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NDA 21-004 (lamivudine solution for hepatitis B)

Amendment: March 21, 2000



This one-volume submission contains revised draft labeling for Epivir, lamivudine for
treatment of HIV infection. The revised labeling is submitted as a supplement providing
for geriatric labeling. The applicant has concluded that clinical studies have not included a
large enough number of geriatric patients to evaluate similarities or differences compared
to younger patients, and has proposed labeling to reflect this. Changes in wording were
suggested in a comment to the applicant, for closer correspondence to language models in
21 CFR 201.57(f)(10). The proposed label wording was also referred to
Biopharmaceutics because information from a pharmacokinetic study in a small number of
elderly Japanese subjects was included (and not considered adequate for label
information). The proposed revised wording was discussed with the Biopharmaceutics
reviewer who considered it acceptable and had no further comments. The revised language
regarding geriatric patients is in accordance with DAVDP discussions of geriatric label
wording and can be approved as revised, as soon as agreement is reached on another
pending supplement that the applicant elected to cross-reference. The applicant has been
asked to address similar considerations for geriatric label language regarding the
analogous portions of the Combivir and Epivir-HBV package inserts.
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