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A. Patie ormatio C. Suspect medication(s)
1. Pattent identifier 2 Age at time 35 w) 3. Sex 4. Weight 1. Name (give labeled strength & mérabeler, if known)
Case 269 “: - — female - " *! Percocet Endo
o~ onh popeiil (3 male ws | |** Soma .
B Adversa a or prod nroble 2. Doss, fraquency & route used :Lmonpydamu-hmmm
- Mladverseevent andor [ ] Product problem  (e.g.. defects/maifunctions) # UNK PpO |7 Unknown
2. Qutcomes attributed 10 sdverse avent *2 UNK PO |*#2  Unknown
{check at that appily) D disabhity .
B""" 1999 [ congen y 4. Diagnosis for use (indication) s. Evmabah:o:nnmt
[ e testoning [Jreauired inteevention to prevent *! pain ppedordose
parmanent unpammldamage X *1 D’“ D,., E docsat
[ hospitaization - inital or projanged D other: # Pain aeply
. . i 2 Dm D.. @ docn't
3. Date of 4. Date of 6.Lot# (i known) 7. Exp. date (i known) pply
event 1999 thismeoort  09/26/2000 " " 8. Event reappeared aftar
S, Describe svent or prodlem .2_______ ., . reintroduction
ey . liumDmdom\'
Citation: Litovitz, Toby. 1999 Annual Report of the T ™ — ot seply
American Association of Poison Control Centers Toxic ) N (Y m’
Exposure Surveillance System. American Journal of 10. Concomitant medical products and Swrapy dates  (excide Temres pryeomny
Emergency Medicine (pre-publication) 2000. : '
Initial notification (9/21/00):
A 35-year-old female was brought to an emergency

department after her husband found her unresponsive. Her
medical history included gastroparesis, G-tube insertion, and

several suicide attempts with multiple drugs. Concomitant - Contact office name/address. {& miing sie for devices) 2 Phone Number
medications were Percocet (acetaminophen/oxycodone) and (610) 558-9800
Soma (carisoprodol) for persistent stomach pain. She had . 3. Report sowrce
taken 24 to 50 Tylenol PM (acetaminophen/diphenhydramine) ggf‘;ﬁh’ al.ma:e"{’;als énhc' . (check a4 mat 2051y}
daily for one to two weeks prior to hospitalization. She had a ! gton West Chester Pike (3 rorsign
long history of DRUG  (cont. on following page) Chadds Ford, PA 19317 (30 sexy
Merature
D consumer
6. Rek o testak Y data, kv g dates 4. Date recsived by manufacturer Iy healh.
Test Value Units Date (molde) 09/21/2000 (A Noas 85-106 0 facity
Blood 60 mmHg o, . ND# 0
pressure PLAS representative
B pro1938 [ Jyes | [ cistibutor
{check af that apply) orc Clyes | (3 otec
(] sday {7 15day 8. Adverse event berm(s)
- : __ — _ [ 10day ] periodic Drug abuse
areonancy. ey T e proaisting Dyt oo T e & e [ toowap s Acidosis NOS
Drug abuse, gastroparesis, G-tube insertion, several suicide 3. M. ceport number ’
attempts with multiple drugs. Percocetzooo_oo34l
d Ep0O e
I tamebddeas et __(202) 362-7493
Dr. Toby Litovitz
American Assoc of Poison Control Centers
) Washington DC, 20016 SEP 29 20
FD g s"lb?‘f"::t:::‘f”;'m‘:‘.::m;i;:y' zumﬁ%m7 3 Occupation ry mﬂmmF:?jL
tis!:i?:t:';-n-uhcmnr or product caused or @ yes D no Physncxan
35004 Facsimile contributed to the event. ~yes Dm unk
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Section BS, Description of event/problem continuation (as nuessad): ‘
ABUSE, and when her husband found her hours earlier, he thought she was Just intoxicated and did not want to disturb her.

‘ Several hours later, when he could not awaken her, he called 911. Inthe emergency department, she was intubated for airway

protection and shock. Her blood pressure fell to 60 mmHg by Palpitation. Norepinephrine was given and rapidly titrated to 25
mcg/minute. Several ampules of sodium bicarbonate were given for acidosis. Oral N-acetylcysteige treatment was initiated.
Abnormal labs were AST >7500 U/L; ALT 5775 U/L; total bilirubin 3.6 mg/dL; PTT 44.1 sec; INR 4.5; CK 907 U/L; WBC 33.9
x10”3 cells/mm"3; glucose 411 mg/dL; pH 7.03; pCO2 20 mmHg; pO2 422 mmHg; and O2 saturation 97% Acetaminophen was
11.9 ug/mL. Her urine toxicology screen was positive for THC, metoclopramide, acetaminophen, phenothiazine, and unspecified
opiates. She was admitted to the ICU. Swan-Ganz catheter data was consistent with mild hypovolemic and low SVR
HYPOTENSION. Cardiac output was inappropriately' low for her clinical condition. The patient was transferred to a tertiary

This adverse event report was received from R.W. Johnson Pharmaceutical Research Institute who originally filed the case asa"15-

day repont* under Mfr Report # PRIUSA 2000006669 with Tylox (oxycodone and acetaminophen) as the suspect drug. Upon receipt
of follow-up information, it was found that the patient had actually taken Percocet.

Section B6, Relevant tests/laboratory data continuation (as mecessary):

Test Vilue Units Date
AST (initial) 7500 U/L

AST 13700 U/L

ALT (initial) 5775 ) U/L

ALT 6140 U/L

total bilirubin (initial) 3.6 mg/dL

total bilirubin 2.7 . mg/dL

PTT (initial) 44.1 sec

Ammonia 509 mcg/dL

PTT >106 sec

INR (initial) 4.5

INR >10.7

Creatine kinase (initial) 907 U/L

Creatine kinase 14867 U/L

WBC 33.9x 103 " cells/mm3

glucose 411 mg/dL

blood gas pH 7.03

blood gas pC0O2 20 mmHg

blood gas pO2 a2 ' mmHg SEP 2 9 2000
02 saturation 97%

LDH >21500 U/L

Na 159 mEq/L DSS
K 7.2 mEgq/L
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Cl 97

Ca 4.8

Mg 37

PO4 15.4

BUN 14

SCr 5.0

HgB 5.7

Het 17.9%
platelets : i 110000/mm3
amylase 382
fibrinogen 101

Section B7, Other relevant history continuation (as necessary):

Sections C1-8, Suspect medication(s) continuation (as necessary):
Name Dose, frequency & routs used Therapy dates
Tylenol PM ' 50 TABSDLY PO 2 - weeks

Section C10, Concomitant medical products coatinnation (as necessary):
Name Therapy dates

Section G8, Adverse event term(s) continuation (as necessary):
Blood pressure decreased

Hepatic faiture

Hypertension NOS

mﬁmh&-om

— Percocet2000-0034)

UF Dt caport §

POA Use

mEqg/L
mg/dL
mEq/L
mg/dL
mg/dL
mg/dL
g/dL

U/L
mg/dL

Lot Event abateay

Diagnosis for use Exp. date Event reappears

Pain

NA
NA

SEP 2 9 2000

DSS
OCT 0 2 2000




