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8
This draft guidance, when finalized, will represent FDA's current thinking on this topic.  It does not create 9
or confer any rights for or on any person and does not operate to bind FDA or the public.  You can use an 10
alternative approach if it satisfies the requirements of the applicable statutes and regulations.  If you want 11
to discuss an alternative approach, contact the FDA staff responsible for implementing this guidance.  If 12
you cannot identify the appropriate FDA staff, call the appropriate number listed on the title page of this 13
guidance.14

15

16
17

18

19
20
21
22
23

I. INTRODUCTION 24
25

This guidance describes the recommended labeling for health care providers and patient 26
instructions for use for new drug applications (NDAs) and abbreviated new drug applications27
(ANDAs) for combined oral contraceptives (OCs) that contain estrogen and progestin. A draft 28
guidance on this topic was issued for comment in June 2000. Many comments were received on 29
the 2000 draft guidance and, as a result, many changes have been made to the guidance.  Because 30
of the many changes, we are making the guidance available again in draft to allow for additional 31
public review and input.  The references listed at the end of this guidance do not go in the 32
labeling.33

34
35
36

1 This guidance was developed by the Division of Reproductive and Urologic Drug Products in the Center for Drug 
Evaluation and Research (CDER), Food and Drug Administration (FDA).
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