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21 CFR 314.80(c)(2) Adverse Drug Evnerience Report

(ii)(a) Narrative Summary

A reporter called Watson Laboratories, Inc. regarding a patient who died
after an overdose with Hydrocodone/Acetaminophen 7.5/750 m3 Tablets.
The reported stated that a woman in her early 40's underwent a
bunionectomy and was prescribed a Hydrocodone/Acetam; nopken product
for the pain. The reporter was initially unclear as to which product was
involved, but she then indicated that the patient was prescribed Hydrocadone:
Acetaminophen 7.5/750 mg prior to the surgery and was instrucred to take
the medication before and after the surgery. She indicated that the doctor had
prescribed 1-2 tablets every 4-6 hours, and the patient had taken 12 tchlets in
24 hours. The reporter explained that the patient sustained toxic liver
damage and died around November 17, 1999.

(ii}(b) ndex

1. Manufacturer Control No: 01-0070
Patient Information Adverse Reaction
Initials: Unknown Death, Overdose,
Sex: Female Liver Damage
Age/DOB:  early 40's
Weight: unknown

(ii)(c) Narrative of Action Taken

We reviewed the FDA-approved package insert for Hydrocodone
Bitartrate/Acetaminophen Tablets. The package insert states that the usual
daily dosage of the 7.5/750 mg strength tablets is one tablet every four o six
hours as needed for pain. It states ‘the total daily dosage should not exceed 5
tablets’. Under the ‘Overdosage’ section of the package insert, it states ‘In
acetaminophen overdosage: dose-dependent, potentially fatal hepatic necrosis
is the most serious adverse effect’. The insert states ‘In adults, hepatic
toxicity has rarely been reported with acute overdoses of less than 10 grams,
or fatalities with less than 15 grams.’

Limited information was received regarding this event. Ifany further
information becomes available. it wi I be forwarded referencing

Manufacturer Control No. 01-0070.
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