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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

\. Patie 0 atio
1. Patient identifier |2. Age at time 3. Sex 4. Weight
of event:
o 16 yrs (X)female Junk lbs
Date or
in confidence of birth: ( )male kgs
B. Adverse eve or prod propie

1. X Adverse event and/or Product problem (e.g., defects/malfunctions}

McNelD

McNeil Consumer Healthcare
Fort Washington, PA 19034-2299

Page

Mtov.d by FDA on 11/15/93

Mtr report #

UF/Dist report #

of FDA use only

ne
1. Name (give iabeled strength & mir/labeler, if known)

#1 TYLENOL Analgesic Unknown
#2 Nyauile

3. Therapy dates (if unknown, give duration}
trom/to (or best estimate)

at least 3-4 days

2. Dose, frequency & route used

#1 unknown dose, po #

3. Outcomes sttributed to adverse event
{check all that apply}

( ) disabikty
h congenital anomal
(X) deat wordknonn ¢ ) cong ly
) Kfe-threatening ( ) required intervention to prevent
. { permanent impairment/demage
( )  hospitalization - Initiat or prolonged

() other

#2 unknown dose, po #2 at least 3-4 days

5. Event abated after use
stopped or dose reduced

4. Diagnosis for use (indication)
#1 pain relief
#1 () Yes ( ) No () N/ﬁJ

3. Date of event 4. Date of this report

4/19/99
tmardayiyr)

06/04/99

{mo/dayiyr)

#2 sleep
6. Lot # (it known) 7 Exp. date (if known) |#2 ( ) Yes ( ) No (X) Nd
#1  unknown LA unknown 8. Event reappeared after
#2  unknown #2 unknown reintroduction
#1 () Yes ( ) No (X) N/

5. Describe event or problem

Pharmacist report of DEATH in a 16 year old female allegedly
associated with the use of an unknown TYLENOL® acetaminophen
product. Addt info rec’d 4/29/99: Physician reports pt used
an unknown TYLENOL product in combination w/NYQUIL® chronic-
cally at teast 3-4 days PTA. Physician reports contacting
toxicologist to estimate dose of TYLENOL based on acetamino-
oS tlevel but was unsuccessful obtaining estimated dose.
tording to physician, on 4719/99, pt presented to ER with
ABDOMINAL PAIN. Later in the day, pt became combative (HOS-
TILITY), was in & out of conciousness (DELIRIUM) & developed
ENCEPHALOPATHY. Pt was treated w/one dose of MUCOMYST® be-
fore being transferred to 2nd hospital to await liver trans-
plant. Physician reported that she was unaware if pt rec’d
addl doses of MUCOMYST. Pt reportedly died of LIVER FAILURE
but physician could not provide autopsy results or the date
of death. Addl info rec’d 6/2/99: Physician edited initial
MecMatch report. MD changed CoSTART term from SYNCOPE to
DELIRIUM to describe loss of conciousness.

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

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

10, Concomitant medical products and therapy dates (exclude treatment of event)
none '

G. All manufacturers

6. Relevant tests/laboratory dats, ncluding dates
4/19/99 9:30 a.m. acetaminophen level= 52: gall bladder
ultrasound (-); identified right upper quadrant pain;

Glasgow coma scale never over 12; final toxi
urine ¢-) for all illicit substances

7. Other relevant history, including preexist
race, pregnancy, smoking snd alcohoj

no known conditions

g

FOA

Facsimie Form 3500A

admission that mediCa:
distributor, manufacturer or product caused or
contributed to the event.

B ¢ ) 10-day ( )periodic

1.C t office - Jaddress (& miring site for devices) 2. Phons number
McNeil Consumer Healthcare 215-273-7820
Medical Affairs 3 Report source
7050 Camp Hill Road {check ail that apply)
Ft. washington, PA 19034 ( ) foreign

¢ ) study
( ) literature
( ) consumer
4, (D"?:;.vvl,:,tind by manufacturer|S. X) grgf'y;sionnl
06/02/99 (A) NDA # 19-872 ¢ ) user tacility

6. i IND, protocol # IND #

PLA # ) f::r‘gs.emvtative
pre-1938 (¢ ) Yes ¢ ) distributor

7. Type c. report ¢ ) other:

\check alt that apply) gr‘g%uct X) Yes
() 5-day (X)15-day

8. Adverse event termis)

PAIN ABOOMINAL

i3]

|
t ¢ ) Initial (X)foliow-up LB DEATH
A Teport ramber HOSTILITY DELIRIUM
H ENCEPHALOPATHY  LIVER FAILURE

1166476A
d epo -

1. Neme, sddress & phone #
MD
edicat Center

Avenue

JUN 151999

2. Health protessional? |3. Occupation

sant report to
(X) Yes ( ) No

physician () Yes ¢ ) No (X) Unk




