DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville, MD 20857

NDA 21-045/8-011

Barr Research, Inc.
Attention: Joseph A. Carrado, M.Sec., Ph.D.
Senior Director, Regulatory Affairs

One Bala Plaza, Suite 324

Bala Cynwyd, PA 19004-1401]

Dear Dr. Carrado:

Please refer to your supplemental new drug application dated April 16, 2003, received April 22,
2003, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Plan B®
(0.75mg levonorgestrel) tablets.

We acknowledge receipt of your submissions dated July 25 (3) end 31, August 8 (2),
September 4, 8, 9, and 15, October 6, 10, 15 (2), 17, 21, 24, 29, 30 and 31, December 3 and 9,
2003; and January 9 and 30, February 6, 10, 13, 20 and 24, and March 11 and 26, 2004.

This supplemental new drug application proposes nonprescription (over-the-counter (OTC))
availability of Plan B (0.75mg levonorgestrel) tablets for emergency contraception to reduce the
chance of pregnancy after unprotected sex (if a contraceptive failed or if birth control was not
used).

We have completed our review of this supplement and, for the reasons described below, find
that the supplemental application is not approvable at this time under section 505(d) of the Act
and 21 CFR 314.125(b).

You propose OTC status for Plan B for both adults and children based primarily on an actual
use study in 585 subjects. Only 29 of the 585 subjects enrolled in the study were 14-16 years
of age, and none was under 14 years of age.

In a December 16, 2003 joint meeting, the Nonprescription Drugs Advisory Committee and
the Reproductive _Health Drugs Advisory Committee considered your proposal to switch Plan

Based on a review of the data, we have cancluded that you have not provided adequate data
to support a conclusion that Plan B can be used safely by young adolescent women for
emergency contraception without the professional supervision of a practitioner licensed by
law to administer the drug. In your March 1], 2004, amendment, you proposed to change
the indication to allow for marketing of Plan B as a prescription-only product for women



