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1. Patient identifier 2. Age at time 3. Sex 4. Weight 1. Name (give Iabeled strength & mfr/labeler, if known)
of event:
or 64 yrs (X)female {unk Llbs 4' Extra Streng<h TYLENGL product
’ Date or ¥2
i contidence of birth: { Jmale kgs 2. Dose, frequency & route used 3. Therapy datzs (if .k wowri, give dsration;
B Q] B e eve O Prod propie o wir bars sty aran
1. X Adverse event and/or Product problem (e.g., defects/malfunctions) [#1 1900 mg, tid-qid, po #1 unknown dates and duration
2. Outcomes attributed to adverse event #2 #2
tomeck all that apply) () disability 4. Diagnosis for use iindicat o1 5. Event abated after use
F] ol =) A
(x)  aeatk ‘1110‘31;‘1/315101 () congerita anomawy #° generai. pain and pair fror hemor-hoic pped or dose
[ tifashveatening { ) requiced ntervention to prevant #1 () Yes ¢ ) Ke ) v/
. o PENDENG IMpaiy Tent, damage
{(x) hospitalizatio~ - initial or prolorged #2 . .
¢ ) other €. Tot # 1t known) 7. Exp. date (i known) |42 C)Yes ¢ ) No () v/A
3. Cate of event 4. Data of this report ,n» ‘ Unknoun o 2l ‘Unkno‘l_iq__ B CN T Teappeared after
4/13701 07/12/01 42 #z reintroduction
s day yn tmaday'yr)
#1 () Yes ¢ ) No (X) ¥/
. 1]

3 Ceacribe event or problem 9. NDC # - for product protlerrs only iif known) o e
Ccnsumer report received via Internet al leges that the use - - #¥2 () Yes ¢ ) No >N/
of an Extra Strength TYLENOL® acetam’raohen product was 10. Concomitant medical products anu therapy dates lexc lude treatment cf event)
assaciated with DEATH (died from acetamincphen toxicity) in unspecified Formone replacement therapy, XANAX®

his ncther. Addl info rec’d 7/11/01:  Shone call to
censumer revealed that his mother was 64 years old at time
ot deatn. According to consumer, mother had been taking
100 mg Extra Strength TYLENOL® three to four times a day

G. All manufacturers'-

‘cr ar unknowr duration of time fcr general pain and pain 1. Contact office - name/address (& mfeing site for devices) [2. Phone number
from hemorryoids. On 4/°3/01, corsumer reports he found his McNeil Consumer Healthcare 215-273-7303
mether passed out on the floor (SYNCOPE) of her home. Medical Affairs IR
. . i . Heport source
Accorcing to consumer, he rushed her to the local hospital 7050 Camp Hill Road tzheck al that apgiy)
where sne was treated with unspecified 1V medications. Ft. Washington, PA 1903 ( ) ftorzign
Consumer alleges that mcther was transferred to a trauma ¢ ) study
center that weekend where her liver failed (LIVER FAILURE) ( ) literatwa
ard she had brain swelling (BRAIN EDEMA). 0n 4/15/01, she (x) corsumer
died at the center. According tc consumer, medical examniner health
_— ealt
attributed his mother’s death to acetaminophen toxicity, 4. Dat: rec?l‘ved by manufaciurer [5. ( ) prefessional
tmosday/vrl
07707701 (A) NDA » 19-872 ( ) user Facility
6. If IND, protacol # IND #
company
PLA ¥ { ) representate
6. Felevant tests/laboratory data, includirg dates pre-1938 ( ) Yes { ) distributo-
consumer reports *blood toxicology showed 24 mg/L (APAP 7. Type of report ote {x) otter
-evel) with the sample being taken 36 to 48 hours after she teneck all that apply) product  (X) Yes Internet
could have taken her last dose” () Sday (X)!5-day
8. Adverse event termis)
() 1D-dav { )psriagic
(X) Iningt ¢ yfollow-up # DEATH SYNCOPE
LIVER FATLURE EDEMA BRAIN
9. Mfr. report number

7. Other relevant history, including preexisting medical conditions te.g., alergies 15913664
tace, pregnancy, smoking and alcohol uss, hepaicirenal dys‘uncticn. etc.} : eno
menopause, anxiety; “allergic to alot of medications and 1. Name. address & phone #
antibiotics”
2. Health professional? |3. Occupation 14 In tial repcrter also
I Sent report to FDA
Submission of a report does not constitute an
Im admission that medical personnel, user facifity, () Yes ( 3 No () Yes () No ( ) Unk
l' distributor, manufacturer or product caused or JijL i

Facsimile Form 3500A contributed to the event.



