*3306179- -01 t
V1A; Patient identifier 2, Age at time 3. Sex 4. Weight
ol event:
or 35 yrs (X)female Junk Lbs
Date or
tn confidence of birth: ( )male kgs
B. Adgverse eve Or prod provle
1. X Adverse svent and/or Product problem te.g., defects/malfunctions)

vICINCI

Censmmer Mealthcare
McNeit Consumer Healthcare
Fort Washington, PA 19034-2299

v OSBRI NS

Mtr report #

UF/Dist raport &

FOA use only

of

Page

#1 Extra Strength TYLENOL Tablets

1. Name {give labeled str. \gth & mirfiabelex, ;f known)

#2

2. Dose, frequency & route used

#1 ~taken as directed” 1

3. Therapy dates (it unknown, give duration)
fromNo lor best estimate)

unknown dates or duration

#2

2. Outcomes attributed to adverse event

{check ail that appiyb () disability
(x) death dgy?j}‘l /98 ¢ ) congenital anoraty
7y
) ife-threatening ¢ ) required servention to prevent
pernmanert ampairment/damage
(x) hospitalization - initial or prolonged

2

4. Diagnosis for use {indication)

#1 unknown

5. Event abated atter use
stopped or dose reduced

#1 () Yes ( ) No (X) N/A

other:

(8D

4 Date of thés repornt
- 07/07/99

3. Date of event

7/26/98

Imoiday/yr) {mo/day’yr)

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

8. Event reappeared after
reintroduction

5. Describe event or problem

written report received via FDA (MSB File Number:99-00345)

”2

6, Lot # (it known) 7. Exp. date (if known)
#1  unknown LAl unk nown

"2 ”2

9. NDC # - for product problems only (if known)

#1 () Yes ( ) No (X) N/P1

#2 ()Yes()»o()N/ﬁ

from consumer of DEATH & PAIN allegedly associated with the
use of Extra Strength TYLENOL® acetaminophen Tablets in her
daughter. According to report, consumer’s daughter had taken
an unspecified amount of Extra Strength TYLENOL on an empty
stomach. Daughter’s pain was intense. Consumer did not spec-
ify details regarding daughter’s death. Additional informat-
jon received 7/6/99: Mother’s written note indicates daugh-
Tar was taking product as directed on package label. Dura-
I’f“,;‘on of therapy was not specified. Mother reported that
"5;'aughter had taken product on an empty stomach. According to
mother, on 7/26/98, daughter began experiencing continuing
pain. Daughter was taken to ER on 7/27/98 & subsequently
admitted to hospital. Mother described illness as LIVER
OAMAGE due to Tylenol & reported that daughter died on

n 94

none

10. €

G. All manufacturers

and therapy dates (exclude treatment of event)

7/31/98. Death certificate reportedly reads ”death due to
Tylenol toxicity”.

unknown

7. Others relevant history, including preexisting medical conditions (e.g., allergies,
race, pragnancy, smoking and alcohol use, hepatic/renal dysfunction, atc.)

DS
Jut 1e 1999

no known conditions; NKDA

Tal

AD\[’EFS: ~> i )-\| lN'J S{STEM

Submission of a report does not constitute an

() Yes () No

admission that medical personnef, user facility,

1. Contact office - name/address {& mfring site for devices) |2. Phone number
McNeil Consumer Healthcare 215-273-7820
Medical Affairs 3 Report source
7050 Camp Hitl Road {check all that apply
Ft. Washington, PA 19034 ( ) foreign

( ) study

( ) literature

(x) consumer
heaith

4. P.llzw r7c)dved by manufacturer |5. ¢ ) professional

Mo v
’ 07/06/99 {A) NDA # 19-872 ¢ ) user facility
6. If IND, protocol # IND #
company
PLA # representative
pre-1938 ( ) Yes distributor
7. Type of report otc (x) other:
{check ali that apply) product (X) Yes FDA
5-da X) 15-da
¢ v (0 . y 8. Adverse svent term(s)
¢ ) 10-day ( )periodic
( ) Initial (x)follow-up # 1 DEATH PAIN
LIVER
9. Mfr. report number IVER DAMAGE
1106769A e
al reporte
1. Name, address & phone & T
|t ¢ 1999
Pt
_———“-‘_._—-——_—.
2. Health professional? 3. Occupation 4. Initial reporter also

sent report to FDA
() Yes ( ) No ( ) Unk

DA

Facsimile Form 3500A

distributor, manufacturer or product caused or
contributed to the event.



