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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patie O atio
1. Patient identifier {2. Age st time 3. Sex 4. Weight
of svent:
or 20 yrs (X)female junk Lbs
Date or
In confidence of birth: ¢ )male kgs
. A erse eve or prod proble
1. X Adverse svent and/or Product problem (e.g., defects/malfunctions)

McNelD

Censu

mer Heslthcare

McNell Consumer Heasithcare
Fort Washington, PA 19034-2299

Page _L of _’_

1. Name (give iabeled strength & mir/iabeler, if known)
#1 TYLENOL Analgesic Unknown

+ Appraved by FDA on 11/15/33

Mir repont ¥

UF/Dist report #

FDA use only

"2

2. Dose, frequency & route used

#1 unknown dose, po

LAl

3. Therapy dates (if unknown, give duration)
from/to lor bast estimate)

unknown dates; 10-12 days

2. Outcomaes attributed to adverse svant
{check sl that apply)

”2

#2

5. Event abated after use

Consumer report recevied via Internet alleges that the use
of an unspecified TYLENOL® acetaminophen product was
sssociated with LIVER FAILURE. According to consumer’s
Internet report, she recently had a head cold/sinus
infection and took TYLENOL® for 10-12 days. She reportedly
was admitted to the ICU of a hospital for liver failure. No
2+ fyrther information was provided.

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

( ) disability 4. Disgnosis for use (indication)
() demh e () congental snomsly #1 head cold/sinus infection pped or dose reduced
( ) lfethreatsning () :owimiz:lmrrpm #1 () Yes ¢ ) No (X) N/AJ
(x) hospitalization - initisl or prolonged i v »2
( ) other 6. Lot # {if known) 7. Exp. dets (if known) 1#2 ( ) Yes ( ) No { ) N/A
3. Date of event 4. Date of this report #1  unknown n unknown B Event ppesred afier
unknown 04/09/99 2 #2 reimroduction
{mo/dayiyr) tmo/duyiyr)
5. Describe event or problem — #1 ( ) Yes ( ) No (X) N/A‘

‘2()Yes()No()N/+

Ty proy

10. C

r
[ 4

G. All manufacturers

Medical Affairs
7050 Camp Hill Road

i edi and therapy dates (exciude treatment of svent)
one unspecified medication

1. Contact office - name/address (& mfring site for davices)
McNeil Consumer Healthcare

Ft. Washington, PA 19034

2.

215-273-7820

Phone number

4. Date received by manufscturer
imo/daytyr)
04/08/99

6. If IND, protocol #

G. Relevant tests/laboratory dsta, including Jates

RECETWHKD
APR 2 0 1993

unknown

BY:

7. Type of report
{check all that apply}

¢ ) S5-day (X)15-day

5.
(A} NDA # 19-872
IND #

PLA #
pre-1938 ( ) Yes
OoTC

product  (X) Yes

3.

Report source
{check ali that app!yJ

()
)
)
(x)

foreign
study
litarature
consumer

health
professional

~ o~
Ny

user facility
() tc:::‘:s.er:'ivntive
) distributor
{(x) other:
Internet

( ) 10-day( )periodic

(X) Initial ¢ )follow-up #

9. Mfr. report number

1156108A .

7. Other relevant history, including preexisting medical conditions (e.g., ailergies,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

reports never having any other health issues; consumer’s
Internet report indicates she was eating and drinking fluids
less than normal for an unspecified period of time

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

2. Heaith professional?

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

A

Facsimile Form 3500A

() Yes ( ) No

8. Adverse event term(s)

LIVER FAILURE

USS

APR 2 1 1999
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() Yes ( ) No () Unk

er also
to FDA




