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1. Patient identifler |2. Age st time 3. Sex 4., Welght 1. Name (give labeled strength & mfr/labeler, if known} '
of event:
or yrs (X)femate [unk lbs #1 unknown acetaminophen product
Case 196 Date or 2
In confidence of birth: ¢ )male kgs 2. Dose, frequency & route used 3. Therspy dates (if Unknown, give duration)
B. Adverse eve oo nroble from/to (or best estimate}
1. X Adverse svemt andlor Product problem (e.g.. defacts/malfunctions) [#1 unknown dose, po n chronically
.0 etributed to ad event ””2 #2
{check all that spply} () deabikty 4. Diagnosis for use [(indication) 5. Event abated after use
d or d duced
(x) death (m“wk wn ¢ ) congenital anomaly #1 abdominal pain/intentional misuse pped or coes
fe-thresteni ired i ention ¢ nt
<) o-t oning ) ;w"“:'“vp.&xm‘;"""' #1 () Yes ( ) Ko (X) N/
(x) hospitekization - initial or prolonged \ #2 '
. . ' ) other 6. Lo®#tit. known) 7. Exp. date {if known} [#2 ( ) Yes ( ) No ( ) N/A
3. Date of event 4. Dats of this report #1 Unknown A Unknown 8. Event reappesred after
unknown 02/09/98 2 2] reintroduction
{moldeyliyr) {mo/daylyr)
#1 () Yes ( ) No (X) N/AJ

6. Describe svent or problem

Case # 196 received from the (1996 case fatality data.
See attached case report form provided by

9. NDC # - for product problems only {if known)

22 () Yes () Wo () N/A

10. C nit dical ducts and therapy dates (exciude treatment of event)

See attached ;a;e report form provided by

G. All manufacturers

6. Relevant tests/laboratory data, including dates
See attached case report form provided by (NS

1. Contaet office - name/addesse (& mfring site for devices]
McNeil Consumer Products Company 215-233-7820
Medical Affairs 3. Report source
7050 Camp Hill Road {check all that appiy})
ft. Washington, PA 19034 ( ) foreign
) (¢ ) study
(%) literature
¢ ) consumer
health
4. Date " d by sfacturss 5. (x) professional
01/30/98 {A) NDA # 17-552 ( ) user facility
6. 1t IND, protocol # IND #
PLA # () sgc.onrzltnive
pre-1938 ( ) Yes ( ) distributor
7. Type of report oTc ( ) other
(check aft that spply} product  (X) Yes
5-d 15-d
¢ v 0 ‘ay 8. Adverse avent term(s)
( ) 10-day ( )periadic
(X) Wnitiat ( )follow-up # LIVER FAILURE COMA
R TR - ACIDOSIS CREATININE INC
HYPOTENSION ENCEPHALOPATHY
09296854 PROTHROMBIN INC DEATH

7. Other relevant history, including preexisting medical conditions (s.g., allergies,
race, pregnancy, smoking and aicohol use, hepatic/renal dysfunction, etc.)

See attached case report form provided by —

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

MD

AR C¢:crs
sui te (NG v

Submission of a report does not constitute an

admiesion that medical personnel, user facility,
distributor, manufacturer or product caused or
contributed to the event.

FOA

Facsimile Form 3600A

2. Haalth professional? 3. Occupation 4. Initial reporter also
sant report to FDA
(X) Yes ( ) No physician () Yes ( ) No (X) Unk
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s A TALITY: 1996 S

Case Number: 1 96

Age: 48 yrs
Substances: Acetaminophen
Chronicity: Chronic

Route: ‘- Ingestion
Reason: Int Misuse

Pre-Hospital Arrest? No

Liaet

A 48 year old women with a history of alcohol abuse transfers from a cof'nmunity hospita} in fulrpanent
hepatic failure after taking an unknown amount of acetaminophen chronically for §bdomma| pain. On
presentation, she was comatose and ventilator dependent. Labs on presentapon included a bicarbonate of
13 mmoll, SGPT 1,886 1UA, SGOT 1607 1UA, total bilirubin 4.8 mg/d|, creatinine 7.2 mg/di, aUN 3'4 mg/dl,
and creatinine kinase 604 UA. Urine output of only 40 cc in the last 8 hours was noted despite 3 liters of
intravenous fliuds. A pulmonary artery catffeter showed a systolic blood pressure of 90 to 100 mm Hg,
puimonary capillary wedge pressure of 12-13 mm Hg, CVP of 10-12 cm H20 and CO of 5.6 L{mm. An
EEG done 4 hours later showed a pattern of anoxic injury and global encephalqpathy. A presistent
acidosis was noted along with elevation in PT to 41.5 sec with a serum ammonia gf _greater 'than 200
mg/d!. Her acidosis continued to worsen (vicarbonate of 6.5 mmolf) and her mﬁpme continued tp
increase to 9.6 mg/dl. Decerebrate posturing was noted that progressed to ﬂacctqlty. With a persistently
fiat EEG, life support was withdrawn and the patient died two days after gresentanon.



