76-6-9870 "L a 19034

of FDA use enly

- MEDWATCH . i

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM P
age

C. Suspect medication(s)
1. Neme (give labeled strength & mtr/labeler, if known)

A. Patient information
1. Patient identifier

#1 Regular Strength TYLENOL Product
#2 TEGRETOL® Tablet 200 mg

In confidence

B. Adverse event or product problem

2. Dose, frequency & route used 3. Therspy dates (if unknown, give duration)
from#ito {or best estimate)

1. X Adverse event and/or Product problem (0.g.. defects/malfunctions} [#1 1300 mg/daily, po LAl 5/722/98-?;unknown duration
2.0 ributed to ad event #2 200 mg, bid, po #2 5/13/98-7;unknown duration
(check af that apply) () dieability 4. Disgnosie for use (indication) 5. Event absted stter use
pped or dose reduced
() death (moldayhyr} ( ) congenital anomaly #1 unknown
() e-threatening ) nquwdmm«mmto £1 () Yes () No (X) N/A
rmanent impeimment/damege
(x) hospitalization - initiel or prolonged P' #2 mood swings
C) othu: 6. Lot # {if known) 7. Exp. date (if known) [#2 ( ) Yes ( ) No (X) N/
3. Date of event 4. Date of this report 21 Unknown n Unknown 8. Event reappeared after
9/2/98 09/24/98 22 unknown 2 unknown reintroduction
Imo/dayivr) {mo/deylyr} "oy C) No OX) N
es o
5. Dascribe event ar problem 9. NDC # - for product problems only (f known] /
Physician report rec’d via manufacturer (Mfr report # - - ' #2 () Yes ( ) No (X) N/
9BUSAT1354) of HEPATITIS, JAUNDICE, and LIVER FUNCTION TESTS 10 Conmart Jioal producte and thorapy dates (exciode treatment of sventl
ABNORMAL (elevated tiver enzymes) atlegedly associated with ’ Sect C#3 alcohol' C#4 SEROQUEL®, unknown dose, unknown
one of our TYLENOL® acetaminophen products, TEGRETOL®, duration (5/22/98 kD)

alcohol and SEROQUEL®. Physician reports patient began
I'EGREI’OL on 5/13/98 for mood swings. According to physician,

™~ baseline Liver enzymes were normal. On 5/22/98, TYLENOL G. All manufacturers
‘_:m qbh was added to the drug regimen, which also 1. Contact office - name/addrese (& mfring site for devicas) |2. Phone number
1T§cluded SEROQUEL®. During the first week of September, McNeil Consumer Products Company 215-233-7820
patient was reportedly transferred from one hospital to Medical Affairs 3 Report source
another to be monitored for hepatitis. Lab results at that - 7050 Camp Hill Road (chock all that apply)
time revealed patient’s ALT=3200, AST=1800, alk phos=215 and Ft. Washington, PA 19034 ¢ ) foreign
GGT=400.Enzyme levels reportedly began to decrease without ¢ ) study
discontinuing medication. Patient has no history of alcohol ¢ ) literature
abuse but was at a picnic prior to the incident. No further ¢ ) consumer
information was provided. .
health
4. Date recelved by ot S. {x) professional
{masdayiyrl
09/22/98 {A) NDA ¢ 19-872 ¢ ) user facility
8. If IND, protocol # IND #
company
PLA # ( ) representative
6. Relevant tests/laborstory data, including dates pre-1938 ( ) Yes ( ) distributor
9/7/98:SGPT (ALT)=3200;SGOT (AST)=1800;alkaline phosphatase= 7. Type of report (x) other:
(check alt that apply) orTc
215; GGT=400 product  (X) Yes manuf,
( ) 5-day (X)15-day

8. Adverse svent term(s}
( ) 1O-day ( )periodic

(X) Initial ( )follow-up # HEPATITIS JAUND I CE
LIVER FUNC ABNO

8. Mfr. report number

7. Other relevant history, including preexieting medic:’ Tdone {e.g., allergies, 101'063A
race, pregnancy. smoking and aslcohol use, hepatic/renal dysfunction, etc.) E. Init|a| reporter
ro history of alcohol abuse 1. Name, addrees & phone #

) 2. Health professional? |3. Occupeth 4. Inidal reporter also

— sent report to FDA
Submission of a report does not constitute an

m sdmission that medical personnel, user faciity. (X) Yes ( ) No heatth prof ¢ ) Yes ( ) No (X) Unk

distributor, manufacturer or product caused or

Faceimile Form 3600A contributed to the event.
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THE FDA MEDICAL. PRODUCTS REPORTING PROGRAM

A. Patient information
1. Patent ldentifier |2. Age at time
of event:

S3 yrs

or

Date
of birth:

or

in confidence

B. Adverse event or pr
1. X Adverse event and/for

oduct problem

VEDWATCH i

86-9 -00-0

Unk lbs

kgs

Product problem (e.g.. defects/maifunctions)

Report

Apyreved by FOA on 11/16/83

cwr v 1 UM, PA 19034

FOA use eniy

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

l_i. Regular S_Egg_ngth I_):_lenol
2

2. Dose, frequency & route used 3. Therapy dates {if unknown, give duration)

fromfto lor best estimate)

1975 mg, Q4K M 1/24/95; 1 day

7. Outcomes attributed to adverse event
tcheck sli that apply)

( ) dwability
() death ( ) congenital anomaly
(moidaylyr)
) ife-threatening <) required intervention to prevent
peonTanent impaiment/damage

(x) hospitakzation - nitial or prolonged
(x)‘ M"": recovered

?2 12

4. Diagnosis for use (indication) S. Event abated after use

#1 flu like s toms stopped or dose reduced

smmeem e s e [T (X) Yes () No () N/A
02 . —

6. Lot # (if known) 7. Exp. date (it known) |#2 ( ) Yes () Nt; )N/

3. Date of event 4. Date of thie report

1/28/95 09/23/98

tmoldev/ye}

(maoideylyrt

" Unknown 1 Unknown 8. Event reappeured after
2 ”2 reintroduction

S. Describe event or problem

Consumer’s written report alleges that the use of onc of our
TYLENOL® acetaminophen'"products was associated with
HEPATITIS (hepatitis C). According to consumer, she took an
unspecified quantity of TYLENOL for the flu and has had
hepatitis C for 3 years now.

=t ‘Addinonal written mformatlon received on 9/23/98: Consumer

\dlcates she experienced acute fulminant LIVER FAILURE with
g ia\ndlce secondary to acute hepatitis. According to
consumer, injury was secondary to Tylenol ingestion on
setting of (unknown at time) chronic hepatitis C. She took
three Regular Strength Tylenol every 4 hours on 1/24/95 for
flu tike symptoms. She was admitted to hospital (1/28/95),
wransferred to 2nd hospitat (2/2/95) & discharged (2/7/95).
patient stopped taking the product and symptoms slowly
subsided over months. Patient is now on interferon for
chronic hepatitis C and #doing wonder ful ly*.
information was provided.

No further

#£1 () Yes ( ) No (X) N/A

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

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

10. Concomitant medical producte and therapy dates lexclude lreatment of event)
Interferon

G. All manufacturers

1. C t office - name/add

2. Phone number
215-233-7820

{& miring site for devices)
McNeil Consumer Products Company

Medical Affairs

7050 Camp HWitl Road

Ft. Washington, PA 19034 { ) foreign
( ) study

3. Report source
{check all that apply)|

( ) literature

{x) consumer

6. Relavant testa/iaboratory data, inciuding dates

Unknown

- heaith
4. Date received by manutacturer|5. ( ) professionat
1moideylyrl
09/23/98 {A}NDA ¢ 19-872 ( ) user facility
6. if IND, protocol # IND ¥
. company
PLA # ( ) representative
pre-1938 () Yes ( ) distrbutor
( ) other

7. Type of report

{check all that apply} oTC

product (X) Yes

( ) S5-day (X)15-day
( ) 10day ( ) periodic

8. Adverse svent termis}

( ) Initiat  (X)foow-up # 1 LIVER FAILURE

.

9. Mfr. report number

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

Chronic hepatitis C secondary to blood transfusion 20+ years
ago

Q.. sllergies,

1025000A
a eporte
1. Name, address & phone #

gc” 17 s

Submiesion of a report does not constitute an
admission that medical personnel, user facility,
distributor. manufacturer or product caused or
conuibuted to the event.

FOA

Facsimite form 3600A

2. Health professional? !3. Occupation 4. Initial reporter also

sent report to FDA

() Yes ( ) No () Yes ( ) No ( ) Unk




