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1. Patient Identifler [2. Age ot time 3. Sex 4. Weight 1. Name (give labeled strength & mir/flabeler, if known] '
of event:
or 33 yrs (X)female |unk lbs 1 TYLENQL. Anatgesic Unknown
unknown_ Date or #2 TYLENCL® PM
2 3 . -
in Confidence of birth: ( Jmale kgs 2. Does. frequency & route used 3. Therspy datss {if unknown, give duration}

s N\ I 0 d fromRo ior bewt estimats)
1. X Adverse svent and/or Product preblerm: lv.g.. defects/malfunctions) 1#1 2, gbh, po L] several months
2. Outaomes attdbuted to sdvarse svent- 22 unknosn 2?2 unknown

Verbsl report received via medis of a presumed TYLENOL®
OVERDOSE allegedly associated with the use of a TYLENOL
acetaminophen product and one of our TYLENOL® PN products.
According to reporter, a 33 year old female patient'took two
TYLENOL every & hours for several months for back pain.
Patient may have also taken TYLENOL PM. As of 1/20/98, the
~gtient was in the hospital swaiting a liver transplant
.'VER DAMAGE) due to “presumed TYLENOL overdose”, Reporter
Zable to provide any additional information regarding
event. Unable to request further information since reporter
unable to provide name, address, or telephone number of
treating physician or patient.
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unknown

{check all that apply! ¢ ) deabiity 4. Disgnoels for use (indication) 6. Event abetsd after use
() demh () congenital anomaly #1 back pain stopped or doss reduced J
¢} ethreatening { ) required intervention to prevent £1 () Yes ( ) No (X) N/
(x) hospitalzation - intial or protonged o o R #2 unknown
' ) \ other: 6. Lot # {if known) 7. Exp. date {if known) [#2 ( ) Yes ( ) No (X) W/
3. Date of event 4. Date of thie regort 21 Unknown LA Unknown 8. Event resppeared after
mcrentys KO gt 01/21/98 #2  Unknown #2  Unknown reintreducion
6. Describe event or probiem S NOC T ior s duct probt TR 1 #71 () Yes ( ) No (X) N/
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#£2 ( ) Yes ( ) No (X) N/
ducts and therapy dates (exciude trestment of event)
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10. €

unknown

offise - laddrens (& mfring site for devices) 2. Phene number
McNeil Consumer Products Company 215-233-7820
Medical Affairs 3 Report sourcd
7050 Camp Hill Road (check alf that apply
Ft. Washington, PA 19034 ¢ ) foreign 1
) () study
() lterature
( ) consumar
health
4. Date n’:rvod by manufecture?|S. ( ) professional
01720798 (A) NDA ¢ 17-552 ¢ ) user faciity
8. It IND, protocat # ND &
I na e Cr
pee-1938 () Yes () d= .uor
7. Type of report ore (x) other:
{check all thet spply) product  (X) Yes Reporter
() Sdev (X)16-dey 8. Adverse svent tarmi{si
{ ) 10-day ( )pedodic
(X) Inisl ( )folow-up # OVERDOSE LIVER DAMAGE
3. Mfr. repart Rumbes

7. Other relevant history, including preexisting medical conditons le.g.. silergies,
race, pragnancy. smoking snd sicohol use, hepatic/renal dysfunction, etc.)

unknown
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Submission of a report does not constitute an
admission thet medical personnel, user faclity,
dietributor, manufacturer or product caused or
contributed to the svent.
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{ ) Yes (X) No News Reporter




