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1. Patient identifier [2. Age at time 3. Sex 4. Welght 1. Name [give iabeled strenoth & mirliabeler, it known) .
of event: VRS ’:' T-i‘ja
or 57 yrs ¢ )female [unk lbs |#1 Extra Strength TYLENOL product B AR
Date or 2
In confidence of birth: (X)male kgs 2. Dose, frequency & route used 3. Therepy dates (if unknown, give durstion)
B. AQVeE B eve or prod prople fromfto {or best estimetel
1. X Adverse svent and/or Product problem (e.g.. defects/maifunctionei #1 500 mg, bid-qid prn, po L 1965-1996; approx 31 yrs
2. Outcomes attributed to adverse avent 2 22 .

(check all that apply}

4. Diagnosie for use (indication)

#1 pain, headache, muscle aches, fever

6. Event abated after use
stopped or dose reduced

] ()Yes()No(X)NIWJ

¢ ) disabiity
() demh imordaph { ) congenital snomaly
() ®ethreatening { ) required intervertion to prevent
(x) haspnuiznm initisl or prolonged { y
i (x) other recovered
3. Date of event 4. Data of this report
2/95 04/21/98
Imovdey it {moldey/y)

5. Describe svent or problem

Consumer alleges that the use of an Extra Strength TYLENOL®
acetaminophen product was associated with HEPATITIS. Consum-
er reports taking 1000 mg of TYLENOL 3-4 times/day as needed
for pain & headache. In 2/95, unspecified lab tests were ob-
tained & consumer Was reportedly diagnosed w/Hepatitis C.
Since diagnosis consumer discontinued use of alcohol & sub-
sequently in 4/96 dlscontinued use of all medications in-
cluding TYLEKOL. In 3/98 unspecified lab tests reportedly
confirmed diagnosis of Hepatitis C. According to consumer,
physician does not attribute Mepatitis C to use of TYLENOL.
As of 3/98, consumer has refused treatment & has not kept
last 3 or & appointments w/physician. Addl info rec’d
47207/98: medical data follow-up form completed by consumer
indicates event required hospitalization. Consumer reported
taking 500 mg TYLENOL 2-4 times/day as needed for approx. 31
yrs. In 2/95, consumer went to ER & was hospitalized.
Diagnosis reported as non-A, non-B hepatitis (toxic LIVER
DAMAGE). Info regarding treatment received not provided.
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6. Lot # (# knownl 7. Exp. date tif known) |#2 () Yes ¢ ) No () N/N
#1 Unknown LAl Unknown 3. Event resppecrad aftsr ]
” ” reintroductden

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

9. NDC # - for product problema only (it known)

2 ()Yeé()uo()unf

unknoun

G. All manufacturers

10. Concomitant medical products and therapy dates (exchude tnctmont of svent)

6. Retevant tests/laborstory date, including dates

2/95 unspecified lab tests revealed Hepatitis Non-A, Non-B;
3/98 second unspecified Lab tests confirmed diagnosis of
Hepatitis C '

et

7. Other relevant history, Incl g presxist! dical {8.g., sllergios,
race. pragnancy. smoking and alcohol use, hepmcmrul dysfunction. etc.}

history nf high blood pressure, intolerance to dairy
products, unspecified stomach problems, "use to drink beer”?
but discontinued alcohol use in 2/95: allergic to aspirin

Ty

E. Initial reporter

[ DR T

1. Contact office - jadd (& mid g site lordovucml» 2. Phons number
McNeil Consuuer Products Company 215-233-7820
Medical Affairs 3 Report source
7050 Camp Hill Road {check all that apply)
ft. Washington, PA 19034 ( ) toreign

( ) study

( ) litorature

(x) consumer
heaith

4. Date received by manufacturer|S. ¢ ) protessional

imoidevivr) .
04720798 (A} NDA # 17-552 ¢ ) user facility
8. it IND, protocol # INO # company
MA S [ ’epma.‘.‘.a:..re
pre-1938 ( ) Yes ¢ ) distributor
7. Type of report orc ¢ ) other
{check all that appiyl product (X) Yes
16d .
() Sday () S-day 8. Adverse svent term{s)
( ) 10-day ( )periodic
( ) initisl (X)folow-up # 1] HEPATITIS LIVER DAMAGE
9. Mir. repart number
0957341A

Submission of a report does not conatitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused of
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2. Hesith professional? |3. Occupation 4. Initial raporter also

sent report to FDA .
() Yes ( ) No () Un




