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A. Patient information

1. Patientidenlifisr | 2, Age at time

of avent:

or
Date

In confidenca of birth:

8. Adverse event or product problem
1. M/} Adverseevent  andior

38 Years

m Product problem {e.g.. defects/malfunctions)
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C. Suspect medication(s)
1. Namea (Product Name) Es {Labeled Strength

(MfrfLabelar)

2. Oulcomes attributed to adverse svent o
(check sl that apply) D disability
B dasth 11/19/%9 D congsnital anomaly
R D required inlervention 1o prevent
(O tte-threatening | permanent impakmentdamage

D hospilakization — intial or prolonged m other: ___ — ]

# Vicodin
il
r / /
2. Dose/Frequency/Route used 3. Therapy Mates {if unknown, give duration)
2 q 2h From To (or best #stimate)
*! ¢ abs prn /om » ~05/16/99
w2 / / #2 -

4, Dlagnosts for use (separate Indications with commes)
4y Post-op pain

S. Event abated sMer use
stopped or dose reduced
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4. Date of

3. Date of
11/16/39 thisreport 12/16/99
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5. Dsscribe avent or problem (up lo a lotat of 6400 characlers allowed)
3BF with negative PMH admitted with
fulminant hepatitis, likely secondary to
excessive acetaminophen ingestion. Also
acute renal failure, and DIC with GT
bleed.

Foot surgery approx S D PTA. Patient's
surgeon prescribed Vicodin 1-2 tabs q
4-6 h prn for post-op pain. Vicodin
failed to relieve pain and a new Rx for
={Vicodin ES 1-2 tabs q 4-6 h prn pain
“jssued. Later Darvocet N-100 was
fg;rescribed for pain unrelieved by

| vicodin ES.

=TT,

Acetaminophen ingestion was estimated by
tablet count as follows:

Vicodin ES #36 tabs = 27 G

Vicodin #2 taba = 1 G

Darvocet N-100 #4 tabs = 2.6 G
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6. Lot #{if known) 7. Exp. date {f known|
#1 81
#2 #2

#2 [Jyes O ro Dgggf'y"’

8. Eventreappeared after
reintroduction

#*1 DY“ D no Dgoa yn't

9. NOC # (for product problems only)

#2 Jyes oo (gognt

10. Cencomitant medical products and therapy datef

D. Suspect medical device
1. Brand name

(up 10  tolal of 1000 characlers)

2. Type of device

3. Manufacturer name & address
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4. Opsrator of devics
D heaith professional
D iay userpationt

D other:

5. Expiration dste
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6. Relevant tasta/iaborstory data, including dates (a total of 1000 characters allowed)
11/16/99 ED Admit Labs

ALT 8579, AST 12,915
T Bili 7.3

Ca 6.1
Acetaminophen 20.8,
INR 4.2

Creatinine 4.1
Bicarb 12

Salicylate 7.0

6.
s BEC 2 2 1999
catalog # 7. If implanted, give date
—WEDWATCH Ty || T
wsriai # WATCH CTuy
lot # 8. If oxplan.hd. give date
other #
9. Device available for svaluation? (Do not 3end device to FDA)
£ yes no (3 retumad to mangtacturer on

10. Concomitant medicsl products and tharapy dat

7. Other relevant history, including presxisting medical condlUons
(w to a otal of 500 characters allowed)

Negative PMH

DSS

DEC 22 1999

1. Name

(up 10 a total of 1000 characters)

E. Reporter (sce confidentiality section on back)

h professional? 3. Occupation

Rochvilte, MO 20852-9787

178

FOA

—-— " FOM Form 3500 (W)

el Uty
DEC 2299 7:d3

Fiot FDA AN

Submission of » report does not conR@GﬁﬁE\fs;io_ﬁ‘that medical

MEDWAS

2.[?;“ Dm

Phamacist

!
|
=T

4. Also reported to
D mariufaclurer

5. If you do not want your Identity disciosed to
the manufaclurer, place an "X" in this box.
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parsonnel or the product caused t#r contributed to the event.
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' Detail Reporter page - Page 2 ¢, 3
E1. Reporter (detail information) ‘

LastNsme First Nams [ Miadle nitial
i

Title

Pharmacist

Organization Department

Mailing Address - Sireel name, number, PO Box, rural routs, mail route cods designator, sic.

City 1 State Zip Code Country (¥ not USA}
~ United States

Telephone Country Code Area Code Phone Number Extension

Fax Country Code Area Code Phone Number Extension

E-mail Address
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Mail to;: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockvilie, MD 20852-8787
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For VOLUNTARY reporting by health professionals of adverse events and product problems
Continuation page - Page 3 o@"‘

B5. Describe event or problem continued (up to a total of 6400 characters allowed)

The patient also took 20 tablets (by count of remaining tablets) of 12.5mg Phenergan, and 6
tablets of Ambien 10mg. , :

1

s .
Alcohol ingestion as stated by family limited to an occasional cocktail at dﬂnner. The patient
was nauseated and constipated ( likely due to quantity of hydrocodone) for 2-3 D PTA.
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