OFFICE OF CLINICAL PHARMACOLOGY ADDENDUM

NDA: 21-998 Submission Dates: 01/24/2006, 01/09/2009

Brand Name Plan B One-Step

Generic Name Levonorgestrel

Reviewer Hyunjin Kim, Pharm.D., M.S.

Team Leader Myong-Jin Kim, Pharm.D.

OCP Division Division of Clinical Pharmacology 3

OND Division Division of Reproductive and Urologic Products
(DRUP)

Sponsor Duramed Research Inc.

Relevant IND, NDA IND 45,796, NDA 21-045

Submission Type Class 2 resubmission

Formulation; Strength Tablet; levonorgestrel 1.5 mg

Indication Emergency contraception

This addendum is to correct the error in the Clinical Pharmacology review (Dr. Hyunjin
Kim, DFS, June 22, 2009) of resubmission of the NDA 21-998 (submission dates:
01/24/2006 & 01/09/2009). See the following table 2 in section 12.3 pharmacokinetics of
the label. Strikes are used for deletion and double underline is used for addition.
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