- Individual Safety Report

il © wencome  fEEREES

THE FDA MEDICAL PRODUCTS REFORTING PROGRAM (rage i of 3)

C. Suspect medication(s)

1. Name (give labeled strength & mirlabeler, if known} cort'd next page

FDA Use Only

13 Sex 4. Weight (Ib)

; : . 41 Combivir Tablet
4_ @iemae | g combivir) .
' Date {Imale . Nevirapire Tablet T ST s

of birth 15Sepl1967 [Junknouwn (Nevirapine)

post-exposure prophylaxis fcr 23 days. She
presented with shortness of breath and

fever. An MRI revealed hepatic steatosis.
The patient was hospitalized following an
abnormal hepatobiliary scan. A biopsy of
the liver revealed hepatocellular necrosis

2. Duse / fregaeney froute used 3. Therapy dates
1 tablet / Twice per day - -
1 | - 07
1. [ Adverse event an/or [J Product problem t.._g%gl_m__,7 Pice pei day ! .Eblda@_l_ — 0’ JL_mOI
1 ice p d -
;2. Outcomes attributed 10 adverse event 2 Oral g wice per day 42 15MayCl - 07Jun01
(check aff that apoly) D disability - — —— R
i [Jdeath 0 ol ! 4. Diagnosis for use (indication) S. Event abated after use
: U congenital anomaly | Prophylaxis against HIV stopped or dose reduced
Hia-threatens required intervention to orevent VP J— e "
. o eateni'g O permanent impaimment'damage EZ Prephylaxis against HIV # Cyes®no(J gggﬁlm
(X hospitatizaticn - init al or pro onged [] otte: 4 doesn't
5 r ot T T 6. Lot # (il xrown) 7. Exp. dale (¢t known} - O yes O nol] BDPF‘Yn
A QO . alc o - i Anee, o
avent:  G73un200z tis report;  21Jun20901 !Nope {8 Eventreappcarcdaficr
. H 7 Nome I reintroduction
:5. Deseribe event or problem — ___‘“. Cyec[Jno’) doesn't
| A physician reported that a 33 year old 9. NDC # - for product problerrs only (il known) . . aply
fera.e with a history of alcchol abuse and #2 [ yes [J no ) doesn't
| : : { . : : i apply
obesity received lamivudine/zidovudine . .
! {Cormbivir) tablets concurrent 1y with 10. Concomitant medical products and therapy dates (ex-lude treatment of event}
' nevirapine (Viramune) tablets for HIV Oral contraceptive CRK
i

y 4

G. All manufacturs

. and the patient was diagnosed with hepatic 1. Contact office - name/address ;zbgﬂ&mfﬁgpw
fa:lure. The events were unresolved. The eXLSE&K) '
physician considered that the events were Glaxo Wellcome +3. Report source

* 1 h ] 4L .
~obably causec_'i by t:l:le h}story of a]..coh(.)- Nor:th American Product Surveillance O foreign
suse, use of acetominopaen and nevirapine. PO Box 13398 :
He also considered that the events could Res h Triangle Park [ study
possibly have been caused by ebearﬁ‘z;#dng e rar . O ferature
lanivudine/zidovudine. NC 09
: O consumer
1 (g health

' 4. Date received by manufacturer| 5. protessional

: 11Jun2001 (AINDA ¥ _?_P___S_EZ’___ [ usertacility

. company

16, Relcvani tests/laboratory data,includirg dates 6. 1 IND, protacol # INO # | D representative

i Results:Hepatic steatosis on MRI. Abnormal PLA# [ distributor
hepatobillary scan and biopsy of the liver T Tvecof -

| revealed hepatic necrosis. - Type ol repont pre-1938 [ yas [0 other.

! O sday @& 15day oT1C [ yss

proauct

10-d iodi
[J 10-day [ pericdic 8. Adverse event term(s)

Hepatic failure

__|Fatty liver

: Hepatic necrosis

13. Other retevan: history, inchuding preexisting medical conditions {eg. atlergies. race. 9. Mtr. report number Shortress of breath
pregnancy, smoking and alcohol use, hepaticirenal dystunction, et:) A0Q150R25R Taver

' Histcry: Alzohol abuse and Tylenol use. No

fprior history of liver disease

& mitial [} follow-up #

l
i
i
i

E. Initial Reporter

-~
o . |. Name, address & phone #
it
Submission of a report does not constitile a1 2. Health professional? |3 Occup.:ilinn |4 tnitial reponicr also sent
I— i ’ 4 ! admission that medica. personnel, user facilizy. Physiclan I report to FDA?
distnbutor. manutacturer or product caused or X yes no I 5 no unk
Form 3500A Facsiril2 contributed to the evert. . Oye = @




Individual Safety |Report |
] H
L
: |
*3748454-8-00-02x%
R, FMatie 0 atio
Patient identifier] 2. Age at tite 3. Sex
of event: Jtemale
ol or
Date Omate
In confidence of birth Junknown
B. Adverse event or prod Drobie

. [0 Adversc event and/or [] Product problem

1x0 Wellcome

4. Weight (1b)

Paracetamol
(Acetaninaphen)

1. Name (give labeled strength & mirflabeler, if known)
(formulation unknown)

Approved by the FDA (HF-2) on 3 Noy93 '

Mir report 8 .

A0150825A

UFDst repne: &

FCA Use Only |

20 Doz fregquensy foeate
3 UNK / UNK /
Unknown

2. Outcomes attributad 1o adverse event
(check al that appty)

D ceath

(] e-tveatening

[[7 disacaity
] congenitat anomaly

[ recuired intervention to pravent
pemanent img siment/damage

4

3 Therapy daces

#3 UNK

#4

4. Diagnosis for use (indication)
3 UNK

4

5. Event abaied after use
stopped or dose reduced

#3 [Jyes [ no (7 gospnt

[ hospatakization - initial o+ pokcnged [ other: 84 .,.-....c__._.,.._.doe n't
1. Datco” 4. Date of 6. Lot # (if krown) [7. Exp. dce (f known) | Qyes O apply
3. Datc o- - Date o 3 None #3 8. Eventrea
_ at 1 X . Evg ppearced after
cvent: this report: 4”____-____.-.-».-.- o #1-—> T e reintroduction

5. Describe event or problem

9. NDC # - for product problerrs only (il known)

#3 (0 yes {7 o ] Jospn
“.4 {1 yes D noD %&n‘x

G. All manufacturers

10. Concomitant medical produciy and tharapy dates (exclud? trealnant of evenl)

{6 Relevam tests/laboratory data, including dates

7. Other relevant history, including preexisting medice] conditions (eg.
Fregnancy, smoxing and alcohol use. hepatic/renal dysfunction, etc.)

1. Contact office - name/address 2. Phone number
1 -888—823-8249
ext. 37070
3. Report source
{J foreign
O stugy
3 titerature
[ consumer
C health
4. Date received by manufacturer] 5. professional
(ANDA S ___ [0 user tacility
6. If IND. protocol # IND # o (] :::p"r‘:sa:nytaﬁve
1oras | O dstbutor
7. Type of report pre-1938 [ yes 0 other:
O sday [ 15-day ) Oves | o
product
[J 1oday [ periodic 8. Adverse event term(s)
[ initial ] foMow-up ¢
allergies, race, | |9- Mfr. report number
A0150825a

E. Initial Reporter

. Name. address & phone #

l

Sabmission of a report does nol conslitute an

FDA

Forrn 35004 Facsimile

distributor, manufacturer or product caused cr
contributed lo the event.

admiss.on that medical personnel, user fac lity,

vrilih

ek

>

Health professional?

Dyes Oro

' Y. Occupation

4. Initial reporter also sent
report to FDA?

COyes [Jno [Junk




Individua

LT

Safet

3748454-8-00-03

THE FDA MEDICAL PRODUCTS REPORTING PRUGRAM

)y Wellcome

(Page 3 of 3)

Approved by the FDA on 3Nov93
Wttt A0150825A

UFDrst report ¥

FDA Use Only

r

!l. Other relevant history (cont’d)

» Condiztion
. Obese
Alcohol abuse

, Prophylaxis against HIV infection

Started
Unknown
Unknown
Unknowrn

Ended

Unknown
Unknown
nknown

Continuing
Yes
Unknown
Unkriown

A

Form 3500A Facsimie

Submission of a report does not constitut2 an
admission that medical personnel, user facility,
distributor, manutacturer or product cavsed or
contributed to the event.



