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A. Patient information

1. Patient {dentifier 4. Waeight

unk tbs
or

. Sex

( )female

Case 217
In confidence (X)male

B. Adverse event or product problem
1. X Advarse avent and/or

MCcNEIL CONSUMER PR
FORT WASHINGT

Product problem {e.0.. defects/malfunctions)

(McN.

vidual Safety Repo

i, MMMI T

C. Suspect medication(s)
1. Name (give labeled strongth & mirftabeler, if known)

o

Page

#1 unknown acetaminophen product

ibuprofen

2. Doee, frequency & route used
from/to {or best estimate)

#1 ~excessive amounts”, po |*! over previous 3-4 weeks

3. Tharapy detes (if unknown, give duration}

2. Outcomes attributed to adverse svent
{check all that apply)

#2 %excessive amounts”, po |#2 over previous 3-4 weeks

4. Diagnosis for use (indication} 5. Event abatad after use

6. Describe svent or problem

Case # 217 received from theilill) 1996 fatality data. See
attached case report form provided by{JIINEEED

9. NDC # - for product problems only {if k_nownl

#1 () Yes ( ) No (X) N/A

#2 () Yes ( ) Mo (X) N/A

() deenity stopped or dose reduced
(x) desth {M“‘mx ( ) ocongenital anomaly n_ unidentified pain J
() $o-threatening ( ) required intervention to prevent #1 () Yes () No (X) N/
(x)  hosphakzstion - inftisl or prolonged F e i #2 unidentified pain
E () othen 8. Lot # (if known) 7. Exp. date f known) [#2 ( ) Yes ) No (X) NN
3. Date of event 4. Data of this repart #1  Unknown " ”n Unknown €. Event reappasred after )
unknown 02/06/98 #2  unknown ” unknown neintroduction
{mo/dey/yrl {mordeylyr) *

Sect. C1 cont’d #3. ethanol (unknown dose or duration

10. Concomitant medical products and therapy dates (exclude treatment of event)

Sect. C10: See attached case report form provided by-‘

8. Relevant teste/laboratory data, including dates
See attached case report form provided by QR

Ty 1ath dical Ty

7. Other history, | (o.g..
race, pregnancy, smoking and ulcohol use. hepatnclnml dysfunction, stc. )

See attached case regort form provided by—

1. Name, addrese & phone #

R e

1. Contact office - name/address (& miring site for devices) 2. Phons number
McNeil Consumer Products Company 215-233-7820
Medical Affairs 3 Report source
7050 Camp Will Road {check all that apply]
Ft. Washington, PA 19034 ( ) foreign

’ () swdy
(x) literature
( ) consumer
. health
4. Date received by menufacturer}b. (x) professional
{mo/deyiyrl
01/30/98 (A} NDA &  17-552 ¢ ) user facility

6. if IND, protacol # IND #

PLA # () repressntative
pre-19038 ( ) Yes ¢ ) distributor

7. Type of rapost oTe ¢ ) other

(check sil that apply} product (X} Yes
5-d 16-d
¢ v X ¥ 8. Adverse svent tarmis}
( ) 10-day ( )periodic
(X) Initisl ( )foliow-up # OVERDOSE STUPOR
S W Tepert G TACHYCARDIA NPN INCREASED
LIVER FAJLURE PANCREATITIS
Q929978A GASTRITIS DEATH

2. Huasith protesel

of? [3

. Occupath 4. inidel reporter aleo
semt report to FDA

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

Facsimile Form 3600A contributed to the svent.

(X) Yes ( ) No physician

() Yes ( ) No (X) Unk
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CEIVED AT DRUG SAFETY SURVEILLANCE Individual Safety Report

(T TTTITL LD LT
s~ ALTY: 19956 MR

Case Number: 217

Age: , 44 yrs

Substances: Acetaminophen
‘ ethanol

ibuprofen

Chronicity: Chronic

Route: . Ingestion

Reason: Ther error

Pre-Hospital Arrest? No

A d-year-old male presented to the local Emergency Department (ED). Onu initial assessment be was
unrespoansive, pormatensive, with a heart rate of 110 beats/min, a respiration rate of 30 breaths/min, and a
temperature of 35C. His past medical history was significant for liver disease and alcohol abuse. He was
apparently on a waiting list for liver transplantation. Reportedly, over the previous 3-4 weeks, he had been
taking excessive amounts of acetaminophen and ibr~rofea to control some unidentified pain. Initial
laboratory studies were significant for ALT > 2000 U/L, alkaline phospharase > 1000 U/L, total bilirubin 6
mg/dL, and serum ammonia 154 meg/dL. A blood sample, drawn about t1.5 hours after arrival to the
ED, showed an acetaminophen level of 42 mcg/mL. N-acetylcysteine was administered by nasal gastric
tube. His conditicn progressively deteriorated. He died approximately 32 hours after arrival to hospital.
Final diagnoses were acute on chronic hepatic failure associated with alcobol and acetaminophen toxicity,
chronic pancreatitis, and gastritis.



