AINAVIUMGL Oatw

!"!- - !-l * FOA Facubmts Apwovel 6721009

Endo Pharmaceuticals Inc. ~p mm f;,;«’
MEDWATCH . —

mmAmmrmmlmnmmmm Page 1 0f2

1. Patient identifier l‘..d-llmw) 3. Sex 4. Welght 1. Name (give labek strengih & mirhabeler, if kn ) » L
Case 263 “ : fale [ _we | lnt perocer Endo
. ponell [ mate e Excedrin Extra-Strength -
- T N . 2. Doss. frequency & route used 3 Thecapy dates W otren, e dumiony ’
- /lAdverseavent andhr [ ] Product problem (e.g., defectsimeiunctions) 4 UNK PO |”  Unknown. 1999
Ot - %2 ” N
z(m-lu‘;m [ - 0 A i ‘UNK PO Unknown - 1999
" se )
Aomn 10 Dlommessrrs i, e
] w0 twnataring parmanent impairmentkiamage - N [y [ [ doeemt
[ hosphatzaton - el or prokorged (] omer: w2 Pain spply
92 Jr e [ deem
3. Oate of 4. Date of S.Lot# (/nown) 1.&.“(!””)
ovent 1999 this reoort 09/25/2000
S, Describe event or preblem
Citation: Litovitz, Toby. 1999 Annual Report of the
American Association of Poison Control Centers Toxic

Exposure Surveillance System. American Journal of
Emergency Medicine (pre-publication) 2000.

Initial notification (9/21/00):

A 30-year-old female was brought to the emergency
deparunembyherhubmdanerbeingsick for a week. The
patient had been taking Excedrin Extra Strength

(acetaminophen/aspirin/caffeine), Percocet % PhoneMember
(acetaminophen/oxycodone), and Darvocet N-50 (610) 558-9800
(acetaminophen/p: ) for pain. The patient was .
seen by her privat:o::;ymsicim who attributed her jaundice to f;;i (:;hax:maceutlcals Inc. . * mm""”
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Section BS, Description of eveat/problem continuation (as necessary):

was 151/83 mmHg, and pulse was 112 beats per minute. She was intubated and Placed on a ventilator. Her temperature was
normal. Laboratory studies found a blood glucose of 30mg/dL; total bilirubin 9.5 mg/dL; AST 8200 U/L; ALT 7400U/L;
acetaminophen level 13 mcg/mL; and ethanol and salicylates were both negative. An arterial blood 8as pH was 7.27; pCcO2
30mmHg; pO2 133 mmHg; HCO3 14 mEq/L; and 02 saturation 97%. The patient had been given dextrose to correct the
hypoglycemia resulting in a blood ghicose of 300 mg/dL. The poison center recommended baseline coagulation studies,
administration of fresh frozen plasma, vitamin K, and N-acetylcysteine because of active gastrointestinal bleeding. As Per poison
center’s further advice, the patient was transported for evaluation of a liver transplant. Six hours after transport, the patient had a

the patient had actually taken Percocet.
Section Bé, Relevant tests/laboratory data continuation (a3 necessary):

Test Value Units Date
Total bilirabin 9.5 mg/dL
AST 8200 U/L
ALT 7400 U/L
acetaminophen level 13 meg/m}
drug levels Negative for ethanol and salicylates

Arterial blood gas pH 1.27

Arterial blood gas pCO2 30 mmHg
Arterial blood gas pO2 133 mmHg
Arterial blood gas HCO3 14 mEqg/L
02 saturation 97%

Blood pressure 151/83 mmHg
Heart rate 112 beats per min

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

Sections C1-8, Saspect medication(s) continuation (as necessary): Lot Event abated
Neme Doss, frequency & route used Therapy dates Diagnosis for use Exp. date Event reappears
Darvocet-N UNK PO Unknown - 1999 Pain NA
50 NA

Section C10, Concomitant medical products continuation (as necessary);

Name Therspy detes

Section G8, Adverse event term(s) continuation (as necessary): SE P 2 9 2000
Pulmonary oedema NOS

Drug abuse
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