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A. Patie o atio
1 Patient identifier {2 Age at time 3. Sex 4. Weight
of svent:
or 0 yrs ( Yfemale [unk (bs
Case 338 oate - or
In confidence of birth: (X)male kgs
2. AdveE e eve Or prod proole
1. X Adverse eveat snd/or Product problem (e.g., defects/malfunctions)
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1. Name [give tabeled strength & mfc‘iabeler. if known)

#1 VICODIN®
#2 oxycodone

3. Therapy dates (if unknown, give duratiani
fromfto ‘or best estimate)

#1  unknown dates or duration

2. Dose, frequency & route used

#1 unknown dose, po

2. Outcomas attributed to adverse event
icheck all that apply}

unknown dates or duration
5. Event abated after use

#2 unknown dose, po ””2
4. Diagnosis for use lindication} !

5. Describe svent or problem

Case # 338 received from the QP 1996 case fatality data.
See attached case report form provided by—

( ) disabikty >
. ] : . stopped or doss reduced .
(x) death nmo:a‘-‘ﬂwo”" ( ) congenital anomaly #1 chronic back pain
() (tfe-threatening ( ) required intervention to p — e e #1 { ) Yes ( ) No (X) N/
permanent impgirment/damage .
(x) hospralization - imtial or prolonged #2 chronic back pain . —
( ) other 8. Lot # (if known) 7. Exp. data lif known) [#2 () Yes () No (X) N/
3. Date of event 4. Date of this raport #1_ ynknown PT} U nknoun S Evenirecpoanred ."" .
unknown 02/06/98 #2  unknown ””? unknown reintroduction
¢mosdayivr imosdayiyr)
" ()Yes()NO(X)N/

9. NOC # - tor product problems only {if known)

#2 () Yes ¢ ) No (X) N/

10. C vtant medical ducts and therapy dates (exclude trsatment of event)

Sect. C1 cont’d: #3. VALIUM® (unknown dose or duration)

Sect. C10: See attached case report form provlded by-

6. Relavant tests/laboratory data, including dates
See attached case report form provided by \uEEEER

otfice - /address {& mfring site for devices) [2. Phone number
McNeil Consumer Products Company 215-233-7820
Medical Affairs TR Touce
7050 Camp Hill Road {check all that appis
Ft. Washington, PA 19034 ( ) foregn
( ) study
{x) literature
{ ) consume:
heasith
4. Date ived by it 5. (x) professional
(mo/deyiyn)
01/30/98 (A} NDA # 17-552 ¢ ) user facility
[6. tf IND. p ¢
6. Hf IND, protocol # IND compary
PLA # () e antativ
pre-1938 ( ) Yes ¢ ) distributor
7. Type of report orC ( ) other:
{check all that apply) product  (X) Yes

( ) S-dey (X)15-day
( ) 10-day ( )periodic

8. Adverse event term(s)

(X) tnitial ¢ )follow,up # HEART ARREST RESPIRATORY OIS
AT - MYOPATHY KIDNEY FAILURE
LIVER DAMAGE EDEMA BRAIN
0929634A INFARCT CEREBR DEATH

.4:‘0 e th )

7 Other relevant history, i pree g i conditions (e.g.. allergies,
race. pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

See atcached case report form provided by {JENNENEED

E. Initial reporter
1. Name, address & phone #

i Centers
Suite Avenue

Submission of a report does not constitute an

admission that medical personnel, user facility,
distributor, manufacturar or product caused or
contributed to the avent.

FOA

Facsimile Form 3J500A

2. Health peofessionsi? ]3. Gccupation 4. Initial reporter also
sent report to FDA
(X) Yes ( ) No physician () Yes () No (X) Ur
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o, =SS FATALITY: 1996 IR

Case Number: 338

Age: 40 yrs
Substances: - Oxycodone
| | acetaminophen/hydrocodone
diazepam
“Chronicity: . Acute on chronic
Route: Ingestion

Reason: Int ’Unknown
Pre-Hospital Arrest? Yes

+C yc maie with a niswory 5f anrcric sack sar on Vicedin Oruvail, Norgesic. Litram Surmonitil. Prilosec
-/alium and Soma was in Nis ~crmat siate of health the nignt sror (0 acmissicn axcent ‘or increasec
somrcience. In the morning fus wil ‘ourd him unrasponsive. The paramedics *ound him asystlic 2nc
apneic but resuscitated him with ACLS carz. 0 the ED he was lavaged 2nd given activated charcoal and
3 cathartic. He raquired vasocressors initially tut these were quickly weaned off. Because of a positive
-aspcnse to Narcan he was started on a contnucus Narcan infusion. His iritial ABG showed oH 5.78.
0oCO2 31 mmHg, p0O2 81 mmigt 3E .23 mmol/L and bicarb 13 mmolL. His iritial scdium 1£0 mmal/L,
sotassium 6.0 mmoliL, chioride 1C6 mmatiL, bicarb 15 mmoUL. 8UN 27 mgidL 2nd creatinine 3.0 mg/dt
His EXG showed a small positive R wave in aVr. QRS 86 msac and Qtc 433 msec. His urire drug scraen
-was paositive fer amphetamines, marijuana, opiates. nenzcdiazeoines, tfimipramine, axycedene, and
nydrocodone. His acetaminoghen ievel was 5.0 ug/mi and salicylate level 3.3 mg/cL. Sarum cxycadene
level was 46 ng/ml (17-36) about 9 hours aiter armval to the eD. .

Hospital course was complicated by ‘ever and pulmonary infiltrates, shabdemyolysis {CPK 27815 UiL).
cenal failure (BUN 125 mg/dL, craatinine 10.3 mg/dL) and liver dysfunction {AST 24130 U/L, LOH 2824C
UiL. INR 1.91 and PTT 35.2).

Repeat CT scan on hospital uaypé showed severe cerabral edema and saveral infarcts. There was nc
improvement in his mental staws and on day 5 ventilatory support was discontinued and ne diad socn

aftar.



