccinations Estimate 
12 - 23 Months of Age 34,665 

Before' 0.84 
After' 2.16 

Historical'·' OCI 

Before (wlo MMR) 
After (w/o MMR) 

After, 110 MMR, days 4-30 
Historicatf -2 - 12 Years of Age 51,463 

Before 0.00 

Hosoltalizations 

95%Cl P-Value 

(0.24 - 2.87) 0.781 
(0.43 - 16.10) 0.380 

(1.23 - 09} 0.131 

(0./3 • oo) 0.293 

(0.00 - 1.72) 0.125 

Emeraency Room Visits Outpatient Visits 
Relative Relative P-

Risk 95%CI P-Value Risk 95%CI Value 
Estimate Estimate 

'J..00 (1..26- 3..5) ~cm 1.08 (0.87 - 1.33) 0.490 2-~ (l.52- 4.4J) <O.&Ot 1.75 (1.37-2.lS) ~.(l(i)i 
1.53 (0.99 - 2.38) 0.053 Nc5 - -
1.50 (0.72 -3.20) 0.281 
1.95 (0.86 - 4.75) 0.113 1.48 ( J.00- 2.21) t),.849 

1.47 (0.99 • 2.22) 0.057 
1.27 (0.70- 2.23) 0.416 

0 .69 (0.28 -1.63) 0.405 1.06 (0.76- 1.48) 0.712 After NC - - 0.77 (0.31 -1.89) 0 .572 .!.56 _ _Q&!,.:.,1.t-~~ _ 8.~f-After (wlo MMR) 
L~ f I.Ott • 2..!7J tHHI After, no MMR, days 4-30 
J.tlJ (l,09 - 2.4J) ~.OM 13 - 17 Years of Age 1,891 

Before NC - - NC - - NC -After NC - - NC - - NC - -18+ Years of Age 1,734 I 

Before NC - - NC - . NC - -After NC - - NC - . NC - -
I = Time period of 60 - 31 days prior to vaccination for ER and outpatient visits and 90 - 31 days prior to vaccination for hospitalizations. Subjects are their own controls. 2 = Time period of 90 - 120 days after vaccination for ER and outpatient visits and 90 • 150 days after vaccination for hospitalizations. Subjects are their own controls. 3 = Historical controls randomly selected from year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. 4 = Historical controls analysis available for age category 12 - 23 months only and for hospitalizations and emergency room visits only. 5 = NC --- No reported cases. 
00 Value resulted from division by i.ero because no events occurred in the control comparison period. t These relative risks may be biased in favor of Varivax• , since some of the historical controls may have received MMR during the historical control period. 

npp09702 

------·- - - -
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Table VI-2 
Rate Comparison for Febrile s·~izures 
June 1, 1995 - February 5, 1997 

Comparison Hospitalizations 
Age No. Relative 
at of Risk 95%CI 

Vaccination Vaccinations Estimate 

12 • 23 Months of Age 34,665 
Before' 1.76 (0.87 - 3.69) 
After 1.27 (1.o,-SAS, 

Historical'·' 3.0'.l 0 .31- 7-'3) 
Before (wlo MMR) 
After (w/o MMR) 0.58 (0.07 - 3.92) 2 -12 Years of Age 51,463 

Before 1.67 (0.39 - 8.49) 
After 1.16 (0.29 - 4.85) 13 -17 Years of Age 1,891 

Before 0.00 (0.00 - 13.70) 
After Ne' -

18+ Years of Age 1,734 
Before NC -
After NC -

P-Value 

0.118 
0.043 
8.00& 

0.586 

0.506 
0.840 

0.419 
. 

-
-

Emereency Room Visits Outpatient Visits 
Relative Relative 

Risk 95%CI P-Value Risk 95%CI P-Value Estimate Estimat 
e 

1.26 (0.8 I - 2.00) 0.308 00 (0.60 - oo) 0.119 
0.93 (0.61 - 1.43) 0.745 0.92 (0.16 -5.35) 0.921 1.39 (0.87 - 2.22) 0.165 - - -

0.60 (0.28 - 1.22) 0.163 1.55 (0.23 - 13.05) 0.661 0.87 (0.39 - 1.94) 0.732 1.46 (0.22 - 12.30) 0.707 

NC - - NC . -NC . - NC - -
NC - . NC - -NC - - NC . -1= 

2= 
3 = 
4 = 
5= 

Time period of 60 - 30 days prior to vaccination for BR and outpatient visits and 90 - 30 days prior to vaccination for hospitalizations. Subjects are their own controls. Time period of 90 - 120 days after vaccination for ER and outpatient visits and 90 • 150 days after vaccination for hospitalizations. Subjects are their own controls. Historical controls randomly selected from year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. Historical controls analysis available for age category 12 - 23 months only and for hospitalize,tions and emergency room visits only. NC •·· No reported cases. 
Value resulted from division by zero because no events occurred in the control comparison period. 

No deaths due to febrile seizures occurred In the follow-up periods. 
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Table VI-3 
\ 

Rate Comparison for Afebrile Seizures 
June 1, 1995 - February 5, 1997 

Comparison Hospitalizations Emer2ency Room Visits Outpatient Visits Age No. Relative Relative Relative at of Risk 95%CI P-Value Risk 95%CI P-Value Risk 95%CI P-Value Vaccination Vaccinations Estimate Estimate Estimate 12 - 23 Months of Age 34,665 
Before' NC . - 00 (0.05 - oo) 0.500 NC - -After' NC . - 00 (0.05 - oo) 0.530 NC - -Historical'·' NC - - 0.50 (0.02- 6.57) 0.625 . - . 2 -12 Years of Age 51,463 
Before 00 (0.05 - oo) 0.499 1.00 (0.03 - 39.00) 0.999 NC . -After 0.93 (0.02 - 36.13) 0.962 0.94 (0.02 - 36.76) 0.970 NC - -13 -17 Years of Age 1,891 
Before NC - - NC - . NC - . After NC - - NC - - NC . . 18+ Years of Age 1,734 
Before NC - - NC - - NC - -After NC . - NC - - NC - -

I = Time period of 60 - 30 days prior to vaccination for BR and outpatient visits and 90 - 30 days prior to vaccination for hospitalizations. Subjects are their own controls. 2 = Time period of 90 - 120 days after vaccination for ER and outpatient visits and 90 - 150 days after vaccination for hospitalizations. Subjects are their own controls. 3 = Historical controls randomly selected from year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. 4 = Historical controls analysis available for age category 12 - 23 months only and for hospitalizations and emergency room visits only. S = NC -- No reported cases. 
oo Value resulted from division by zero because no events occurred in the control comparison period. 

No deaths due to afebrjle seizures occurred Jn the ronow-up periods. 
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Table VI-4 
Rate Comparison for Seizures CCType Unknown) 
June 1, 1995 - February 5, 1997 

Comoarison Hosuitalizations 
Age No. Relative 
at of Risk 95%CI 

Vaccination Vaccinations Estimate 

12 • 23 Months of Age 34,665 
Before' 00 (0.05 - oo) 
After' 0.87 (0.02 - 33.75) 

Historical'·' 00 (0.05 - oo) 
After (w/o MMR) 

2 • 12 Years of Age 51,463 
Before 0.00 (0.00- 19.04) 
After NC -

13 -17 Years of Age 1,891 
Before 00 (0.04 - oo) 
After 00 (0.03 • oo) 

18+ Years of Age 1,734 
Before NC . 
After . NC . 

P-Value 

0.499 
0.928 
0.499 

0.501 
-

0.581 
0.616 

-
-

Emer2encv Room Visits Outoatient Visits 
Relative Relativ 

Risk 95%CI P-Value e Risk 95%CI P-Value 
Estimate Estimat 

e 

NC - - 1.28 (1.85 - l.93) 0 .234 
NC - - 1.s, (UXZ -2.52) I.Ml NC - - - - -

0.84 (0.42 - 1.69) 0.629 

NC . - 0.90 (0.53 • 1.51) 0.695 
0.00 (0.00 - 3.27) 0.235 0.73 (0.44 - 1.20) 0.220 

NC - - NC - -
NC . - 0.00 (0.00 - 11.34) 0.374 

NC - - NC . -NC . - NC - -1 = Time period of 60 • 30 days prior to vaccination for BR and outpatient visits and 90 - 30 days prior to vaccination for hospitalizations. Subjects are their own controls. 2 = Time period of 90 - 120 days after vaccination for BR and outpatient visits and 90 - 150 days after vaccination for hospitalizations. Subjects are their own controls. 3 = Historical controls randomly selected from year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. 4 = Historical controls analysis available for age category 12 • 23 months only and for hospitalizations and emergency room visits only. 5 = NC --· No reported cases. 
oo Value re5ulted from division by zero because no events occurred in the control comparison period. 

No deaths due to seizures (tvoe unknown} occurred In the (ollow-up periods. 
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Table VI-5 
Rate Comparison for Rule-Out Sepsis" 
June 1, 1995 - February 5, 1997 

Comparison Hosoitallzations 
Age No. Relative 
at of Risk 95%Cl 

Vaccination Vaccinations Estimate 
12 - 23 Months of Age 34,665 

Before' NC' -
After' NC -

Historical'·' NC -
Before (wlo MMR) 
After (w/o MMR) 

After, no MMR, davs 4-30 
2-12 Years of Age 51,463 

Before NC -
After NC -

Before (wlo MMR) 
Before, no MMR, days 4-30 

After (w/o MMR) 
After, no MMR, days 4-30 

13 -17 Years of Age 1,891 
Before NC -
After NC -18+ Years of Age 1,734 

Before NC . 
After NC -

P-Value 

-
. 
-

. 
-

-
. 

. 

. 

Emer,tencv Room Visits Outpatient Visits 
Relative P- Relative 

Risk 95%Cl Value Risk 95%Cl P-Value -· Estimate Estimate 

NC - . 3.40 (1.50 • &.53-} O.Wl NC - - 3.52 (1.49 - ~.47) 0.003 NC - - . - -
2.28 (0.80 - 7.27) 0.126 
4.9J (1.23 • J'1.74) 0.021 

2.54 (0.89- 8.11) 0.081 

NC - - 6.21 (1.57 • 40.83} 0.006 NC - - 5.S;i (1.43-38__.1:~ fj)OI 
5.~ ( /.IU - 3'i. 79' fl.911 · 
5.71 (l.41-38.71} 0..012 
1~.32 (l,1f-Z24.I> 0.005 
10.46 (1.1'-21~.1) tl.095 

NC - - NC - -i 
NC - - NC - . 
NC - - NC - . 
NC - - NC - -l :a: Time period of 60 - 30 days prior to vaccination for ER and outpatient visits and 90 - 30 days prior to vaccination for hospitalintions. Subjects are their own controls. 2 = Time period of 90 - l 20 days after vaccination for ER and outpatient visits and 90 - 150 days after vaccination for hospitalizations. Subjects are their own controls. 3 = Historical controls randomly selected from year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. 4 = Historical controls analysis available for age category 12 - 23 months only and for hospitalizations and emergency room visits only. 5 :a: NC •·· No reported cases. 

co Value resulted from division by zero because no events occurred in the control comparison period 
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Table VI-6 
Rate Comparison for Varicella, 
June 1, 1995 - February 5, 1991 

Comparison 
Age No. Relative 
at of Risk -

Vaccination Vaccinations Estimate 
12 - 23 Months 34,665 

Before' NC' 
After' NC 

Historical'·' 0.00 
Before (w/o MMR) -
After (wlo MMR) . 

After, no MMR, davs 4-30 . 
2-12 Years 51,463 

Before NC 
After NC 

Before (wlo MMR) -
After (wlo MMR) -

After, no MMR, days 4-30 . 
13 -17 Years 1,891 

Before NC 
After NC 

18+ Years 1,734 
Before NC 
After NC 

Hospitalizations 

95%CI P-Value 

. -

. . 

(0.00 • 3.49) 0.251 

. -

. -

- . 
- . 

. -
- . 

Emer2ency Room Visits Outpatient Visits 
Relative Relative 

Risk 95%CI P-Value Risk 95%CI P-Value Estimate Estimate 

00 (0.58 - 00) 0.125 3.79 (1.59 • U).24) &.~ 
2.66 (0.28 -70.14) 0.437 1-0.11 {2.7'1 - 63.71) <O.DOt 1.00 (0.17 - 5.82) 0.999 - - -- 2.84 (0.93 - 10.33) 0.067 - 4.9J (1.23 -32.7..fJ 9.t».J - 5.0() f1.22 - 33,5.U IJ.(123 

- (l.'4 · -> CUlt. 12.07 (•U4-4'49') <0.001 
S.65 (0.84-130.97) 0.082 8..'5'~ {3.2$ -~~:.!7) <OJK)4 ·-00 (1.22 • oo) 0.031 l@.OU (:UIS• 4J3J) <:6.091 

- 13.<fO (3.B2 • ~.65) <.0.081 - 14.65 (4-.J(J. 9{ • .31H <8.001 

NC - - 00 (0.03 • oo) 0.601 NC I - - 0.30 (0.01 - 3.92) 0.367 

NC . - DO (0.04 - oo) 0.595 NC . . 00 (0.03 - oo) 0.620 1 = 
2= 
3= 
4= 
5= 

Time period of 60 - 30 days prior to vaccination for BR and outpatient visits and 90 - 30 days prior to vaccination for hospitalizations. Subjects are their own controls. Time period of 90 - 120 days after vaccination for ER and outpatient visits and 90- 150 days after vaccination for hospitalizations. Subjects are their own controls. Historical controls randomly selected from year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. Historical controls analysis available for age category 12 - 23 months only and for hospitalizations and emergency room visits only. NC --- No reported cases. 
00 Value resulted from division by zero because no events occurred in the control comparison period. 
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Table VI-7 
Rate Comparison for Rash . 
June 1, 1995 - February 5, 199'7 

Comnarlson Hosoitalizations Emerl!en~ Room Vi:,its Outoatient Visits Age No. Relative Relative Relative at of Risk 95%Cl ?-Value Risk 95%CI P-Value Risk 95%CI P-Vaccination Vaccinations Estimate Estimate Estimate Value 12 - 23 Months of Age 34,665 
Before' 0.00 (0.00 - 19.10) 0.501 2.00 (0.94 - 4.45) 0.071 1.01 (0.90- 1.13) 0.903 After' ·Ne - - 2.54 (1.1tJ-6A5) (Ut28 1.18 {1.04 - 1.34) &.01-0 Historical'·' 0.00 <0.00 - 19.10) 0.501 0.91 <0.49 - 1.68) 0.761 . - . After (w/o MMRJ 

0.87 (0.20- 3.84J 0.844 0.82 (0.67-1.00J 0.052 2 - 12 Years of Age 51,463 
Before 00 (0.05 - oo) 0.499 0.88 (0.30 - 2.49) 0.804 0.96 (0.83 - 1.11) 0.563 After 00 (0.05 • oo) 0.519 1.65 (0.48 - 6.43) 0.442 1.02 (0.87 - 1.18) 0.841 13 - 17 Years of Age 1,891 
Before NC - . NC - - 1.55 (0.72 - 3.55) 0.277 After NC - . NC - - 1.04 (0.52 - 2.19) 0.918 18+ Years of Age 1,734 
Before NC - . NC - 1.56 (0.84 - 3.00) 0.165 After NC . - 0.00 (0.00 - 11.25) 0.372 1.96 (0.99 - 4.18) 0.056 

1 = Time period of 60 • 30 days prior to vaccination for BR and outpatient visits and 90 • 30 days prior to vaccination for hospitalizations. Subjects arc their own controls. 
2 = Time period of 90- 120 days after vaccination for ER and outpatient visits and 90 - 150 days after vaccination for hospitalizations. Subjects are their own controls. 3 = Historical controls randomly selected from year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. 4 = Historical controls analysis available for age category 12 . 23 months only and for hospitalizations and emergency room visits only. S = NC •·· No reported cases. 
oo Value resulted from division by zero because no events occurred in the control comparison period. 
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Table VI-8 
Rate Comparison for Allergic \{eaction including Hives 
June 1, 199S - February S, 19911 

Comparison Hospitalizations 
Age No. Relative 
at of Risk 95%CI P-Value Vaccination Vaccinations Estimate 

12 • 23 Months of Age 34,665 
Before' NC' . -After' NC - -Historical~' NC - -A~er (wlo MMR) 

2 - 12 Years of Age 51,463 
Before NC - -After NC - -13-17 Years of Age 1,891 
Before NC - -After NC - -18+ Years of Age 1,734 
Before NC - -After . NC - -

Emer2ency Room Visits Outpatient Visits 
Relative Relative 

Risk 95%Cl P-Value Risk 95%Cl P-Estimate Estimate Value 

NC - - 1.03 (0.84 - 1.26) 0.788 NC . - 1.27 (1.02 - 1.60) &.036 NC - - - . -
0.85 (0.60 - 1.21) 0.378 

NC - - 0.97 (0.77 - 1.22) 0.770 NC - - 1.20 (0.94 - 1.54) 0.139 
NC - - 0.66 (0.15 - 2.94) 0.574 NC - - 1.19 (0.21 - 9.32) 0.875 

NC - - 2.04 (0.22 • 53.80) 0 .592 NC - - 1.84 (0.20 - 48.40) 0.658 
1 = Time period of 60 - 30 days prior to vaccination for ER and outpatient visits and 90 • 30 days prior to vaccination for hospitalizations. Subjects are· their own controls. 2 = Time period of 90 - 120 days after vaccina,lion for ER and outpatient visits and 90 - 150 days after vaccination for hospitalizations. Subjects are their own controls. 3 = Historical controls randomly selected frotti year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. 4 = Historical controls analysis available for age category 12 • 23 months only and for hospitalizations and emergency room visits only. 5 = NC --- No reported cases . 
.., Value resulted from division by zero because no events occurred in the control comparison period. 
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Table VI-9 
Rate Comparison for Allergic ~hinitis 
June 1, 1995 • February 5, 199'71 

Comuarison HospltalizaUons 
Age No. Relative 
at of Risk 95%CI 

Vaccination Vaccinations Estimate 
12 - 23 Months of Age 34,665 

Before' Ne' -
After' NC -

Historical'·' NC -
Before (wlo MMR) 

2 - 12 Years of Age 51,463 
Before NC . 
After NC -

13 - 17 Years of Age 1,891 
Before NC -
After NC -

18+ Years of Age .1,734 
Before NC -
After NC -

P-Value 

-
-
-

. 

-

. 

. 

. 

. 

Ememency Room Visits OutpaUent Visits 
Relative Relative 

Risk 95%CI P-Value Risk 95%CI P-
Estimate Estimate Value 

NC - - 3.72 ( l.44 - 11.24) 0.085 NC - - 1.27 (0.62 - 2.66) 0.516 NC - - . - -
3.10 (0.88 - 14.21) 0.082 

NC . - 1.24 (0.90 - 1.70) 0 .184 NC - - 0.97 (0.72 - 1.32) 0.869 

NC - - 1.04 (0.40- 2.85) 0.947 NC - - 3.28 (0.82 - 21.80) 0.103 

NC - - 0.77 (0.44 - 1.34) 0.346 NC - - 0.87 (0.48 • 1.59) 0.641 
I I ::: Time period of 60 - 30 days prior to vaccination for ER and outpatient visits and 90 - 30 days prior to vaccination for hospitalizations. Subjects are their own controls. 2 ::: Time period of 90 - 120 days after vaccina,tion for ER and outpatient visits and 90 • 150 days after vaccination for hospitalizations. Subjects are their own controls. 3 = Historical controls randomly selected from year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. 4 = Historical controls analysis available for age category 12 - 23 months only and for hospitalizations and emergency room visits only. S = NC -·· No reported cases. 

oo Value resulted from division by zero because no events occurred in the control comparison period. 
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Table VI-10 
Rate Comparison for Hives . 
June 1, 1995 - February S, 1997 

Comparison 
Age No. Relative 
at of Risk 

Vaccination Vaccinations Estimate 
12 - 23 Months of Age 34,665 

Before' NC 
After' NC 

Historical'·' NC 
2- 12 Years of Age 51,463 

Before NC 
After NC 

After (wlo MMR) 
13 - 17 Years of Age 1,891 

Before NC 
After NC 

18+ Years of Age 1,734 
Before NC 
After NC 

Hospitalizations 

95%CI P-Value 

. . 
- . 

- . 

- -
- -

- -
- . 

- -
- . 

Ememencv Room Visits Outpatient Visits Relative Relative 
Risk 95%CI P-Value Risk 95%Cl P-Value Estimate Estimate 

3.00 (0.63 -21.60) 0.180 NC . . l.33 (0.36 - 5.35) 0.677 !'IC . . 1.50 (0.41 -6.03) 0.549 - . . 

l.83 (0.68 - 5.36) 0.238 NC . -3.46 (l.Wl - 15.42) 0.<)45 NC . -3.33 (0.98 - 14.84) 0.053 

NC - - NC . -NC - - NC . -
NC . - NC - -NC . - NC . . 

I 

1 = Time period of 60 - 30 days prior to vaccination for ER and outpatient visits and 90 • 30 days prior to vaccination for hospitalizations. Subjects are their own controls. 
2 = Time period of 90 - 120 days after vaccination for ER and outpatient visits and 90 • 150 days after vaccination for hospitalizations. Subjects are their own controls. 
3 = Historical controls randomly selected from year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. 4 = Historical controls analysis available for age category 12 • 23 months only and for hospitalizations and emergency room visits only. 5 = NC •·· No reported cases. 
- Value resulted from division by zero because no events occurred in the control comparison period. 
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Table VI-11 
Rate Comparison for Epilepsy\ 
June 1, 1995 - February S, 1997 

Comoarison 
Age No. Relative 
at of Risk 

Vaccination Vaccinations Estimate 
12 - 23 Months of Age 34,665 

Before' 1.84 
After' 0.87 

Historical'·' 2.76 
Before (wlo MMR) 

2 - 12 Years of Age 51,463 
Before 1.75 
After 1.30 

13 - 17 Years of Age 1,891 
Before NC 
After NC 

18+ Years of Age 1,734 
Before NC 
After NC 

Hospitalizations 

95%CI P-Value 

(0.68 - 5.39) 0.234 
(0.37 - 2.04) 0.738 
(0.91 - 10.04) 0.075 

(0.51 -6.84) 0.386 
(0.40-4.47) 0.673 

. -
- -
- -
- -

Emer2ency Room Visits Outpatient Visits 
Relative Relative 

Risk 95%CI P-Value Risk 95%CI 
Estimate Estimate 

00 (1.S4 - "") 8.616 0.83 (0.38 - 1.78) 
2.66 (0.56 - 19.18) 0.237 1.84 (0.70 - 5.30) ... {!.S4. <oo) 13.0-t,6 - -

00 (0.90- oo) 0.063 

1.17 (0.38 - 3.70) 0.791 1.79 (0.85 - 3.89) 
1.65 (0.48 - 6.43) 0.442 0.84 (0.45 - 1.56) 

0.00 (0.00 -12.17) 0.391 0.66 (0.02 - 25.86) NC - - 00 (0.03- oo) 

NC . - NC -NC - - 0.00 (0.00 - 2.13) 
l = Time period of 60 - 30 days prior to vaccination for ER and outpatient visits and 90 • 30 days prior to vaccination for hospitalizations. Subjects are their own controls. 2 = Time period of 90 • 120 days after vaccination for ER and outpatient visits and 90 - 150 days after vaccination for hospitalizations. Subjects are their own controls. 3 = Historical controls randomly selected from year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. 4 ::: Historical controls analysis available for age category 12 • 23 months only and for hospitalizations and emergency room visits only. 5 = NC -- No reported cases. 

00 Value resulted from division by zero because no events occurred in the control comparison period. 

No deaths due to epilepsy occurred In the follow-up periods. 
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Table VI-12 
Rate Comparison for Soft Tissue Disease 
June 1, 1995 - February S, 1997 

Comoarison Hosoitalizations 
Age No. Relative 
at of Risk 95%CI 

Vaccination Vaccinations Estimate 
12 - 23 Months of Age 34,665 

Before' NC . 
After' NC -Historical'·' NC . 

Before (wloMMR) 
2 - 12 Years of Age 51,463 

Before NC -
After NC . 

13 - 17 Years of Age 1,891 
Before NC -
After NC -

18+ Years of Age 1,734 
Before NC -
After NC -

P-Value 

-
-
. 

-
. 

. 
-

-
-

Emer2ency Room Visits Outpatlent Visits 
Relative Relative 

Risk 95%CI P-Value Risk 95%CI P-Value Estimate Estimate 

NC - - 7.2-4 (U2 • 164.44) ft.03~ NC . . 1.84 (0.70 - 5.30) 0.228 NC . - - . . 
00 (0.30 - oo) 0.242 

Ne - . 3.10 (0.33 - 81.71) 0.358 NC - - 2.92 (0.31 - 77.01) 0.388 

NC - - 00 (0.39 • oo) 0.217 NC - . 1.79 (0.19 - 49.13) 0.675 

NC - - 0.68 (0.02 •' 26.56) 0.810 NC - - 00 (0.03 • 00) 0.620 
1 = Time period of 60 - 30 days prior to vaccination for BR and outpatient visits and 90 • 30 days prior io vaccination for hospitalizations. Subjects are their own controls. 2 = Time period of 90 - 120 days after vacciQation for ER and outpatient visits and 90 - 150 days after vaccination for hospitalizations. Subjects are tlleir own controls. 3 = Historical controls randomly selected frolri year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. 4 = Historical controls analysis available for age category 12 - 23 months only and for hospitalizations and emergency room visits only. 5 = NC --- No reported cases. 
"° Value resulted from division by zero because no events occurred in the control comparison period. 
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Table VI-13 
Rate Comparison for Alopecia, 
June 1, 1995 - February 5, 199? 

Comparison 
Age No. Relative 
at of Risk 

Vaccination Vaccinations Estimate 
12 - 23 Months of Age 34,665 

Before' NC' 
After' NC 

Historical'·' NC 
2 - 12 Years of Age 51,463 

Before NC 

Hosoitalizations 

95%CI P-Value 

. . 

. -
- . 

. . 

Emer2encv Room Visits Outpatient Visits 
Relative Relative 

Risk 95%Cl P-Value Risk 95%CI P-Value Estimate Estimate 

NC - - l.03 (0.03 - 40.34) 0.983 NC - - 00 (0.05 - 00) 0.521 NC - . - - -
NC . - 4.14 (0.96 - 2852) 0.058 After NC . - NC . . 7.11!..._(l-2S -17-(~71.._!,~i After (wlo MMR) 

6.57 (J.tl2 - J~.14) u.iUB A~er, no MMR, days 4-30 
6.28 (0.93-/45.43) 0.062 13 - 17 Years of Age 1,891 

Before NC . - NC . . 00 (0.03. 00) 0 .601 After NC - . NC - . 00 (0.03. 00) 0.626 18+ Years of Age 1,734 
Before NC - . NC - . 1.36 (0.10 - 40.18) 0.851 After NC . - NC I - . 0.61 _ (0.06 · 5.89) 0.647 

I = Time period of 60 • 30 days prior to vaccination for ER and outpatient visits and 90 - 30 days prior to vaccination for hospitalizations. Subjects are their own controls. 2 = Time period of 90 - 120 days after vaccination for ER and outpatient visits and 90 • 150 days after vaccination for hospitalizations. Subjects are their own controls. 3 = Historical controls randomly selected from year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. 4 = Historical controls analysis available for age category 12 - 23 months only and for hospitalizations and emergency room visits only. 5 = NC -·- No reported cases. 
"° Value resulted from division by zero because no events occurred in the control comparison period. 
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Table VI-14 
Rate Comparison for Total Di~gnoses (All Visits) 
June 1, 1995 - February 5, 199'1 

Comuarison Hosuitalizations 
Age No. Relative 
at of Risk 95%CI 

Vaccination Vaccinations Estimate 
12 - 23 Months of Age 34,665 

Before' 0.94 (0.83 - l .07) 
After' 1.09 (0.95 - 1.25) 

Historical'·' 1.13 (0.99 - 1.30) 
2-12 Years of Age 51,463 

Before 1.11 (0.96 - 1.28) 
After 1.00 (0.87 - 1.16) 

13-17 Years of Age 1,891 
Before 0.55 (0.24 - 1.28) 
After 1.04 (0.38 - 3.09) 

18+ Years of Age 1,734 
Before 0.34 (0.19 - 0.59) 
After 1.05 (0.50 - 2.30) 

P-Value 

0.350 
0.245 
0.072 

0.169 
0.960 

0.166 
0.955 

<0.001 
0.911 

Emer2encv Room Visits Outuatient Visits 
Relative Relative 

Risk 95%CI P-Value Risk 95%CI P-Value Estimate Estimate 

1.05 (0.96 - 1.14) 0.318 o.a. f(U7 -0.91) <tt.OOt 1.r, (1.66 - l.l8l ,.oru 0.82 (0.80 - 0.84) <0.001 1.01 (0.92- l.l0) 0.895 - - -
1.02 (0.93 - 1.11) 0.696 8.96 tt.94 · O.tt, 0.008 1.14 (l.4;3. 1.25) .... 9.94 (1.91 - 0.,6) $9.00l 

0.82 (0.54 - 1.24) 0.340 8.61 (8.60 ~ 0. 77) "-1).t(),l 
0.95 (0.61 - 1.50) 0.81 l 0.92 (0.80 - I .06) 0.266 

1.09 (0.65 - 1.85) 0.759 0.83 (1!l.74- 0.94) O.Q04 0.94 (0.56 • 1.58) 0.799 1.05 (0.91 - 1.20) 0.528 
1 = Time period of 60 - 30 days prior to vaccination for ER and outpatient visits and 90 - 30 days prior \o vaccination for hospitalizations. Subjects are their own controls. 2 = Time period of 90 - 120 days after vaccination for ER and outpatient visits and 90 - 150 days after vaccination for hospitalizations. Subjects are their own controls. 3 = Historical controls randomly selected from year prior to vaccine licensure from Kaiser database, matched on age to vaccinated individuals. 4 = Historical controls analysis available for age category 12- 23 months only and for hospitalizations and emergency room visits only. 5 = NC --- No reported cases. 

oo Value resulted from division by zero because no events occurred in the control comparison period. 
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PROTOCOL SYNOPSIS 

PRODUCT: V210 

PROTOCOL TITLE: Post-Marketing Evaluation of Short-Tenn Safety ofVaricella Vaccine 
(VARIVAX®) 

PROTOCOUAMEND:MENT NO.: 035-00 I IMulticenter 
Error! Reference source not found. . 

CLINICAL PHASE: 

BACKGROUND AND RATIONALE: Clinical trials with varicella vaccine have been 
conducted in over 11,000 individuals since 1981. Although the vaccine has been shown to be 
generally well tolerated and efficacious (1,2), a larger study involving 25,000 children, such as 
the one outlined in this protocol, is necessary to determine if there are rare serious adverse 
events possibly related to vaccination which were not seen in these clinical trials. 

OBJECTIVES: 
( l) Describe the occurrence of adverse experiences (AEs) in a cohort· of 25,000 children aged 
12 to 23 months in a period (30 days for pediatric acute care visits and emergency room visits, 
60 days for hospitalizations and mortality) immediately after vaccination with V ARIV AX®. 
(2) Compare the rates of specific AEs in the period postvaccination which are selected by the 
principal investigators, with input from Merck Research Laboratories (.MRL) and the Center for 
Biologics Evaluation and Research (CBER) at the U.S. Food and Drug Administration, with the 
AE rates in three comparison periods of the same time duration: 

- (a) a period among age-matched controls selected from the time period one calendar year 
prior to the start of the study; 

~· (b) a period for the same children ending one month prior to vaccination; 
- ( c) a period for the same children starting three months after vaccination. 

STUDY DESIGN, DURATION, AND SAMPLE: Twenty-five thousand children aged 12 to 
23 months who are members of the Kaiser Permanente Medical Care Program (KPMCP) and 
who meet-t-he.-eligibility criteria for V ARIV AX® vaccination will be vacc~ted as soon as 
possible after licensure. AEs will be identified through the use of computer-stored records of 
pediatric acute care visits, emergency room visits, hospitalizations, and from the mortality data 
base of the state of California. The principal investigators at Kaiser will list all AEs that 
occurred among the study population during a post-vaccination period (30 days for pediatric 
acute care visits and emergency room visits, 60 days for hospitalizations and mortality) and 
select the AEs that they consider to be possibly related to vaccination. CBER may select 
additional AEs. The written medical charts .of cases with the selected AEs will be reviewed, 
as will medical records for any deaths, to assess a possible vaccination effect. In addition, all 
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. 
deaths and hospitalized neurological AEs will be reported to Merck on the V AERS form by 
fax within 24 hours. Rates of selected AEs will be compared to rates in control periods. 

DOSAGE/DOSAGE FORM, ROUTE, AND DOSE REGIMEN: One 0.5 mL subcutaneous 
injection of V ARIV AX® containing a minimum of 1350 plaque forming units (PFUs) 30 
minutes after reconstitution. 

·sAFETY MEASUREMENTS: Safety measurement is the objective of this study, and will be 
assessed for the 3 0 days after vaccination from computerized data bases of pediatric acute 
care visits and emergency room visits, and for the 60 days after from automated records of 
hospitalizations at KPMCP, and from the monality data base of the state of California. 

DATA ANALYSIS: The study has 95% power to detect a two-fold increase for a specific 
AE with a baseline incidence of 1 per 1,000, and 86% power to detect a ten-fold increase for 
a specific AE with a baseline incidence of 4 per 100,000. Confidence intervals for the relative 
risks of AEs considered possibly related to vaccine will be calculated comparing the time 
period immediately post-vaccination to the comparison time periods. Confidence intervals 
will be based on McNemar's method for the two control groups emerging from the same 
cohort, and based on independent binomial sampling for the age-matched controls . 

REPORTING OF ADVERSE EXPERIENCES 

ANY DEA TH, NEUROLOGICAL ADVERSE EXPERIENCE AS ASSESSED BY 
HOSPITAUZATJONS, OR SEIZURE AND ATAXIA AS ASSESSED BY OUI'PATIENT 
CLINIC VISITS OR EMERGENCY ROOM VISITS WHICH OCCURS TO ANY SUBJECT 
WITHIN 60 DAYS (OR 30 DAYS FOR OUTPA11ENT CllMC AND EMERGENCY ROOM 
VISITS) FOUOW/NG VACC/NA110N, WHETHER OR NOT RELATED TO THE 
VACCINE. MUST BE REPORTED ON n/E VAERS FORM BY FAX Win/IN 24 HOURS 
TO DR. ROBERT G. SHARRAR USTED ON THE MRL CONTACT INFORMA110N 
PAGE. IN ADDl110N, UPON REVIEW OF THE COMPUTERIZED SUMJM.RY 
REPORTS COVERING THE SAME TIME PERIOD, ANY OTHER SERIOUS ADVERSE 
EXPERIENCE. WHICH, IN THE OP/MON OF EITHER THE JNVES11GATOR. MRL, OR 
CBER, IS POSSIBLY, PROBABLY, OR DEFINITELY RELATED TO THE VACCINE, 
MUST BE REPORTED ON THE VAERS FORM BY FAX Win/IN FIVE (5) WORKING 
DAYS-0F-RECEIPT OF THE APPROPRIATE MEDICAL RECORDS~·-
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STUDY FLOW CHART 

Time Schedule of Events 

Days -90 to -61 Collect comparison data on AEs from computerized 

database of mortalitv and hosoitaiizations. 

Days -60 to -3 I Collect comparison data on AEs from computerized 

databases of mortality, hospitalizations, emergency room visits 

and clinic visits. 

DavO Administer 0.5 mL ofvaricella vaccine 

Days Oto 30 Collect reports on all postvaccination AEs from computerized 

databases ofmortalitv. hosoitalizations. ER visits and clinic visits. 

Days 31 to 60 Collect reports on ail postvaccination AEs from 

comouterized databases of mortalitv and hospitalizations. 

Days 91 to 120 Collect comparison data on AEs from computerized databases 

of mortality, hosoitalizations, emer2encv room visits and clinic visits. 

Days 121 to 150 Collect comparison data on AEs from computerized 

database of mortaiitv and hosoitalizations. 

MRL CONTACT INFORMATION 
To report serious adverse events, contact: 

Roben G. Sharrar. M.D. 
Director ___ . -er- · 

Worldwide Product and Safetv and Epidemiology 

Merclc Research Laboratories 
Merclc and Co .. Inc. 
P.O. Box 47 BL A-31 

West Point. PA 19486 

Telephone - Office: 610-397-2868 

FAX No.: 215-397-2328 
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I. CLINICAL SECTIONS 

A. BACKGROUND AND RATIONALE 

Clinical trials with varicella vaccine have been conducted in over 11,000 individuals since 
1981. Although the vaccine has been shown to be generally well tolerated and efficacious 
(1,2), a larger study involving 25,000 children, such as the one outlined in this protocol, is 
necessary to determine if there are rare serious adverse events possibly related to 
vaccination which were not seen in these clinical trials. 

B. HYPOTHESES 

This study is designed for post-marketing surveillance of V ARJV A."=® following licensure 
by the U.S. Food and Drug Administration. The purpose of thi.-; study is to maintain 
active surveillance of V ARIV AX® safety under market conditions rather than test 
hypotheses. 

C. OBJECTIVES 

1. Overall Objectives: 

The overall objective of this study is to assess the short-tenn safety of the 
varicella vaccine, V ARIV AX®. This study will describe the AEs occurring in the 
period immediately· following vaccination (30 days for pediatric acute care visits and 
emergency room visits, 60 days for hospitalizations and monality). The study will 

··atlew · comparison of differences in rates of AEs in the period immediately 
postvaccination with the rates of AEs seen in periods of the same time duration ending 
one month prior to vaccination and in periods starting three months after vaccination, 
and with rates seen in periods of the same time duration (30 days for pediatric acute 
care visits and emergency room visits, 60 days for hospitalizations and mortality) in 
age-matched unvaccinated controls. The age-matched unvaccinated controls will be 
selected from the time period one year prior to the time period of vaccination to avoid 
potential selection bias which could arise through choice of children who were the 
same age as the vaccinees but who did not receive the vaccine. 
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C. OBJECTIVES (CONT'D) 

2. Specific Objectives: 

a. Describe the occurrence of AEs in a cohort of25,000 children aged 12 to 23 
months in a period immediately after V ARIV AX® vaccination (30 
days for pediatric acute care visits and emergency room visits, 60 days 
for hospitalizations and mortality). 

b. Estimate differences in rates of AEs between the follow-up period 
immediately after vaccination and three comparison periods of the same 
duration (30 days for pediatric acute care visits and emergency room 
visits, 60 days for hospitalizations and mortality): 
• a period among age-matched controls selected from the time period 

one calendar year prior to the start of the study; 
• a period for the same children ending one month prior to vaccination~ 
• a period for the same children starting three months after 

vaccination. 

D. SUBJECT IP A TIENT DEFINITION 

1. Inclusion Criteria 

The study will be conducted at the clinics and medical centers of Kaiser Permanente 
Medical Care Program (KPMCP) following licensure of V ARIV AX®. The vaccine 
. will be offered to children aged 12 to 23 months who are members of the KPMCP, 
who have a negative clinical history of varicella, and who meet the eligibility criteria as 
specified in the package insert. At least twenty-five thousand such children who are 
vaccinated in the course of ordinary clinical practice with marketed varicella vaccine 
over a 1 to 2 year period after licensure of the vaccine will fonn the study population. 

2. E~~i~sion Criteria 

Children with a positive history of varicella and children who do not meet the 
eligibility criteria of the package insert will be excluded from the study population. 
The eligibility criteria of the package insert exclude children who are: less than 12 
months of age; a history of anaphylactoid reaction to neomycin; hypersensitivity to any 
component of the vaccine, including gelatin; individuals with blood dyscrasias, 
leukemia, lymphomas of any type, or other malignant neoplasms affecting the bone 
marrow or lymphatic systems; individuals receiving immunosuppressive therapy; such 
as immunosuppressant doses of corticosteroids; individuals with primary and 
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D. SUBJECT/PATIENT DEFINITION (CONT'D) 

acquired immunodeficiency states, including human immunodeficiency-related disease, 
cellular immune deficiencies, hypogammaglobulinemic and dysgammaglobulinemic 
states; a family history of congenital or hereditary immune deficiency unless the 
immunocompetence of the potential vaccine recipient is demonstrated; active• 
untreated tuberculosis; and any febrile respiratory illness or other active febrile 
infection. 

E. STUDY DESIGN 

1. Summary of Study Design 

Twenty-five thousand children ages 12 to 23 months of age will be enrolled over a 1 
to 2 year period for safety evaluation. Children will be followed for at least 6 months 
through computerized records of the HMO. The first two months of follow-up will 
serve as a measure of AEs following vaccination (30 days for pediatric acute care 
visits and emergency room visits, 60 days for hospitalizations and mortality). A similar 
period of time before vaccination and three months after vaccination will be used as 
the control or baseline level of AEs. AEs noted for an equivalent window of time 
among age-matched, unvaccinated children selected from a time period one calendar 
year prior to the start of the study will provide an additional comparison. The 
principal investigators at Kaiser will provide CBER with a list of AEs that occurred 
among the study population during the post-vaccination period. The principal 
investigators will select the · AEs that they consider to be posstl>ly related to 
vaccination and compare rates of AEs in the 60-day postvaccination period with the 
three comparison periods. CBER and MRL may identify additional AEs for which 
rate comparisons should be made. Based on prior experience with 11,000 vaccinees, 
the most common reported adverse events in children under 13 years of age which are 

... t~porarily associated with . vaccination are fever, injection-site complaints ( eg pain, 
soreness, swelling, etc.), varicella-like rash at the injection site, and generalized 
varicella-like rash (1, 3). 

2. Treatment 

Children enrolled in the study population will be vaccinated in the course of ordinary 
clinical practice with marketed varicella vaccine over a I to 2 year period after 
licensure of the vaccine. 
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E. STUDY DESIGN (CONT'D) 

3. Study Procedures 

. 

The Kaiser Permanente Northern California health maintenance organization (HMO) 
has 31 health care centers in the San Francisco Bay area and northern California, with 
an annual birth cohort among members of approximately 25,000 infants. The HMO 
maintains computerized records.on all mortality, hospitalizations, and emergency room 
visit events among HMO members, both within the H!\10 and at external centers. 
Currently the HMO maintains computerized records of pediatric outpatient clinic visits 
at approximately half of the 31 centers and is scheduled to have computerized records 
of pediatric outpatient clinic visits for all centers by June 1995. Computerized records 
for identification of mortality are also available. Mortality searches will include not 
only vaccinees who remain in the Kaiser system, but those whose death may have 
occurred after disenrollment. The population of KPMCP is multi-ethnic and is similar 
in racial and ethnic composition to the general population of northern California. 

AEs will be defined as any use of health care services, exclumng routine health care 
visits, and any deaths. AEs will be identified through the use of computer-stored 
records of pediatric acute care visits, emergency room visits, hospitalizations and 
mortality records. All clinic and emergency room visits for 30 days after vaccination 
will be recorded. All hospitalizations, including hospitalizations for neurological AEs, 
and deaths up to 60 days after vaccination will also be included. Rates of occurrence 
for specific adverse events will be summarized and tabulated. The written medical . 
charts of any cases where the diagnosis suggests a possible vaccination effect will be 
reviewed, as will medical records for any deaths. 

The principal investigators at Kaiser will provide CBER with a tist of AEs, including 
deaths, that occurred among the study population during the 60 days post-vaccination. 
Since scores of AEs will occur in the study population in this time window that will 
have no relation to vaccination, the principal investigators will identify AEs that they 
consi_der _to be possibly relate4 to vaccination. This judgement of_p9ssible relationship 
to····vaccination will be based on the investigators' clinical experience, biological 
plausibility, knowledge of the scientific literature, and prior experience conducting 
similar short-term safety studies of four other vaccines. CBER and MRL will review 
the AEs and will add any for which they believe rate comparisons should be made. 

Once a list of AEs has been identified for which rate comparisons should be made, 
statistical analysis will be performed comparing the incidence rate of these AEs in the 
vaccinees with incidence rates among age-matched, unvaccinated controls from the 
prior year. Analysis of only a limited set of AEs possibly related to vaccination will 
minimize the probability of type I statistical errors which may result from multiple 
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E. STUDY DESIGN (CONT'D} 

comparisons. However, if each of the three parties involved in selecting AEs chooses 
several AEs so that approximately 20 AEs are selected for rate comparisons, it is 
expected that one adverse event would appear statistically elevated by chance alone. 
In addition, the incidence rates of the AEs among vaccinees in the 60 days immediately 
post-vaccination will be compared to the rates among vaccinees in the comparison 
time windows. Two comparison periods using the same children as their own controls 
will be available for this comparison. Two comparison periods will be used to avoid 
potentia1 biases that may result from using a single comparison period either before or 
after vaccination. 

In order to ensure selection of a window of time for age-matched controls from aJI 
seasons, a two stage sampling procedure will be adopted: controls will be randomly 
selected from the Kaiser database, and then a second random selection will take place -
the 60-day time period in the year prior to vaccination will be rll~tdomly selected from 
all seasons of the year. - · 

The mortality experience of vaccinees in the study population whose families disenroll 
from KPMCP during the 60 days of follow-up will be obtained by reviewing the 
California mortality data base to identify any deaths of disenrollees from the Kaiser 
HMO. If disenrollees have left the state of California, a comprehensive follow-up 
assessment of mortality experience will be conducted by post card and/or telephone 
interviews. A . 6 month to one year period is required to complete the review of 
mortality records ftom all sources and to match these with the list of vaccinees. This 
will delay the provision of data on deaths in the study population to CBER by 6 
months to I year. 

Vaccine will be drop-shipped directly from the Merck warehouse to the Kaiser health 
centers from where it will be administered. It will be stored at below -15° C at the 
various Kaiser health center sites until reconstitution for vaccination. Storage and 

· ·retonstitution will be in ·accordance with the package circular for V ARIV AX®. 
Orders for vaccine will be faxed to both the customer account manager, Mr. John 
Oliveira (215-652-0511/ 215-652--6700) and the Merck monitor for the studies, Dr 
Paul Coplan (610-397-2992 fax, 610-397-7473 tel). Orders will be placed by a central 
authority at Kaiser Northern California responsible for vaccine administration in the 
post-marketing studies. The customer account manager will record the vaccine lot 
number of a shipment on the vaccine invoice and send copies of the invoices to the 
study monitor every month. Records of vaccine lot numbers shipped to the various 
health centers will thus be maintained. 

Vaccine will be shipped to the KPMCP Northern California satellite health care 
centers in polystyrene shippers, designed sp~ifically for V ARIV AX® shipment, and 6 
pounds of dry ice so that the vaccine cold chain is maintained at -20°C. 
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E. STUDY DESIGN (CONT'D) 

4. Potential Biases 

Biases in rate comparisons arising from comparison groups. 

a. Age-matched controls from the previous year - If the incidence of a AE has a· cycle 
with a periodicity of severaJ years or there is a large random variation in the 
incidence_ of an AE by year, then the incidence of an AE may differ between two 
consecutive years. This may result in relative risks which are statistically elevated 
but are not associated with vaccination, or may result in relative risks which are 
not statisticaJly elevated even though the vaccine may possibly cause a substantial 
increase in the rate of the AE. The disadvantage of controls from the same year is 
that these controls would be people who were not vaccinated with V ARIV AX® 
when others were vaccinated. There may be differences in AE incidence between 
those who were vaccinated and those who were not. 

b. Own control, 60 day period one month prior to vaccination - It is possible that 
comparisons between the 60 days postvaccination and the 60 day pre-vaccination 
period could be biased in either direction. The vaccine could appear less safe than 
it actually is for events whose occurrence would tend to make vaccination within 
60 days less likely. Such events would include new onset seizure disorders and 
deaths. However, the vaccine could appear more safe than it actually is for events 
whose occurrence would tend to make vaccination within 60 days more likely. 
Such events might include certain respiratory illnesses or otitis media, where 
followup visits are common, leading to increased opportunities to vaccinate. 

c. Own control, 60 day period 3 months post-vaccination - If a AE is vaccine-related 
and continues to occur 3 to 5 months after vaccination, such an AE would be 
elevated in this comparison period due to vaccination. For example, AE rates that 
are elevated for 3-5 months postvaccination would appear lower than they truly 
are when comparing AE rates immediately postvaccination to AE rates in the 

-·· period starting 3 months post-vaccination. 

In addition, rates of AEs that change rapidly with age may be biased by either of 
the two own-control comparison periods. For example, consider an AE with an 
incidence rate that has a large decrease with ·increasing age in the first 2 years of 
life. If children are vaccinated at 12 months of age, then the 60 day comparison 
period starting 3 months before vaccination would have a higher rate of AEs, and 
the 60 day comparison period ending S months postvaccination would have a 
lower rate of the AE than the 60 day period immediately postvaccination. 

In order to account for biases arising from seasonal differences between 
comparison periods, subjects will be vaccinated over a 2 year period on a rolling 
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E. STUDY DESIGN {CONT'D) 

basis over all seasons. The distribution of own-control periods to seasonal periods 
with higher or lower incidence rates than the period immediately following 
vaccination will presumably be · random considering 25,000 children will be 
vaccinated. In order to ensure selection of age-matched controls from all seasons, 
a two stage sampling procedure will be adopted: controls will be randomly 
selected from the Kaiser database, and then a second random selection will take 
place - the 60-day time period in the year prior to vaccination will be randomly 
selected from aJl seasons of the year. 

F. SAFETY MEASUREMENTS 

1. Evaluating and Recording Adverse Experiences 

The assessment of relationship between serious adverse experiences and vaccination 
will be reported by the investigator according to his/her best clinical judgment. The 
following definition of serious adverse experiences, criteria for assessing relationship 
to vaccine, and criteria for scaling the strength of relationship between serious adverse 
experiences and vaccination, is provided as guidance: 

A. A serious adverse experience is one which: 

Results in death; 

Is immediately life-threatening (immediate risk of death from the experience as 
it occurred) [Note: This does not include~ adverse experience that, had it 
occurred in a more serious fonn, might have caused death.]; 

Results in permanent or substantial disability (permanent or substantial 
disruption of one's ability to cany out normal life functions); 

Results in or prolongs an existing inpatient hospitalization (an overnight stay in 
the hospital, regardless of length of stay, even if the hospitalization is a 
precautionary measure for continued observation) [Note: Hospitalization 
(including hospitalization for an elective procedure) for a preexisting condition 
which has not worsened does not constitute a serious adverse experience.]; 

Is a cancer regardless of time from last dose; or 

Is the result of an overdose (whether accidental or intentional). 
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F. SAFETY MEASUREMENTS (CONT'D) 

B. Relationship to vaccine (Did the vaccine cause the advene experience?): 

The criteria below are intended as reference guidelines to. assist the investigator, 
CBER and MRL in assessing the likelihood of a relationship between the vaccine 
and the adverse experience based upon the available information. 

The following components are to be used to assess this relationship; the greater the 
correlation with the components and their respective elements (in number and/or 
intensity), the more likely the vaccine caused the adverse experience (AE): 

Exposure: 
Is there evidence that the patient was actually exposed to the vaccine? 

Time Course: 
Did the AE follow in a reasonable temporal sequence from administration of 
the vaccine? 

Is the time of onset of the AE compatible with a vaccine-induced effect? 

Likely Cause: 
Is the AE not reasonably explained by another etiology such as underlying 
disease, medications, or other host or environmental factors? 

Consistency with previous knowledge: 
Is the clinical/pathological presentation of the AE consistent with previous 
knowledge regarding the vaccine? 

C. Scale of relationship of an AE to vaccination. 

_ ...... _ ·- · 
Definitely related to vaccine: 

There is evidence of exposure to the vaccine. 

The temporal sequence of the AE onset relative to administration of the 
vaccine is reasonable. 

The AE is most likely explained by the vaccine than by another cause. 

The AE shows a pattern consistent with previous knowledge of the vaccine 
or vaccine class. 

Probably related to vaccine: 

There is evidence of exposure to the vaccine. 
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F. SAFETY MEASUREMENTS (CONT'D) 

The temporal sequence of the AE onset relative to administration of the 
vaccine is reasonable. 

The AE is more likely explained by the vaccine than by another cause. 

Possibly related to vaccine: 

There is evidence of exposure to the vaccine. 

The temporal sequence of the AE onset relative to administration of the 
vaccine is reasonable. 

The AE could have been due to another equally likely cause. 

Probably not related to vaccine: 

There is evidence of exposure to the vaccine. 

There is another more likely cause of the AE. 

Definitely not related to vaccine: 
The subject/patient did not receive the vaccine. 

OR 

Temporal sequence of the AE onset relative to admimstration of the vaccine 
is not reasonable. 

OR 

There is another obvious cause of the AE. 

2. Immediate Reporting of Adverse Experiences to MRL 

ANY DEATH, NEUROLOGICAL ADVERSE EXPERIENCE AS ASSESSED BY 
HOSPITALIZA110NS, OR SEIZURE AND ATAXIA AS ASSESSED BY 
OUTPA11ENT CllNIC VISITS OR EMERGENCY ROOM VISITS WHICH 
OCCURS TO ANY SUBJECT Wl1'HIN 60 DAYS (OR 30 DAYS FOR OUTPA11ENT 
CUNIC AND EMERGENCY ROOM VISITS) FOUOW/NG VACCINA110N. 
WHETHER OR NOT RELATED TO THE VACCINE. MUST BE REPORTED ON 
THE VAERS FORM BY FAX WITHIN 24 HOURS TO DR. ROBERT G. SHARRAR 
USTED ON THE MRL CONTACT INFORMA110N PAGE. IN ADDITION, UPON 
REVIEW OF THE COMPUTERIZED SUMMARY REPORTS COVERING THE 
SAME TIME PERIOD. ANY OTHER SERIOUS ADVERSE EXPERIENCE. WHICH, 
IN THE OPINION OF EITHER THE INVESTIGATOR, MRL, OR CBER, JS 
POSSIBLY. PROBABLY, OR DEFINITELY RELATED TO THE VACCINE. MUST 
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F. SAFETY MEASUREMENTS (CONT'D) 

BE REPORTED ON THE VAERS FORM BY FAX WITHIN FIVE (5) WORKING 
DAYS OF RECEIPT OF THE APPROPRJA TE MEDICAL RECORDS. 

G. STUDY DURATION AND SUBMISSION OF DATA 

Twenty-five thousand children ages 12 to 23 months of age will be enrolled over a 1 
to 2 year period for safety evaluation, and followed for at least 6 months through 
computerized records of the HM:O. The results of this study will be included as part 
of the annual reports on V ARIV AX® post-marketing studies that MRL is required to 
make to the FDA for the 15 years after vaccine licensure. The study results will be 
included in the annual report on an ongoing basis as the results become available, with 
the exception of serious AE reporting for which FDA regulations require prompt 
reporting. 

H. DATA ANALYSIS 

Data collection, management and analysis for this study will be conducted by Kaiser 
Pennanente, Northern California. Input regarding which adverse events are to be selected 
for comparative analysis will be provided by MRL and CBER, as outlined in the Study 
Procedures section. 

:1. Sample Size Considerations 

The objective of the study is to determine if there are any rare serious adverse events 
that occur shortly after vaccination that are possibly related to the vaccine. With 
25,000 children vaccinated, there is 90% [80%] chance that at least one adverse event 
will be reported in the study, given that the true incidence of the same event is at least 
l i!lJ0,000 [6/100,000] vaccinations. 

-·· . ·.:._ 

In addition the study is powered to detect an increased ( or decreased) risk for a 
specific AE, using the three follow-up periods. Power calculations were performed at 
the 5% significance level. Since this is a post-marketing evaluation study, the 
underlying objective is to evaluate whether the safety of the vaccine under 'field' 
conditions is worse than that demonstrated in the completed clinical trials. As a result, 
statistical inference is made based on one-sided hypothesis testing. 

The following table shows the power to detect an elevated risk for an AE with 
different rates of occurrence. As expected, when the incidence increases, smaller 
differences can be detected with similar power. 
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H. DAT A ANALYSIS (CONT'D) 

Table I 

Power to Detect Increased Risk for AEs 

Period 1 Period 2 Risk Increase Power(%) 
AE Incidence AE lncidenc1 
(per 100,000) ( oer 100,0001 

4 40 10 86 

10 so s 92 

20 80 4 95 

so 150 3 99 

100 200 2 95 

2. Data Analysis Plan 

Observed AE rates will be tabulated for all four at-risk windows[one treatment(T) and 
three controls(C)]: pre-vaccination period(C), first(T} and secol}d(C} post-vaccination 
period and an independent, age-matched, vaccination free period(C}. Confidence 
intervals for the relative risk of an AE in the treatment vs. each of the control periods 
will be calculated. For the two control groups emerging from the same cohort, the 
confidence intervals will be based on McNemar's method, where for the independent, 
age-matched control, they will be based on independent binomial sampling. 

Due to the numerous constructed confidence intervals ( one for each AE), it is 
expected that several apparent increases or decreases in risks of specific AE's may be 
seen by chance alone. Consequently, AEs with a reasonable possibility of a causal 

·· relationships wi11 be identified by the principal investigators, ·with input from CBER 
and MRL. Incidence rates for the AEs possibly related to vaccination will be 
calculated based on the person-time distribution when necessary. However, since 
three rate comparisons will be made for every AE, even a relatively small number of 
AEs identified as possibly related to vaccine bas a high probability of falsely suggesting 
a difference between groups when a true difference does not exist ( elevated Type I 
error). Therefore, interpretation of the results of these comparisons will have to be 
made with the recognition of the overall pattern of the results, taking into account 
both biological and statistical results in a narrative discussion of all comparative 
tabulations. 
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. 
II. ADMINISTRATIVE AND REGULA TORY SECTIONS 

A. LABELING, PACKAGING, STORAGE, AND RETURN OF 
CLINICAL SUPPLIES 

Not applicable to this post-marketing study in which aJl vaccine is marketed product. 

B. WORKSHEETS AND CASE REPORT FORMS 

No work booklets/worksheets will be utilized for this study. Adverse events will be 
identified through the use of computer-stored records of pediatric emergency room visits, 
hospitaJizations, and deaths. 

C. STUDY DOCUMENTATION AND RECORDS RETENTION 

Study Documentation includes sponsor-investigator correspondence and regulatory 
documents (e.g., signed protocol and amendments, and Ethics or Institutional Review 
Committee correspondence). 

Government agency regulations and directives require that all study documentation 
penaining to the conduct of a clinicaJ trial must be retained by the investigator. These 
documents must be kept for a minimum of two years after notification by MRL of the finaJ 
status of the investigation of which this protocol is a part, or longer if requested by MRL. 

D. INFORMED CONSENT 

KPMCP will obtain written infonned consent for administration of the varicella vaccine at 
the request of a parent or guardian to all children aged 12 to 23 months of age who 
participate in the study. The signed. written consent will be stored in the medical records 
of the clinic at which the vaccine is administered. In addition, an information sheet 
describing the risks and benefits associated with the vaccine will be provided to parents or 
guardians requesting vaccination for their child before the written consent is signed and 
the child is vaccinated. The information sheet and consent form are attached in 
Appendices I and II, respectively. 
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D. INFORMED CONSENT {CONT'D) 

Kaiser does not require informed consent to conduct computer database searches for 
health care utilization or vaccine admin.istration of its members as long as individual 
patient confidentiality is maintained. In addition, Kaiser does not require informed consent 
to examine written medicaJ records for medical care within the KPMCP. No informed 
consent will be obtained for Kaiser conducting computer database searches or examining 
medical records of its members. If it becomes necessary to review medical records for 

· care delivered outside the KPMCP, the principal investigator will be responsible for 
attempting to obtain any necessary consent. 

E. INSTITUTIONAL REVIEW BOARD {IRB} 

The IRB will comply with all federal, state and local laws. Particular attention is drawn to 
the Food and Drug Administration Regulations for Institutional Review Boards (21 CFR, 
Part 56), and a copy of these regulations is attached to this protocol. The investig~pr is 
responsible for obtaining initial and continuing review (at intervals not less than once per 
year) of the study by an IRB. Written approval from the IRB must be forwarded to MRL 
before vaccine supplies will be shipped. The FDA regulations regarding IRB approval are 
attached in Appendix III. 

Merck will be promptly advised of any regulatory inspection (relating to this study), of 
either the institution or the IRB. The investigator will promptly provide Merck with a 
copy of any inspection report. 

F. CONFIDENTIALITY 

1. Confidentiality of Data 
.. ---·. :::.· . 

By signing this protocol the investigator affinns to MRI.. that information furnished to 
the investigator by MRL will be maintained in confidence and such information will be 
diwlged to the Institutional Review Board, Ethical Review Committee, or similar or 
expert committee; affiliated institution; and employees only under an appropriate 
understanding of confidentiality with such board or committee, affiliated institution 
and employees. 

2. Confidentialitv of Patient Records 

By signing the protocol the investigator agrees that within local regulatory restrictions 
and ethical considerations :MRL or any regulatory agency may consult and/or copy 
study documents (see Section 11.G.) in order to verify study data. 
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. 
G. COMPLIANCE WITH LAW, AUDIT, AND DEBARMENT 

By signing this protocol, the investigator agrees to conduct the study in an efficient and 
diligent manner and in conformance with this protocol; generally accepted standards of 
good clinical practice; and all applicable Federal, state, and local laws, rules and 
regulations relating to the conduct of the clinical study. 

The investigator shall prepare and maintain complete and accurate study documentation in 
compliance with good clinical practice standards and applicable Federal, state and local 
laws, rules and regulations. 

Study documentation (see Section II.C.) will be promptly and fully disclosed to MRL by 
the investigator upon request and also shall be made available at the investigator's site 
upon request for inspection, copying, review and audit at reasonable times by 
representatives of MRL or any regulatory agencies. The investigator agrees to promptly 
take any reasonable steps that are requested by MRL as a result of an audit to cure 
deficiencies in the study documentation or data. 

Persons debarred from conducting or working on clinical st1'1..i1es by any court or 
regulatory agency will not be allowed to conduct or work on studies sponsored by MRL. 
The investigator will immediately disclose in writing to MRL if any person who is involved 
in conducting the study is debarred, or if any proceeding for debarment is pending or, to 
the best of the investigator's knowledge, threatened. 

H. PUBLICATIONS 

Publications derived from this study should include input from the principal investigator, 
his or her colleagues, and the MRL personnel involved in the study. Such input should be 
reflected in publication authorship, and agreement regarding order of authors should be 
established before writing a manuscript .. 

MRL ··miist ·have the opportunity to review all proposed abstracts, manuscripts or 
presentations regarding this study 60 days prior to submission for publication/presentation. 
Any information identified by MRL as confidential must be deleted prior to submission, it 
being understood that the results of this study are not to be considered confidential. MRL 
review can be expedited to meet publication guidelines. 
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III. SIGNATURES 

A. SPONSOR'S REPRESENTATIVE 

NAME 

Paul Coplan, ScD MSPH 

Merck Monitor for the studv 

B. INVESTIGATOR(S} 

SIGNATURE DATE 

I agree to conduct this clinical study in accordance with the design and specific provisions of 
this protocol; deviations from the protocol are acceptable only with a mutually agreed upon 
protocoJ amendment. I also agree to report all infonnation .or data in accordance with the 
protocol, and, in particular, I agree to report any serious adverse experiences as defined in 
Section I.F. of this protocol. 

TYPED NAME(S} SIGNATURE DATE 

Steven Black, M.D. 
Primary Investigator(s) 

Henrv Shinefield, M.D. 
Sub - Investigator(s) 
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Appendix I 

Information about VariceJJa Vaccine 

Chickenpox (varicella) is a highly contagious childhood disease in which crops of blisters and 
crusts appear on the skin and mucous ~embranes, such as in the mouth, eyes and, rarely, in 
the genital area. The disease is usually accompanied by fever. The harm caused by 
chickenpox ranges from a mild rash to a life-threatening disease complicated by encephalitis 
(an inflammation of the brain), pneumonia, other infections or, rarely, death. The rash may 
leave permanent scars on the skin. Shingles (varicella zoster) is caused by a recurrence of the 
same virus as chickenpox, and occurs from years to decades after the initial chickenpox 
infection. 

The chickenpox or varicella vaccine is a live, attenuated (weakened) virus vaccine which is 
licensed by the FDA for use in children and adults. In children less than 13 years of age (up to 
their 13th birthday), a single dose is required. For adolescents older than 13 years or adults, 
two doses four to eight weeks apart are necessary. More than 90% of children will develop 
enough antibodies following immunization to be protected against .the disease. Some children 
who receive varicella vaccine may develop a mild form of infection later. It is not known 
what protection the vaccine may afford against the development of shingles later in life. In 
children, the reported rate of zoster in vaccine recipients does not appear to exceed that of 
healthy children who have experienced natural varicella. 

Vaccine Contraindications 

The vaccine should not be given in the following situations: 

• To a child or adult who has an illness or is taking a medicine that affects the 
immune system (such as high-dose corticosteroids) 

• To any teenager or adult who may be pregnant or is planning on becoming 
pregnant within three months 

• To those who have had a serious allergic reaction to neomycin 

-··s'itice. aspirin given during a natural chickenpox infection has been associated with a 
serious complication called Reye's Syndrome, that medication should not be given 
within six weeks of receivin varicella vaccine unless directed a h · cian. 

Less than five percent of children will develop fever following receipt of the vaccine. 
Between 3-5 percent may develop a mild rash either at the injection site or elsewhere on their 
bodies. Should you suspect that any more severe reaction has occurred, it should be reported 
to the child's physician or the advice center at your Kaiser facility. 

OllHB l (5-95) 
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Appendix II 

Consent Form 

By signing below, I, the patient or the parent, legal guardian. or Al firmar abajo, yo, el pacientc o el padre, la madrc o el tutor 
authorized adult for this child, acknowledge the following: legal, o el adulto enc:argado de estc niiio, rc:conozc'? lo si~uientc: 

I. I have received written documents describing these l. He recibido documentos por escrito dcscribiendo estas 
prcvc:µtable diseases and the risks and benefits of the enfennedades evitables y los riesgos y beneficios de las 
vaccines ordered on this fonn. These documents contain the vacunas ordenadas en este fonnulario. Estos documentos 
infonnation required by the federa1 govc:mmenl It is c:onticncn la infonnacicin requcrida por cl gobiemo federal. 
emphasized that most experts agree that the known bellcfits Se pone mfasis Cl que la mayoria de los expertos estan de 
of immuni7.ation far outweigh the possible side effects oftbe acuerdo en que los beneficios rec:onocidos de la inmuniz.acion 
vaccines. sobRpasan en gran pane los posiblcs efectos secundarios de 

las vacunas. 
2. I have been given appropriate information on how to evaluate 

and report any possible side effects of the vaccines. Any 2. Me ban dado informacion apropiada en cuanto a la 
vaccine side effects should be reported to my child's /my own evaluacion de posioles efectos secundarios de las vacunas y 
physician or advice center, or the federa1 government at 1- como reportarlos. Cualquier efecto secundario de alguna 
800-822-7967. vacuna debera sci reportado a mi medico/al medico de mi 

nmo o al c:cntro de consejos, o al gobierno federal al 1-800-
3. All of my questions have been adequately answered prior-to 822-7967. 

my/my child receiving the vaccines. 
3. Se ban contestado todas mis preguntas a mi satisfaccion 

4. I request that I/my child receive the routine immunizations antes de que )l) 0 mi nmo recibic:ramos las vacunas. 
indicated on the reverse side of this fonn. Should any 
circumstance arise where I or my own child's physician 4. Pido que yo/mi nmo recibamos las inmunizaciones de rutina 
decide that any of the designated vaccines may be indicadas al reverso de este fonnulario. Si surgiera alguna 
contraindicated or no longer wanted, I will be able to revoke circunstancia por la cual yo o el medico de mi nifio 
the consent for that/those particular vaccine(s) after decidicramos que cualquicra de las vacunas designadas fuera 
discussion with my own/child's physician. c:ontraindic:ada o no deseada, yo padre n:vocar mi 

c~ento para esa(s) vacuna(s) despucs de discutirlo 
COD mi medico/el medico de mi nmo. 

----:-=r::_· 

DATE/FECHA NAME OF PATIENT. PARE?n". LEGAL GUARDIAN OR AL"'THORlZED ADULT 

NOMBRE DEL PACIEN'ra, EL PADRE.LA MADRE, EL n."TOR LEG.\L O EL ADULTOENCARGADO 
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Appendix III: 

FOOD AND DRUG ADMINISTRATION REGULATIONS FOR INSTITUTIONAL REVIEW 
BOARDS (CODE OF FEDERAL ~GULATJONS, TITLE 21, PART 56) 

Subpart B- Organization and Penonncl 
56.107 IRB Membership 
a. Each IRB shall have al least five members, with varying backgrounds to promote complete and adeq_uatc review of 

research activities commonly conduc1m by the institution. The IRB shall be suffigcntJy qualified through the 
expe:r:ic:nce and expertise of its members, and the diversity of the members, including consideration of race, gender, 

cultural backgrounds, and sensitivity to such issua as community attitudes, to promote respc:ct for its advice and 
counsel in safeguarding the rights and welfare of human subjects. In addition to possessing the professional 
competence necessary to review the specific research actj\'ities, the IRB shall be able to ascenain the acceptability of 
proposed resean:h in tams of instirutiO!llll commitments and regulations, app)ic:ablc Jaw, and standllnis of professional 
conduct and practice. The 1RB shall therefore incJ-11dc pcrlOUS knawledgc:ablc in these areas. If an 1RB rqularly 
reviews research that involves a vulnerable c:aacgory of subjects, such as children, prisoners, prqnant womc:n, or 
handicapped or mentally disabled persons, consideration shall be given to the inclusion of one or more individuals who 

are knowledgeable about and experienced in warking with those subjects. 
b. Every nondiscriminatory effort will be made to ensure that no 1RB consists entirely oi men or entirely of wmnc:n, 

including the institution's consideration of qualified pc:rsons of both sexes, so long as no selection is made to the IRB 
on the basis of gender. No IRB may consist entirely of members of cme pn,fession. - · 

c. Each 1RB shall include at least one member whose primary c:anccrns are in the scic:ntific: area and at least one member 
whose primary c:oncems are in DODSCientific areas. 

d. Each IRB shall include al Jc:ast one member who is not otherwise affiliated with the institution and who is not part of 
the immediate family of a person who is affiliated with the institution. 

e. No IRB may have a member participate in the IRB's initial or continuing review of any project in which the member 
has a conflicting intc:rest, except to provide information requested by the IRB. 

f. An IRB may, in its discretion, invite individuals with competence in spec:ia) an:as to assist in the review of complex 
issues which require expertise beyond or in addition to that available on the IRB. These ,ndividuals may not vote with 
theIRB. 

Subpart C - IRB Functions and Opentions 
56.108 IRB Functions and Operations 
In order to fulfill the requirements of these regulations. each IRB shall: _ 
a. Follow written procedures: (I) For ccmducting its initial and continuing review of research and for reporting its 

findings and actions to the investigator and the instituti~ (2) for determining which projects require review more 
often than annually aud which projects need verification from sources other than the investigator that no material 
changes have occurred since previous IRB review, (3) for C'IISllring prompt reporting to the !RB of changes in research 

activity;-ana (4) for ensuring that changes m approved rescmch, during the period for wliich lRB approval has already 
been given, may not be initiated without IRB review and approval exc:cpt where necessary to eliminate apparent 
immediate hazards to the human subjects. 

b. Follow written procedures for ensuring prompt rcpmting to the IR.B, appropriate institutional otru:ials, and the Food 
and Drug Administration of: ()) Any U1111Dticipated problans involving risks to human subjects or others; (2) any 
insumce of serious or continuing noncomp1ianc:e with these regulaticms or the requiR:ments or determinations of the 
IRB; or (3) any suspension or termination oflRB approval 

c. Except when an expedited review pn,ccdurc is used (sec § 56.110), m'iew p.oposcd lCSelU'Ch at convened meetings at 
which a majority of the members of the IRB are present., including at least one member whose primary c:oru:c:ms are in 
nonscientific aJQi. In order for the research to be approved, it shall receive the approval of a majority of those 
members present at the meeting. 

56.109 IRB Review of Research 

a. An lRB shall review and have authority to approve, require moditications in (to secure •tpproval), or disapprove all 
research aclivili'5 covered by tm.-sc regulations. 
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b. An IRB shall require that infonnation given to subject" as part of infonncd consent is in accordance with § S0.25. The 
IRB may require that information, in addition to that specifically mentioned in § S0.25, be given to the subjects when 
in the IRB's judgment the infonnation would meaningfully add to the protection of the rights and welfare of subject~. 

c. An IRB shall require documentation of infonned consent in ac:c:ordance with § 50.27, except that the IRB may, for 
some or all subjects, waive the requirement that the subject or the subject's legally authorized representative sign a 
written consent fonn ifit finds that the research presents no more than minimal risk ofhann to subjects and involves 
no procedures for which written consent is normally required outside the ~ context. In cases where the 
documentation requirement is waived, the IRB may require the investigator to provide subjects with a written 
stai.ement regarding the research. 

d. An IRB shall notify investigators and the institution in writing of its decision to approve or disapprove the proposed 

researc:h activity, or of modifications required to secure IRB approwl of the resc:an:h activity. If the IRB decides to 
disapprove a research activity, it shall im:lude in its written notification a statement of the reasons for its decision and 
give the investigator an opportunity to respond in penlOJl or in writing. 

e. An IRB shall conduct continuing review of research covered by these iqu!alions at intervals appropriate to the degree 
of risk, but not less than once per year, and shall have authority to obscm: or have a third party observe the consent 
process and the research.. 
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