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A. Patightnformatio pe edicatio
1. Patient identifier [2. Age at time 3. Sex 4. Weight 1. Name (give labeled strength & mirfisbeler, it Imown')
f at:
o: - 52 yrs (X)female |[unk lbs #1_unknown acetaminophen product
Case 219 Date or #2 ibuprofen
In confidence of birth: ( )male kgs 2. Dose, frequency & routs ueed  |3. Therapy dates T unknown. @ive duratian]
B. Adverse eve 0 cd proble tramito for best estimate)
1. X Adverse avent and/or Product problem (e.g.. defects/matfunctions) |#1 unknown dose, po n unknown
2. Outcomes attributed to adverss event #2 unknown dose, po 22 unknown
fcheck sil that apply) () dieability 4. Dlagnosis for use {indication) 5. Event abeted after use
stopped or dose reduced
(x) death ‘m’d"k own ( ) congenitsl snomaly 21 unknown
¢ ) (ife-threatening { ) reguired intervention to prevent #1 () Yes ( ) No (X) N/
(x) hospitalization - initiat or prolonged v i e #2 unknown
({) other 8. Lot # Uf known] 7. Exp. date (if known] [#2 ( ) Yes ( ) No (X) N/
3. Dats of avent 4. Dste of this report 1 Unknown ” Unknown 8. Event reappeared after .
unknown 02/06/98 #£2  unknown £2  ynknown reintroduction
{motdey/yr) imoidayiv) 1 () Yes ( ) No (X) N/
5. Describe event of problem 8. NDC # - for product probleme only (if known]
Case # 219 received from the () 1996 case fatality data. - - L 2 () Yes ( ) No (X) N/
See attached report form provided by SN 10. C itant medicel prod and therapy dates [axchude treatment of svent)
See attached case report form provided by
el D 1.Com-«¢ﬂloo-nnnlodton(lmfrlrudu'ordwie.y
Y "\ B Tt . . E
i ) . . McNeil Consumer Products Company ’ 215-233-7820
e Medical Affairs 3. Report sourse
__..lh - 7050 Camp Hill Roed {check ali that apply}}
N ‘Q“)” ' Ft. Washington, PA 19034 ( ) foreign
,.v_*)a'v-. ' - () study
<L (x) fliteraturs
{ ) consumer
health
4. Date ived by of! 5. {x) professional
imoidayiyr) .
01/30/98 {AYNDA # 17-552 € ) user facility
6. ¥ IND, protocol ¢ IND # company
PLA ¢ ( ) representative
6. Relevant tests/laborstory data, including detes pre-1938 ( ) Yes ¢ ) distributor
See attached case report form provided b 7. Type of report ( ) other
oTC
{check sil that apply) product (X) Yes
6-d 164d
¢ v X i lV 8. Adverse svent term{s}
¢ ) 10-day ( )perodic
{X) Initial ¢ )follow-up # EDEMA PERIPH HEPATOMEGALY
SPLEN Y
g Ty —r— LENOMEGAL LIVER FUNC ABNO
ACIDOSIS HYPERKALEMIA
7. Other ralevant history, Including preaxisting medical conditions (0.9, sllorgies. L 07 27I83A APNEA OEATH
race, pragnancy, smoking and dcoholuse hepatic/renal dystunction, etc.) eEN0
See attached case report form provided by{ RIS 1. Namw, sddress & phone #
L
Centers
054 QR A+enue
2. Heslth professionsl? [3. Occupet. 4. Initial reparter also
b sent report to FDA
. Submission of & report does not conetitute an o
“Im admiesion that medical personnel, uses tacility, (X) Yes () No physician () Yes () No (X) unk
l' distributor, manufacturer or product d or

Facsimlle Form 3600A contributed to the event.
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ey A TALITY: 1996 K
Case Number: 219 -
Age: -~ 52yrs
Substances: Acetaminophen
% ‘1buprofen

Chrdhicity: Chronic

Route: * Ingestion °

Reason: Int Misuse T AR
Pre-Hospital Arrest? No | g

A 52 year cid woman with a history of chronic alcohol, acetaminophen and ibuprofen use presented with
weakness, leg edema and an enlarged liver and spleen. Initiai [aboratory showgd GGT 1,022 {U/L, ALT
207 1UN, AST 240 1UN, bicarbinate 8 mmol/, potassium 6.0 mmall, and _acetammop_r!en 7 meg/ml.
Toxicolegy consuitation recommended starting n-acetylcysteine and ruling qut aspirin, ethylene glycol, and
methanol. The patient remained acidotic with a bicarbonate of 9 mmoll and it was recor_nmended tl.wat
sodium bicarbonate be administered to correct acidosis. Thirteen hours after presentatxon: tl:!e papent
experienced a respiratory arrest and expired. Patientwas on no-c?de status due to preexisting cirrhosis
with portal hypertension. Ethancl and methanol were negative, while ethylene glycol was not tested for.



