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1. Patient 2. Age at time 3. Sex 4. Weight L. Name (give labeled gth & mfr/labeler, if k n)
of event: 46 Year(s) mm Ibs #1 TYLOX CAPSULES (OXYCODONE AND ACETAMINOPHEN)
or or UNK
Date [Jmale #2
In confidence of birth: ———kgs
2, 'I)Jul:;l l‘nq.en;y :.n route used 3. Therapy dates (if unknown, give duration)
. nknown, nknown, ORAL from/ie (or best estinate)
1. ] Adverse event sod/or "] Product preblam (c.g., defeci/malfunctions) " #1 Unknown
2. Outcomes attributed to adverse event .
(check all that apply) (] disabitity #2 __ 12
I} death 22722722 [] congenital anomaly 4. Diagnasis for use (indication) 5. Event abated after use
. | (madupiyr) (] required intervention to prevent #1 pain stopped or dose reduced
(] tife-threatening permanent impairmenv/damage #1[Jres "Jno Xl docgo'e
& hospitalization - initial or profonged [ Jother: 7] =
: 6. Lot # Gf known) 7. Exp. date (fknown) | 12— —) 10 Ll doesn's
3. Date of 4. Date of 11 UNK 1 UNK
event UNK thisreport  11/09/98 8. Event reappeared after
(meayiyr) (soalleriyr) 2 " reintroduction
5. Describe event or problem ' u[]y« Tlno Ideoernl
Report published in American Journal of Emergency Medicine 9. NDC# - for product problems only (if known) apply
16(S). 1997 Annual Report of Poison Control Centers TESS: NA #2[Jyes "o Dd:;rn(
pp. 443-497 (case 260) of a 46 year old, sex unspecified, who apply
ingested acetaminophen with oxycodone due to £i 10. Concomitant medical products and therapy daggs [eatment of event)
1} UNRNOWN g 2 - ??/?2/2?

exror which resulted in death. Chronicity was acute on
chronic. Additional information has been requested.

Pollow-up information received 02-NOV-98: This female patient
was found in the field. Her .
She was given glucose and glucagon by medics at the scans.
Once in the amergency department she was intubated and
provided ventilatory support. Initial evaluation revealed the
patient had sickle cell anemia., gastroiptestinal bleeding.

. She was started on IV N-acetylcysteine. A
renal consultation was obtained and hemodialysis instituted
within several hours. The patient continued on IV
N-acetylcysteine and was transferred to a tertiary care
medical center for possible liver transplantation. Patient
remained critical and was changed to oral N-acetylcysteine on
day 2 of hospitalization. Her neurologic stacus deteriorated
and she died on day three of hospitalization. The patient was
using more than the prescribed dose of oxycodone with
acetaminophen for pain ralief.
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G A manutactorer s
L. Contact office - name/address (& mf]

R. W. JOHNSON PHARN. RESEARCHANGEITOTE W)
DIV. OF ORTHO PHARMA X2 r)“},
ROUTE 202, P.0. Box M3 , 74 AN o
RARITAN NJ 0886946 EZZeck all that apply)

6. Relevant tests/iaboratory data, including dates
Blood concentration- 107 ug/ml of acetaminophen.

Follow-up information received 02-NOV-98: initial *-% values
(date unspecified} WBC 24,000, acetaminophen level 107
mcg/mL, 002 32, creatinine 3.2, potassium *low*, bilirubin
7.2, pH 6.95

subsequent lab values (date unspecified) SGOT 6140, LDH 9390,
BUN 17, creatinine 3.7

repeat lab values {date unspecified) total bilirubin 3.1,
direct bilirubin 1.1, alkaline phosphatase 131, GGT 87, SGCT

(C
7. Other relevant history, including preexisting medical conditions (c.g.. allergicy.
face, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

iollow-up information received 02-NOV-98: sickle cell anemia

E foreign
I . .
{Informing unit [: study
X titerature
E consumer
; health
4. Date received by R pm.*usional
(mealduy/yr) -
11/02/98 [ user facility
alt
6. It IND, protocot # E Wuﬁve
pre1938 [ yes [ distributor
7. Type of report [—_ other:
{check all that apply) g;? [ yes
uct
{ 5-da 15-da
'_I Y Y 8. Adverse event termy(s)
1 10-day [7] periodic 1)GI HAEMORRHAGE
— 2)ACIDOSTS
{1 tnital (X] follow-up#l _ | 3)RENAL PAILURE ACUTE
4)HEPATIC PAILURE
9. Mr. report number 5) THERAPEUTIC RESPONSE INCREASED
6)COMA
981007-107013869 '];mym

|. Name, address & phone #
TOBY L. LI TZ, M.D.

AMERICAN ASSOC OF POISON CONTROL CENTERS

Submission of a repart does not constitute an
admission thut medical persoane!, user facility.
distributor. manulacturer or product caused or

Form 1S00A Facsimile contributed to the event.

3201 NEW MEXICO AVENUE, SUITE 310 -
WASHINGTON DC 20016 , - RIS 1
Phone # :202-362-3867 AR - )
2. Health professional> |3_Oc ]
professonalz 5, Orcopaton ‘i

Z yes : no

Dyes Dno[munk




R.W. JOHNSON
PHARMACEUTICAL RESEARCH INSTITUTE
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B.6 Relevant tests/laboratory data, including dates (Cont...)
1959, SGPT 1673

Source of report (Literature)

Title : 1997 ANNUAL REPORT OF THE AMERICAN ASSOCIATION OF POISON CONTROL CENTERS TOXIC EXPOSURE
SURVEILLANCE SYSTEM

Author : TOBY L. LITOVITZ, ET AL

Year : 1998

Edition : 16(5)

Journal Title ¢ AMERICAN JOURNAL OF EMERGENCY MEDICINE

Page No. : 443 To 497
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