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1. Patient idsntifier |2. Age at time 3. Sex 4. Weight 1. Name (give labeled strength & mfrfabeler, if known)
f event:
o: o~ 43 yrs ( Yfemate Junk lbs #1 Extra Strength TYLENOL Tablets
Case 195 Date or #2
In contidence of birth: (QOmale kgs T Dose, frequency & routs used  |3. Therapy dates (it unknown, give duration)
B. A erse e or prod proble from/to {Or best estimate}
1. X Adverse event and/or Product peoblem {e.g., defacts/maitunctions) |#1 perhaps 10 g, po " up to 2 days
7. Outcomes attributed to adverss event ”2 2

(check sli that soply}

4. Diagnosis for use (indication) 5. Event sbated after use

o) rsabiy stoppad or doss reducad
e

(x) desth |m‘m%\oun ( ) congenital anomsly #1 unknown uee

) Lte-thrsatening C) w.duywqﬂmtopfwm #£1 () Yes ¢ ) No (X} N/

punmmrmldlm.o-
(x) hospitalization - intial or prolonged #
(1) other 6. Lot # (if knownb 7. Exp. date (X known) |#2 ( ) Yes ¢ ) No () N/
3. Osate of svent 4. Oste of this repont #1  Unknown # Unknown 8. Event reappearsd after
unknown 02/06/98 2 2 reintroduction
{matdeylyrh tmo/deyiyr)
n ()\'es()No(X)llMJ
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5. Describe svent or problem

Case # 195 received from the QD 1996 case fatality deta.
See attached case report form provided cyQEEE

9. NDC # - for product problems only (if known)
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10. Concomitant medical products and therapy dates {sxciude
See sttached case report form provided by

ment of event)

1. Contact office - nama/address (& mtring site for devices} 2. Phone nurber

5. Relevant testsNaboratocy data, including dates
See stteched case report form provided v G

McNeil Consumer Products Compeny 215-233-7820
Medical Affairs R .
7050 Camp Hill Road {check all that wplyl
Ft. Washington, PA 19034 ( ) foreign
() study
(x) Nterature
( ) consumer
I v heaith
4. Date recaived by manufacturer{S. {x) professional
{maldeyivr
01/30/98 (AINDA # 17-552 ¢ ) user facility
8. If IND, protocol # IND #
PLA # <) rcoo(:'r‘po:::\yhﬂvo
pre-1938 ( ) Yes ¢ ) distributor
7. Type of report () other:

oTC
{check aif that apply} product (X)) Yes

¢ ) S-day (X)15-day
¢ ) 10-day ( )periodic
(X) Initisl ¢ yfollow-up #

8. Adverse avent tam(s)

OVERDOSE LIVER FAILURE
RESPIRATORY DIS PROTHROMBIN INC

. Mfr. regort number
THINKING ABNORM HEART ARREST

DEATH

09296718

7. Other relevant history, inchuding prsexisting medicel conditions {s.g., allergies,
racs, pregnancy, smoking and slcohol use. hepatic/ranal dysfunction, etc.)

See attached case report form provided by il

Submission of a report does not constitute an

admission that medical personnel, user facility,
distributor, manufacturer or product caused or
contributed to the event.
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sent report to FDA
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Case Number: 195

Age: | 43 yrs
Substances: ~ Acetaminophen
Chronicity: Chronic

Route: Ingestion
Reason: Unknown

Pre-Hospital Arrest? No

History: This is 2 43 year old alcoholic male who denies the use of any other drugs, he
had been taking Extra Strength Tylenol for up to two days and took, perhaps, 20 tablets.
A call to the poison ceater came from his doctor who stated that the patient was already
in liver failure, had bilateral pulmonary infiltrates, but, was awake, alert and oriented. At
that time his total bilirubin was 3.5, SGOT was 2,000, SGPT was 1,000, PT was 25. We
suggested that despite the fact that he was already in significapt hepatic failure, he be
started on Mucomyst and plans be made to consider a hepatic transplant. He was ina
hospital that does do hepatic transplants". The day after the call to the poison ceater he
was found with decreasing mental status, ‘suffered a cardiac arrest and expired before

transplant could be conducted.



