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A. Patient information

Product problem (s.g., defects/malfunctions)

1. X Adverse svent sndfor
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C. Suspect medication(s)
1. Name (give labeled strength & mfr/labeler, it known) .

#1 Extra Strength TYLENOL Tablets
#2

2. Dose, frequency & route used

3. Therepy dates (it
from/to {or best estimste)

6/84-5/99; 15 yrs

wn, give du

#1 1000 mg, 4-6 times a day |#

(degenerative tiver disesse). Consumer reports taking 500 mgp
of Extra Strength TYLENOL as needed from 6/84 to 5/99. In
1799, consumer reports visiting her physicisn for an
unspecified reason. Physician reportedly suggested consumer
had hepatitis in the past based on unspecified lab tests.
“ejecting this diagnosis, in 5/99, consumer went to a
pecialist who reportedly diagnosed her with degenerative,
liver disease. Consumer reports that she believes it was due
to TYLENOL poisoning her Liver. Addl info rec’d 2/22/00:
Medical Dats Follow-Up Form completed by consumer indicates
that she took 2 Extra Strength TYLENOL® Tablets 4 to 6 times
daily for a varied period of time for pein from a back
operation. About a year ago, she reportedly developed
degenerative liver disease caused by TYLENOL. Consumer was
seen by a physician. She reports that she discontinued use
of the product and still has a “deceased liver”,

2. Outcomes attributed to adverse event #2 #2 .
{check ail that apply) () disabikty 4. Diagnosis for use (indication) 6. Event abated sfter use
() desth ; i ¢ ) congenital anomaly #1 pain from back operation pped or dose
() Wetvestening €X) required intervention to pravent #1 () Yes (X) No ( ) N/
() hospitalization - initie} or prolonged : ? ” ‘1
() other: ®. Lot # (if known) 7. Exp. date (if known) [#2 ( ) Yes ( ) No ( ) N/A
3. Dete of event 4. Date of this report #1  unknown " unknown 8. Event resppesred after
2 2 reintroduction
J—L"‘"""1m m—r == 91 ) Yes () No (X) N/A
S. Describe event or problem 9. WOC # - for product problems onty f known)
Consumer slleges that the use of Extra Strength TYLENOL® - - #2 () Yes ( ) No () N/
scetaminophen Tablets was associated with LIVER DAMAGE 0. edicel ts and therapy dates (sxcluds treatment of event)

Concomitant
ELAVIL®, unepecified disbetic medication

G. All manufacturers

. testa/laboratosy data, including dates
unspecified date: blood tests reportedly revealed
degenerative |liver disease

1. Contact office - name/address (& mfring site for devices) 12. Phone number
Mcleil Consumer Healthcare 215-273-7303
Medical Affairs - o 3. Report
7050 Cemp Hill Road E}""-.\:i\ {check ail that appt
Ft. Washington, PA 19034 D () foreign

¢ ) study
MAR 02 2000 () terature
{x) consumer
I hesith
4.?¢nn~e:hodbvmhm . ¢ ) professional
02/22/00 (A) NDA # 19-872 () user faclity
Fm, protocol # IND # com
PLA # ¢ ) représentative
pre-1938 ( ) Yes ¢ ) distributor

W._Tmofnpon oTC ¢ ) other

{check all that apply} product (X) Yes
¢ ) S-day (X)15-day

. Adverse svent termy;
¢ ) 10-day ¢ )periodic 8 o

¢ ) Initial (x)follow-up # 1 LIVER DAMAGE

AR X 1 2000

(9. Mir. report numbar

1293834A

7. Other relevant history, including preexisting medical conditions (e.g., allergies,
race, pregnancy, smoking and sicohol use, hepatic/renal dysfunction, etc.)

ruptured disc and 4 pinched nerves, back fusion (1998),
diabetes, arthritis; allergic to sulfa drugs, codeine,
KEFLEX®, DARVON®, TORADOL®

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

2. Health professional?

Submission of a report does not constitute an
sdmission that medical personnel, user facllity,
distributor, manufacturer or product caused or
contributed to the event.

LA
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() Yes () No € ) Yes ( ) No ( ) Unk




___ asweimramungm
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:Nelt Consumer Heslthcare UF(Dist ropent #

Nashington, PA 19034-2299

C. Suspect medication(s)
2. Age at time 3. Sex . 1. Name (give labeled suength & mfr/labeler, it known) -
of svent:

.20 yrs (X)female #1 unspecified TYLENOL product
unknown or ”2
2. Dose. frequency & route used 3. Therapy dates {if unknown, give duraticn)
tromito (or best estimate)
1. X Adverse svent snd/or Product problem {e.g., defects/malfunctions) |#1 “overdose”, po n unknown dates or duration
7. Outcomes sttibuted to adverse event ” ”
(check all that appiy) () desbiity 4. Diegnasis for use (indication} 5. Event sbeted after use
(x) desth 02/12/00 () congenital snomaly #1 unknown stopped or dass reduced
() Wetivestening ( ) required intervention to prevent #1 () Yes ( ) Mo (X) N/
) mm-mdeww #2 ]
JTS.- () other 16 Tot # Gt knowm 7. Exp. date (f known) |#2 ( ) Yes ¢ ) No ( ) N/
of svent 4. Date of this report #1  unknown #1 unknown :O-.Enmmdaﬂu
2 reintroduction
s 2/ 11/ o kb ___ " #1 () Yes () No (X) N/
8. Describe event or problem 9. NOC # - Tor product prablems only (if kKnown) 1
Consumer report received via Internet of DEATH (she passed - - Ilz () Ves () No( )N/
away) allegedly sssociated with the use of an unspecified 70, Goncomitant medical products and therapy detes (sxclude treatment of sventl |
TYLENOL® acetaminophen product in her 20 year old deughter. unknown R

According to report, on sn unepecified date, her deughter
took sn OVERDOSE of TYLENOL. On 2/11/00, “her liver died”
C(LIVER FAILURE) and on 2/12/00, "she wes gone.” MNo further

fnformation wes provided. G. All manufacturers
1. Contact office - name/address (& mfring site for devices) |2. Phone number
Mcheil Consumer Healthcare 215-273-7303
Medical Affairs 3. Report source |
Iy 7050 Camp Hill Road idﬂckl“ﬂiﬂlw'v)i
/“ Ft. Washington, PA 19034 ¢ ) foreign
! 1 ¢ ) study
( ) literature
(x) (-
: T?mnmdbym 5. ¢ ) professional
03/04/00 (A} NDA # 19-872 C ) user feciity
]6. if IND, protocol # IND # company
PLA # ¢ ) representative
. Relovant tests/laboratory data, including dates pre-1938 ( ) Yes ¢ ) distributor
unknown 17 Type of report otC (x) other:
{check all that apply) product (X)) Yes Internet

( ) b-dsy (X)16-day
¢ ) 10-dsy( )periodic
(X) initisl (¢ )follow-up # DEATH OVERDOSE
LIVER FAILURE

8. Adverse event termis)

9. Mfr. report number

1325474A
E. Initial reporter

7. Other relevant history, including praexisting medicai co. ditions (e.g., allergies,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

unknNown 1. Name, address & phone #
MAR - 9 2000
MAR X 8 2000
2. Health professional? 3_.. Occupation 4. Initial reporter also
sent report to FDA

Submission of a report does not constitute an
m admission that medical personnel, user facility, € ) Yes () No € ) Yes () No () unk
distributor, manufacturer or product caused or
Facsimile Form 3500A  contributed to the event.




