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A. Patie 0 atio d
1. Patient identifier [2. Age at tme 3. Sex 4. Welght 1. Name (give tabsled strength & mfr;}
of event:
o 6 mo ( )female [unk Llbs 1 TYLENOL Analgesic Unknown
unknown Date or 0?2
in confidence of birth: ( Jmale kgs 2. Dose, frequency & reute used 3. Therspy detes (if unknown. give durstion]
B. Ad g eve or prod onle trom/to (or beet estirste)
1. X Adverse svent and/ot Product problem {e.g., defects/maifunctions| ‘_1__'{y-ry high go_ssf_', po_ "___ unknown
2. Outoomes attributsd to adverse svent 2 2
{check all that spply! () cieabiity 4. Diagnosle for use (indication) 5. Event abated aiter use
X . stopped or dase reduced
(x) desth (mo."%s\om { ) congenitel anomaly #1 flu-like syndrome +
iite-1hweat: required intervention t: ot —— - 1
€2 ..‘. e L. ¢ mhvp.bm:m?dm #1 () Yes ( ) No (X) N/
¢y kzation - initial or protonged . 2 —_ .
' () ‘othee 6. Lot # Gif known) 7. Exp. date (ifknownl 142 ( ) Yes ¢ ) No ¢ ) N/A
3. Date of event 4. Date of this repart 1 Unknown N LA Unknown 8. Event resppeared after
unknown 09/16/98 ”? ”? reintroduation
(moidey/ye ima’day/yr) ooy ¢ ) No (X)
es 9 N/A
5. Desoribe event or problam 8. NDC # - tor product prablems onty {:f known) ,__/_
Physician report received via internet of DZATH in a & month - - ez () Yes { X No () N/
old infant allegedly associated with orme of our TYLENOL® 10. Concomitant medical products and therapy ates Tenchade Geatment of evend
acetaminophen products. According to reporting physician, unknown :

infant was administered very high doses of Tylenol for a
flu-like syndrome sfter parents reportedly misunderstood
directions on the Tylenol bottle. Physician reports at the
~~ime of death, patient had been cff the high doses of

._:nol for several days and an acetaminophen level was

1. Contact office - name/addrese (& miring site for devices} |2. Phome number

__,;\-"-’detectable. Histclogy of the Liver at autopsy revealed McNeil Consumer Proaucts Company 215-233-7820
diffuse hepatocyte damage (LIVER DAMAGE ), but not pathognomic Medical Affairs 3 Reporivoures
for any disease.infant’s blood was tested & Hepatitis C 7050 Camp Hill Road (chack ol that apply
antibody was positive.Coroner ceportedly attributed cause of Ft. Washingtor, PA 19034 ( ) foreign

¢ ) study

death to acute hepatitis C infection (HEPATITIS) atthough it
could not be proven with available data.Infart’s mother had
no elevation of transaminases & has ren-detectable tevels of

( ) litersture
( ) consumer

Hepatitis € virus. According to reporting physician, mother - health
L]
was counseled that child did not die from Hepatitis C, but 4. ?"/:."f:fm‘ by manufacturer|5. {x) professional
mo/dsy
rather the flu-tike iliness and high doses of Tylenol. 09715/98 (A} NDA ¢ 19-872 ¢ ) user ‘acility
a. if IND, protocol # IND # co
PLA # () ropnunv'.ctlve
6. Relevant tasts/laboratory data, inciuding dates pre-1838 ( ) Yes ¢ ) distrioutor
Hepatitis C antibody (+); histology of liver at autopsy 7. Type of report ¢ ) orher:
- i {checic sil that apply) orc
revealed diffuse hepatocyte damage, not pathognomonic; product  (X) Yes
! ; 6-d 16-d
acetaminophen ‘e»'/el was nondetectable several days after () ay (X) M_/ N Y Tr—— )
being off the “high” doses of Tylenol ( ) 10day ( )periodic
(X) Wnitial ( )foliow-up # | DEATH LIVER DAMAGE

HEPATITIS

9. Mtr. report number

1035634A

E. Initial reporter
1. Name, eddrese & phene #

7. Other relavent history, Including Freexisting medica! conditione (o.g.. sllargies,
race, pragnar.cy, smoking and alcohof use, hepatic/renat dystfunction, atc.)

unknown

ST‘” L. N

L 2. Heahth profeseional? [3. Occupat 4. tnital reporter alsa
sent report to FDA

Submission of a report does not constitute an

m admission thet medical parsonnel, user facility, (X) Yes () No physician () Yes () No (X) unk
diswibutor, manufacturer or product caused or

Facsimile Form 3600A contibuted to the event.




