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A. Patie O at1o pe eq 0
1. Patient identifier |[2. Age st time 3. Sex 4. Weight 1. Name igive iabeied strength & mfr/labeler, f known)
1] nt:
o: o (X)female lbs |#1 Infants’ TYLENOL Drops
unknown Date or #2
in confidence ot birth: ( Jmale 8.6 k95 |7 Dose, frequency & route used |3, Therapy dates 7 crknomn Qive duration)
B A P e or p proble from 10 tor best estmate)
1. X Adverse event andior Product problem (e.g., defects/maifunctions) |#1 approx 375mg/kg over 24h |#1 spprox 2/26/00-2727/00
2. Outcomes sttributed to adverse event 2 2
{check alt that sppiy) () disabiity 4. Diagnosis for uss (indication) S. Event sbated after use
() desth moramyys ( ) congenitai anomaly #1 fever associated w/ routine illness or dose
() Wethreatening ) Mmmnmw. : #1 (X) Yes ( ) No ( ) N/
(1) hospitaiization - wwtisl or prolonged ' 2
- (x) other: recovered 8. Lot # (if known) 7. Exp. date (if known) |42 ( ) Yes ( } No ¢ ) N/
. Date of event A, Date of this report #1  unknown ” unknown 8. Event reappeared after
2/28/00 05705700 ” ” reintroduction
rucatal e — #1 () Yes ( ) No (X) N/
F’""“""“"‘"'"""“"‘ G NDC 7 = for product b oty Known)
Physician report of ACCIDENTAL OVERDOSE allegedly associated - . 2 () y.. CIYNOC )W/
with the use of Infants’ TYLENOL® acetaminophen Drops in a 7 0 mmm:m therapy dates (on s X
mo old female pt. According to physician, over an 18-24 hr none (Sect B7 Cont) & 52.5 respectively. Prior to d/c,
period between spproximately 2/26/00 and 2/27/00, & patient AST=390, ALT=1954 and smmoniasts, Otherwise, all other Liver
was accidentally given doses of Infants’ TYLENOL® Drops in function tests normalized. D/c dxmctninqm-n
teaspoonfuls, rather than dropperfuls, to treat a fever hepatotoxicity. .

sssociated w/ a routine iliness. The total dose given was

reportedly 375 mg/kg. On 2/28/00, the petient was reportedly 1. Contact offics - name/address (& mfring site for devices) |2. Phone number
admitted to hospital and experienced LIVER FAILURE. McNeil Consumer Healthcare 215-273-7303
Physician reports patient was in ICU for an unspecified Medfcal Affairs T Reperisoe
smount of time. The patient was discharged on an unspecified 7050 Coamp Hill Road fcheck ait that apply)
date and has reportedly recovered. Details of patient’s Ft. Wsshington, PA 19034 ¢ ) foreign
clinical course and treatment were not provided. Addl info ¢ ) study
rec’d 5/5/00: Med rec indicate pt was admitted to ICU for an ¢ ) literature
accidentsl TYLENOL overdose, spprox 375 mg/kg over a 26-hour ( ) consumer
time period. Pt presented w/ fussiness and mental status o
changes (THINKING ABNORMAL). Pt was treated w/ a full course %%mnbvm 5. (x) professianal
of MUCOMYST® during the first 3 days of (See Sect B7) 05/05/00 {A) NDA # 19-872 ( ) user facility
6. 1 D, ol # IND # :
o g Cr e
6. Relevent tests/laboratory data, including dates pre-1938 ( ) Yes ( ) distributor
2/28/00 on adm temps37.8, pulse=110, RR=32, BP=105/60; 7. Type of report ¢ ) other
2/29/00 US revesled hepatomegaly, hepatic perenchymal edema; {check ail that apply) .?.Iﬁm X) Yes
3/1/00 fsr-ﬂu, ALT=5768, PY=30, PTT352.5; 3/4/00 smmonias= () S-day ¢ )1$§-Y T ]
=68; prior to d/c AST=390, ALT=1954, CBCaWL ¢ ) 10-day (X)pseriodic
¢ ) Initisl  (X)follow-up # 1 OVERDOSE ACCID LIVER FAILURE
—— THINKING ABNORM HEPATOMEGALY
SGOT INCREASED SGPT INCREASED
13248324 PROTHROMBIN INC

7. Other relevant history, inciuding preexisting medical conditions (s. g allergies,
race, pregnancy, smoking and sicoho! use, hepatic/renal dysfunction, stc.)

none

(Sect 85 Cont) hospitalization. On 2/29/00, an US showed
HEVATOMEGALY & hepatic parenchymel edems. Liver function
tests pesked on 3/1/00, AST=5768 (SGOT INCREASED) & ALT=29384
(SGPT INCREASED) but continued trending downward. Peak PT &

S

AUG - 9 2000

PTT on 3/1/00 was 30 (PROTHROMBIN INCREASED) (See Sect C10) 7. Tieakth professional? 3. Occupsts rar proes
sent report to FDA
Submission of a report does not constitute an .
m admission that medical personnel, user facility, (X) Yes € ) No physician € ) Yes ¢ ) No (X) Unk
distributor, manufacturer or product caused or
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