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1. Petient identifier [2. Age at time 3. Sex 4. Weight 1. Neme (give labeied strength & mfr/iabelsr, if known)
of event:
or &6 yrs (X)female | 149 Lbs #1 Regutar Strength TYLENOL Tablets
Date or 2
in confidence of birth: ( Imale k93 [T Goue, frequency & route used T3 Therapy dates (if unknown, give duration]
B A e eye O O D bhle from/to (or best estimate)
1. X Adverse svent  and/or Product problem (e.g., defects/malfunctions) |#1 650 mg, 7x daily, po 1 6/9/99-6/29/99; 21 days
2. Outcomes attributed to adverse event #2 #2
fcheck akt that apply) () disabikty 4. Diagnosis for use {indication) 5. Event abated after use
() desth \mordeyiyes ( ) congentai snomaly 21 fever $topped or dose reduced
() lite-threstereng { ) requird intervention to prevent #1 () Yes () No (X) N/
permanent arent/dam
¢ )  hospitaiization - initisl or prolonged e e 2 -
{ (x) other: none 8. Lot # |if known) 7. Exp. date Uf known! |#2 ( ) Yes ¢ ) No )N/
3. Date of event 4. Date of this report 1 PI97S LAl 11/30/01 8. Event reappesred after
6/9/99 06/30/99 2 7} reintroduction ]
imo/deyryn) tmosdeyivri 70 Yes () No (X0 N
s o P es
5.0 avent of p 9. NOC # - for product problems only (if known) ) W
Consumer report of ACCIDENTAL OVERDOSE and LIVER FUMCTION - - L 2 () Yebs € )No ¢ ) N/
TESTS ABNORMAL (liver enzymes up) allegedly associated "'T"' 10. C dical prode and therapy dates {exclude trestment of event)
Regular Strength TYLENOL® acetaminophen Tablets. According none

to consumer, she has been taking 14 tablets daily (4550 mg)
for the last 2 weeks per her doctor’s instructions to trest
fever. Recent blood work showed an unspecified increase in
her Liver enzymes.

1. Contact office - name/addrees (& mfring site for devices) 2. Phone number

McNeil Consumer Healthcare 215-273-7303
-:u‘) Medical Affairs TR
- 7050 Camp Hfll Road {check ail thet appiy}
Ft. Washington, PA 19034 () forsign
( ) study

() ltersture
(x) consumer

—-— h
4. Ev.w"dwm d by menufs S. ) pr.:f.:'l'lion-l
06/30/99 (A} NDA & 19-872 ( ) user facility
NI .
Wa. ¥ IND, protocol # IND # company
PLA # ( ) representative
6. Rel tests/lab y date, including dates pre-1938 () Yes { ) distributor
unspecified blood tests» Liver enzymes up 7. Type of report ote ¢ ) other:
(chark ail that spely) product (X) Yes
¢ ) 5-day ( )15-day
8. Adverse svent termi
( ) 10-day (X)periodic s
(X) Initisl ¢ )follow-up # OVERDOSE ACCID LIVER FUNC ABNO
mmon number
7. Other relevant history, including preexisting medical conditions (0., lllorgm, 1200783A
race, pregnancy, smoking and aicohol use, hepatic/renal dv:fum:uon. etc.)
no known conditions; allergic to CIPRO® 1. Narne, sddress & phone #
AUG - 9 2000
2. Health profess) 17 }3. Occupath 4. Initlel reporter aiso
(J sant report to FDA
Submission of & report does not constitute an
m admission that medical personnel, user facility, () Yes () No C)Yes () No () Unk
distributor, manufacturer or product caused or

7 Focamta Form 36004 contributed 10 the evert. 00 000938



