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1. Patient identifier [2. Age at time 3. Sex 4. Weight 1. Name (give isbeled strength & mir/labeier, if known)
of event:
or S0 yrs OOfemale [unk tbs #1 unspecified TYLENOL product
Date or #2 TAMIFLU (osteltemivir) 75 mg
n confidence of birth: ( Jmale kgs - Dose. frequency & route used  [3. Therapy dates (7 Gnknown. give duration)
R - O from/to (or best estimate)
1. X Adverse svent  and/or Product problem (e.g., defects/maifunctions) ]#1 spprox 3-4 tabs/day, po 1#1  unknown dates; 2-3 wks <
2. Outcomes attributed to adverse svent #2 unknown dose, #2  2/9/00-2/13/00
(check aX that apply) C) deadlity 4. Diagnosis for use (indication) 5. Event abated after use

() desth ‘ o ( ) congenitsl snomaly #1 influenza P "m‘ d

( ) We-threstening ¢ ) required intervention to prevent #1 (X) Yes ( ) No € ) N/

(x)  hospitsiization - initisd or prolonged ' ¥ ¢ #2 unknosn

{Xx) other recovered 6. Lot # (f known) 7. Exp. date (if known)
#Tﬁd overt of this report #1  unknown n unknown -
#2
unknown imetteviyrt 03729700 unknown 2 unknown

i.Momwm 8. NDC # - for product problems only (if known]

M report rec’d vis other menufacturer of elevated liver en-
Tymes (LIVER FUNCTION TESTS ABNORMAL), renal insufficiency
CKIDNEY FUNCTION ABNORMAL ), HEPATITIS,CONFUSION,& DEHYDRATION
in pt taking TYLENOL®.AAIL info rec’d 3/10/00:Mechatch (Mfr.
Rep#i229992) from Roche indfcates 50 yo F using TAMIFLU &
TYLENOL.Pt had sx of NAUSEA, VOMITING,DIARRNEA, & Low grade
tewp (FEVER) on 2/1/00.2/9/00 pt started TAMIFLU. 2/12/00 pt
developed confusion,disorfentatfon, visual HALLUCINATIONS &
anorexia.Husbend reports pt took APAP spprox 3-4 tabs/d.
2/13/00 pt went to ER & prescribed promethazine. 2/15/00 pt
transferred to other hosp & started on IV rehydration. APAP
level=11.Pt had scattered purpuric lesions on bil extensor
surfaces of arms.CTxscettered subcortal & periventricular
aress of decreased attenuation most consistent w/small ves-
sel dx.Abd US=somewhat coarse hepatic texture consistent w/
either fatty infiltration or fibrosis & mildly echogenic
kidneys consistent w/hx of chronic renal impairment. Neg
hepatitis penel.2/18/00 pt’s labs approaching (See Sect BS)

2/15/00 HCT=27.3,PLT=125,000, SGOT=4134, SGPTa1672, BUNS54, SCr=

6.8,ALk Phos=186,pH= 7.31,pC02=34,p02x109; 2/18/00 ALk Phos=

150,ALb=1.8,APAP Level =11(Sect B5.cont): ni.SGPT=308,SGOT=

204,alb1.8,Alk Phos=150.Pt d/c fLJ{&mgl (See Sect B7)
.JQ
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7. Other relevant history, including preexisting medica) conditions (e.g., allergies,
race. pregnancy, smoking and aicohol use, hepatic/renal dystfunction, etc.)

CRI, HTN, hypothyroidism, hyperlipidemia, hysterectomy 8 wks
PTA for menorrhagia w/resultant IDA; NKDA(Sect 86 cont): It
was reported that pt’s elevated liver enzymes & acute renal
‘faflure were secondary to APAP hepatitis & severe dehydra-
tion. Physician’s felt that chronic Low level use of APAP
could produce significant (See Sect C10)
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unk (Sect B7 cont): elevation of Liver enzymes. Addl. info fEo o8
rec’d 3/28/00:M’s note fndicates pt was taking TYLENOL for ' |

influenze. Finel dx (fsted in medica
spatitis, 2. fnsufi

G. All manufacturers

t.mﬂﬂa-wmt&nnﬁngm'uml
McNeil Consumer Healthcare ‘ | 215-273-7303
Medical Affairs : .
7050 Camp Will Road . -~ "1 (check all that apply
Ft. Washington, PA m?i ‘ gy NE) toreign
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’ ‘ APR 0 6 20 ) litersture
[ Cun Lk o
—— 2 S health
4. m t"e"um by menufacturer[5. \\7/, ‘W (x) professionsl
03728700 (A) ND. . € ) user fachity
6. If IND, protocol # IND # —
PLA # € 5 -~nresentative
pre-1938 ( ) Yes ( ) distributor
7. Type of report ote ( ) other:
(check ail that apply) product X) Yes
¢ ) S-day (X)15-day

() 10dsy( yperiodic 8. Adverse event termi(s)

() initial (X)follow-up # 1]  LIVER FUNC ABNO KIDNEY FUNC ABN
I HEPATITIS CONFUSTON
9, Mfr. mber
report nu DEHYDRATION NAUSEA VOMIT DI
1325843A FEVER HALLUCINAT IONS

E. Initial reporter

m Summnoflropmdmnotconsﬁm.m

admission that medical personnel. user facility,
distributor, manufacturer or product caused or
Facsimile Form 3500A contributed to the svent.

2. Health professional? 3. Occupation 4. Initisl reporter aiso
sent report to FDA
(X) Yes ( ) No physician () Yes ( ) No (X) unk




