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1. Patient identifiesr 2. Age at time 3. Sex 4. Weight 1. Name (givs labelad strengrh & mfrilabeier, if known)
of event:
or 74 yrs (X)female |[unk Lbs #1 Extra Strength TYLENOL product
Date or 2
In confidence ot birth: ( Jmale kgs 2. Dose, frequency & route used 3. Therapy dates (if unknown, give duration)
B A erse e or prod proble fromto {or best estimate)
1. X Adverss event and/or Product problam (e.g.. defects/maifunctions) [#1 500 mg, od-tid, po " unknown dates; approx 1 yr
2. Outcomes attributad to adverse event 2 ”2
{check all that apply) () disabiity 4. Diagnosis for use (indication) 5. Evant abated stter use
() demh tmoidsylynt ( ) congental anomaly #1 to relieve arthritis PPed or dose reduced
lite-thre L ired intervention to prevent
<) threatening ¢ ) requi n-m:np ion Fehini #1 () Yes ( ) No (X) N/A
{ ) hospitakizstion - ivtial or pfodoﬂqoe ”2
. (x) other: none 8. Lot # (it known} 7. Exp. date (it known) |#2 () Yes { ) No ¢ ) ,‘/J
3. Date of avent 4. Date of this repont 1 unknown ' Fa] unknown % Event reappeared after
unknown 09/24/99 ” ”? relatroduction
imo/deyivr) tmo/dayiyr) ” ( )Y N

S - es []

5. Describe event or n‘ oble 9. NDC # - for product probiems only (if known) ¢ X) N/
Consumer’s written report alleges that the use of one of our - - C 2 () Yes () No () N/
Extra Strength TYLENOL® acetaminophen products was 10. Concomitant medicel products and therspy dates (exciude treatment of event)
associsted \qith LIVER FUNCTION TESTS ABNORMAL (cause my LASIX®, NORVASCS, VISTARIL®, PILOCAR®, CELEBREX®

liver go bed, my liver enzymes was high). According to
consumar, she went to the doctor’s office and lab work
revesled elevated liver enzymes. Consumer discontinued

product on physicisn’s advice and symptom subsequently
resolved. No further informetion was provided. 1. Contact office - name/address (& mfring site for devices) |2. Phone number

McNeil Consumer Healthcare 215-273-7303
Medical Affairs T Report
7050 Camp Hill Road (check ail that apply)|
Ft. Washington, PA 19034 ¢ ) foreign

¢ ) study

( ) literature
{X) consumer

4. ‘DN:":"M' d by f |5, <) g::'l:';suonll
09/24/99 A)NDA # 19-872 ( ) user facility
8. if IND, protocol # IND # company
PLA # { ) representative
6. Rek testa/leb y dats, including dates pre-1938 ( ) Yes ¢ ) distributor
unknown - 7. Type of ( ) other:

report
{check all that apply)

() Sdsy ¢ )i5-day
( ) 10-day (X)periodic

orc
product (X)) Yes

8. Adverse svent termis)

(X) Initisl ( )follow-up # LIVER FUNC ABNO
m number
7. Other relevant history, including preaxisting medical conditions (¢.9., ailsrgies, 12433074
aCe, pregnancy, smoking and sicohol use, hepatic/renal dysfunction, stc.)
unknown 1. Name, addrens & phone #
AuG - 9 20
( 2. Hesith professional? |3. O th 4. Initial reporter also
sent report to FDA
Submission of a report does not constitute an
m mmmmmm,umm‘ € ) Yes ( ) No () Yes ( ) No ( ) Unk
e distributor, manutfacturer or product caused or
Feceimie Form 3500A  contributed to the event. 00 gul/ 1B



