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A. Patient information

1. Patient identifier 4. Weight

Lbs

or
74 kgs

Case # 5
In confidence

B. Adverse event or product problem
1. X Adverse event . and/or Product problem (e.g.. defects/malfunctions}
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dication(s)
1. Nlﬂ\l {give labeled strength & mfr/labeler, if known} |

#1 TYLENOL Analgesic Unknown |
#2 |

3. Therapy dates {if unknown, give duration)
from/to {or bost ostimate!

date unknown; “over 1 day~

2. Dose, frequency & routs used

#1 »about 2 gn*, po n

2. Outcomes attributed to sadverse event
{check all that apply)

22 2?2
4. Dlagnosis for use (indication}

() dimabiity S. Event abetad after use ]
() death (mardaytyr! ¢ ) congenital anomaly 1 flu-like symptoms stopped or dose raduced
() [life-throatening ) wmd:‘n;:‘vsytbmod: 71 () Yes ( ) No (X) n/*
(x) hocptulu-tm nitial or p'obngnd ‘ . ? . - |

( ) other 6. Lot # (if known) 7. Exp. dave (if known) [#2 ( ) Yes ( ) Mo C ) N/N

3. Date of event 4. Date of this report #1  Unknown LA Unknown 8. Event reappesred after
10/15/93 02/11/98 g 2 reintroduction
tmciday/yr) {moldeyiyel
#1 () Yes ( ) No (X) N/

5. Describe event or problem

Reports of 19 cases complied by attorney & sent to FDA;Agen-
cy forwarded these reports to McNeil upon request to Docket
No.77N-094M, Ref .94 ,Vol .6 of 7.0f the 19 cases,11 were prev-
jously submitted to FDA by McNeil(Mfr# 0158783A,01715374,
02840204,0325998A, 0374114A, 0495613A, 0505064A, 05052234,
05052524, 0599479A,0673820A). Case #5 indicates 4&B(47)yo M
(took 2g TYLENOL over 1 day.Pt had been consuming EtOH quite
heavily & on 10/15/93 taken to ER w/HEMATEMESIS (vomiting
bright red blood/clot). PE revealed swollen face(FACE EDENA)
LCONVULSION secondary to EtOH withdrawal, decerebrate postur-
ing. Ox includes hepatic encephalopathy w/hepatic coma(ACUTE
BRAIN SYNDROME),UGl bleed (GI HEMORRHAGE),coagulopathy(COAG-
ULATION DISORDER) & LIVER FAILURE.On same day admitted to
hosp. During PARA-line placement ,developed acute RESPIRATORY
DISTRESS. Transfer’d(10/16/93) to 2nd hosp for possible
tiver transplant. Hosp course includes abx,GCSF,”benzos” &
switch of DILANTIN® to phenobarb. D/C summary on 12714/93
tisted secondary dx of DILANTIN® toxicity & psoriasis.

8. NDC # - tor product probiems only (if‘kt}ownl

#2 () Yes ( ) No () N/

dical d

1 und therapy dates {exciude treatment of event]
mspeclhed antihistamines and hydrechlorothiazide

10. C

4 O

d d

office -

1add

2. Phone number
215-233-7820

{& minng site for devices)
énY

McNeil Consumer Products
Medical Affairs il

’(‘(\

7050 Camp Hill Road o

3. Report source
{check all that appiy)

8. Relevant testaflaboratory data, including dstes

10/15/93 on admission: Hct=28.3,plt=60,WBC=20,BUN=54,Cr=1.5,
gluc=129,Na=148,K=6.9,C1=108,C02=16 ,EtOH=11,ammoni a=104, PT=
21.9,PT1=36.5,60T=1704, GPT=500,alk phos=108,Tbili=4.3,0biti
=2.9, amylase=63,Ca=8.3, EGD showed evidence of (see sect B7)

Ft. Washington, PA'; 9034 :, ( ) foreign
() study
<
g‘l .fEBAZJA ‘998 ( ) literature
5 C, X ( ) consumer
S e ; 1Y
XS o health i
4. I(ch;.mn’c:iv-d by mnnuhcmﬁﬂ's a “’“ N ( ) professional |
" v23v97 ikt i) fz’ ¥l Az 552 () user faciity
6. If IND, protacol # IND ¢ compan |
PLA # ) npmarrun've}
pre-1838 ( ) Yes ( ) distributor
7. Type of report oTe (x) other: !
{check all that applv} product  (X) Yes attorney

( ) S-day (X)15-day
¢ ) 10-day ( )periodic
(X) Initi!d ( )follow-up #

8. Adverse svent term(s)

EDEMA FACE
HEMORRHAGE GI
COAGULATION DIS
RESPIRATORY DIS

HEMATEMESIS
CONVULSION
BRAIN SYND ACUT
LIVER FAILURE

9. Mfr. report numbar

09321214

7. Other relevant history, including preexisting medica! ennditions {€.Q., allergies,
race. pregnancy, smoking and sicohol use, hepatic/renet u ; sfunction, etc.)

history of HTN, tOH abuse;
NKDA (sect B cont) upper Gl bleed,cardiac output=12.7,Cl=
6.5,SVR=830,CVvP=8,PAD=16,WP=8; Final Lab determination at
2nd institution: Hgb=9.0,Hct=26.5,WBC=6.4,Na=139,K=5,C(=107,
€02=20,8UN=20,Cr=0.9,gluc=145; 10/16/93: AST=1389, alk phos=
166; 10/17/93 1 Bili=14.2; 12713 T 8ili=3.1, alk phos=166

alcoholic cirrhosis, anemia, & Z

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

4. Initial reporter also
sent report to FDA

7. Health professionsl? ]3. Gccup

Submission of a report does not constitute an
admission that medical personnel, user faciity,
distributor, manufacturer or product caused or
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