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ABLE] (CONT.

LISTING OF CASES WITH 'OTHE

DOSE Lot DATE OF
NUM NUM DOSE STUDY CASE ONSET

FEIEIE 26 26 IE € J6 3 JEIE I6 36 3 I6 6 6 36 66 36 36 HEIE 3 I6 2 3636 36 36 3 26 IE 36 36 6 I€ 336 JEIE 36 36 I6 I IE 3 36 6 36 36 26 6 36 36 I I 36 36 96 36 36 JE 2 6 3 JEI6 I6 I 36 I I I FEIEIEIE I6 IEIE I 36 6 IE 6 36 I IEIE 3 I JEIE I I I 36 6 6 6

1 cWs91 3625 111001 (B) (6)  03/24/92
cwsos 3315 111001 B)(6)  03,06/92
03/16/92

03/30/92

YSTEMIC COMPLAINTS

DURATION-
DESCRIPTION

BUMP RIGHT ARM (SITE OF ALLERGY SHOT)

DAY 11, 21 AND 36 DOSE 1, ROOT CANAL-DENTIST

18-7309 CBER000612

SvC00-%



Lot of
Study # Case # BB-~IND Yaccina
974 (b)(6) 3715 C-R647
974 (b)(6) 375 C-R724
975 (b)(6) 378 CRA52

*Clinical investigator's assessment.

XPROJECT. 1690

TABLE 1 (CONT.)

Date Vaccine Date of Date
Administered _Event

1625 07/25/88 09/05/88 10/28/88
1460 01/12/89 01/27/89 05/25/89
1140 04/06/89 04/12/89 07/6/89

18-7309 CBER000766

Page 3 of 4 Pages

Post-Vaccination Reactions in Healthy Children and Adolescents Reported to CBER

Summary of Event

A 13-month~old female (Case (D) (E)was’ vaccinated on
7/25/88. On 9/5/88 she entered the hospital for
elective bilateral 1nguinal hernia surgery. She was
released on 9/7/88 and has recovered. The investi-
gator believes this experience was unrelated to
vaccination.

A 9-year-old male (Case(P) (B)yas hospitalized 17
days after vaccination for reactive airway disease.
The patient was treated and released 4 days later
recovered. The invostigator does not consider this
exparience related to the study vaccine.

case® ) yas hospitalized 6 days after vaccination
for gastroenteritis, RSV pneumonia and bilateral
otitis media. He was discharg:d 6 days after
admission. The investigator believes the case to be
non-related to vaccination.

Vaccine*

No

300CT192

06900-7
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ont
LISTING OF CASES N!ﬂl &unn SYSTEMIC COMPLAINYS

DOSE Lor DATE OF DURATION-
NUM DOSE STUDY CASE ONSET DESCRIPTION
uunmuusunmmmlnunnunnnnnnunnnnnmmuuuuununnnunuuunnunnuunnuunumnmnnuuunuuunununnnnnnnuunnuunm«mumuunn

1 CR647 K4 099201 () (6)  01/22/69 MOTHER WAS WITH CHILOREN ON THE 22ND AND THEY GOT
CHICKEN-POX ON JANUARY 29TH (I ALREADY HAD THEM AS A
CHILD) - CHEILD NOT EXPOSED ONLY MOM.
099201 (0) (6) ' o2/02/89 bAY 1, FLATUS.

162 099201 (D) (6) 02/20/89 DAY 26 - SMALL TRACE OF BLOOD ON RECTUM AFTER BONEL
MOVEMENT. NO BLOOD VISIBLE IN STOOL, HOWEVER.

se2 099200 (D) (6) 03/16/89 DAYS 36-90 FEVER BLISTER ON LIP
05/17/89
03/16/69
03/19/89
03/20/89
625 099201 2 (6) 95,0089

18-7309 CBER000865

68L00-7



TABLE 27

Multicenter Study

Serious Adverse Experiences in Healthy Adolescents and Adults

Study Case Lot PFU/ Date Vaccine Date of Date
_No. No. BB-IND Vaccine _Dose Administered _ Event  Reported Supmary of Event

Vaccine
Related

1038 (b)(6) 375 C-7683 1230 3/22/N 5/6/91  5/22/91 This 25 year-old male
received the first dose of
varicella vaccine on
3/22/91. On 5/6/91 he was
admitted to the hospital with
abdominal pain and nausea
until 5/8/91 when he was
discharged after observation
only. He received the second
injection of Oka/Merck
vaccine on 5/21/91, and
reported no further
complaints.

1030 (b)(6) 375 C-T684 905 12/20/90 12/26/90 1/22/91  This 26 year-old female was
vaccinated with varicella
vaccine on 12/20/90. On
12/22/90 she developed
flu-1ike symptoms, including
aching muscles and fever.

She developed further
symptoms including liver
enlargement and was admitted
to the hospital on 12/26/90
with a diagnosis of
pericarditis and pleural
effusion. Viral culture from
aspirate was nonconclusive.
The patient was discharged on
1/4/91; by 1/3/91 the
effusion was resolved.

XINFWPC.795/9N

18-7309 CBER001215

Definitely
Not

Definitely
Not

30APR93

9CTT0~-%



TABLE 27 (CONT.)

Multicenter Study

Serious Adverse Experiences in Healthy Adolescents and Adults

Study Case Lot PFU/ Date Vaccine Date of Date
No. No. BB-IND Vaccine _Dose Administered Event Reported Summary of Event

1039 (b)(6) 375 C-T684 905 11/19/90 1/28/91  3/21/91  This 21 year-old female
1/16/91 received a first dose of

varicella vaccine 11/19/90.
At the time of the second
vaccination (1/16/91) the
subject had flu-like symptoms
which worsened during the
subsequent 12-day period
despite administration of
oral antibiotics. On 1/28/91
the subject was admitted to
the hospital with a diagnosis
of infectious mononucleosis.
She was discharged on 1/31/91
on Ciprofloxacin 500 mg b.i.d.

This 38 year-old female

1023 (b)(6) 375 C-T6B4 1810 1/25/91 7/24/9  9/6/91 received 2 doses of varicella

3/26/91 vaccine. During dose 1}

follow up she reported no
complaints related to
vaccination. Four months
following the second
vaccination during routine
gynecologic care, a malignant
lesion of the left breast was
found. The patient underwent
a modified radical
mastectomy. Pathology report
indicated no 1ymphatic node
involvement.

XINFWPC.795/92

18-7309 CBER001216

Vaccine

_Related

Definitely
Not

Definitely
Not

30APRI3

LZTTO-V



Live Varicella Vaccine (Oka/Merck) Study #826A

RESULTS (CONT.):

XPROJECT.1785

C Dat

Clinical complaint data are available for 9
vaccine recipients and are presented in
Table 2.

The vaccine was generally well tolerated.

An injection site reaction was reported by
55.6% (5/9) of the adults. All reactions
occurred within two days of wvaccination. No
vaccinees reported a varicelliform rash at the
injection site.

Non-injection site varicella-like rash was
reported for 1 vaccinee (11.1%) during the
6-week observation period.

Temperature Data

Temperature data are available for 9 vaccinees
and are shown in Table 3.

No vaccinees reported a temperature >102°F,
oral, during the 42-day follow-up.

Adverse Experiences

One serious adverse experience has been
reported in this study. A 30 year-old male
(case®)(®)  who had a history of epilepsy and
slight mental retardation, received 2750 PFU
of varicella vaccine SC on 5/30/85. On
6/2/85, the patient woke from his sleep with
visual disturbances and numbness of the
fingers. The symptoms resolved within 5
minutes and the patient recovered. The
investigator felt that this experience was
similar to those known to precede seizures.
On 6/16/85, the patient began to "feel sick"
and 2 days later developed a vesicular rash
consisting of 75 1lesions. This ™ rash was
reported in the 42-day observation period.

No other serious adverse experiences have been
reported.

300CT92

18-7309 CBER001754

4-10243



VAR1/Z3491030/08/18/92/PAGE 1

TABLE 2 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

DURATION-
DESCRIPTION

FEIEIEFEIEIEIE HIEIEIEIE DEIEIE I 16 I6 6 1 JEIE 26 D6 D6 JEIEIE I6 D6 26 2 2 26 DEIE I I 36 8 36 D6 D6 D60 I6 I JE I IEIE I 61 I IE I 36 2 I 26 6 6 JE 3636 36 36 3636 36 3 36 D6 IE I IEIEIE I J 36 36 36 36 ] 36 36 36 36 36 2 IE 36 26 3676 26 36 M2 3606

DOSE Lor DATE OF
NUM NUM  DOSE  STUDY  CASE ONSET
1 CR647 54 099201 (b) (6) o01/22/89
099201 (b) (6) 03/02/89

162 099200 () () o2/20/89

s62 099201 (B)(6) o03/16/89

03/17/89

03/18/89

03/19/89

03/20/89

1625 099201 (b) (6) o©3/04/89

MOTHER WAS WITH CHILDREN ON THE 22ND AND THEY GOT
CHICKEN-POX ON JANUARY 29TH (I ALREADY HAD THEM AS A
CHILD) - CHILD NOT EXPOSED ONLY MOM.

DAY 1, FLATUS.

DAY 26 - SMALL TRACE OF BLOOD ON RECTUM AFTER BOWEL
MOVEMENT. NO BLOOD VISIBLE IN STOOL, HOWEVER.

DAYS 36-40 FEVER BLISTER ON LIP

18-7309 CBER003383

VLLTT-V



VARI/Z3%91030/10/06/92/PAGE 1

LISTING OF CASES WITH 'OTHER® SVSTEMIC COMPLAINTS TABLE 2 (CONT.)
DOSE Lot DATE OF DURATION-
NUM NUM  DOSE  STUDY  CASE ONSET  DESCRIPTION
H*KK!*mkll**mﬂ(*I*iﬂ(Kl*&*I)(l(l!l*ll*!ﬂl*Il*I*!N*K*********!“I****“M!I*l*ﬂ!!l!l!ll***llll!*“*il*!i!l’(*
1 CTé83 1230 101701 () B)  ¢4/18/91 sTRESSED OUT & MANIC
101701 (b)(6) ©03/15/91 DAY 15 DOSE 1, LIPOSUCTION
CT684¢ 905 101701 (b)(6) 03/08/91 DAV 2 DOSE 1, ER VISIT - LACERATION
03/27/91
CTé85 1155 101701 (b) (6) 03/05/91 YELLOW MUCOUS.
03/06/91
03/07/91
03/08/91
03/09/91
03/10/91
03/11/91
03/12/91
03/13/91
03/14/91
03/15/91
2 CcT683 1230 101701 (b) (6) 01/08/91 PLUGGED EARS

01/09/91

101701 (B) (6) 03729791
03/30/91 DAY 2-4 DOSE 2, PAIN FOLLOWING HEMORRHOIDECTOMY
03/31/91

CT684 905 101701 (b) (6) 0430791 DAY 25 DOSE 2, URINE BHCG (+) PER CALL FROM
’ PARTICIPANT (PREGNANT)

18-7309 CBER004103

6vvCT-¥



VARI/Z3491030/10/06/92/PAGE 1

LISTING OF CASES WITH 'OTHER®' SYSTEMIC COMPLAINTS TABLE 8 (CONT.)

DOSE Lot DATE OF DURATION-
NUM NUM  DOSE  STUDY  CASE ONSET  DESCRIPTION
isuumlmumx*mmnmim*mutmua(uxuxmx**mmtmmmtx**mmmmxumommuumumtxummumHmnmnnux**ummuunuunu
1 cTé83 1230 101701 (b)(6) 03/12/91 DAY 6 DOSE 1, HIGH BP 130/90
CT68¢ 905 101701 (Bb) (6)  12/05/90 LARYNGITIS
2 cress 1230 101701 (b) (6)  06/06/91 DAY 29-32 DOSE 2 SPRAINED THUMB
06/07/91
06/08/91
06/09/91

18-7309 CBER004139

S8¥CI-¥



VAR1/Z3491030/10/06/92/PAGE 1

TABLE& (CONT,
LISTING OF CASES WITH °"OTHER® SYSTEMIC COMPLAINTS

DOSE Lor DATE OF DURATION-
NUM MM DOSE  STUDY  CASE ONSET  DESCRIPTION
uummmm«mﬂmmummnummmunmm
1 cress 1230 101801 (B) (6) 11/20/90 HOT/cOLD FLASHES.
CT684 905 101801 (b) (6) 11721790 DAYS 9-13, 21-24 HIGH BLOOD SUGAR
11722790
11723790
11/24/90
11/25/90
12/03/90
12/06/90
12/05/90
12/06/90
2 CT683 1230 101801 (b) (6)  12/16/90 SEBACEOUS CYST. LESION, RIGHT FOREARM, RESEMBLING
INSECT BXTE, SWELLING, RED, TENDER, SCAB FORMING
FIRM KNOT. °
12/17/90
12/18/90
12/19/90

12/20/90

18-7309 CBER004238

€8G62T-¥



V!l/23f091030/10/0 7/92/PAGE 1
CONT

TABLE 2 é o
LISTING OF CASES WITH ‘OTHER' SYSTEMIC COMPLAINTS

DOSE Lot DATE OF DURATION-
NUM NuM DOSE STUDY CASE ONSET DESCRIPTION
FEEH I HHIE I I I I HHIHIENHIEN HIIEIEI NI HIEIENIIHIEN X NI 2 I IEIEIEIEIEIENHIEN I IIEN NI HIIEI FETEIIE I IENIENIE NI I 2 I I I N HIIN NN

2 CT683 1230 102101 (b) (6) 12/07/90 HEMORRHOIDS RECTAL BLEEDING

18-7309 CBER004590

ST6CT-v



VAQ3491030/ 04/09/93/PAGE 1 .

TABLE 2 (CONT.)
LISTING OF CASES WITH ‘OTHER' SYSTEMIC COMPLAINTS

DOSE Lor DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
696966 6 36 3636 36 3 26 3626 3636 26 IEIE-2 2 26 J6 36 JIEIE I3 I3 HEJEIE 26 JEIENEIEIEIEIEN 6 H I I I 3 I HE H I I HIE I I I NI H I I I IEIEII NI HII I HIEH N HHH I KN

1 CT686 905 102201 (0) (6)  03/2¢/91 DAY 13-28 DOSE 1, DAY 0-32 346-42 DOSE 2, HOARSENESS
IN MORNING

03/25/91
03/26/91
03/27/91
03/28/91
03/29/91
03/30/91
03/31/91
04/01/91

2 CT68¢ 905 102201 (b) (6) o0sr08/91
04/09/91
04/10/91
04/11/91
04/12/91
04/13/91
04/14/91
04/15/91
04/16/91
04/17/91
04/18/91
04/19/91
04/20/91
04/21/91
04/22/91
04/23/91

18-7309 CBER004715

6E0ET-¥



VI@SQ?IOSO/OQ/O?/"}/PAGE 2 I

LISTING OF CASES HITH T'%%ER?‘ g;%’ﬂh}c COMPLAINTS
DOSE LoT DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
696263636 36 33656 36 HEI6 6 3696 26 36 3963 JE 366 26 36 3 I 3636 36 JEI6 36 06 I DEEIETE I 26 26 3 36 36 JE 36 D JE 626 36 J6 26 336 36 I T T I 26 JEIEIE I I I IEJEIEIE I JEIEIE 626 36 JEIE I 236 26 3 2 26 JE T HE I I6 36 26 396 36 3 3
04/24/91
04/25/91
04/26/91
04/27/91
04/28/91
04/29/91
04/30/91
05/01/91
05/02/91
05/03/91
05/04/91
05/05/91
05/06/91
05/07/91
05/08/91
05/09/91
05/10/91
05/12/91
05/13/91
05/14/91
05/15/91
05/16/91
05/17/91
05/18/91
05/19/91

05/20/91
18-7309 CBER004716

OP0ET~p



VA‘491030/0‘0/09/93/PAGE 1 .

LISTING OF CASES HWITH 'E)@BII'E%'L’ S&%q'hgﬁ% COMPLAINTS

INITIAL SEROLOGY: SEROPOSITIVE
ASSAY : GP ELISA(EST. TITER)

DOSE Lor DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
9626 36 I IIEI NI HIEN K I IIN I IIINHOIONHOHHOENNHHHNEHOHHHOHHNHHNHHNNHODOHHHOBHBHREHHOHHODHONNENEE

1 CT684 905 102201 (B)(6) ' 03/26/91 DAY 13-28 DOSE 1, DAY 0-32 346-42 DOSE 2, HOARSENESS
IN MORNING

03/25/91
03/26/91
03/27/91
03/28/91
03/29/91
03/30/91
03/31/91
04/01/91
2 CTe84 905 102201 (b) (6) 04/08/91
04/09/91
06/10/91
064/11/91
06/12/91
04/13/91
04/149/91
04/15/91
04/16/91
04/17/91
04/18/91
04/19/91
06/20/91
06/21/91

064/22/91
18-7309 CBER004726

0S0€T-¥



VAQQ?IOSO/OQ/O‘?/?S/PAGE 2 .

TABLE & (CONT.)
LISTING OF CASES HWITH °'OTHER' SYSTEMIC COMPLAINTS

INITIAL SEROLOGY: SEROPOSITIVE

ASSAY : GP ELISA(EST. TITER)
DOSE Lor DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION

*****l***********************************l***x*****l************************************“******K**ﬁ******!

04/23/91
04/26/91
04/25/91
04/26/91
04/27/91
04/28/91
04/29/91
064/30/91
05/01/91
05/02/91
05/03/91
05/04/91
05/05/91
05/06/91
05/07/91
05/08/91
05/09/91
05/10/91
05/12/91
05/13/91
05/14/91
05/15/91
05/16/91

05/17/91
18-7309 CBER004727

TSO0€T~¥



VAI.091030/04/09/93/PAGE 3 .

LISTING OF CASES WITH Téw;Ele é&gpgﬂfc COMPLAINTS

INITIAL SEROLOGY: SEROPOSITIVE
ASSAY : GP ELISA(EST. TITER)

DOSE Lor DATE OF DURATION-

NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
636 96636 36 36 39636 636 36 JEIEIE 36 3636 36 6 I I JEIE 2636 36 I 36 3636 26 3 JEIEIE I I 56 36 J I 6 JEIEIEJE I I 6 JIE I H I NI IIIIENIEI I IIIEIIIIINHIIINIINIIIIINIIIIIIN M I NN I NN

05/18/91
05/19/91

05/20/91

18-7309 CBER004728

CSOET-¥



VA’ASQ‘)IOSO/ 04/09/93/PAGE 1 ‘

LISTING OF CASES WITH ‘m:’ s%%h}: COMPLAINTS

LOT NMBER CT684
DOSE 905
DOSE Lor DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
363626 262626 2606 DI 2696966 26 36 261636 36 2636 2636 266 636 3 2 JE26 JEI6 26 6 26 JEIE - FEIJEIE I JEIE 1 I I I 6 26 36 6 26 363636 3 2626 36 36 HIE I 36 3 236 26 36 3 2638 26 6 26 36 36 336 JEIE 3 36 36 J 6 6 36 J I I HIE I 2

1 CT684 905 102201 (b) (6)  03/24/91 DAY 13-28 DOSE 1, DAY 0-32 34-42 DOSE 2, HOARSENESS
IN MORNING

03/25/91
03/26/91
03/27/91
03/28/91
03/29/91
03/30/91
03/31/91
04/01/91
4 CT684 905 102201 (b) (6) 04/08/91
04/09/91
064/10/91
04/11/91
04/12/91
04/13/91
064/164/91
04/15/91
04/16/91
04/17/91
04/18/91
04/19/91
04/20/91
064/21/91
04/22/91

18-7309 CBER004739

£90€T~¥
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TABLE 7 (CONT.)
LISTING OF CASES WITH 'OTHER®' SYSTEMIC COMPLAINTS

LOT NUMBER CTe84
DOSE 905
DOSE Lot DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
696 2636 J 7663626 M I6 I I IEFENJINEIIEIEIN NI DEIEIEIE N DI IEIE I IEIEIE I IEIEIEHHIEIE NI IEI I IEIIEI I I TN HEIIEIEIEIE NI I I I T I TN I IIIIEIIEI TN IEF I N KN K

04/23/91
04/264/91
04/25/91
04/26/91
04/27/91
04/28/91
04/29/91
04/30/91
05/01/91
05/02/91
05/03/91
05/04/91
05/05/91
05/06/91
05/07/91
05/08/91
05/09/91
05/10/91
05/12/91
05/13/91
05/14/91
05/15/91
05/16/91
05/17/91

05/18/91
18-7309 CBER004740

V90€T-¥
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LISTING OF CASES WITH Ié!%hERZ ggngf‘l}c COMPLAINTS

LOT NUMBER : CT684
DOSE : 905
DOSE Lot DATE OF  DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
FEPEIEIEIEIEIEIEIEIEIIEIE IEIEIIEIE I 6 IEFEIEIEIEIE I DI FEIEIEIEIEIEN HIE I I JEHE I J T JEI I IE I I I I HIEI 6 I I IEIEIEIEIETE I FEIE I FE I FEI JEIEIEIEFEIEIIE NI I I I HE N H K H N

05/19/91

05/20/91

18-7309 CBER004741

S90€T-¥



VARI/Z23491030/10/07/92/PAGE 1

TABLE 2 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

DOSE Lor DATE OF DURATION-

NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
FEFIEIEIIIIEE I IEN JEH I3 I 36 363636 36 3 JEIE 36 36 I IEIEHIETEIE I 23 HIEI I JEIEIEIE I IEJ I I I 336 36 36 36 36 36 3 36 H36 36 I JEHEHHIEIEIE I I I K37 K FIHIETEIIE NI I N HIEIE H I I 226

1 cTe83 1230 102601 (b) (6) 11/19/90 NIGHT SHEATS

18-7309 CBER004986

T62ET-7



VARI/23491030/04/09/93/PAGE 1

TABLE 9 (CONT.)
LISTING OF CASES WITH 'OTHER® SYSTEMIC COMPLAINTS

DOSE Lot DATE OF DURATION-
NUH NUM DOSE sSTUDY CASE ONSET DESCRIPTION
'iilIllﬂllll‘ll“l“'ll”lll'“l!Illlllﬂ!‘Iﬂ*ll*ﬁl*ﬂ**KII***KlIK*l**K**lﬁ**ll!ll*!***!ﬂ*lﬂ**!lﬁ**lIi!!*lllﬂ“*l*
1 cress 1155 102701 (B)(6)  02/08/91 DAYS 24-27, TOOTHBRUSH RELATED CUT.
02/09/91
02/10/91
02/11/91
2 ctess 1155 102701 (B)(6) oar2z/9n

18-7309 CBER005274

09GET-7



VARI/Z3491030/04/09/93/PAGE 1

TABLE 11 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

INITIAL SEROLOGY: SERONEGATIVE

AS3AY : GP ELISA(EST. TITER)
DOSE LoT DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION

llllll!Ill!llll*'llliIl‘l*ll!lll!llllllIiﬁlll!llIKII&*II%lﬂll&*llll&!l”lll!*l!lll*KI‘!K*i*lﬂ!l!!ilﬂl*l*****

2 CT685 1155 102701 (b)(6)  04/23/91

18-7309 CBER005282

85GET~V



VAR. .3691030/04/09/93/PAGE 1

TABLE 2 (CONT.)
LISTING OF CASES HITH 'OTHER® SYSTEMIC COMPLAINTS

DOSE Lot DATE OF DURATION-

NUM MM DOSE  STUDY  CASE ONSET  DESCRIPTION
"'Il'.l"*l‘.‘***"Iﬁ*.'ll"ﬂﬂ*l'.'l‘!"**'ll*'ﬂ'”l.ﬂ“‘“l"“'"’.""*l’“*l*"**"‘*.*i*“*‘*'"‘"**!“l*‘."
1 cress 1230 103001 (P)(6)  11/06/90 HURT HAND PLAYING FOOTBALL

103001 (0) (B)  06/11/91 DAY 26 URINARY DISCOMFORT, SPASM/PAIN

06/12/91

18-7309 CBER005485

69LET-V



VAR. .5491030/04/09/93/PAGE 1
TABLE 4 (CONT.)

LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

INITIAL SEROLOGY: SERONEGATIVE

t GP ELISAIEST. TITER)

ASSAY
DOSE Lor DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
2600360606360 23 I 36 636 30 2606360800 066 3 3 0 6 3 DEE I3 3606003 30 JEJETE 06 96D IE 0630626060696 2606 JJ636 0600603 DEIEI MMM IIEIII I I NI I J I N MM
1 Cre83 1230 103001 (b) (6) 11/06/90 HURT HAND PLAYING FOOTBALL

18-7309 CBER005495

6LLET-p



VAR, .3491030/04/09/93/PAGE 1

TABLE 7 (CONT.)
LISTING OF CASES WITH 'OTHER® SYSTEMIC COMPLAINTS

LOT NUMBER : CT683
DOSE : 1230
DOSE Lorv ’ DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
2600 0 6.2 262626 06 636 3 26339606 1 6 6363326 D06 6 3 JEIEIE I I I M ICHII M I IEIIININMIIEN JEIEIN MMM K

*!"l'!**ﬁ'l"""“‘l".'.’“’l.‘“'."**‘*.
102001 (B)(B)  11,06/90 HURT HAND PLAYING FOOTBALL

1 CT683 1230
103001 (b) (6) 06/11/91 DAY 26 URINARY DISCOMFORT, SPASM/PAIN

06/12/91

18-7309 CBER005510

PeLET-P
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DOSE
NUM

36 36 36 366 36 36 26 36 36 36 36 3636 36 36 3¢ 6 36 36 36 36 26 36 6 36 36 36 36 26 36 36 3696 26 36 I 636 36 26 36 26 I 2 36 2676 26 36 36 6 JE 6 I 36 26 JEIE 3 HIEIEJE 26 JE 3 FEIE 3 JEIEIEIE I I H I H H I 3 I 3 I X HHHHHIIONNIINNH K 3¢

1

2

Lor
NUM

CT683

CT68%
CT685

CT683

DOSE

1230

905
1155
1230

TABLE 2 éCONT 2
LISTING OF CASES WITH 'OTHER® SYSTEMIC COMPLAINTS

STUDY CASE

103501 (P) (6)

103501 (b) (6)
103501 (b) (6)
103501 (D) (6)

DATE OF
ONSET
01/09/91
01/10/91
01/11/91
01/12/91
01/13/91
01/14/91
01/15/91
01/16/91
01/17/91
01/18/91
10/18/90
12725790
02/13/91
02/14/91

02/15/91

DURATION-
DESCRIPTION

ACNE.

DAY 13, SPUTUM?
RAPID HEART BEAT & WEAKNESS HYPERTHYROIDISH
COLD EXTREMITIES: HANDS, FEET, DIGITS.

BLOODY NOSE

18-7309 CBER006095

CPEVI-V
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TABLE 2 (CONT.)
LISTING OF CASES WITH 'OTHER® SYSTEMIC COMPLAINTS

DOSE Lor DATE OF DURATICON-
NUM NUM  DOSE  STUDY  CASE ONSET  DESCRIPTION
K************X**ﬂ!*******ﬂ*****l!x************l**********l******************‘**********ll*“****KK*“**I*****
1 CT68¢ 905 103801 (D) (6) 05/16/91 FREQUENT URINATION.
05/17/91

18-7309 CBER006413

EVOVI-¥
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TABLE 4 (CONT.)
LISTING OF CASES WITH °'OTHER' SYSTEMIC COMPLAINTS

INITIAL SEROLOGY: SEROPOSITIVE
ASSAY ¢ GP ELISA(EST. TITER)

DOSE Lot DATE OF DURATION-

NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
JEOIEIIEH I I I I I I I I HIEIIEN I 363 I I HIIE NI JHIEIE I HHIEN X I IIINIII NN NN HINF NN IO NN IHH NN
103801 (b) (6) 05/16/91 FREQUENT URINATION.

05/17/91

1 CTe84 905

18-7309 CBER006424

vSovI-v
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TABLE 7 (CONT.)
LISTING OF CASES WITH ‘OTHER' SYSTEMIC COMPLAINTS

LOT NUMBER : CT684
DOSE : 905
DOSE Lor DATE OF DURATION-
NuUM NUM DOSE STUDY CASE ONSET DESCRIPTION
636369636 336336 M H I H I NI IEIIIIEN M I HHHHIEIIH I M NN I NN I IR HINIIINN NI NI NFIOOOONINHI NN KK
1 CT6é84 905 103801 (b) () 05/16/91 FREQUENT URINATION.
05/17/91

18-7309 CBER006437

LSOV T-¥
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TABLE 8 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

DOSE Lot DATE OF
NuM NuM DOSE STUDY CASE ONSET

DURATION-
DESCRIPTION

2626 3636 36 36 76 36 36 36 3636 36 36 266 76 36 26 36 36 I 36 36 76 36 36 26 36 36 26 26 36 36 36 36 36 36 36 3636 2626 263 36 26 36 JE 26 I 3 36 36 36 3 3 36 3 36 3636 3 36 36 36 36 36 JEIE 6 36 6 36 IE I I 36 I I 36 I 3 36 36 2 2 36 I 36 JE I 36 36 36 I 3 IEIE 3 3 2 3636 36 36 3¢

1 CT683 1230 103801 (b)(e) 12/18/91

CT684 905 103801 (B) (6) 12/02/91

12/03/91
12/064/91
12/05/91
12706791
12/07/91
12/08/91
12/09/91
12/10/91
12/11/91
12/12/91
12/13/91
12/16/91
12/18/91
12/19/91
12/20/91
12/21/91
12/22/91
12723791
12/24/91
12/25/91
12/26/91
12/27/91

103801 (b) (6) 12/27/91

DAY 17, DOSE 1, SORE BODY, WEAKNESS IN LIMBS & BACK,
NECK VERY SORE, STIFF & TENDER. COLD HANDS & FEET.

DAYS 22-28, DOSE 1, LOST VOICE

DAYS 25, 32, 33, DOSE 1, HEAKNESS

DAYS 31-42, DOSE 1, STILL HAVE FLEM AND THROATCLEARING

DAY 33, DOSE 1, HURTS TO COUGH, FELT COLD ALL DAY

18-7309 CBER006445

SLOVT-P
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TABLE 8 (CONT.)
LISTING OF CASES HWITH 'OTHER' SYSTEMIC COMPLAINTS

DOSE Lor DATE OF  DURATION-
NUM NU- DOSE STUDY CASE ONSET DESCRIPTION
66NN 2N IHEIIEIENHIIEIEIEHHIENIHIINIEIIHIIE NI NN I IEN HETI K HIEN I IIEIEHIEIEI I I3 I I 36 3 3 I JEIEIE I HIEIIEIEFHIEI NI J I HEIIEH I I MK

12/29/91

18-7309 CBER006446

9LSVTI-V
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LISTING OF CASES WITH 'B%?lka'lgvg%%%}t) COMPLAINTS

INITIAL SEROLOGY: SERONEGATIVE

ASSAY : GP ELISA(EST. TITER)
DOSE Lor DATE OF DURATION-
NUH MUM  DOSE  STUDY  CASE ONSET  DESCRIPTION
*ﬂ*********************‘****”***********‘K********!************!***********!*******““*****l*****************
1 ctess 1230 103801 (B) (6)  12/18/91
CT684 905 103801 (B) (6) 12727791
12/29/91

18-7309 CBER006457

L8OVTI-V
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TABLE 13 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

LOT NUMBER : CTe83
DOSE : 1230
DOSE Lor DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
PRI HIEH NN HIEM I IIOOOHHOHEHONHOOUOOENNGOOOONUEOHOOOEKEINENEOEERIIEENTENEONOIEOEOEOEOOEEEK KR XX
1 CT683 1230 103801 (b) (6) 12718791

18-7309 CBER006474

voLYT-V
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TABLE 13 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

LOT NUMBER : CT684%
DOSE : 905
DOSE Lot ) DATE OF  DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
3636 336 36 6 36 36 3 H 360 3 3 2636 36 3696 336 3636 3636 3636 3 36 362636 3 I 3626 3 3 MM I X IIONEINEIINNNHHHNNNNHNEHNNNONHBHHBOOHOBHHNNHHOBOHNONEOOEEE
1 CT684 905 103801 ()(6) 12/02/91 DAY 17, DOSE 1, SORE BODY, WEAKNESS IN LIMBS & BACK,
NECK VERY SORE, STIFF & TENDER. COLD HANDS & FEET.
12/03/91
12/04/91
12/05/91
12/06/91

12/07/91 DAYS 22-28, DOSE 1, LOST VOICE

12/08/91

12/709/91

12/10/91 DAYS 25, 32, 33, DOSE 1, HEAKNESS

12711/91

12/12/91

12/13/91

12/16/91 DAYS 31-42, DOSE 1, STILL HAVE FLEM AND THROATCLEARING
12/18/91 DAY 33, DOSE 1, HURTS TO COUGH, FELT COLD ALL DAY
12/19/91

12/20/91

12/21/91

12/722/91

12723791

12/24/91

12/25/91

12/26/91

12/27/91

103801 (B) (6) 12/27/01

18-7309 CBER006475

SOLYI-V
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TABLE 13 (CONT.)

LISTING OF CASES WITH °'OTHER' SYSTEMIC COMPLAINTS

LOT NUMBER : CTéeBG
DOSE : 905
DATE OF DURATION-

DOSE Lot
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
I IEIEH R I NI IEN IR HEIN NI H I F I NI HHIEH I HH I NI NIEN IR IR NINIIIGOOOHEONOONENEONOEOEENR NN K

12/729/91

18-7309 CBER006476

S0LYV T~



LISTING OF CASES NE‘P&LFO‘?HégpNngTEHIC COMPLAINTS

DOSE LoT DATE OF DURATION-

NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
PN I INIIIHIIEIIIOEHRRHEEONOHEHOHEONOHENRHEHHENONEEINOHEDEHHEHHOHEHOOENEEOOEINEEEENEE

VARL/Z3%91030/01/14/92/PAGE 1

03/14/91 PUSTULE TOP OF LEFT FOOT BETWEEN 3RD & 4TH TOE- VERY

1 CTe84 905 104101 (b) (6)
SORE (SEVERE ATHLETE'S FOOT)

18-7309 CBER006902

TTIST-¥



VARI/Z3G91030/01/14/92/PAGE 1

TABLE 2 (CONT.)
LISTING OF CASES WITH 'OTHER® SYSTEMIC COMPLAINTS

DOSE Lot DATE OF DURATION-
NUM NUM  DOSE  STUDY  CASE ONSET  DESCRIPTION
36 36 36 6 36 36 26 76 JEDEIE I 26 36 6 76 36 I6 JEI€ I 36 6 3676 I 36 36 36 36 26 3636 EIE 336 26 JEIE 36 36 36 36 36 36 36 76 I I JEIE 36 36 26 36 36 36 6 6 3636 36 76 36 36 36 3 JEFEIE JEIE I I I I 36 JE 36 3 36 36 3 36 36 3 3 I HHOOHOHOOOHOOIHE¢
1 cress 1155 104201 (0)(6)  12/15/90 BITTEN BY FAMILY DOG INSIDE LOWER LIP
2 ctees 1155 1046201 (D) (6) 03/13/91 DAY 30 FELL AGAINST COUCH-HIT CHIN

03/18/91 DAY 35 FELL, BLOODY NOSE
03/23/91 DAY 40 BLOODY NOSE 3 TIMES

106201 (b) (6) 0618791 DAY 29 DOSE 2, STITCHES UNDER NOSE.

18-7309 CBER006972

08TST-¥
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FHHHHHEOEEN FIHHHHOHHBHOHEHHOHHHHEHHOHEHHEHEE

DOSE LoT

NUM NUM DOSE
1 cT684 905
2 CT683 1230

LISTING OF CASES WETHE+GTiER s¥sTEmMIC coMPLAINTS

STUDY CASE

104501 (B) (6)

100501 ) (6)

DATE OF
ONSET
05/16/91
05/17/91
05/18/91
05/06/91

DURATION-
DESCRIPTION

Wunu&*mxunﬂamxmmnmmmuuxm

DAY 29, INCARCERATED HERNIA SURGERY

DOCTOR ON MAY 6 FOR STITCHES

18-7309 CBER007196

78EST-¥
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STUDY CASE

TABLE 2 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

DATE OF
ONSET

DURATION-
DESCRIPTION

*X*Kl*“**ﬂ*)(X*N!l*ﬂl*!*mﬁlN*N*NKIKNR*“II!i**lﬁnNK”**!K!K!**!!N&IXN!**NN***K*%*l*lllln!!!li*l***&l*lﬁ!**

DOSE LoT
NUM NUM DOSE
1 CH591 3625
CH592 9000
CW595 3315
2 CH591 3625
CH593 2900

107201 (b) (6)
107201 (0) (6)
107201 (P) (6)
107201 (b) (6)
107201 (b) (6)
107201 (b) (6)

107201 (P) (6)
107201 (b) (6)
107201 (b) (6)

01/29/92
02/18/92
02/29/92
04/25/92
01/30/92
02/12/92
02/14/92
02/15/92
02/16/92
02717792

02/18/92

02/29/92
03/10/92
03/11/92
03/12/92
03/13/92
03/14/92
03/15/92
02/14/92
07/02/92

09/02/92

BED WETTING INCREASED DRAMATICALLY DURING 1ST MONTH
C/0 FEET HURT.

RUPTURED EARDRUM.

DAY 37 DOSE 1, TUBES IN EARS

EYES RED WITH MUCOUS BUILDUP.

DAY 7, LEFT EVE SLIGHTLY PINK.

DAYS 9-13,D0SE 1,LEFT EYE SLIGHTLY PINK

DAY 24, SOME LABORED-BREATHING & COUGH.
DAYS 34-39,00SE 1,RIGHT EYE SLIGHTLY PINK

DAYS 36-39, DOSE 1, LEFT EYE PINK

ALLERGIES - POST NASAL DRIP

DAY 40, DOSE 2, MANY DRY HEAVES AND WRETCHING

18-7309 CBER007268

GSPST-F
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TABLE 5 (CONT.)
LISTING OF CASES WITH 'OTHER® SYSTEMIC COMPLAINTS

INITIAL SEROLOGY: SERONEGATIVE

ASSAY : GP ELISA(EST. TITER)
. DOSE Lor DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION

“HNKNIK*N*N*&K*)000!*l““l*lllﬂl"lll&lllll““*“**lm*l****KNN“*KKK*KII**l“i***!!l!ﬂl**l!ill**ﬂ*i**l**!*)ﬂ(
1 cHs91 3625 107201 (D) (6)  01/29/92 BED WETTING INCREASED DRAMATICALLY DURING 1ST MONTH
107201 (B)(6) o0z/18/92 cr0 FEET HURT.
107201 (b) (6) 02/29/92 RUPTURED EARDRUM.
cus9z 9000 107201 (D) (B) 01/30/92 EVES RED WITH MUCOUS BUILDUP.
107201 (B) (6) 02/12/92 DAY 7, LEFT EVE SLIGHTLY PINK.'
02/14/92 DAYS 9-13,00SE 1,LEFT EVE SLIGHTLY PINK
02/15/92
02/16/92
02/17/92
02/18/92
02/29/92 DAY 26, SOME LABORED-BREATHING & COUGH.
03/10/92 DAYS 36-39,D0SE 1,RIGHT EYE SLIGHTLY PINK
03/11/92
03/12/92 DAYS 36-39, DOSE 1, LEFT EVE PINK
03/13/92
03/14/92
03/15/92
cns9s 3315 107201 (B)(6)  02/14/92 ALLERGIES - POST NASAL DRIP
2 cuso1 3625 107201 (D) (6) 07/02/92
CH593 2900 107201 (b) (6) 09/02/92 DAY 40, DOSE 2, MANY DRY HEAVES AND WRETCHING

18-7309 CBER007285

CLVST-v%
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TABLE 5 (CONT.)
LISTING OF CASES WITH 'OTHER® SYSTEMIC COMPLAINTS

INITIAL SEROLOGY: UNKNOWN
ASSAY : GP ELISA(EST. TITER)

DOSE Lor DATE OF  DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION
nnnxnuxnnnuxnnxununnnxuannuunnnu«n«unnnnauuunuuunnnunnunxxxunxnxaxxunxuuauuuxuuxxuuxux&xxununnnnuuxxn*xnnnn

1 cWs91 3625 107201 (D) (6)  o04s25/92 DAY 37 DOSE 1, TUBES IN EARS

18-7309 CBER007286

ELVST-P



VARI/Z3491030/03/18/93/PAGE 1

TABLE 10 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

LOT NUMBER t CH591

DOSE : 3625

DOSE Lot DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION

“!IN*M*NINNMN““MNWWN**M*““ll“****Illllll**I***N*I*KINKNI*NIK)(NKII)(KKK***KK“&*****&K*!K*
1 cw591 3625 107201 (D) (6)  01/29/92 BED WETTING INCREASED DRAMATICALLY DURING 1ST MONTH
107201 (D) (6) 02/18/92 C€/0 FEET HURT.
107201 (b) (6) 02/29/92 RUPTURED EARDRUM.
107200 (B)(6) ©04/25/92 DAY 37 DOSE 1, TUBES IN EARS

2 cus91 3625 107201 (b) (6) o7/02/92

18-7309 CBER007316

€0SST-7
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TABLE 10 (CONT.)
LISTING OF CASES WITH 'OTHER® SYSTEMIC COMPLAINTS

LOT NUMBER + CW592

DOSE : 9000

DOSE Lor DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION

MI““NINNMKN*K*“’(*Mil“ﬂ“ﬁl““lﬂ“HN“K*N*K*I*M**Kllllll!llllillllﬁllﬂl*Il*l**ll*ll*!*lll!*llN!*N*Il
1 cus92 9000 107201 (D) (6) 01/30/92 EYES RED WITH MUCOUS BUILDUP.
107201 (b)(6) 02712792 DAY 7, LEFT EYE SLIGHTLY PINK.
02/14/92 DAYS 9-13,D0SE 1,LEFT EVE SLIGHTLY PINK
02/15/92
02/16/92
02/17/92
02/18/92
02/29/92 DAY 24, SOME LABORED-BREATHING & COUGH.
03/10/792 DAYS 34-39,00SE 1,RIGHT EVE SLIGHTLY PINK
03/11/92
03/12/92 DAYS 36-39, DOSE 1, LEFT EYE PINK
03/13/92
03/14/92
03/15/92

18-7309 CBER007317

70SST-V



-

VARI/23491030/03/18/93/PAGE 4
TABLE 10 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

LOT NUMBER + CH595

DOSE : 3315

DOSE Lor DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION

MNNNNKNNINNNI*N*N*Nllllllﬂﬂ“ll”llllll“*Mﬂlﬂlﬂ!llnlﬂ*l*l***lKNIﬂﬂﬂ“lllllﬂl*ll*i!ﬂﬂﬂﬂ(l***KK!&H**N**NKNN&

1 CH595 3315 107201 (b) (6) 02/16/92 ALLERGIES - POST NASAL DRIP

18-7309 CBER007319

906ST-¥
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-TABLE 2 (CONT.,)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

DOSE Lot DATE OF  DURATION-
NUM NUM  DOSE  STUDY  CASE ONSET  DESCRIPTION
MM ‘*!l**““*“*ll*“!I*R**K“*Hﬂlﬂ*“lﬁml*‘ﬂ*l**‘*“*ﬁ**ﬁ**“lKlﬂllK**ﬂ****l“***ﬂ*******!*ﬂ““*!***“!ﬁ*
1 cus91 3625 107601 (B) (B)  02/28/92 DAY 22 PLUGGED EAR

107601 (0)(6)  02/29/92 LETHARGY,DAY 18

107601 (B)(6)  o0z/18/92 DAY 4, crAMP

107601 (0) () 0302792 DAY 26 BLOODY NOSE

107601 (0) (6) ' 02711792 DAYS 0,3,5,12,13,15,16,22,24,30 & 37 PASSED OUT
02/14/92
02/16/92
02/23/92
02/24/92
02/26/92
02/27/92
03/04/92
03/06/92
03/13/92
03/19/92

107601 (b) (6) 03/26/92 DAYS 17,18 & 20 NOSE BLEEDS
03/17/92
03/19/92

CH592 9000 107601 (b) (6) 03/08/92 HAND, FOOT & MOUTH DISEASE

03/09/92
03/10/92

107601 B)(6)  02/20/92 DpAYS 21-23, 28,29 VAGINAL XRRITATION
02/21/92
02/22/92
02/27/92

02/28/92
18-7309 CBER007503

LB89GT-V
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DOSE Lor
NUM NUM

269626 36 2606 2626 26 3636 36 2696 26 6 36 96 36 36 36 36 36 36 36 26 IEIE I 21 M I3 H N 2 4 2

CH593

CH595

CX342

DOSE

2900

3315

4120

STUDY

107601
107601
107601
107601

107601

107601
107601

107601

107601
107601
107601
107601

107601

107601

107601

107601

CASE

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

(b) (6)

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

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

(b) (6)

(b) (6)

(b) (6)

(b) (6)

TABLE 2 (CONT.)
LISTING OF CASES WITH 'OTHER® SYSTEMIC COMPLAINTS

DATE OF
ONSET

03/09/92
03/23/92
03/13/92
03/08/92
03/31/92
04/01/92
04/02/92
04/03/92
02/29/92
02/21/92

03/04/92

03/05/92
03/06/92
04/27/92
04/16/92
04/28/92
03/29/92

03/18/92
03/20/92
02/28/92
02/29/92
03/16/92
03/17/92

04/16/92

DURATION-
DESCRIPTION

*****!l**l”ll**l*l*lﬂ*ﬁ****l*ﬂ!*ll*Iﬂ*l&IN***N!I*lll**l**ﬂ*******

DAY 20 DOSE 1, HOARSENESS

DAY 32 DOSE 1, TUBES PUT IN EARS

DAY 42, 3 STITCHES FOR CUT ABOVE RIGHT EYE

DAY 31 EMERGENCY ROOM VISIT. FELL AND CUT TOP OF HEAD.
VAG INFECTION-STREP.

DAY 29 LOSS OF VOICE
DAY 8 SNEEZING

2 PIMPLE LOOKING BUMPS LEFT-SIDE FACE- VERY SMALL
DAY 5, DOSE 1

DAY 31 DOSE 1, BLOODY NOSE
DAY 23 DOSE 1, BLOODY NOSE
DAY 36 DOSE 1, DIFFICULTY IN HEARING

DAY 26 DOSE 1, VIRAL LESIONS BUCCAL MUCOSA MOUTH AND
PALATE

DAY 23 & 25 BLOODYNOSE
DAYS 0 & 1 SNEEZING
DAY 6-7 DOSE 1, EXCESSIVE GAS

DAY 28, DOSE 1, HOARSENESS
18-7309 CBER007504

889ST-¥
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DOSE Lot
NUM NUM

II*l!llﬂlﬂlIlilll**!ll*llﬁll*l**ﬁlﬁlkllNX**NKKNK

2 CH591

CW592

CHE95

DOSE

3625

9000

3315

STUDY

107601

107601

107601

107601

107601
107601

107601

107601
107601

107601

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

(b) (6)

(b) (6)

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

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

TABLE 2 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

DATE OF
ONSET

04/14/92

04/12/92
04/16/92
04/18/92
04/20/92
04/22/92
03/28/92
03/29/92
03/30/92
03/31/92
04/01/92
04/08/92
04/09/92
04/10/92
04/11/92
04/12/92
04/13/92
04/05/92
04/21/92
06/03/92

06/22/92
06/09/92

07/14/92

DURATION-
DESCRIPTION

**NN*x**K*NK*N*&&!ll*lllﬂ!ﬁ**N**K*ﬂ*K*ﬂ*ll********l*****!l*

SEXZURE LIKE ACTIVITY, CT DONE, NO EVIDENCE OF SEIZURE
PREVIOUS FEBRILE SEIZURE HISTORY

DAY 30, 32, 36, 38, 40 DOSE 1, TINNITUS

DAY 8-12 DOSE 1, CROUP

DAY 15-20 DOSE 1, 2ND DEGREE BURN, PALM LT HAND

DAY 11 DOSE 1, SPLINTER
DAY 33 DOSE 1, SPRAINED ANKLE

DAY 8, DOSE 2, MOTHER STATES DIZZINESS, DUE TO
HOLDING BREATH WHILE TEMP. BEING TAKEN

DAY 40, DOSE 2, WATERY EYES

DAY 37 DOSE 2, GOT SUNBURNED ON BACK (MILD)

18-7309 CBER007505

68981~V
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TABLE 10 (CONT.)

LISTING OF CASES WITH 'OTHER® SYSTEMIC COMPLAINTS

DURATION-
DESCRIPTION

unummlnmmuummmtunnnmmumnmmunnuunnnnum‘unummmmmmmmunnumnmnnumnnmnnmuununnmnxmun

LOT NUMBER : CH592
DOSE : 9000

DOSE Lot DATE OF

NUM NUM  DOSE  STUDY  CASE ONSET

1 cws92 9000 107601 (D) (6) o03/08/92

| 03/09/92

03/10/92

176010 PO 02/20/92

02/21/92

02/22/92

02/27/92

02/28/92

107601 (0) 6)  o03/09/92

1076012 (b) (6) o03/23/92

107601 (b) (6) 03/13/92

107601 (D) (6)  o03/08/92

107601 (D) (6) o03/31/92

04/01/92

06/02/92

04/03/92

107601 (b) (6) 02729792

107601 (0) (6) o2/21/92

107601 (b) (6) 03/04/92

03/05/92

03/06/92

2 cus92 9000 107601 (D) (B) 0622792

107601 (B)(6) o0er09/92

HAND, FOOT & MOUTH DISEASE

DAYS 21-23, 28,29 VAGINAL IRRITATION

DAY 20 DOSE 1, HOARSENESS

DAY 32 DOSE 1, TUBES PUT IN EARS

DAY 42, 3 STITCHES FOR CUT ABOVE RIGHT EYE

DAY 31 EMERGENCY ROOM VISIT. FELL AND CUT TOP OF HEAD.

VAG INFECTION-STREP.

DAY 29 LOSS OF VOICE
DAY 8 SNEEZING

2 PIMPLE LOOKING BUMPS LEFT-SIDE FACE- VERY SMALL
DAY 5, DOSE 1

DAY 40, DOSE 2, WATERY EYES

18-7309 CBER007574

8GLST-¥
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TABLE 10 (CONT.)

LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

LOT NUMBER : CX342
DOSE : 4120
DOSE Lor DATE OF DURATION-
NUM NUM  DOSE  STUDY  CASE ONSET  DESCRIPTION
“.l.”l*“mlm*“*m““m'““m!““'**“*““m*“*““*““*'“‘**“’*“*“““*l“**l“““
1 cx342 4120 107601 (0) (6)  o03/16/92 DAY 6-7 DOSE 1, EXCESSIVE GAS
03/17/92

107601 (®) (6)  04/16/92 DAY 28, DOSE 1, HOARSENESS

107601 () (6)  04/14/92 SEIZURE LIKE ACTIVITY, CT DONE, NO EVIDENCE OF SEIZURE
PREVIOUS FEBRILE SEIZURE HISTORY

107601 P)6)  o4/12/92 pAV 30, 32, 36, 38, 40 DOSE 1, TINNITUS
04/14/92
04/18/92
04/20/92
04/22/92

107601 (D) (6) o©03/28/92 DAY 8-12 DOSE 1, CROUP
03/29/92
03/30/92
03/31/92
04/01/92

107601 () ()  04/08/92 DAY 15-20 DOSE 1, 2ND DEGREE BURN, PALM LT HAND
04709792
04/10/92
04/11/92
06/12/92

' 046/13/92
107601 (b) (6)  04/05/92 DAY 11 DOSE 1, SPLINTER

107601 (B)(6)  04/21/92 DAY 33 DOSE 1, SPRAINED ANKLE

18-7309 CBERO007577

T9LST-7
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TABLE 2 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

DOSE  LOT DATE OF  DURATION-

N NUM  DOSE  STUDY  CASE  ONSET  DESCRIPTION
“****l“**“*““'I*“K****“"‘*'.‘ﬂ““““l““****“.*'****“**'******“**'*‘*.*““*“”‘**’****“*“*“*“K****'***

1 cus91 3625 107801 (B)(8)  01/30/92 URINARY FREQUENCY

107801 (b) (6) 02/26/92 DAY 26 DOSE 1 TAKEN TO HOSPITAL FOR EAR AND HEAD
INJURY (X-RAYS)

cus92 o000 107801 (D) (6) 02/13/92 DAY 2, 4, 10, HOARSENESS
02/15/92
02/21/92
CH595 3315 107801 (b) (6)  01/22/92 DAY 2-3 DOSE 1 BLOODY NOSE
01/23/92
107801 (b) (6) 02/21/92 DAY 22 DOSE 1 FELL AND CUT LIP
107801 (b) (6) 02/19/92 DAY 19 DOSE 1 EAR TUBES REPLACED
107801 (b) (6) 03/16/92 DAY 1% DOSE 1, TOOTH EXTRACTION
2 cws9s 3315 107801 (B)(6)  o06/20/92 DAY 38-41 DOSE 2, RAISED SORE, RT THUMB
06/21/92
06/22/92
06/23/92

18-7309 CBER007647
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363636 36 2% 26 26 2636 36 3K 26236 96 36 26 26 266 3 26 26 26 76 36 26 36 36 26 36 26 26 36 26 36 36 I 7636 36 36 26 3 262 36 3 76 3636 36 362 336 3 6 36 3 236 2 3 36 26 16 26 36 36 26 36 16 76 2 J6 7€ 6 26 36 I 36 JE 76 26 JE 7€ 36 36 36 I 36 2 76 36 JEJE I I 3 2 76 3 26 2 36 3¢

LISTING OF CASES WITH

TABLE 2 (CONT.,)

DOSE Lor DATE OF
NUM NUM  DOSE  STUDY  CASE ONSET

1 cis91 3625  1o0s101 (D) (6)  o03/30/92

04/07/92

cns9z 9000 108101 (D) (6) o03/20/92

03/21/92

cus9s 2900  1osr01  (B) ()  o6s05/92

06/06/92

06/07/92

18101 (B)(6) o7/27/92

108101 (b) (6) o7/12/92

cws95 3315 108101 (b) (6) o02/25/92

108101 (B) (6) o06r06/92

2 cHs9z 9000 108101 (B)(6)  osr28/92

'OTHER' SYSTEMIC COMPLAINTS

DURATION-

DESCRIPTION

DAY 30 DOSE 1, ER-LACERATVION (FELL DOWN STAIRS)
DAY 38 DOSE 1, LACERATION INFECTED

CORNEAL ABRAISION

DAYS 6-8, DOSE 1, HYPERACTIVE

DAY 41, DOSE 1, CUT HAND FROM EMPTY CAN

DAY 1 DOSE 1, BLOODY NOSE

DAY 10 CRANKY, HHINY

DAY 21 DOSE 1, ANEMIA

DAY 27, DOSE 2, SWOLLEN EAR -~ APPARENTLY FROM BUG BITE

18-7309 CBER007878

T7091-7
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TABLE 2 (CONT.)
LISTING OF CASES WITH 'OTHER® SYSTEMIC COMPLAINTS

DOSE Lor DATE OF DURATION-
NUM NUM  DOSE  STUDY  CASE ONSET  DESCRIPTION
m***mm*““*m*******“m****l***mﬂw*m*****mm*’*****”*“*”“****M**““***“*
1 cws9s 3315 10ss01 (P)(B)  o03/07/92
2 cHs91 3625 108801 (D) (6)  06/04/92 DAV 15, DOSE 2, RASH ON BOTTOM, I THINK YEAST
06/05/92
06/06/92
06/07/92
06/08/92
06/09/92
06/10/92
06/11/92
06/12/92
06/13/92
06/14/92
06/15/92
06/16/92
06/17/92
06/18/92

06/19/92

18-7309 CBER008312
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TABLE 2 (CONT.)

LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS
DOSE  LOT DATE OF  DURATION-
NUM NUM  DOSE  STUDY CASE  ONSET  DESCRIPTION
******m*mﬂ*m*“**mmﬁ****************m**********“m*m**m*****m**m*
03/03/92
03/06/92
03/05/92
03/06/92
03/07/92
03/08/92
03/09/92
03/10/92
03/11/92
03/12/92
03/13/92
03/14/92
03/15/92
03/16/92
03/17/92
03/18/92
03/19/92
03/20/92
03/21/92
03/22/92
03/23/92
2 cus91 3625 108901 (B)(B) o5/27/92 DAY 13, DOSE 2, DEVELOPMENTAL MOTOR DELAY (0.V.)
108901 (b) (6) oes30/92 DAY 8, DOSE 1, FLU

cws92z 9000 108901 (D) (6) o0es30/92 DAY 8, DOSE 2, FLU

18-7309 CBER008374

PT1S99T-7
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TABLE 2 (CONT,)
LISTING OF CASES WITH °‘OTHER' SYSTEMIC COMPLAINTS

DOSE Lot DATE OF  DURATION-
NUM NUM  DOSE  STUDY  CASE ONSET  DESCRIPTION
9636 I6IE 36 3 FEIEIEIE I IEIEIEIEIE IEIEIEIE IEIEIEIEIE I FEIEIEIE I IEIEIE I I IEIEIE IE I IE IEIEIEIEIEIE I IEIEIEIEIE I IEIE IEIEHIEIE I IEIEIEIEIE I I IEIEIEHHIEIE I I IEIEIE I HIEIEIEN K IR I I HIEIIIENNNIMN
1 cW591 3625 109301 (b) (6) 04/17/92 DAY 36-42 DOSE 1,RED PATCHES ON ARMS, SUNBURN REACTION
04/18/92
064/19/92
06/20/92
064/21/92
04/22/92
04/23/92
100201 (B) (6)  o02/21/92 BIT GLASS, NO cuTs.

cHs92 9000 109301 (B)(6) 02/29/92 FELL ON ICE HURT NECK TOOK TO ER X-RAY INDICATED
NOTHING EAR INFECTION SORE THROAT FOUND, DAY 30

109301 P)6)  o3/17/92 przzIness
109301 (b) (6) o02/27/92 DAY 36, 38 FELL BUMPED HEAD
02/29/92
ewsos 3315 109301 (D) () 03/24/92 DAY 40 cur FOREHEAD
109301 (b)(6) o02/29/92 DAY 2-3 RASPY VOICE
03/01/92
109301 (B)(6)  02/17/92 FREQUENT URINATION
2 cHso1 3625 109301 (D) () 08/16/92 DAY 41, DOSE 2, CELLULITIS BEHIND EAR.
cus9s 3315 109301 () (B)  o5/31/92

18-7309 CBER008679
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LISTING OF cases Wit 'OPHER® $¢8mic compLaInTs
INITIAL SEROLOGY: SERONEGATIVE

ASSAY : GP ELISA(EST. TITER)
DOSE Lor DATE OF  DURATION-
NUM NUM  DOSE  STUDY  CASE ONSET  DESCRIPTION
P I I IIENHIHIIIINFIEIIENIFEIEIHIIIENFHIIIENIN I I N NI IIIINH NI FHIIEIIIIEIIIHIEHIEN HIENWIHIEIIIIINH NN N
1 CH591 3625 109301 (b)(6) 04/17/92 DAY 36-42 DOSE 1,RED PATCHES ON ARMS, SUNBURN REACTION
04/18/92
04/19/92
04/20/92
04/21/92
06/22/92
04/23/92

109301 (B) (6) 02/21/92 BIT GLASS, NO CUTS.

cW592 9000 109301 (D) (6) 02/29/92 FELL ON ICE HURT NECK TOOK TO ER X-RAY INDICATED
NOTHING EAR INFECTION SORE THROAT FOUND, DAY 30

109301 (D) (6) o02/27/92 DAY 36, 38 FELL BUMPED HEAD
02/29/92
cwsos 3315 109301 (D) (6)  03/24/92 DAY 40 cur FoREHEAD
109301 (b) (6) 02/29/92 DAY 2-3 RASPY VOICE
03/01/92
109301 (0) (6) 02/17/92 FREQUENT URINATION
2 CHW595 3315 109301 (b) (6) o05/31/92

18-7309 CBER008698

LT89T-¥
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LISTING OF CASES WITH J&B‘{R‘S M‘II)C COMPLAINTS

INITIAL SEROLOGY: UNKNOWN

ASSAY ¢ GP ELISA(EST. TITER)
DOSE Lot DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION

63636367 3636 3636 HIEIE I IEH I I KM IIEIEIEHIEIEIE I IEIEIEIE I IEIEIEIE I IEIE I 36 IEIEIE HIEIEIEH I IEIEH H I I IR I N HIIIIEI NI NI HIIEN KXW NHIIN NN

1 CW592 9000 109301 (b)(6) o03/17/92 DIZZINESS

18-7309 CBER008700

6T891T~¥
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TABLE 8 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

LOT NUMBER : CW591
NOSE : 3625
D)ISE LoT DATE OF DURATION-
NUM NUM  DOSE  STUDY  CASE ONSET  DESCRIPTION
Pt Tttt s ittt 3 T 12 3133333333313 13333 3333333333332 3333332333333 3333333333 33333 3335333333333 33.2.3.3.3.3
1 cws91 3625 109301 (D) (6)  04/17/92 DAY 36-42 DOSE 1,RED PATCHES ON ARMS, SUNBURN REACTION
04/18/92
06/19/92
06/20/92
04/21/92
06/22/92
064/23/92

109301 (B) () o02/21/92 BIT GLASS, NO CuTs.

2 CH591 3625 109301 (b) (6) o08/16/92 DAY 41, DOSE 2, CELLULITIS BEHIND EAR.

18-7309 CBER008722

17891T-¥
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LISTING OF cASEs WITH 'DiMER-Ss{SPat compLaznTs

LOT NUMBER + CH592

DOSE t 9000

DOSE Lor DATE OF DURATION-~
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION

69626366 26 2262 236 JEIEFE I HIEIE I IO I M HFFIINHIIEN NI NN NI NN IIINHHINIIINNIIINIININMIENINIIINN NI XX IR RHKNNNANNN

1 CH592 9000 109301 (b) (6) 02/29/92 FELL ON ICE HURT NECK TOOK TO ER X-RAY INDICATED
NOTHING EAR INFECTION SORE THROAT FOUND, DAY 30

109301 ®)(6)  o03/17/92 D1zzINESS
109301 (b) (6) ©02/27/92 DAY 36, 38 FELL BUMPED HEAD

02/29/92

18-7309 CBER008723

Cv89T~-¥



VARI/Z3491030/03/19/93/PAGE 3

LIsTING OF cases WITH *dDEE V& compLaInTs

LOT NUMBER : CHBE95

DOSE : 3315

DOSE LoT DATE OF DURATION-
NuM NUM DOSE STUDY CASE ONSET DESCRIPTION

******“**“*“***““““*m*“mw“***“m**!****K“*mmﬂ**“*““m**“***mm“““*
1 cus9s 3315 109301 (D) (6) 03/24/92 DAY 40 CUT FOREHEAD
109301 (b) (6) o02/29/92 DAY 2-3 RASPY VOICE
03/01/92
109301 B)(®)  02/17/92 FREQUENT URINATION
2 cws95 3315 109301 (D) (6) os/31/92

18-7309 CBER008724

€P89T-¥



VARI/Z3491030/12/15/92/PAGE 2

TABLE 2 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

LOT NUMBER ¢ CH591
DOSE Lor DATE OF DURATION-
NUM NUM DOSE STUDY CASE ONSET DESCRIPTION

FEHIEH I3 FEIE I IEIEIEIEIEIEHIIEIE I IEIEIEIE FEIEIEIEIEIIEIEIEIEIEIEIE I I IEIEFE I FEIE K IE I IEIEIE I I I 366 36 3676 6 36 I IE 3636 36 JEIE I I6 36 I I 36 I JEIE 36 36 36 JE 96 36 36 36 36 36 36 I I I H M IEIEIEIIIE I N H NI

09/12/92
09/15/92
09/16/92
09/20/92
09/21/92
09/22/92
09/23/92
09/264/92
10/01/92
10/05/92

107101 (b) (6) 10/02/92 DAYS 23-25, DOSE 1, DRIED BLOODY DISCHARGE FROM NOSE
10/03/92
10/04/92

107100 (B) ()  10/21/92 DAY 35, RED ULCERATED GUMS & TONGUE

18-7309 CBER008762

0889T-¥
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TABLE 2 (CONT.)
LISTING OF CASES WITH 'OTHER' SYSTEMIC COMPLAINTS

DOSE Lor DATE OF DURATION-

NUM NUM  DOSE  STUDY  CASE ONSET  DESCRIPTION
******m*****“m**“*******mﬂ“****“****'K*&*****K**********’X****m*“l*********“m*m**m***

1 cws91 3625 111001 (P)(6)  03,24/92 BUMP RIGHT ARM (SITE OF ALLERGY SHOT)

cws9s 3315 111001 (D) (6) 03,0692 DAY 11, 21 AND 36 DOSE 1, ROOT CANAL-DENTIST
03/16/92

03/30/92

18-7309 CBER009280
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TABLE 3
SEROCOMVERSION RATES AND GEOMETRIC MEAN VIVERS
ALL CHILDREN AND ADOLESCENTS WHO RECEIVED OKA/HERCK VARICELLA VACCINE
PLA COMBINED STUDIES 0696 AND 0698

STUDY + COMBINE
DOSE MABER : )
ASSAY 1 FAMA
= = : : INITIALLY SERONEGATIVE = INITIALLY SEROPOSITIVE
{ 1 | | { w| | | PRE-VACC | POST-VACC
L [ L {PRE-VACC| NO. (CONVERSION | GEOMETRIC IPRE-VACC] NO. | NO. NITH NO. HITH GEOMETRIC | GEOMETRIC
| { M0, | MO. | SAMPLE [PAIRS |  RATE |  HEAN | SAMPLE | PAIRS}2-FOLD RISE|>= 4-FOLD RISE HEAN HEAN
§ AGE | VACC.|TESTED| ONLY 17ESTED) () § TITER | ONLY [|TESTED 2 ) Z) TITER TITER |
"l“lmnulﬂ“l!!ﬂllﬂlllﬂllllllllll“lllulII!HnnlilQlllllIIIllﬂllHHIIIIIIMQNNNI“IIWMNMMWMW
| i | | { \ !
| o-11 nos| 1] 1) | 1] | 1 0/1 71 32.000 256.000
\ 1 i | i ¢ 0.04) { 100%)
| | { § | {
12-18 MOS| 3| 3| | 2 2/2 | 64.000( | 0/ V4 2.000 64.000
| | ! | | ¢ 100%) = : ( 0.0%) ¢ 300%)
| | { {
16-23 HOS| 6| 8 f ) 6/8 53.8171 0
| t 100%) {
|
2- 4 VRS 43 42 | 1 37 37/37 41.59% [ /8 8/5 5.278 73.517
| i ( 100%) { 0.0%) ¢ 100%)
| | |
§-12 VRS 4% 43 | 38 3a/38 | 35.056 5 1/5 4/5 9.190 73.8517
) ] ¢« 1004y | | (20.0%) (80.0%)
{ |
13-17 YRS ] 0 : 0 = o
{ '
e N V% | °
lllmll“ﬂll“llll!llnllluInlnnﬂllllllnuﬂﬂllllIlnlllIlllﬂlllllllllﬂll"mmmwmlmml
{TOTAL i 991 97 i es| ws&s/85 | 39.801} t 1121 1212 | 11/12 | 7.127) 80.635]
(| ! i | | i ¢ 1002 | | ! § «8.3% | 191.72) ! 1

nmuumnnun-nuunnunuunnnuuuununnnunuuuuuunnuuuuunnuinnuunmwmu“uwmmum
% BASED ON SAMPLES OBVAINED 27 TO 8% DAYS POST-VACCINATION.

18-7309 CBER009503
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Lot of
Study # Case # BB-IND Vaccine
70211 (b) (6) 1462 C-H198
70211 (b) (6) 1462 C-H198

*Clinical investigator's assessment.

XPROJECT.2060/06APRI3

4358

4358

TABLE 10 (CONT.)

Page 10 of 18 Pages

POST-VACCINATION REACTIONS IN CHILDREN WITH ACUTE LYMPHOCYTIC

LEUKEMIA REPORTED TO CBER/MERCK - RESEARCH LOTS

Date Vaccine Date of Date
Administered _Event

4/20/87 5/24/87 6/87

5/8/87 6/7/87 Reported
as part

of annual
report for

NIAID IND

18-7309 CBER009676

_Summary of Event

This 4 year-old female was diagnosed with high
risk acute lymphocytic leukemia on 11/22/85 and
was in remission on 12/23/85. Approximately 16
months later, she was vaccinated. Thirty-four days
post-vaccination, she developed a vesicular rash
which lasted for 17 days. The maximum number of
lesions was 300. The child was started on oral
acyclovir 10 days post-vaccination when there were
about 100 lesions. The child was hospitalized

the next day and started on IV acyclovir. The
next day the child had a temperature of 104°F,
oral. The following day she complained of abdom-
inal pain for the next three daxs. She began to
improve on the 15th day after the rash started.
Vaccine-type virus was isolated from one of the
child's lesions. She recovered without any
residual problems.

This 8 year-old child was diagnosed with low-
risk acute lymphocytic leukemia on 7/11/85 and
was in remission on 8/11/85. Approximately 21
months later he was vaccinated. Ten days post-
vaccination, he was exposed to varicella and
administered VZIG. Twenty days later he developed
varicella. The rash consisted of 20 lesions and
the child had a fever. He was administered IV
acyclovir. No attempt was made at culturing any
of the child's lesions. The child recovered
without any residual problems.

Vaccine*

Yes

Probably
Not

g18LT-¥
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TABLE 22 (CONT.)

POST-VACCINATION REACTIONS IN CHILOREN WITH ACUTE LYMPHOCYTIC
LEUKEMIA REPORTED TO CBER/MERCK - CONSISTENCY LOTS

Lot of Date Vaccine Date of Date Vaccine*
Study # Case # B8B-IND Vaccine PfU/Dose Admioistered _Event Reported Summary of Event
70211 (b) (6) 1462 C-L303 3450 10/23/85 11713/85 11/25/85  This 6-1/2 year old male with acute 1ymphocytic Probable

leukemia (low risk) was vaccinated 19-1/2 months

in remission. Chemotherazy was suspended for one
week prior to and one week after vaccination.
Approximately 20 days post-vaccination he developed
a rash which evolved into 500 vesicles. He was
hospitalized and started on intravenous acyclovir.
The rash lasted 13 days.

70211 (b) (6) 1462 C-L805 3500 11/27/85 12/12/85 12/30/85  This 6 year-old female was diagnosed with acute Probable
Tymphocytic leukemia (low risk) on 8/8/84 and
was in remission on 9/12/84. Fifteen days post-
vaccination she developed a vesicular rash which
lTasted for 25 days and consisted of 1000 lesions.
The child developed severe abdominal pain and mild
interstitial pneumonia and was treated with IV
acyclovir. The child recovered though cosmetic
surgery was required due to persistence necrotic
lesions on the face.

70211 (b) (6) 1462 C-L805 3500 12/3/85 12/23/85 1/14/86 This 12 year-old female was diagnosed with acute Yes
1ymphocytic Teukemia (low risk) on 1/1/83. She
was in remission by 2/1/83. Approximately 2
years later she was vaccinated. Twenty dags
post-vaccination she developed a rash whic
lasted for 17 days and consisted of 1000 lesions.
She complained of severe abdominal pain and
backache. The child was hospitalized and placed
on IV acyclovir. Vaccine-type virus was isolated
from one of the child's lesions. She recovered
without residual problems.

*Clinical investigator's assessment.

XPROJECT.2060/06APR93

6L8LT-V

18-7309 CBER009743



TABLE 22 (CONT.)

Page 7 of 7 Pages

POST-VACCINATION REACTIONS IN CHILDREN WITH ACUTE LYMPHOCYTIC
LEUKEMIA REPORTED TO CBER/MERCK — CONSISTENCY LOTS

Lot of Date Vaccine
70211 (b) (6) 1462 C-L308 2750 12/4/85

*Clinical investigator's assessment.

XPROJECT.2060/06APR93

Date of Date

_Event

12/29/85 12/30/85

18-7309 CBER009744

Summary of Event

This 5 year-o0ld male was diagnosed with acute
lymphocytic leukemia on 7/3/84 and was in
remission on 8/7/84. He was vaccinated
approximately 16 months later. Twenty-five
days post—vaccination, this child developed a
rash which lasted 6 days and consisted of
1000 lesions. The child had a temperature of
104°F, oral, for one day and back and side
pain. He was hospitalized and placed on

IV acyclovir. He recovered without

any residual problems.

Vaccine*

Probable

088LT-V
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TABLE 22 (CONT.)

VARICELLA VACCINE COLLABORATIVE STUDY
DEATHS AMONG RECIPIENTS OF CONSISTENCY LOTS

(b) (6) Onset of ALL}¥ June 1981; varicella vaccine February 11, 1985
and May 20, 1985; chemotherapy suspended for first dose only.
Relapses (marrow and CNS) diagnosed 7/13/81, 5/20/85 and

8/15/85. Died at home of progressive leukemia (D) (6) b
%

(b) (6) Onset of ALL} December 1981; varicella vaccine February 11,
1985 and May 20, 19853 chemotherapy suspended for first dose
only. Relapses October 1983 and January 1986. Died in
relapse of fungal infection (b) (6) . %

(b) (6) Onset of ALL¥ 19843 varicella vaccine February 22, 1985 and
May 21, 1985; chemotherapy suspended for first dose only;
relapse November 1985 and April 1986; expired (b)(6) of
leukemia. *

(b) (6) Onset of ALL¥ 19843 varicella vaccine 3/28/85 and 7/8/85
(chemotherapy suspended for first dose only); died (b
due to complications of ALLf}.**

(b) (6) Onset of ALLY January 19843 varicella vaccine 3/29/85 and
7/3/85; relapsed 7/85 and subsequently had an allogenic bone
marrow transplant; died (b) (6) due to a pulmonary
hemorrhage . **

(b) (6) Onset of ALL¥ 19843 varicella vaccine May 28, 1985 and August
26, 1985; chemotherapy suspended for first dose only; relapses
4/10/84, 3/1/86, 9/2/86, 3/1/87. Expired (D) (6) of
leukemia. *

(b) (6) Onset of ALL} 1984; wvaricella vaccine 8/1/85 and 10/31/85

(chemotherapy suspended for first dose only); died (D) (6)
(b) (6) due to complications of ALL}. *

+ ALL = Acute lymphocytic leukemia
* Death reported under the NIAID IND.
%*% Death reported under Merck IND.

XPROJECT. 2060 06APR93

18-7309 CBER009745
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TABLE 22 (CONT.)

VARICELLA VACCINE COLLABORATIVE STUDY
DEATHS AMONG RECIPIENTS OF CONSISTENCY LOTS

(b) (6) Onset of ALL} February 19843 varicella vaccine August 1985;
chemotherapy suspended 2 weeks; bone marrow relapse July 1986;
relapse October 1986; expired (D) (6) from complications
of ALL}. *

(b) (6) Onset of ALL} 1984; varicella vaccine 10/14/85; chemotherapy
suspended; relapse 11/85: bone marrow transplant 1/86; relapse

2 4/8/86; expired (D) (6) of leukemia. *

) (©) Onset of ALL+ 1984: varicella vaccine 11/4/85; (chemotherapy
suspended); died (D) (6) due to complications of
ALL}. **

(b) (6) Onset of ALL} 1984; varicella vaccine 11/15/85: (chemotherapy
suspended); relapse 11/85; died (D) (6) due to
recurrent ALL{ unresponsive to chemotherapy. *

(b) (6) Onset of ALL} 1984; varicella vaccine 11/27/85; (chemotherapy
suspended); bone marrow and testicular relapse 8/87, second
bone marrow relapse 1/89; died (b) (6) due to
complications of ALLj. *%

4+ ALL = Acute lymphocytic leukemia
* Death reported under the NIAID IND.
%% Death reported under Merck IND.

XPROJECT. 2060 O6APR93

18-7309 CBER009746
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VARIVAX ®

Clinical Trials

Live Varicella Vaccine (Oka/Merck)

Research Lot
C-G798
1981"

Research

*Year Manufactured

Lots .
1982-83

Production Lots

1987 "

A 4

New Production
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Live Varicella Vaccine (Oka/Merck) 4-17884
Clinical Data

X. Appendices

X. Appendices
H. linical Trials in Children with Solid Tumor Nephroti rom
1. Children with Solid Tumors
a. Study Design
One clinical trial with the live varicella vaccine
(Oka/Merck) was conducted in children with underlying
solid tumors (primarily rhabdomyosarcoma and Wilm's
tumor) from 1985 - 1987. All participants met the

following eligibility criteria:

1. Serologically susceptible to varicella.

2. No known exposure to varicella in the 3 weeks

prior to vaccination.

3. No receipt of VZIG, immune globulin or viral

products in the 4 months prior to vaccinationm.

4, No radiation therapy for the 2 months prior to

vaccination.

5. A total lymphocyte count of at least 700 cells/mm3.

6. A platelet count greater than 100,000/mm3.
XPROJECT.1528 010CT92
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Live Varicella Vaccine (Oka/Merck) 4-17885

Clinical Data
X. Appendices

1. Children with Solid Tumors (Cont.)

XPROJECT.1528

7. A serum IgG level greater than 100 mgmZ.

8. A positive response of lymphocytes in wvitro to at

least one mitogen.

9. No sensitivity to neomycin.

The study was conducted with the research and
consistency lots of vaccine. The research lots were
lots of vaccine made on a small-scale in the research
facilities from 1981-82. The consistency lots were
made in 1984 in the standard manufacturing facilities

for vaccines.

Each child was scheduled to receive two injections of
vaccine, generally administered 3 months apart, and
was followed clinically for 56 days after each
injection. The parent/guardian of each child was
asked to complete a vaccination report card
documenting daily clinical complaints and

temperatures.

010CT92

18-7309 CBER009750



Live Varicella Vaccine (QOka/Merck) 4-17886

Clinical Data

X. Appendices

b.

XPROJECT.1528

Results

1. Research lots

a) Enrollment

Nine children with solid tumors, ages 3 to 8 years,
were vaccinated with research Lot C-H198. Two
additional children who received one of the
consistency lots for their first injection of vaccine

received Lot C-H198 for their second injection.

b) Safety

Two serious adverse reactions were reported among
recipients of Lot C-H198. One child with
rhabdomyosarcoma and one child with Wilm's tumor died
due to their underlying illness; neither death was

considered to vaccine related.

The vaccine was generally well tolerated. Clinical
complaints reported by parents without regard to
causality for the 56 days post-vaccination for the
children vaccinated with Lot C-H198 are shown in
Table 1 for dose 1 and Table 2 for dose 2. Maximum
temperatures reported during the 56-day observation
period by injection number are shown in Tables 3 and

4, respectively,
010CT92
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Live Varicella Vaccine (Oka/Merck) 4-17887

Clinical Data

X. Appendices

XPROJECT.1528

b)

Safety (Cont.)

After the first injection of vaccine, one child (11%)
had a rash at the injection site, 3 (33%Z) had a
reaction at the injection site, and 2 (22%) reported
a varicella-like rash after the first injection.
Twenty-seven percent (3/11) of the children reported
a local reaction at the injection site after the
second injection; one child had a varicella-like rash

after the second injection.

A temperature >102°F, oral, was reported by 22% (2/9)
of the children after the first injection of vaccine;
no child had a temperature >102°F, oral, after the

second injection.

¢) Serologic Results/Persistence

The overall seroconversion rate (FAMA) was 33% (3/9)
after one injection of vaccine and 89% (8/9) after

two injections of vaccine.

010CT92
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Live Varicella Vaccine (Oka/Merck) 4-17888
Clinical Data

X. Appendices

¢) Serologic Regsults/Persistence (Cont.)
Persistence of antibody was measured by FAMA at 1, 2,
3 and 4 years after the initial injection. Antibody
was detected in 33% (2/6) at 1 year, 40% (2/5) at 2

years, 25% (1/4) at 3 years and 50% (2/4) at 4 years.

d) Efficacy
No formal studies of the efficacy of the vaccine in

children with solid tumors were conducted.

e) Revaccinations
No child was revaccinated with Lot C-H198 due to loss
of antibody or lack of seroconversion after the first

two injectionms.

f) Varicella Cases
No cases of varicella have been reported among

recipients of Lot C-E198.

XPROJECT.1528 010CT92
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Live Varicella Vaccine (Oka/Merck) 4-17889

Clinical Data

X. Appendices

XPROJECT.1528

g)

a)

b)

Zoster

No cases of zoster have been reported among children

with solid tumors who received Lot C-H198.

2. Consistency lLots

Enrollment

Eleven children with solid tumors, ages 1 to 5 years,
were vaccinated with one of four consistency lots

(c-L303, C-L306, C-L308 or C-L805).

Safety

The consistency lots of vaccine were generally well
tolerated. No serious adverse reactions vwere
reported. Clinical complaints without regard to
causality by injection number for the children
vaccinated with the consistency lots are shown in
Tables 5 and 6, respectively. Maximum temperatures
reported during the 56-day observation period by
injection number are shown in Tables 7 and 8,

respectively.

010CT92
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Live Varicella Vaccine (Oka/Merck) 4-17890
Clinical Data

X. Appendices

b) Safety (Cont.)
No injection site rashes or reactions were reported
after the first or second injection of vaccine.
Thirty-six percent (4/11) of the children reported a
varicella~like rash after the first injection; 14%

(1/7) reported a rash after the second injection.

A temperature >102°F, oral, was reported by 9% (1/11)
and 14% (1/7) of the children after the first and

second injection, respectively.

c) Serologic Results/Pergistence
The overall seroconversion rate (FAMA) was 82% (9/11)
after one injection of vaccine and 83% (5/6) after

two injections of vaccine.

Persistence of antibody was measured by FAMA 1 and 2
years after the initial injection. Antibody was
detectable in 67% (4/6) at 1 year and 75% (3/4) at 2

years.

d) Efficacy
No formal studies of the efficacy of the vaccine in

children with solid tumors were conducted.
XPROJECT.1528 010CT92
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Live Varicella Vaccine (Oka/Merck) 4-17891

Clinical Data

X, Appendices

e) Revaccinations
No child was revaccinated with the consistency lots
due to loss of antibody or lack of seroconversion

after the first 2 injectionms.

f) VYaricella Cases
No cases of varicella have been reported among

recipients of the consistency lots.

g) Zoster
No cases of zoster have been reported among children
with solid tumors who received one of the consistency

lots.

XPROJECT.1528 010CT92
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Live Varicella Vaccine (Oka/Merck) 4-17892
Clinical Data

X. Appendices

2. Children with Nephrotic Syndrome

a. t Desi
One clinical trial was conducted from 1985 - 1986 to
evaluate the use of the 5 consistency lots of vaccine
in children with nephrotic syndrome. All

participants met the following criteria:

1. A negative clinical history of varicella.

2. No known immune deficiency, neoplastic disease, or

sensitivity to neomycin.

3. No known exposure to varicella in the 4 weeks

prior to vaccination.

4. No other vaccinations (DPT, MMR, OPV, etc.) for a

month before and after receipt of this vaccine.

5. No immune globulin, VZIG, blood transfusion or
other blood products during the 3 months prior to

vaccination.

XPROJECT.1528 010CT92

18-7309 CBER009757



Live Varicella Vaccine (Oka/Merck) 4-17893

Clinical Data

X. Appendices

2., Children with Nephrotic Syndrome (Cont.)

XPROJECT.1528

6.

Total lymphocyte count >1000/mm3, normal platelet
count, normal (or relatively normal)

immunoglobulin levels.

Physician-diagnosed steroid-dependent or steroid-
responsive nephrotic syndrome in remission
(proteinuria-free for at 1least 2 weeks on
alternate-day or no prednisone therapy). The
patient's wurine was required to be dipstick
protein negative or trace on the day of
vaccination. (A steroid-dependent child was
defined as a patient who attained full remission,
i.e., no proteinuria, when steroids were given but
who relapsed with proteinuria when the steroid
dosage was lowered below a certain "critical"
level which appeared to vary between individual
patients. A steroid-responsive patient was
defined as a patient who was able to remain in
remission while s£eroids were  tapered and

discontinued.)

010CT92
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Live Varicella Vaccine (Oka/Merck) 4-17894

Clinical Data

X. Appendices

b.

XPROJECT.1528

Results

1. Enrollment

Six children with nephrotic syndrome and off all
steroid therapy received one injection of 1 of 5
consistency lots (C-L303, C-L306, C-L308, C-L803 or
C-1805). This study was cancelled after enrollment
of the first 6 children because of the increased
reactivity of the consistency lots in children with

acute lymphocytic leukemia (see Appendix E).

The vaccine was generally well tolerated. No serious
adverse reactions were reported among recipients of
the consistency lots. One child reported a rash at
the injection site; no child had any other reactioms
at the injection site. One child reported a

varicella-like rash.

No child developed a temperature >102°F, oral after

vaccination.

010CT92
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Live Varicella Vaccine (Oka/Merck) 4-17895

Clinical Data

X. Appendices

3. Serologic Results/Persistence

The overall seroconversion rate (ELISA) was 100%
(6/6) after one injection of vaccine. The geometric

mean titer was 15.4.

No persistence data were obtained in this study.

4, Efficacy
No formal studies of the efficacy of the vaccine in

children with nephrotic syndrome were conducted.

5. Revaccinations
No child was revaccinated with the consistency lots
due to loss of antibody or lack of seroconversion

after the first injection.

6. Varicella Cases
No cases of varicella have been reported among the 6
children with nephrotic syndrome vaccinated with the

consistency lots.

7. Zoster
No cases of zoster have been reported among children
with nephrotic syndrome who received 1 of the 5
consistency lots.
XPROJECT.1528 010CT92
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VARICELLA VACCINE
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DAYS POST VACCINATION

11 PATIENTS) - DOSE 1

TABLE 5
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TABLE 1

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

STUDY
077801

STUDY

077801
077801
078101

STUDY

081801
081801
081801
081801
081801
081801
081801
082601
082601
082601
082601
082601
082601
082601
082601
082601
082601
082601
082601
082601
082601
082601
082601
082601
082601
082601

CASE
(b) (6)

CASE
(b) (6)

CASE
(b) (6)

DAY OF ONSET
AGE RELATIVE TO
(YRS) INJECTION 1

3.1 1361

DAY OF ONSET
AGE RELATIVE TO
(YRS) INJECTION 1

3.6 2173
12.2 884
12.9 546

DAY OF ONSET
AGE RELATIVE TO
(YRS) INJECTION 1

2521
2549
1655
93
235
1238
947
2546
946
2132
1739
941
660
1436
1392
645
1630
907
973
2301
1807
’ 1571
723
1560
1658
632

-
S bt [\ et bt ot o et P od Pt b et et ket ek et bt bt (T P DO N
DOANOODHIDONUTITONAWOOWDHBWWNIINDOW

MAX TEMP
(ORAL, F)

99

MAX TEMP
(ORAL, F)

99
101
101

MAX TEMP
(ORAL, F)

FEVER
NORM

102
NORM
FEVER
FEVER
FEVER
100
100

NORM
FEVER
FEVER
FEVER

99
100
FEVER
FEVER
102

NORM
FEVER

NORM

NORM

NORM

LOTS=RES PROTOCOL=001 DOSE(PFU)=87 LOT=CH198

NO. OF
LESIONS

31

LOTS=RES PROTOCOL=001 DOSE(PFU)~872 LOT-CH198

NO. OF
LESIONS

15
12
25

LOTS=RES PROTOCOL=001 DOSE(PFU)=950 LOT=CK472

NO. OF
LESIONS

UNK
50
300
4

5
33
5

20
70
10
30
6
100
12
70
7
14
10
41
25
13
40
7
40
30
20

NO. OF
VESICLES

31

NO. OF
VESICLES

12

NO. OF
VESICLES

150

20
70

15
100
12
70
14
10
41

13
40

40
20

SERO/
CULTURE

NS

SERO/
CULTURE

NS
LC

SERO/
CULTURE

NS
NS
NS
NS
NS
LC
NS
NS
NS
LC
NS
NS
LC
NS
Lc
LC
NS
NS
NS
NS
NS
NS
LC
NS
NS
NS

6 WEEK
GPELISA

8.4(+)

6 WEEK
GPELISA

13.6(+)
50.5(+)

6 WEEK
GPELISA

11.4(+)
2.8(+)
2.5(+)
18.4(+)

WONNOO
AWNONWR
P~ p— —~ p—~ p—~
kot
N it St N S "

-

- ONOLONMDON
ONONN=WNOD
P S S S S g~
e

N N Nt i it it i gt it g

18-7309 CBER009782

cT6LT-¥



TABLE 1 (CONT.)

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

------------------------------------------ LOTS=RES PROTOCOL=001 DOSE(PFU)=950 LOTCK472 -----=-m-m-mm-meecm-camoms=o—ooooooooooonne

(continued)
DAY OF ONSET

AGE RELATIVE TO MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS VESICLES CULTURE GPELISA
os2601 (b) (6) 4.2 1647 101 100 100 NS 0.3(-)
082601 3.1 1564 FEVER 100 100 NS 6.2(+)
082701 1.3 940 NORM 50 25 NS 1.0(+)
082701 1.5 864 101 360 LC 9.1(+)
084501 2.2 1267 NORM 70 10 NS 2.1(+)
084501 2.3 2117 NORM 28 3 LC 8.6(+)
084501 1.8 1742 100 50 25 NS 1.3(+)
084501 3.6 1031 FEVER 254 38 NS
084501 1.3 2098 102 14 3 LC 0.3(+)
084501 2.3 207 NORM 9 NS 0.8(+)
084501 5.8 1626 102 50 40 NS 1.1(+)
084501 7.1 960 NORM 6 NS
084501 4.2 927 NORM 29 29 NS 2.5(+)
084501 2.7 745 98 6 6 LC 2.8(+)
084501 4.5 861 NORM 29 29 NS 4.7(+)
084501 1.8 489 NORM 68 LC 1.8(+)
084501 4.2 121 100 39 2 NS
084501 12.3 1984 102 76 16 LN 4.8(+)
084501 2.1 445 NORM 12 NS 16.1(+)
084501 3.8 1305 102 120 50 LC 1.2(+)
084801 5.6 1823 FEVER 5 NS
084801 1.4 1322 102 210 10 NS
084801 9.1 543 NORM 20 2 NS
084801 5.0 1107 NORM 40 5 LC
084801 4.8 952 100 50 2 LC
084801 2.8 692 99 a8 38 NS
085001 2.8 986 99 30 30 NS 1.3(4)
085001 2.2 439 99 8 2 LC
085001 2.8 973 98 9 NS 10.8(+)
085001 4.2 829 NORM 20 NS 1.3(4)
085001 1.3 905 NORM 12 12 NS 12.4(+)
085701 1.3 1554 101 61 13 NS 0.8(+)
085701 1.3 1362 NORM 22 NS 7.4(+)
085701 1.3 2232 NORM 49 NS 0.8(+)
085701 1.3 1551 NORM 30 NS 1.0(+)
085701 1.9 563 NORM 100 2 NS 0.9(+)
085701 1.3 376 NORM 51 1 NS 3.5(+)
085701 1.3 1618 NORM 78 1 NS 3.5(+)
085701 1.5 1616 NORM 6 LC 2.4(+)
085701 1.2 1612 NORM 6 NS 1.4(+)
085701 1.3 1834 100 20 2 NS 17.0(+)
085701 1.4 386 NORM 25 NS 3.6(+)
085701 1.4 1612 101 30 NS 3.6(+)
085701 1.3 1519 101 61 13 NS >25.0(+)
085701 1.5 1473 NORM UNK NS 3.3(+) 137300 CBERDOOTES

9T6LT-V



TABLE 1 {CONT.)
LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

------------------------------------------ LOTS=RES PROTOCOL=001 DOSE(PFU)=950 LOTmCKAT2 ----cmmmmcmmommmmmoommsoomoeommmooooooon

(continued)
DAY OF ONSET

AGE RELATIVE TO MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS VESICLES CULTURE GPELISA
oss5701  (b) (6) 1.3 1593 NORM 10 NS 2.2(+)
085701 1.3 2024 103 516 117 NS 2.4(+)
085701 1.3 372 NORM 25 LC 11.4(+)
085701 1.3 1935 NORM 70 2 NS 11.4(+)
085701 1.2 1921 102 417 1 LC 1.3(+)
085701 1.2 1593 101 3 NS 1.3(+)
085701 1.3 1929 NORM 70 2 LC 7.5(+)
755201 3.3 1677 20 NS
755201 3.4 1389 NORM 60 20 LC
755201 5.6 773 NORM 93 3 NS
755201 4.4 1351 100 23 11 LN
755201 9.1 1258 100 80 10 NS
755201 6.3 919 102 12 12 LC
755201 6.8 583 99 157 157 LC 1.2(+)
755201 4.8 1338 NORM 38 15 NS
755201 2.2 1001 24 24 NS
755201 5.8 2503 NORM 57 36 NS
755201 2.7 1281 102 40 NS 2.5(+)
755201 10.3 1658 101 100 50 NS 1.4(+)

------------------------------------------ LOTS=RES PROTOCOL=001 DOSE(PFU)=m1743 LOT=CH198 -------meemmmemmme o cceemcceceen oo mes
DAY OF ONSET

AGE RELATIVE TO MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS VESICLES CULTURE GPELISA
o77801 (b)(6) 6.0 2400 NORM 2 LC
077801 1.4 2853 NORM 45 3 LC 12.5(+)
077801 6.4 1345 20 NS 2.8(+)
077801 7.2 1618 99 36 NS 10.5(+)

18-7309 CBER009784
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STUDY

077801
077801
077801
077801
077801
077801
077801
077801
077801
755201

CASE
(b) (6)

AGE

(YRS)

WaRNDW™WENN
NOOWORIOHIDO

LOTS=RES PROTOCOL=001 DOSE(PFU)=8715 LOT=CH198

DAY OF ONSET
RELATIVE TO
INJECTION 1}

2400
2853
2567
2044

716
1371
1391
1061
1193

712

TABLE 1 (CONT.)
LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

MAX TEMP
(ORAL, F)

100
NORM
103
100
NORM
NORM
NORM
99
NORM
FEVER

NO. OF
LESIONS

60
54
53
70
37
30

7
11
27
79

NO. OF
VESICLES

20
6

10
2

7
11

SERO/
CULTURE

Lc
LC
LC
LC
Lc
LC
NS
LC
NS
Lc

6 WEEK
GPELISA

20.
13.
112.
13.
6.
9.
10.
7.

7(+)
6(+)
2(+)
2(+)
1(+)
2(+)
8(+)
5

(+)

18-7309 CBER009785
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TABLE 1 (CONT.)

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

----------------------------------------- LOTS=RES PROTOCOL=001 DOSE(PFU)=17430 LOT=CH198 - - -mcccmmmmmmmmmocmmm oo ommcmmommoommae

DAY OF ONSET ‘
AGE RELATIVE TO MAX TEMP NO. OF NO. OF SERO/ 6 WEEK

STUDY CASE (YRS) INJECTION 1 (ORAL, F)  LESIONS  VESICLES  CULTURE  GPELISA
074501 (b)(6) 5.1 3069 FEVER 15 NS
074501 2.4 2137 99 20 2 NS
074501 2.8 1477 16 1 LC
074501 1.5 1412 NORM 30 2 LC
075501 5.3 1375 NORM 62 58 LC 23.1(+)
075501 1.9 1297 NORM 84 84 NS
075501 2.8 1516 9 NS
075501 4.8 1514 NORM 18 NS 6.4(+)
075501 4.8 1700 NORM 12 NS 16.9(+)
075501 1.0 1621 99 28 LN 29.1(+)
075501 2.4 1497 98 98 LC
075501 3.1 1511 FEVER 6 LS 18.5(+)
075501 1.4 1568 99 15 NS
075501 8.8 892 100 286 LC
075501 2.8 1961 NORM 50 30 LC 16.5(+)
075501 2.8 2683 FEVER 11 1 LC 21.0(+)
075501 2.1 2342 NORM 25 10 LC 36.0(+)
075501 6.5 1998 NORM 100 Lc 14.4(+)
075501 3.0 236 100 17 1 LC 12.4(+)
075501 7.8 1084 103 58 LS
075501 3.8 1248 FEVER 33 33 NS
075501 2.9 2652 FEVER 58 10 LS 14.5(+)
075501 10.6 1928 NORM 20 10 NS 8.3(+)
075501 7.5 2279 NORM 30 3 Lc
075501 1.3 2262 102 17 3 LC
075501 4.3 1125 NORM 15 LC
075501 4.8 1115 27 LC
075501 4.5 2280 NORM 16 NS
075501 8.3 1563 NORM 12 9 NS 14.1(+)
075501 9.8 1563 209 140 LC 16.8(+)
075501 5.2 759 102 60 30 LC 24.4(+)
755201 5.3 1524 50 10 NS
755201 4.4 997 99 97 97 LC

18-7309 CBER009786
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STUDY

095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501

CASE
(b) (6)

AGE
(YRS)

8.5

. .

. .

= ROUONNOOLPWWR PO WORIPONOVOND~WNWARALEIDOWW~NO~OONOONY

. .

WO St O+t NN 4= B NN O ) G et G bt it PN bt D det () 2t bt (0D bt D bt CTT bt bt IND Q7T bt O 2t st I\D bt PN st
v s e « o e e ¢ o s o s o e s o & o

LOTS=PROD PROTOCOL=007 DOSE(PFU)=1000 LOT=CR319

DAY OF ONSET
RELATIVE TO
INJECTION 1

177
944
1613
1451
1664
1526
1285
1234
1247
858
1882
1855
1875
490
485
294
1779
598
1306
1292
1790
987
1294
1115
276
1726
1698
1246
356
355
1647
511
468
421
1574
955
1250
825
740
1498
119
93
1132
1829
1086
755

TABLE 1 (CONT.)

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

MAX TEMP
(ORAL, F)

NORM
NORM

NO. OF
LESIONS

18
100
20
42
74
31
12
55
331
20
278
65
10

20

NO. OF
VESICLES

5

5
14
20
3
100
231

40
10

20
156
10
11

10
16

20
52
33

20

20
20

16

SERO/
CULTURE

Lc
LC
NS
LC
LC
LC
LN
NS
LC
NS
NS
NS
NS
LC
NS
Lc
NS
LC
NS
LC
NS
NS
LC
LC
LC
NS
NS
Lc
LC
LC
NS

6 WEEK
GPELISA

4.4(+)

+
~

-
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LISTING OF VARICELLA C
HEALTHY CHILDREN 1-12 YEAR

LOTS=PROD PROTOCOL=007 DOSE(PFU)=1000 LOT=CR319

STUDY

096501
096501
096501
096501
096501
096601
096601
096601
096601
096601
096601
096601
096901
096901
096901
096901
096901
096901
096901
096901
096901
096901
096901
096901
097201
097201
097201
097201
097201
097201
097201
097201
097201
097201
097201
097201

CASE
(b) (6)

AGE
(YRS)

1.7
1

WO,

-

.

bt P bt bt CTN L) bt ND D Ca) G et G bt ) 0D G G bt bt PO N D S Ut B N N DD DD et e
OONWHENOHOWHNOW=RNNOOOWH WO OM W

DAY OF ONSET
RELATIVE TO
INJECTION 1

308
1086
722
1386
1033
710
1154
657
80
625
90
1379
823
756
571
605
1415
377
1139
1487
368
984
370
124
561
1128
1287
1204
1622
762
741
1786
1762
1727
1013
981

TABLE 1 (CONT.)
ASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)

(continued)

MAX TEMP
(ORAL, F)

101
NORM
102
NORM
FEVER
NORM
NORM
NORM
100
NORM
NORM
NORM
101
NORM

NO. OF
LESIONS

66
56
3
96
25
12
25
16
35
2

3
35
182
18
159
89
35
22%
210
103
10
13
85
100
14
18
523
30
49
25

NO. OF
VESICLES

50

1
59

59
13
50

225

SERO/
CULTURE

LC
NS
LN
NS
LC
NS
NS
NS
LN
NS
NS
NS
LC
NS
NS
NS

S OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

6 WEEK
GPELISA

L0(+)
LT(+)
LI(+)
0(+)
T(+)
L9(+)
L9(+)
.8(+)
L3(+)
L2(4)

-

-

N

N b
NeNOONOO=NOATIWNWE DR NNON=ATIOONNN
-}
-
+
S

N (S

N
ww
(-}
-~
+
S
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TABLE 1 (CONT.)

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

----------------------------------------- LOTS=PROD PROTOCOL=007 DOSE(PFU)=1140 LOT=CR45Z -------v-vcemcconrmncmmcceccrmcmecmee e m o
DAY OF ONSET

AGE RELATIVE TO  MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F)  LESIONS  VESICLES  CULTURE  GPELISA
095301  (b)(6) 6.3 1249 NORM 16 LC 15.4(+)
095301 5.4 896 NORM 25 LC 23.5(+)
095301 1.9 1809 100 100 25 NS 1.9(+)
095301 1.6 1558 98 23 4 LC 19.0(+)
095301 1.8 787 99 47 23 LC 16.0(+)
095301 1.3 1570 100 193 92 LC 3.0(+)
095301 3.2 485 NORM 50 5 NS 7.6(+)
095301 1.3 1537 NORM 40 10 LC 8.3(+)
095301 4.3 664 FEVER 183 104 LC 1.5(+)
095301 3.2 311 104 4 4 LC 4.6(+)
095301 5.6 308 NORM 15 3 Lc 2.4(+)
095301 1.8 381 99 25 LC 15.2(+)
095301 10.4 65 NORM 50 10 NS 3.7(+)
095301 1.5 1040 NORM 19 LC 23.0(+)
095301 2.5 413 NORM 57 4 LC 1.4(+)
095301 1.8 827 99 29 19 NS 13.6(+)
095301 1.8 1468 100 54 10 LC 19.0(+)
095301 1.8 1775 NORM 100 NS 13.5(+)
095301 1.1 513 NORM 74 LN 13.7(+)
095301 3.5 46 96 28 21 LN
095301 3.9 994 99 20 LC 7.8(+)
095301 3.4 1375 102 500 500 LC 0.3(-)
095301 1.6 1561 98 142 LC 6.7(+)
095301 5.1 130 98 53 11 LS 1.5(+)
095301 3.8 771 98 75 39 LC 2.5(+)
095301 7.0 1000 98 12 LC 5.7(+)
095301 1.9 1262 100 21 3 NS 14.5(+)
095301 1.6 280 NORM 34 3 LC 1.3(+)
096501 3.7 76 NORM 5 Lc 20.0(+)
096501 3.7 1248 NORM 9 Lc 20.0(+)
096501 3.9 479 102 40 30 NS 0.8(+)
096501 5.2 431 102 51 1 LC 5.3(+)
096501 3.7 1188 NORM 41 9 LC 5.8(+)
096501 3.7 492 NORM 5 LN 5.8(+)
096501 1.3 1236 100 418 20 NS 6.6(+)
096501 3.6 1142 NORM 41 LC 19.5(+)
. 096501 2.1 1446 102 66 14 NS 2.9(+)
096501 2.5 692 100 51 25 LC 23.2(+)
096501 1.6 719 FEVER 15 13 LN 1.7(+)
096501 3.5 1036 100 62 16 Lc 5.2(+)
096501 6.0 491 FEVER 60 LC 0.3(-)
096501 9.4 1151 NORM 68 LN 226.5(+)
096501 7.3 721 FEVER 15 13 LN 0.8(+)
096501 5.8 1480 NORM 15 PR 13.2(+)
096601 5.4 532 10 LN 38.5(+)
006601 5.0 89 30 NS 1.8(+) 437300 CBER00G780
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TABLE 1 (CONT.)

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

----------------------------------------- LOTS=PROD PROTOCOL=007 DOSE(PFU)=1140 LOT=mCRAB2 - ccccmmooococcmccccmcamammmmmoooocoonan

(continued)
DAY OF ONSET

AGE RELATIVE TO  MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS VESICLES CULTURE GPELISA
096601 (b) (6) 10.8 592 99 20 10 NS 1.9(+)
096901 4.6 1119 NORM 181 161 LC 1.3(+)
096901 8.9 77 FEVER 34 20 LC 0.3(-)
096901 10.3 698 102 98 90 Lc 1.8(+)
096901 1.3 888 NORM 340 LC 7.5(+)
096901 5.1 288 NORM 238 208 LC 2.1(+)
096901 8.9 1163 FEVER 137 90 LC 3.1(+)
096901 2.3 672 NORM - 30 NS 2.6(+)
096901 4.0 877 101 90 LC 1.0(+)
096901 9.4 1089 FEVER 500 500 Lc 1.0(+)
096901 6.9 968 100 72 21 LC 2.8(+)
096901 1.4 451 12 NS 1.8(+)
096901 2.3 1119 NORM 99 20 Lc 5.2(+)
096901 5.8 718 101 500 400 LC
096901 1.3 103 NORM 10 10 Lc 19.0(+)
096901 1.9 597 NORM 51 51 NS 3.7(+)
096901 8.8 93 NORM 86 23 LS
096901 1.6 1126 101 148 143 LC
096901 2.1 384 NORM 15 NS 1.4(+)
097201 4.5 967 102 34 LC 21.8(+)
097201 2.0 1291 101 60 2 LC 3.4(+)
097201 4.8 245 100 90 LC 1.6(+)
097201 4.1 1566 NORM 20 NS 2.8(+)
097201 12.0 73 99 70 8 NS 0.3(+)
097201 2.1 1913 NORM 16 NS 10.2(+)
097201 1.7 1419 99 34 11 NS 12.7(+)
097201 3.7 731 NORM 300 100 LC 4.5(+)
097201 1.3 456 FEVER 100 30 NS 10.2(+)
097201 2.7 483 NORM 37 2 NS 6.7(+)
097201 3.6 1164 99 131 23 LN 21.7(+)
097201 8.1 277 102 5 LC 7.0(+)
097201 1.1 1016 100 30 NS 19.1(+)
097201 1.4 665 NORM 6 LS 17.4(+)
097501 1.1 1409 NORM >500 >500 NS 6.9(+)
097501 1.9 1536 NORM 110 50 NS 1.0(+)
097501 1.8 781 NORM 3 NS 2.5(+)
097501 1.8 193 FEVER 25 25 NS 0.7(+)
097501 1.9 1183 101 10 NS 2.1(+)
097501 1.7 708 NORM 50 NS 0.9(+)
097501 1.8 379 NORM 68 3 LS 3.5(+)
097501 1.8 958 NORM 36 Lc 1.5(+)
097501 1.6 357 FEVER >100 >100 NS 3.6(+)
097501 1.2 1294 NORM 30 15 NS 4.6(+)
097501 1.6 1009 FEVER 35 LC 0.9(+)
097501 1.3 609 NORM 14 NS 4.0(+) 18-7309 CBER009790
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STUDY

097501
097501
097501
097501
097501

CASE
(b) (6)

AGE
(YRS)

- o Pt ot
WONND

STUDY

095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301
095301

CASE
(b) (6)

AGE
(YRS)

3.3

;DOOOOG\OGGOGOUNNOONGONG(»»—UIOOI@Q\DO

IND bt bt et bt Gt Gt (N CA) Pt bt et Bt et () Bt pnt D O B S et et (FTND UT N bt () Bt et

LOTS=PROD PROTOCOL=007 DOSE(PFU)=1140 LOT=CR452
(continued)

DAY OF ONSET
RELATIVE TO
INJECTION 1

466
1017
763
460
43

LOTS=PROD PROTOCOL=007 DOSE(PFU)=1145 LOT=CR562

DAY OF ONSET
RELATIVE TO
INJECTION 1

459
1439
758
1263
1896
910
803
1862
1084
1002
1345
362
348
1170
1068
1671
1058
65
1456
827
1745
1651
1101
343
1769
1429
1449
1352
581
1308
1393
514

TABLE 1 (CONT.)

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

MAX TEMP
(ORAL, F)

NORM

NORM
NORM
NORM

MAX TEMP
(ORAL, F)

99
NORM
NORM

99

97
NORM
NORM

FEVER
100
NORM
98
102
99
99
101
NORM
NORM
NORM
NORM
100

99
NORM

99
NORM
NORM
NORM

100
100
99
99
FEVER
NORM

NO. OF
LESIONS

20
UNK
3

6

3

NO. OF
LESIONS

29
13
8
100
46
50
30
15
18
46
90
40
15
22
20
146
83
15
33
37
17
18
12
87
29
UNK
27
18
77
21
42
30

NO. OF
VESICLES

UNK

6
2

NO. OF
VESICLES

3
2

50
27
10
15
15
12

— -
N-ONMN GINWLODOWM

—

SERO/
CULTURE

NS
NS
LC
LC
NS

SERO/
CULTURE

LC
LC
LC
NS
NS
LC
LC
NS
LC
Lc

6 WEEK
GPELISA

6.4(+)
3.5(+)
10.3(+)
1.1(+)
20.3(+)

6 WEEK
GPELISA

21.6(+)
18.0(+)
17.8(+)
2.7(+)
17.1(+)
6.9(+)
3.5(+)
11.3(+)
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LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIV
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATU

STUDY

095301
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
096501
- 096601
096601
096601
096601
096601
096601
096601
096601
096601
096601
096601
096601
096901
096901
096901
096901
096901
096901
096901
096901
097001
097001
097001
097001
097001
097001

CASE
(b) (6)

AGE

(YRS)

wo;n

-

-
NN INO = WN WA “DAWHNUIONWW=WWN

-

Pt el
—_—_HWOON

D= DN =N

D N PN NB BN OB NDP A NEONBABNDVNNNOOROOPND~NWOOONW

LOTS=PROD PROTOCOL=007 DOSE(PFU)=1145 LOT=CR562

DAY OF ONSET
RELATIVE TO
INJECTION 1

1664
885
463
951

1447

1551
685
797

1229
396
394

1487
997

1496

1351

1446
506
287

1479
384

1444
625
608

1617

1212
555
560
213
809
843
794

1070

1117
765

44

1183
682

1191

63

1083

1395
442

1228

1616

1348

TABLE 1 (CONT.)

(continued)

MAX TEMP
(ORAL, F)

NORM
101
FEVER
NORM
NORM
NORM
NORM
FEVER
99
NORM
NORM
NORM
100
NORM
NORM
103
102
NORM
NORM

99
NORM
NORM
NORM
104
FEVER
FEVER
NORM
NORM
NORM
NORM
103
100
NORM
FEVER
NORM
NORM
99
NORM
104
NORM
99
100
NORM

99

NO. OF
LESIONS

42
18
60
42

287

8
11
11

513

11
8
9

23

24

43

12

40

20

17

UNK
10
10

100

5

25
6

300

200

150
22
35
17
63

110
36
36
79

135

122

100
82

9
21
32
44

NO. OF
VESICLES

2
2

18
61
8
5

351

N NaING

10

SERO/
CULTURE

NS
LN
NS
LC

6 WEEK
GPELISA
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E VARICELLA VACCINE (OKA/MERCK)
S - ONE DOSE REGIMEN
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TABLE 1 (CONT.)

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

----------------------------------------- LOTS=PROD PROTOCOL=007 DOSE(PFU)=1145 LOT=CR562 -------v-cccccmmcrrenmoncmnmcmmcccccnnone

(continued)
DAY OF ONSET

AGE RELATIVE TO MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS VESICLES CULTURE GPELISA
097101  (b) (6) 1.7 1191 NORM 26 6 NS 7.8(+)
097101 1.9 796 NORM 10 10 NS 16.3(+)
097101 1.1 853 NORM 25 5 NS 8.6(+)
097101 5.4 294 100 38 18 LC 1.3(+)
097101 2.6 1495 FEVER 40 NS 11.3(+)
097201 1.1 761 NORM 88 10 Lc 1.5(+)
097201 1.6 851 101 6 LC 4.7(+)
097201 2.8 762 99 18 Lc 14.5(+)
097201 4.8 1512 100 653 54 LC 0.3(-)
097201 1.2 319 NORM 31 NS 9.6(+)
097201 1.4 378 NORM 8 NS 102.0(+)
097201 6.1 1177 99 21 7 LC 4.1(+)
097201 2.1 1558 101 47 12 LC 6.1(+)
097201 6.6 249 NORM 30 Lc 0.8(+)
097201 5.7 1335 15 LC 2.1(+)
097501 1.3 552 NORM 2 2 NS 1.4(+)
097501 1.6 1259 99 6 NS 0.8(+)
097501 1.7 804 NORM 8 LCc 1.9(+)
097501 1.8 784 NORM 10 2 NS 2.7(+)
097501 1.8 193 FEVER 50 50 LC 0.3(-)
097501 1.8 516 NORM 5 5 NS 4.6(+)
097501 1.6 1309 NORM 35 20 NS 1.2(+)
097501 1.8 366 NORM 101 45 NS 0.3(+)
097501 1.6 57 NORM 60 NS 0.3(+)
097501 1.6 624 NORM 250 250 LC 1.5(+)
097501 1.8 1507 NORM 19 5 NS 0.3(+)
097501 1.4 586 NORM 7 LN 5.7(+)
097501 1.7 879 NORM 3 2 NS 6.1(+)
097501 1.2 692 NORM 40 6 NS 1.3(+)
097501 1.9 423 NORM 100 10 LC >25.0(+)
097501 1.2 569 NORM 16 16 NS 3.3(+)
097501 1.7 730 NORM 21 4 LS 4.3(+)
097501 1.2 397 NORM 100 100 NS 2.0(+)
097501 1.9 1134 2 2 NS 7.6(+)
097601 3.1 572 101 17 5 LC
097601 4.8 587 NORM 31 3 NS

18-7309 CBER009793
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TABLE 1 (CONT.)

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

----------------------------------------- LOTS=PROD PROTOCOL=007 DOSE(PFU)=1460 LOT=CR724 - -~ -ommmoommmmmommmcoccooons
DAY OF ONSET

AGE RELATIVE TO  MAX TEMP NO. OF NO. OF SERO/ 6 WEEK

STUDY CASE (YRS) INJECTION 1 (ORAL, F)  LESIONS  VESICLES  CULTURE  GPELISA
095301 (b) (6) 1.0 1549 NORM 34 2 NS 16.5(+)
095301 1.9 1032 NORM 39 6 LC 4.4(+)
095301 3.3 1113 NORM 125 50 NS 5.0(+)
095301 2.5 1675 FEVER 96 7 NS 62.3(+)
095301 5.2 338 101 32 3 LC 4.3(+)
095301 2.7 1043 101 50 18 LC 9.2(+)
095301 4.7 1084 100 73 23 LC 21.0(+)
095301 1.5 1701 100 UNK LS 9.2(+)
095301 4.0 362 NORM 55 17 LC 1.6(+)
095301 1.8 923 100 32 2 Lc 2.5(+)
095301 1.4 1045 NORM 50 Lc 25.0(+)
095301 4.5 1333 101 68 26 LC 3.1(+)
095301 1.0 1711 98 149 28 NS 4.6(+)
095301 1.0 1364 FEVER 45 20 LC 9.4(+)
095301 4.0 1625 NORM 90 10 NS 2.8(+)
095301 1.3 264 NORM 100 25 Lc 4.3(+)
095301 4.7 367 NORM 22 4 LC 4.7(+)
095301 4.6 659 30 10 NS 1.8(+)
096301 2.0 318 NORM 40 40 LC 21.8(+)
096301 5.0 463 NORM 14 NS 2.6(+)
096301 2.8 632 NORM 10 10 NS 12.4(+)
096301 3.5 708 NORM 16 4 NS 7.6(+)
096301 7.6 253 30 30 NS

096301 1.8 234 30 30 NS

096501 1.8 1675 NORM 17 17 NS 19.9(+)
096501 3.2 318 99 28 5 LC 5.2(+)
096501 1.8 325 NORM 13 12 NS 8.4(+)
096501 4.7 1666 NORM 70 16 NS 20.3(+)
096501 1.7 691 NORM 47 16 LC 1.6(+)
096501 4.4 729 101 12 LC 13.7(+)
096601 4.0 710 NORM 12 4 NS 32.5(+)
096601 2.3 192 4 NS 4.5(+)
096801 2.4 647 NORM 50 50 LC 3.7(+)
096801 3.6 1109 NORM 100 100 NS 6.2(+)
096801 1.1 1272 10 10 LC 6.1(+)
096801 1.0 1074 NORM 3 3 NS 7.6(+)
096801 4.1 602 NORM 21 21 NS 0.3(+)
096801 6.0 916 NORM 30 10 LC 49.4(+)
096801 1.8 1539 NORM 27 20 NS 5.3(+)
096801 7.0 319 98 1 1 LN 128.5(+)
096801 5.8 194 FEVER 8 8 LC 2.1(+)
096801 9.6 . 189 NORM 200 200 NS 0.3(-)
096901 1.7 1224 99 42 12 NS 4.1(+)
096901 10.1 1558 100 450 100 LC 1.1(+)
096901 1.2 398 NORM 19 1 NS 5.7(+)
096901 3.8 814 NORM 76 37 LC 16.8(+) 457200 CBERO0GT04
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TABLE 1 (CONT.)

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

----------------------------------------- LOTS=PROD PROTOCOL=007 DOSE(PFU)=1460 LOT=CR724 - --cccnmmmmmmommmmmmmcommocmameaooooeoo e

(continued)
DAY OF ONSET
AGE RELATIVE TO MAX TEMP NO. OF NO. OF SERO/ 6 WEEK

STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS VESICLES CULTURE GPELISA
096901 (b) (6) 4.3 386 NORM 197 197 NS 0.3(-)
096901 1.4 1104 102 36 22 LC 18.6(+)
096901 4.4 417 NORM 23 23 Lc 1.8(+)
096901 2.0 1185 101 258 183 LC 1.0(+)
096901 2.9 53 NORM 24 NS 13.8(+)
096901 4.6 674 NORM 86 40 LC 18.2(+)
096901 1.0 1342 NORM 7 2 NS 16.0(+)
096901 8.0 984 NORM 20 6 LC 19.4(+)
096901 2.2 547 NORM 16 2 LC 8.6(+)
096901 1.0 1428 99 13 LC 10.4(+)
097001 4.5 848 101 60 LC

097001 2.2 713 99 50 50 NS

097001 3.3 1606 NORM 20 NS

097201 1.1 1507 NORM 20 NS 73.5(+)
097201 1.3 1700 FEVER 18 NS 23.8(+)
097201 3.5 1336 99 24 3 LC 3.5(+)
097201 2.2 1386 o8 20 NS 24.0(+)
097401 1.4 1440 NORM 14 NS 11.7(+)
097401 3.0 1382 NORM 74 1 NS 4.4(+)
097401 3.4 616 FEVER 34 5 NS

097401 4.3 516 NORM 12 LC

097401 1.1 1244 NORM 70 1 NS 3.5(+)
097401 3.0 1276 NORM 14 2 NS 9.6(+)
097401 7.1 1224 FEVER 27 NS 15.2(+)
097401 4.9 196 102 250 118 NS

097401 5.8 166 FEVER 16 3 LC 1.7(+)
097401 4.8 413 NORM 3 2 LC 4.7(+)
097401 2.4 1127 NORM 21 1 NS 4.6(+)
097401 7.6 764 102 182 22 LC 1.0(+)
097401 1.4 1067 NORM 47 NS 1.0(+)
097401 1.0 780 FEVER 11 NS 0.3(-)

18-7309 CBER009795
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TABLE 3 (CONT.)
LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - POST REVACCINATION
--------------------------- LOTS=PROD PROTOCOL=007 REVACCINATION DOSE(PFU)=1460 REVACCINATION LOT=CR724 ---------------eommommmonoos

DAY OF ONSET

AGE LoT DOSE (PFU) RELATIVE TO MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS)  INJECTION 1  INJECTION 1  REVACCINATION  (ORAL, F)  LESIONS  VESICLES ~ CULTURE  GPELISA
097201  (0)(6) 3.3 CR562 1145 571 101 40 NS 0.7(-)
095301 4.1 CR724 1460 938 FEVER 15 15 NS 0.3(+)
096501 6.0 CR724 1460 752 FEVER 12 LC 0.3(-)
097401 3.3 CR724 1460 194 NORM 6 5 NS 1.0(+)
097401 4.3 CR724 1460 402 NORM 21 NS 0.3(-)
........................... LOTS=PROD PROTOCOL=007 REVACCINATION DOSE(PFU)=1625 REVACCINATION LOT=CRE47 ------------moomoooooonoone
DAY OF ONSET
AGE LoT DOSE (PFU) RELATIVE TO MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS)  INJECTION 1  INJECTION 1  REVACCINATION  (ORAL, F)  LESIONS  VESICLES  CULTURE  GPELISA
0gs3o1 (B)(6) 3.9 CR647 1625 1047 99 15 Lc 0.3(-)
096901 2.4 CR647 1625 882 102 78 45 LC 0.7(+)
096901 1.1 CR647 1625 891 FEVER 440 340 LS 0.3(-)
096901 1.1 CR647 1625 1130 99 33 3 LN 1.3(+)
097401 2.0 CR647 1625 159 NORM 28 1 NS 1.0(+)

18-7309 CBER009814

LY6LT-V



TABLE 3 (CONT.)

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - POST REVACCINATION

--------------------------- LOTS=PROD PROTOCOL=013 REVACCINATION DOSE(PFU)=1625 REVACCINATION LOT=CR647 ---------c--ccemommoncooonnn
DAY OF ONSET

AGE LoT DOSE (PFU) RELATIVE TO MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 INJECTION 1 REVACCINATION (ORAL, F) LESIONS VESICLES CULTURE GPELISA
099901 (b) (6) 2.7 CR647 54 241 98 15 4 LC
099901 3.6 CR647 54 653 NORM 17 3 LC 0.3(-)
099901 2.7 CR647 54 527 98 42 2 NS 0.3(-)
099901 1.3 CR647 162 1078 103 268 147 LC 0.3(-)
099901 3.4 CR647 162 1025 NORM 7 2 NS 0.3(-)
099201 1.3 CR647 1625 1007 100 85 NS 0.3(+)

18-7309 CBER009815

8Y6LT-¥



TABLE 3 (CONT.)
LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - POST REVACCINATION

--------------------------- LOTS=PROD PROTOCOL=014 REVACCINATION DOSE(PFU)=1625 REVACCINATION LOT=CR647
DAY OF ONSET

AGE LoT DOSE (PFU) RELATIVE TO MAX TEMP NO. OF NO. OF SERO/
STUDY CASE (YRS) INJECTION 1 INJECTION 1 REVACCINATION  (ORAL, F) LESIONS  VESICLES  CULTURE
099701 (b)(6) 1.0 CR647 1625 1061 98 13 5 LC
100501 3.0 CR647 1625 3g7 NORM 90 LC

18-7309 CBER009816

6 WEEK
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TABLE 3 (CONT.)
LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY CHILDREN 1-12 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - POST REVACCINATION

LOTS=PROD PROTOCOL=018 REVACCINATION DOSE(PFU)=1230 REVACCINATION LOT=CT683

DAY OF ONSET

AGE LoT DOSE (PFU) RELATIVE TO MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS)  INJECTION 1  INJECTION 1  REVACCINATION  (ORAL, F)  LESIONS  VESICLES  CULTURE  GPELISA
101401 (b) (6) 5.0 cV336 260 489 99 119 70 -~ NS 0.3(-)
101401 2.6 €V336 260 366

98 48 24 LC 0.3(-)

18-7309 CBER009817
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TABLE 4
LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY ADOLESCENTS AND ADULTS >= 13 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATU

S - ONE DOSE REGIMEN
LOTS=PRODUCTION (1987) PROTOCOL=007 DOSE(PFU)=1460 LOT=CR724

DAY OF ONSET
AGE RELATIVE TO  MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS VESICLES  CULTURE  GPELISA
096301 (b) (6) 15.0 353 NORM 25 5 LC 0.3
----------------------------------- LOTS=PRODUCTION (1987) PROTOCOL=007 DOSE(PFU)=1625 LOT=CRE47 ------o--smocoomomnooosssmmoomoooos
DAY OF ONSET
AGE RELATIVE TO  MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS  VESICLES  CULTURE  GPELISA
096901 (D) (6) 13.0 385 200 200 LS 1.3

18-7309 CBER009818
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TABLE 4 (CONT.)

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)

HEALTHY ADOLESCENTS AND ADULTS >= 13 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN
LOTS=PRODUCTION (1987) PROTOCOL=008 DOSE(PFU)=1140 LOT=CR452

STUDY

098301
098301
098401
098401
098401
098401
098501
098501
901301

STUDY

098301
098301
098401
098401
098401
098701

STUDY
098301

STUDY

098301
098401
098401

CASE
(b) (6)

CASE

(b) (6)

CASE
(b) (6)

CASE
(b) (6)

DAY OF ONSET
AGE RELATIVE TO

(YRS) INJECTION 1
19.0 235
26.0 686
31.0 281
37.0 734
26.0 1042
27.0 1015
34.0 912
32.0 318
33.0 709

LOTS=PRODUCTION (1987) PROTOCOL=008 DOSE(PFU)=1145 LOT=CR562

DAY OF ONSET
AGE RELATIVE TO

(YRS) INJECTION 1
38.0 181
24.0 655
29.0 405
31.0 1022
30.0 856
25.0 400

LOTS=PRODUCTION (1987) PROTOCOL=008 DOSE(PFU)=2925 LOT=CR563

DAY OF ONSET
AGE RELATIVE TO
(YRS) INJECTION 1

37.0 416

LOTS=PRODUCTION (1987) PROTOCOL=008 DOSE(PFU)=3010 LOT=CR320

DAY OF ONSET
AGE RELATIVE TO

(YRS) INJECTION 1
22.0 393
34.0 101
22.0 749

MAX TEMP
(ORAL, F)

70

250

100

19

12

NORM 104
75

200

60

MAX TEMP NO. OF
(ORAL, F) LESIONS
NORM 36

600
NORM 130
113
NORM 20

MAX TEMP NO. OF
(ORAL, F) LESIONS
NORM 50

MAX TEMP NO. OF
(ORAL, F) LESIONS
NORM 100
NORM 24

351

NO. OF
LESIONS

NO. OF

VESICLES

9
50
50

3
12
53
75

200

NO. OF

VESICLES

24
50
10
19
20

NO. OF
VESICLES

25

NO. OF
VESICLES

281

SERO/

CULTURE

LC
NS
LC
LC
LC
LC
LC
Lc
LN

6 WEEK
GPELISA

SERO/
CULTURE

Lc
LC
LC
LC
Lc
LC

6 WEEK
GPELISA

SERO/
CULTURE

Lc

6 WEEK
GPELISA

1.9

SERO/
CULTURE

NS
LC
Lc

6 WEEK
GPELISA

2.2
0.9
2.6

18-7309 CBER009819
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TABLE & (CONT.)

LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY ADOLESCENTS AND ADULTS >= 13 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

STUDY CASE
o9s3o1 (b)(6)
098301

LOTS=PRODUCTION (1987) PROTOCOL=008 DOSE(PFU)~3265 LOT=CR453
DAY OF ONSET

AGE RELATIVE TO MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
(YRS) INJECTION 1 (ORAL, F) LESIONS VESICLES CULTURE GPELISA
28.0 555 40 5 NS 1.2
31.0 412 104 50 QN 4.7

18-7309 CBER009820
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TABLE & (CONT.)

S POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
F AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

LOTS=RESEARCH (1982-83) PROTOCOL=001 DOSE(PFU)=950 LOT=CK472

DAY OF ONSET
AGE RELATIVE TO MAX TEMP NO. OF

LISTING OF VARICELLA CASES GREATER THAN 42 DAY
HEALTHY ADOLESCENTS AND ADULTS >= 13 YEARS O

NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS VESICLES CULTURE  GPELISA
os4s01 (b) (6) 16.0 995 NORM 26 NS 1.4
084501 15.0 2347 109 56 NS 0.9

18-7309 CBER009821
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TABLE 4 (CONT.)
LISTING OF VARICELLA CASES GREATER THAN 42 DAYS POST FIRST INJECTION OF LIVE VARICELLA VACCINE (OKA/MERCK)
HEALTHY ADOLESCENTS AND ADULTS >= 13 YEARS OF AGE REGARDLESS OF INITIAL SEROSTATUS - ONE DOSE REGIMEN

LOTS=RESEARCH (1982-83) PROTOCOL=002 DOSE(PFU)=44 LOT=CH198

AGE RELATIVE TO  MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS  VESICLES  CULTURE  GPELISA
o7s101 (b) (6) 33.0 1898 500 300 QN
078101 23.0 881 200 100 NS

LOTS=RESEARCH (1982-83) PROTOCOL=002 DOSE(PFU)=870 LOT=CH198
DAY OF ONSET

AGE RELATIVE TO  MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS  VESICLES  CULTURE  GPELISA
o7s101  (b) (6) 20.0 1361 100 3 NS
LOTS=RESEARCH (1982-83) PROTOCOL=002 DOSE(PFU)=1400 LOT=CGTI8 -------mm=mmmmmmmmmmmmomoo oo
DAY OF ONSET
AGE RELATIVE TO  MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS VESICLES  CULTURE  GPELISA
090101  (b) (6) 30.0 157 NORM 1 1 Le
090101 32.0 713 NORM 58 LC
---------------------------------- LOTS=RESEARCH (1982-83) PROTOCOL=002 DOSE(PFU)=2750 LOTmCL308 - cv-mommmmmmmmmememmamoooooomnas
DAY OF ONSET
AGE RELATIVE TO  MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS  VESICLES  CULTURE  GPELISA
os2601 (P)(6) 23.0 679 40 40 NS
LOTS=RESEARCH (1982-83) PROTOCOL=002 DOSE(PFU)=3500 LOT=CLBO5 - - - -ummmommomoeeooeomaoanns
DAY OF ONSET
AGE RELATIVE TO  MAX TEMP NO. OF NO. OF SERO/ 6 WEEK
STUDY CASE (YRS) INJECTION 1 (ORAL, F) LESIONS  VESICLES  CULTURE  GPELISA
osgio1 (D) (6) 25.0 299 20 3

PR

18-7309 CBER009822
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