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1. Patient identifler 2. Age at time 3. Sex 4. Weight 1. Name (give labeied strangth & mfr/isbeler, f known)
of event:
N or adult (X)female |unk (bs #) Extra Strength TYLENOL product
. ' Dsts or #2 PERCOCET®
in contidence ot birth: ¢ Imale kgs 2. Dosa. frequency & route used 3. Therspy datas (if unknown, give duration)
2 A o e eve or prod nrob from/to for bast astimate)
1. X Adverse svent snd/or Product problem (e.g., defects/maifuncuons) |#1 unknown dose, po ” unknown dates or duration
. Outcomes attributed to adverse event #2 unknown dose, po »2 unknown dates or duration
{chack all that apply) ( ) disability 4. Disgnosis for use {indication} S. Event absted after use
() death ¢ ) congenitsl anomaly # pain pped or dose
trmo/dey/yrt 4
1 { re ntmntm to prevent 1
) a-threatersng <) quired i il amage . #1 () Yes ( ) No (X) N/
( ) hospitaization - initish or prolonged #2 pain
: (x) other: none 6. Lot # (it known) 7. Exp. dute (if known) {#2 ( ) Yes ( ) No (X) N/
3. Date of event o 4. Date of this report #1  Unknown ” Unknown B, Event reappearsd after
unknown 11/30/99 #2  unknown #2  unknown reintroduction
{mol/day/v {morday/yr) " ) Yes ( ’ N x> N/
cribe probi o
S. Oes svent o g lom 9. NDC # - for product problems only {if known}
Consumer alleges that the use of one of our Extra Strength - - T Je2 ¢ ) Yes ¢ ) No X) N/
TYLENOL® acetaminophen products and PERCOCET® was associated 10. Concomitant medical products and therapy dates (exciude treatment of svent)
with LIVER FUNCTION TESTS ABNORMAL (test showed elevated . unknown

liver enzymes). According to consumer, she takes both
PERCOCET and TYLENOL on a daily basis for psin. Consumer
reports a routine lab test performed by her physician on an

unspecified date revealed an elevation in her liver enzymes. G. All manufacturers
The physician ,..por“dw did not recommend '"Y change in 1. Contact office - neme/address (& mining site for devices) [2. Phone number

therspy. McNeil Consumer Healthcare 215-273-7303
Medical Affairs T Toce
7050 Camp Hill Road (check all that appiv)
Ft. Washington, PA 19034 ¢ ) forsign
€ ) study

¢ ) literature
(x) consumer
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4. Date ived by ite S. € ) professional
{movdeyivr) :
11/30/99 (AYNDA # 19-872 ¢ ) user facility
6. N , protocol # IND #
company
PLA # € ) reprasentative
6. Rel teuts/labx y data, including dates pre-1938 ( ) Yes ¢ ) distibutor
unknown ) 7. Type of report ote ¢ ) other:
{check al t+at apply) product (X) Yes

( ) Sday ( )15dsy
¢ ) 10-day (X)periodic
(X) Initial { jfollow-up # LIVER FUNC ABNO

8. Adverse avent termis)

9. Mfr. report number

7. Other relevant history. including preexisting medical conditions (e.g., allergies, 12 88
race, pragnancy, smoking snd aicohol use, hepatic/rensl dysfunction, etc.)
ostecarthritis; several unspecified drug allergies 1. Name, sddress & phone #
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‘. 2. Health professs ? |3. Occupats 4. Initiel reporter siso
sant report to FOA

Submission of a report does not constitute an
m admission that medical personnel. user facility, €) Yes () No () Yes ¢ ) No () Unk
distributor, manufacturer or product caused or 00 UUU/3i
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