McN vidual Safety Report

LU LT T - e R

19-FEB-1998-0636 FORT WASHING'
= . Page

RECEIVED AT DRLG SAFETY SURVE[LLANCE

ot L FOA use oy}

A. Patient information . C. Suspect medication(s)

1. Patient identifier . . 4. Weight 1. Name (give labeied streangth & mfr/labeler, §f known)
unk Lbs #1 unknown acetaminophen product
Case 218 or #2 ethanol
in confidence kgs 2. Dose, frequency & route used 3. Therapy dates (if unknown, give duration)
B. Adverse event or product problem ) fromito lor beet estimate)
1. X Adverse event and/oc Product problem {e.g.. defects/matfunctions) [#1 8 grams,over 24 hours, P9 ”" over 24 hour period
2. Outcomes ettributed to adverse svent #2 unknown ” unknown
(check all that apply) () dheability 4. Diagnosis for uee (indication} 5. Event abatad after use
i .‘ow.‘ “ ”' ‘«c.
(x) death ‘det:' ¢ ) congenital snomaly #1 headache o ) e d
( ) lfe-threatening ¢ ) required intervention to pravent #1 () Yes ( ) No (X) N/A
(x) hospitekzation - initiel or prolonged . #2 unknown
. (') othes 6. Lot # (if known) 7. Exp. dats (it known) [#2 ( ) Yes (') No (X) N/A
3. Date of event : 4. Date of this report 1 unknotin Cn unknown - [B. Event reappeared afier
known 02/06/98 #£2  unknown #£2  unknown relntraduction
{moldey/yc) {moidey/yr) £ ¢ ) Yes € ) No CX) WA
5. Dsecribe svent ar problem 9. NDC # - for product problems only (it known)
Case # 218 received from the (IR 1996 case fatality data. - - , C #£2 () Yes () No o WA
See attached case report fora. provided _ 10. C e, dical prod and theupv dates {exciude treatment of svent)
.. . C1 cont’d: #3 trlcychc anndepressant (mknoun dose
or dn'ation)
Sect. C10: See attached case re
g R 1. Contact office - laddrove (& miring site for devices)
i ‘ o ' ' oma
7} PR ) N, McNeil Consumer Products cmny 215-233-7820
e - ©x, v
e o ) Medical Affairs 3 Report source
' ©y 7050 Camp Hill Road {check all that spply}}
Ft. Washington, PA 19034 ¢ ) foreign
° ¢ ) study
s (X) literature
’ ¢ ) consumer
health
. Date ived by o, F (x) professionsl
(moldayiyr) )
01/30/98 {A) NOA # 17-552 ( ) user facility
8. it IND, pretocel # IND # com
PLA # ¢ ) representative
8. Rel teste/lab y data, including dates pro-1838 ( ) Yes ( ) distributor
See attached case report form provided oy SN 7. Type of report ( ) other
oTC
{check all that apply} product (X) Yes
5-d 16d
¢ v 0 ‘v 8. Adverse event termis)
( ) 10-day ( )periodic
(X) Initisl ( )fokow-up # OVERDOSE LIVER FAILURE
— < OCCLUS MESENTER HYPOTENSION
9. Mfr. report number
DEATH
7. Other relevant histary, including preexisting medicel conditions le.g.. alomnet, 09299814
e e ATl & 1ol roponer
See attached case report form provided by 1. Name, eddrees & phone #
S
Centers
Suite Ave

2. Health protfessional? 3. O «t 4. initlal reporter aleo
went raport to FDA

. Submission of a report doee not conetitute an .
m admission jical o, user facility, (X) Yes ( ) No physician () Yes ¢ ) No (X) Unk
distributor, manufacturer or product caused or
Faceimile Form 3600A contributed to the avent.
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s - 7ALTY: 1995 TR

Case Number: 218

Age: 23 yrs

Substances: Acetaminophen
‘ ethanol

tricyclic antidepressant

Chronicity: Chronic
Route: | Ingestion
Reason: Ther error

Pre-Hospital Arrest? No

A 23-year-old male who was a chronic alcoholic presented tc the emergency
department (ED) claiming to have ingested 8 grams of acetaminophen over a 24 hour
period because he had a headache. The patient may also have been exposed to a
tricyclic antidepressant, cannabis and opiates. At presentation, approximately 3-¢
hours after the last reported dase of acetaminophen, the patient had an acetaminophen
level of 41 mcg/ml. Although no labaratory values were available, the ED physician
believed the patient had fulminant hepatic failure. The ED physician was concemed
about possible gastrointestinal perforation and the patient was started on intravenous
N-acetylcysteine (NAC) therapy. An electrocardiogram reading was not available. The
patient died approximately five hours after the initial call to the poison center. Prior to
his death he had received a loading dose and one maintenance dose of intravenous
NAC. The cause of death was reparted to the poison center as hepatic failure and

intestinal ischemia secondary to hypotension.

Patient was apparently a "hard core” chronic alcoholic who died shortly after the first
maintenance dose of intravenous NAC was administered. Of note is the observation
that he had hypotension and bowel infarction diagnosed by unknown means at the time
of his death. He stated that he took only 8 gm of acetaminophen aver 24 hours while
trying to combat a headache. However, no other information was available. The
toxicology fellow did talk directly to the physician who was extremely hamied and had
just received the patient already in his pre-terminal condition.

Mental status, any labs which became available later, anything about question mark.
e have scoured the record and unfortunately there is no further information.



