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C. Suspect medicationds)
1. Name (give labeled streagth & mft/labeler, if known)

CODEINE (unspecified) (ACETAMINOPHEN-

B. Adverse event or product problem

f1 oral

2 CARISOPRODOL (CARISOPRODOL)
{Cont )
2. Dose, frequency & roate used 3. Therapy dates (i unknown, give duratior )
from/ie tor bum amtmate)

abuse of acetaminophen with codeine, and
‘carisoprodol. Serum acetaminophen level 19
mcg/mL. Exposure to medication was chronic.

borderline diabetes presented unresponsive

mcg/mL; blood pH, 7.06; SGOT, 1083 U/L;
SGPT, 503 U/L; WBC, 42,000; glucose, 5

1. [ Adverse ovent and/or [] Product prows (¢.g., defecr/malfuncti n 22/222/2?
Owtcomes adverse 7]
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6. Let# (if known) 7. Exp.dote  (if mown) 7 [Jyes [ oo [ docsme
3. Datsof 4. Date of .', ." apply
svemt ?2?/27?2/?°? i thisrepert 12/02/9" 8. Kvest reappeared after
tmardayiyr) . Amatduyéyr) - - dntredaction
5. Dascribe svent or problem - n Dyﬁ Dno Bdm'l'
Report published in 1994 Annual Report of 9.NDC# - for product probieos caly (i known) soply
the American Association of Poison Control 2 Jys [Joo ngx
Centers National Data Collection System Y
{case 270). A 25-year-old patient (sex 10.C dical pred and therapy dates & of event)
unspecified) died following intentional No Concomitant Products Reported

Additional information received 29-NOV-99: ‘
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to the emergency department with the history 1. Contact office - rame/nddruss (& miting she for devices) Z Phessnamber
that she had been chronically abusing R.W. JOHNSON PHARM. RES. INST. p08-704-4504
acetaminophen with codeine and carisoprodol. USA e
She was found to be hypoglycemic and was DIV. OF ORTHO PHARMACEUTICAL 3. Repert source
treated with dextrose and started on CORP. (check ol that apply)
N-acetylcysteine. Her initial vital signs 920 U.S. Route 202 ° foreign
were: blood pressure, 119/68 mmHg; heart P.O, Box 300

rate, 136 beats/minute; and respiratory Raritan NJ OSBGQD swdy

rate, 30 breaths/minute. Initial laboratory USA EC o 9m9 Hieraure
values included: acetaminophen level, 19 { Informing Unit )

00 00 yaownog
4
&

carisoprodol. 1. Name, address & phone #

Dr. Toby Litovitz
National Capital Poison Center
Georgetown University Hospital

ILURE

mg/dL; and prothrombin time, 23 sec. She was 4. Dats received by manufacterer s,
transferred to the liver transplantation : (matdpiye) {AWDA# 85-085
S {Conr.) 11/29/99
6. Rel Maborstory data, luding daies ND #
6. If IND, protocol # PLA®
(Lab data cont.) DSS 1938 O
pre- b d
7. iype of report
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{(Cont ) 4) HYPOGLYCAEMIA
7. Other Ristory, incuding preesisting medical condicions {e.g., allergies, race, 9. MIr. report number S) DRUG ABUSE
pregoancy. smoking and aloohol use, hepaticirenal dysfunction, eic.) [PRIUSA1999006640

History of borderline diabetes, chronic
abuse of acetaminophen with codeine and m

3800 Reservoir Road NW
Washington, DC 20007
USA
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B. Adverse event or product problem

[i.5 Pescribe event or problem (Cont...)

center. She developed fulminant hepatic failt_xre and renal failure, despite N-acetylcysteins
theragg. She was determined not to be a candidate for liver transplantation. The patient
o

expir n day three. No autopsy was performed.
B.6 Relevant tests/laboratory data, including dates (Cont...)
Lab Result :
81l.m0. Test date Test name Test result Norsal value
1 ?2?2/2?2/2% DRUG LEVEL 19 mcg/mL
3 : (microgram/millil-
iter)
acetaminophen
C. Suspect medication (Cont...)
Seq No. :1 o
C.1 Suspect medication : TYLENOL WITH CODEINE (unspecified) (ACETAMINOPHEN/CODEINE)
Source of report (Literature): '
Seq No. ‘ : 1
Author : Toby Litovitz
Journal title : 1994 Annual Report of the American Association of
. Poison Control Centers National Data Collection
. :,:n.b_\ Sgstem
.3 Year . : 9
¥ Edition : 13(5)
Page number : From 551 To 597
Article title : American Journal of Emergency Medicine
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