e meren AwmrrT e DITADWM RESEAr

RECEIVED AT DRUG SAFETY SURVEILLANCE . Foruseb
U T T T T S T Yok
N 15-APR-1998-0194 . . \Mﬂlﬂ!‘m‘!\l\mﬁwmﬁmmm
: +3066286-3-

REPUKILOL. FDA Use (s

PRAODUCTS raveaan Page

1. Name (give labeled strengih & mitflabeler. if known)
1 DILANTIN(PHENYTOIN SODIUM)

2. Age at time

:"”“‘: Unk

‘

# EXTRA STRENGTH TYLENOL ( PARACETAMOL)

1. Dose, frequency & route used 3. Therapy dates (i unknown, give duration)
" frum/ty (o hast e tivwt} »
1 fig] Adverseevent ] Product protiem (e.g. defcci/malfunctions) UNK, Per oral #1977 - UNK

2 UNK, Per oral

failure leading to a liver transplant while
rece:ving Dilantin (phenytoin sodium)
(unknown dosage), orally and Extra Strength
Tylenol {(paracetamol) (unknown dosage) .,
orally. He started taking phenytoin in 1977
for seizures. On approximately 05SEP94 he
began taking paracetamol. On 08SEP94, the
patient was taken to ar emergency room and
was diagnosed with liver failure.
Paracetamol was discontinued. On_O09SEP94,
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D life<hrcalcning P impai Idamag - n E])cs Dno mﬁnl
B bospraatiation - imitiad or prodonged [ other: UNK A
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3. Date - Dage ol 6. Lot # (il kaawn) 7. Exp.date (il known) apply
event 09/08/94 this report 04/13/98 1 UNK # UNK B. Event reappeared after
kot (rmbayr) p ” reintroduction
S. Describe event or problem UNK UNK st s Ow ] gocsnt
A consumer reported on 31MAR98 that an adult 9. NDC#- K prouct prublems oaly (if knwn) 37y
male experienced liver damage and liver 2 Ows O & %{;“

10. Concomitant medical products
1) UNK

and therapy dates (exclude treatrent of evem)

}_he was transfered to another hospital. He . — : ’ .
~Tnaceived a liver transplant on 15SEP94. No f. Costacteffice - mamefoddrems (& miring site fur devices) 3. Phene nundser
arther information.was provided. The  PARKE-DAVIS PHARM. RESEARCH, 734-622-7380
iAazient has no known drug allergies. This DIV W-L CO. 3
case was reported by a consumer’s ATTN: SYLVIE TOMCZYK, M.D. “m:‘m’:
representative via McNeil Consumer Products 2800 PLYMOUTH ROAD eheck il that apply)
Company. FDA contact no. 1803371. ANN ARBOR MI 48105 [] tforcign
usa
{ Printing Unit ) O sway
D literature
m consumer
0O beamn .
profession:
4. Date received by manufactures (SA)NDAI 84-345
03/31/98 O vser iy
6. Retevand tesisaboratory dala,  inciuding dates IND# [] compny
UNK 6. If IND, protacol # PLAS represenatve
pre-1938 O D «
7. Tve~of report O other
(ct-¥ all that apply) g::m 0 rs
D 3y m 13-day 8. Adverse event lerm(s)
O ey [ o 1) LIVER DAMAGE
2) LIVER FAILURE
E Initiad D follrwup # e
7. Other , inchuding preexisting medicat conditions (c.g., allergies. race, 9. Mfr. report number
mgnmy.mhng:ndakvhlu.bepmcmldysﬁncdon.m.) 001-0073-980168
NO KNOWN DRUG ALLERGIES
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Submission of a repert does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or

3IS00A Facsimile contributed to the event.
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