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2. Dose, frequency & route used 3. Thernpy dates (if unknown. give duration)
#1 1 table, 4 Drem/ts (er bast antimnote)
L Q Adverse event asdvor,  [7] Preductprobiem (e.g.. defocta/malfunctions) hour (s] . oral # 02/14/95 - 02/17/95
2. Ouc ftribeted 1o adverse event 7 1 table, da ,
(oo it et apoiy o O siabiiey [ 1 tat yis) © 02/15/95 - 02/16/95
D ceath DC fal anomaly :.lthnupAI;,hruu (indication) 5. Event sbated afler use
D | madeyiye) required intervemion 1o prevemt wopped or dese reduced
hfe-threatening permanent impaurmenydamage T EATH n D)u Duo Edoem\
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p - - 2 [Ty Do [ swesar
3 Deme of < Dt of . Let # (if knowp) 7. Exp.date (if known)
ot 227222/22 whrpot  04/14/99 " " 3. Event reappearsd anter
{meriawyr) " (maidawiyry ry ry
5. Descride event or probiem " i n Dya Dno Ebﬁn‘l
Notification via litigation of case _ ? NDC# - for product probiems only (if known) vl
summaries provided by physician/co-author of a2 [y Jwo [ soesm
literature report (N Engl J Med 1997; wpty
337:1112-7) . Information provided based on 10. Concomitant medical preducts and therapy dates (exclude treatment of event)
extracted data from medical records of 1) HIDAC (CYTARABINE) Y é??/?? - 02/03/95
patients hospitalization for acetaminophen 2} ORTHO NOVUM D bo
ingestion between 0l1-Jan-92 and 30-Apr-95. 7/7/7 (NORMENSAL) ‘
According to extracted data, a 45-year-old .
female with acute myelogenous leukemia {AML) . 999
and (+) hepatitis C virus was admitted for APR 2 01

acute liver failure, cough and fever.

Records did not indicate acetaminophen use G AN manufactarers
r\prlor to admission. AR S . r——
Jetailed information received 29-Mar-99: 1 R.W. JOHNSON PHARM. RES. INST. - -
“’2dical records indicate the patient with Usa 08-704-4504
~+HML who had received 3rd cycle of DIV. OF ORTHO PHARMACEUTICAL 3. Report source
chemotherap¥ on 03-Feb-95, was admitted to CORP. (check all that appty)
the hospital with productive cough, chest 920 U.S. Route 202 [J forcign
ain, febrile and pancytopenia. While P.O. Box 300
hospitalized the patient received Raritan NJ 08869 O s
acetaminophen with codeine #3 1-2 tablets USA -~ | J—
every 4-6 hours from 14-Feb-95 to 17-Feb-95 { Informing Unit )
and acetaminophen regqular strength 1-2 0O consmer
tablets on 15-Feb-95 and 16-Feb-95 for in. K] beamn
On 18-Feb-95 the patient was transferred to 4. Date received by manufacturer s, professiooal
the critical care unit for worsened signs readeysre) . (ANDA® §5-0S5 N
(Conr_) 03/29/99 D v iy
6. Relevant testviaboratery data, including dates IND# D company
16-Feb-95 chest x-ray: right lower lobe 6 ICIND. pracacol # PLA N TeprEeniae
infiltrate i
17-Feb-95 blood culture no fungus pre-1938 [ ws L)' dsrce
18-Feb-95 acetaminophen level 7. Type of report O oter
20 r'eb-95 right lower iobe, bilateral: no (check alt that »... -, ore £7 yes
aspirated foreign bodies or fungus isolated, O say [ 150y product —
no pneumoncystis seen 8. Adverse event termis)
22-Feb-95 (+) test for hepatitis C virus O oay O seriose 1} HEPATIC FAILURE
antibedy, immunoglobulin M pending 2) FEVER
& miia O fowws — | 3) PANCYTOPENTA
(Cont ) 4) COAGULATION DISORDER
7. Other relevant history, induding preexisting med (c.g.. allergies, race. 9 MIr. repert number 5) COUGHING
pregrancy. smoking and alcohol use. hepatic/renal dysfunction, cic.) PRIUSA1999000391 6) CHEST PAIN
Drug abuse (presc. and otc medicine), 7) ENCEPHALOPATHY

Alcohol use, Contraceptives

AML M2 diagnosed Aug-94, intravenous drug L Tnitial reporter
abuse not 1in 4 years, HIV (-), hepatitis
(-), tobacco 1-2 packs/day 10 years, alcohol
none in 3 years : ;,\ ‘r'::}VED .
APR 1 91999
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Date of this report : 04/14/99
B. Adverse event or product problem

B.5 Describe event or problem (Cont...)

and symptoms, and concomitant acute liver failure. The patient had increased liver function
tests, increased ammonia level with hepatic encephalopathy, coagulopathy and worsening renal
function. Physicians attributed this to drugs (acetaminophen and possible others) and
infectious etiology. Patient denied toxic ingestion or acetaminophen overdose. Acetaminophen
with codeine #3 was discontinued and gatient was treated with N-acetylcysteine. Patient was
discharged with principle diagnosis of pneumonia. Records indicate patient expired on
17-Aug-96 of blast crisis or relapse of AML.

Note: This is a duplicate report of a case from McNeil Consumer Healthcare reference
#0905688A.

{
B.6 Relevant tests/laboratory data, incluﬂing dates (Cont...)

Lab Result :

81.Mo. Test date Test name Test result Normal value

1 02/03/95 ALANINE AMINOTRANSFERASE
ALBUMIN
ALXALINE PHOSPHATASE
ASPARTATE AMINOTRANSFERASE
BILIRUBIN, TOTAL
GAMMA GLUTAMYL TRANSPERASE
PROTHROM TIME
TOTAL PROTEIN
2 02/06/95 CREATININE
HAEMATOCRIT
HAEMOGLOBIN
PLATELET COQUNT
WHITE BLOOD CELL/COUNT
02/14/95 ALBUMIN
ALKALINE PHOSPHATASE
ASPARTATE AMINOTRANSFERASE
BILIRUBIN, TOTAL
HAEMATOCRIT
HAEMOGLOBIN
PLATELET COUNT
TOTAL PROTEIN
WHITE BLOOD CELL/COUNT
) 02/17/95 ALANINE AMINOTRANSFERASE
ALBUMIN
ALKALINE PHOSPHATASE
AMMONIA |
ASPARTATE AMINOTRANSFERASE
BILIRUBIN, TOTAL
CARBON DIOXIDE
CREATININE
GAMMA GLUTAMYL TRANSFERASE
GLUCOSE
PLATELET COUNT
PROTHROM TIME
SODIUM
TOTAL PROTEIN
WHITE BLOOD CELL/COUNT
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5 02/13/95 GLUCOSE
6 02/23/95 ALANINE AMINOTRANSFERASS
ALBUMIN

ALKALINE PHOSPHATASE
ASPARTATE AMINOTRANSFERAS®
BILIRUBIN, TOTAL

BLOOD UREA NITROGEN
CARBON DIOXIDE

CHLORIDE

CREATININE

GAMMA GLUTAMYL TRANSFERASE
GLUCOSE

HAEMATOCRIT

HAEMOGLOBIN

PHOSPHORUS

PLATELET CQUNT

PROTHROM TIME

SODIUM

WHITE BLOCD CELL/CQUNT

‘9. Concomitant medical products

-weq No. 01

Concomitant Medical Product : HIDAC (CYTARABINE)

Dose. frequency & route used : 1) unknow

Diagnosis for use(indication) 1) MYELOID LEUKEMIA, ACUTE
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Date of this report : 04/14/99

Seq No. : 2

Concomitant Medical Product : ORTHO NOVUM 7/7/7 (NORMENSAL)

Dose, frequency & route used :1) oral

G. All manufacturers
8. Adverse event term(s)

8) PNEUMONIA
9) RENAL FUNCTION ABNORMAL
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