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A. Patie O atio pe edicatio
1. Patient identifier |2. Age at time 3. Sex 4. Waeight 1. Name (give labeled strength & mfr/labeler, if known)
of svent: '
o 35 yrs { )female [unk tbs #1 unknown TYLENOL acetaminophen product
Case 203 Date or #2 TYLENOL® ¥3
in confidence of birth: (X)male kgs Z. Dose, frequency & routs used 3 Therapy dates if unknown, give duration)
B. Adverse eve or prod nroble Iromno ior best estimate) )
1. X Adverse svent andfor Product problem (e.g.. defects/malfunctions) |#1 unknown dose, po n over a few days
2. Outcomes attributed to adverae event #2 unknown dose, po #2 over a few days

See attached case report form provided by (D

teheck ali that apply) ¢ ) disabikey 4. Diagnosis for use {indication} 5. Event abated after use
. . . topped or dose reduced
(x) death (det(’{\oun ( ) congenital anomaly #1 abdominel pesin
() Ffethrestening () mmt_wmdmwm #1 ( ) Yes ( ) No (X) N/
my &
{x) hospitakization - initial or prolonged porm g »aoo #2 abdominal pain :
¢ othe: 6. Lot # (if known) 7. Exp. date {if known) 1#2 ( ) Yes ( ) No (X) N/A
3. Oate of event 1 4. Date of this report 1 Unknown .. " Unknown . 18. Event resppeared after
unknown 02/09/98 #2 unknown #2  unknown '] reintroduction
tmo/daysyr) (mo/deysyr ) . ” ( ’ Yes ( ) No (X) N/
5. Describe svent or problem 9. NOC ¢# - for product problems only (if known) '
Case # 203 received from theQMD1996 case fatality data. - - ‘ 2 () Yes € ) No (X) N/,

proppey
pr

10. C vtant

See attached cese report form provnded by

snd thecapy dates {exclude untmom of ovoml

6. Relavent tasts/laboratory data, including dates
See attached case report form provided bY-

7. Othar relevant history, including preexisting medical conditions (s.g., allergins,
race, pregnancy, smoking and sicohol use, hepatic/renal dysfunction, etc.)

See attached case report form provided bygiilld.

M0
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1. Contact office - numllddfuo(&mfmgm 01
McNeil Consumer Products Company 215-233-7820"
Medical Aff.irs TR
7050 Camp Hill Road {check all that apply)
Ft. Washington, PA 19034 ¢ ) foreign
‘ ¢ ) study
{x) literature
( ) consumer
health
3 ?nc ML d by ] S. {x) professional
01/30/98 (A)NDA # 17-552 ( ) wuser facility
6. it IND, protocol # IND # company
PLA # ( ) represantative
pre-1938 ( ) Yes ¢ ) distributor
7. Type of report ore ( ) othen:
(check all that spply) product  (X) Yes
§-d 15-da
¢ v X Y 8. Advarse svent term(s)
¢ ) 10-day ( )periodic ‘
(X) Initial ( )foliow-up # OVERDOSE HEMORRHAGE GI
EN THY
S ICEPNALOPA LIVER FAILURE
KIDNEY FAILURE  COAGULATION DIS
HYPOTENSION DEATH

0929725A
E. Initial reporter
1. Name, address & phone #

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or
contributed to the event.

FOA

Facsimile Form 3500A

2. Hesith professional? |3. Occupation 4. inttiat reporter aiso
£ N sent report to FDA
(X) Yes ( ) No physician () Yes { )} No (X) Unk




RECEIVED AT DRUG SAFETY SURVEIL.LAN
i
i

T U LANCE -
A B 1 5 R LI
) | ! il |
i
LR ",’ i - = ‘

19-F

Sy -/ TALITY: 1996 SR
Case Number: 203 -
Age: 35r1s
Substances: - Acetaminophen
| ‘ acetaminophen/codeine
Chronicity: Chronic |
Route! X Ingestion
Reason: Ther error
/« Pre-Hospital Arrest? No

A 35-year-oid male with a history of alcohol abuse and pancreatitis had been taking tylenol and
tylenol #3 over a few days for abdominal pain. He was admitted to the hospital for confusion and
developed gastrointestinal bleeding, encephalopathy and heparic and renal failure. He preseated

with an acetaminophen levet of 83 ug/mL. SGPT of 7000 and a bilirubin of 5.2. His

coagulopathy and gastrointestinal bleeding progressed with a falling blood pressuce am:i
hematocrit that initially responeded to treatment with 7 lires of intravenous fluid, 6 units PRBC's
and 4 units FFP. However, he continued to be unstable and was intubated. Intravenous N-

acetylcysteine was also administered. The patient expired 2 days after admission.



