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A. Patient information

1. Patient identifier |2. Age at time
of avent:

38 yrs

or .. -
Case 2 Date

in confidence of birth:
8. Adverse event or product problem
1. X Adverse svent and/or

ﬁ,j)IcNel
fo umer Nealthcere
c ;‘l.:onlumov Healthcare

a@/ ington, PA 19034-2299
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Mt¢ teport 8.

UF/Dist regort ¥

Product problem (e.g., defects/malfunctions)

FDA use onty

of

C. Suspect medication(s)

1. Name (give labeled strength & mfr/labeler, 1f known}

#1 unspecified acetaminophen product
#2

3. Therany datrs 'i;lwdnknown, give duration}
trorniu tor best esumate)

unknown dates or duration

7. Dose. fraquency & route used

#1 unknown dose, po "

7. Outcomas attributed to adverse event
(check all that apply)

22 »
3. Disgroe fur use (indication}

5. Event abated after use

Case abstract #53 from the 1999 NACCT Annual Meeting (J Tox-
jcol Clin Toxicol 1999;37(5):604) of false (+) ethylene gly-
col (EG) determination by enzyme assay in pts w/chronic APAP
hepatotoxicity. According to abstract, serum EG determinat-
jons are usually performed by glycerol dehydrogenase (GDH)

| enzyme assay or gas chromatography. A recent report suggests
_\‘that false (+) results by enzymatic assay may occur in the
spresence of elevated LDH and/or lactate resulting in increa-
1" sed production of NADH, the product of GDH enzymatic rxn.
Authors of abstract report on 3 pts identified as having
fulminant hepatic failure (LIVER FAILURE), hx of chronic
APAP abuse & high anion gep metabolic ACI00S1S. Each pt had
EG levels by GDM enzyme assay greater than or equalt to 20mg/
dt. Case 2 had an AST=12,464 TU/L (SGOT INCREASED) & LDH=
39,907 1U/L (LDH INCREASED). Tx was initiated with fomepiz-
ole. In all 3 cases the elevated EG by GOH enzyme assay was
later determined to be (-) by gas chromatography. Authors
conclude the false (+) results were most likety(See Sect 87)

() disability
() death ¢ ) congental anomaly £1 unknawn stopped or dose reduced
(mo/day/ve)
) Kte-threatening { ) required intprver_\tioﬂ tc: csiwt":» 21 () Yes ( ) Ko (X) N/N
o e i permanant impaiese:k ieiiage
(X) hospitalization - initial or prolonged x2
() othes 6. Lot # (if known) 7. Exp. date (if known) [#2 ( ) Yes ( ) No ( ) N/A
3. Date of event - 4. Date of thiz report #1  unknown ” unknown 8. Event resppaared after
unknown 11702/99 #2 #2 reintroduction
(maordaylvy) {mosdavivye)
— ro #1 () Yes ( ) No (X) N/N
5.0 event or pf 3. NDC # - for product problems only {if known)

02()Yes()No()N/ﬁ

70. Concomitant medical products and therapy dates lexclude trestment of event)
unknown (Sect 87 cont) pt unresponsive & pH=7.15, AST=8580

Tbili=2.5 (BILIRUBINEMIA), NH3=119 (NPN INCREASED), INR=6.1
(PROTHROMBIN INCREASED), creatinine=1.8 (CREATININE INCREAS-
pizole.

=31. Pt tx w/NAC & one dose of IV fo

G. All manufacturers

1. Contact office - name/address {& mtring site for devices 2. Phone number

McNeil Consumer Healthcare 215-273-7303
Medical Affairs

7050 Camp Hill Road

3. Report source
{check ali that apply}

5. Relevant tests/laborstory data, including dates

Unspecified time:anion gap=45, AST=12,464 1U/L,LDH=39,907
Iu/L, lactate=14.6 mmol/L; new info rec’d 10/28/99: Upon
presentation:pl!:?.15,AST=8580IU/L,Tbili=2.5mg/dL,atmonia=
119umol /L, INR=6.1,Cr=1.8mg/dL,APAP Level=31mcg/mL ,EG=50mg/dL

dical

7. Other relevant history, including preexisting ditions (e.g., allergies,
race, pregnancy, smoking and alcohot use, hepatic/renat dystunction, atc.)

history of chronic APAP & ETOH abuse; (Sect 85 cont) due to
increases in LDH &/or lactate assoc w/liver failure & acido-
sis.Addl info rec’d 10/28/99:Case abstract#180 from1999NACCT
Annuat Meeting (JToxClinTox 1999;37(5):656-7) describes the
same pt, as verified by author. Pt is a 38 yo male w/hx of
. chronic ETOH & APAP abuse. On presentation, (See SectC10)
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Submission of a report does not constitute an
admission that medical personnel. user facility,
distributor, manufacturer or product caused or
contributed to the event.
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. . co (X) literature
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. heal
4. Date received by manufacturer|5. [¢9] preoal:';stonal
tmo/dayfyr)
10/28/99 {A) NDA # 19-872 { ) user tacility
6. It IND, protocol # INO #
compé
PLA # ( ) representative
pre-1938 ( ) Yes ( ) distributor
7. Type of report ote ( ) other:
{check all that apply} product (X) Yes
( ) 5-day (X)15-day
Lo 8. Adverse event termis}
¢ ) 10-day ( )periodic
( ) Initial (X)follow-up # 1 LIVER FAILURE ACIDOSIS
S Wf Teport v SGOT INCREASED LDH INC
BILIRUBINEMIA NPN [NCREASED
1254566A PROYHRG!BIN-_INC CREATININE INC
al reporte
1. Name, address & phone #
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7. Health professionai? |3. Occupation - 2. Initist reporter also !
! - gant report to FOA |
(X) Yes ( ) No physician () Yes ( ) No (X) Unk




