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C. Suspect medication(s)

A. Patient information

1. Patient identitier | 2. A 3. Sex 1. Name (give labeled strength & mirflabeler, if known)'.' 3 ﬁ.a ;
. A
‘ (lgense | 200 1vs | | THERAFLU-UNKNOWN-NvCH : ' a 6}
male xgs | [#2 TYLENOL - ACETAMINOPHEN-MCNEIL cpns&&ﬂ‘?ﬁ’kbo.
) 2. Dose, frequency & route used a ‘I’hnnpy dl!eﬂnl unknown, give dufgﬁgn}
B. Adverse event or product problem # Unknown/Unk /PO # Unknown ey & j
1. X Adverse event andior [] Product problem (eg.. delectsmaltunct ®2Unknown/Unk/PO #2Unknown ’ o
2.0utcome -:nbu:od 10 adverss event 4. Diagnosis for use (indication) S Event mgo after ug:
t or
{check all that apply) E disabiity (1} Unknown stopped L
Xl death 10/27/94 O congenital anomaly #2Unknown im O yes O o ::;"1
&) ttethreatoning [] required intervertion to prevent 6. Lot # (it known) 7. Exp. date (if known) y
permanent nmparrmorﬂdamage
{X) nospitatization-initial or prolonged cther: #1 Unknown #1 Unknown w2 DOy O B :';y"“
: i »2Unknown , »2Unknown
3 Dste of 4, Dste 9. NOC # — lor product onty (if known) 8. Event reappeared after
et 10/94 thie "P°ﬂ 03/23/98 N/A reintroduction
5. Describe event or problem dossn't
THERAFLU Caplets - Unknown: 3/28/98 - Report n Uy U m“""'
received from lawyer of a 15 year old boy who o w2 | [}_gm"
ingested Tylenol and Theraflu, became yes ro ¥ apply
jaundiced and was admitted to the hospital. 10. Concomitant medical products and therapy dates (exchude treaiment of event)
During hospitalization he was administered Unknown '

,\Additional information requested. ' ; , ‘;
:"". , G. All manufacturers
o : ’ 1. Contact office — name/address (& mfring site for devices) | 2. Phone number . :

four doses of Tylenol. Patient went into coma
and died from liver failure 10/27/94.

Novartis Consumer Health, Inc. 908-598-7730'
560 Momis Ave.
Summit, NJ 07901-1312 3 bk ok thas soply)
D foraign
O sy
7 siscatwre
D consumer
heaith
professional
4, ?nn no;clvcd by manufacturer } S. [ user facitity
11/16/95 (A) NDA # NO_NDA a reprosenative
:.' l’f IND, protocol # IND #
Vi PLA # distributor
7. Type of report O B ather:
re-1938 .
6. Relevant tests/isboratory data, including dates {chack alt that 2ppty) pOTC @ = lawyer
liver function tests grossly abnormal, O sy & 159 product yes
Hepatitis A and B negative, Hepatitis C 0 10:\! O m:;c 8 Adverse event term(s)
unknown wital ] owep # , |HEPATIC FAILURE
2
i 9. Mfr. report number § &
0180787A
7. Other mievant his(ory. mdudlng pnulltlng medical conditions (e g.. allergies,

Tind 1t eye fi i aceide
blind 1t eye from pellet gun accident, ear E. Initial reporter .

infections, pneumonia age 3 requiring 1. Name, address & phone # _
o

..,l"'

hospitalization, jaundice as an infant, Mr . QN Esq-
surned at age 3 by car catalytic converter e
CONTINUED e ——

2. Hesith professi i? |3 O pation 4. Initial reporter also
r i ’ Slnmlldof:hol a report does not consitute an [:] yes K] no sent report to FDA
lb J factit
distributor, e or protuct caused o N/A Oyes oo Blunk
Facsireie of FDA Form 35004  contributed to the event.
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Novartis Consumer Health, Inc.
. MFR Report # 01807 ‘
Patient Initials:

CONTINUATION OF B7: and spent 3 weeks in burm unit, cut hand 7/93 requiring
stitches after playing in creek that contained raw sewage and human waste,
virus 5/94, drank alcohol about once/year, has twin brother.
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