ANDA 74- 507 March 15, 1999

Circa Pharnmaceuticals, Inc.
Attention: Joyce Anne Del Gaudi o
33 Ral ph Avenue

P. O Box 30

Copi ague, NY 11726-0030

Dear Madam

This is in reference to your abbrevi ated new drug application
dated June 16, 1994, submtted pursuant to Section 505(j) of the
Federal Food, Drug, and Cosnetic Act, for N cotine Polacrilex
Gum USP, 2 ng (base).

Reference is also nade to your anmendnents dated January 8,
March 3, March 9, and March 10, 1999.

W note and agree with your proposed surveillance and marketing
pl an, described in your subm ssions dated March 3, and March 10,
1999, designed to assure patient conpliance with the approved

| abeling. 1In addition to quarterly summaries, we request that
you submt an integrated report of your findings for review by
the agency at the end of 3 years to determ ne the need for
continuation or change of your plan.

We have conpl eted the review of this abbreviated application and
have concluded that the drug is safe and effective for use as
recommended in the submtted Over-The-Counter (OTC) |abeling.
Accordingly, the application is approved. The Division of

Bi oequi val ence has determ ned your N cotine Polacrilex Gum USP
2 ng (base) to be bioequivalent to the listed drug (Nicorette
Gum 2 ng (base) of Smthkline Beecham Consuner Heal thcare, LP)

Under 21 CFR 314.70, certain changes in the conditions described
in this abbreviated application require an approved suppl enent al
application before the change may be made.
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Post - marketing reporting requirenents for this abbreviated
application are set forth in 21 CFR 314.80-81 and 314.98. The
O fice of Generic Drugs should be advised of any change in the
mar keting status of this drug.

Si ncerely yours,

Dougl as L. Sporn

Di rector

O fice of Generic Drugs

Center for Drug Eval uation and Research



