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Review Completion Datgp@/17/99

Review number: 1

IND/NDA number: NDA 21-040 .

Serial number/date/type of submission: November, 1998
Information to sponsor: Yes () No (X)

Sponsor (or agent): R.W. Johnson Pharmaceutical Research Inst.
Manufacturer for drug substance: Same?

Drug:
Code Name: '
Generic Name: estradio] and norgestimate
Trade Name: Ortho-Prefest '
Chemical Name:
CAS Registry Number:
Molecular Formula/ Molecular Weight:
Structure:

Relevant INDs/NDAs/DMFs:

Drug Class:

Indication: Indication: Hormone replacement therapy (HRT)

norgestimate (NGM).

Route of adnﬁnisu'aﬁoh: Oral

Proposed clinical protocol or Use:

Previous clinical experience: Approved drugs
Disclaimer — use of sponsor’s material

Introduction and drug history:

is the natural estrogen and is also an approved drug. No differences in the toxicity of
norgestimate + EE and norgestimate + 17B-estradiol would be expected.
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- OVERALL SUMMARY AND EVALUATION:

Introduction: ) '
Safety Evaluation: The t\@'drugs are approved and are used in doses equal to or less than the
approved doses. There are no safety issues with the combination.

Clinical Relevance of Safety Issues:
Other Clinically Relevant Issues:
Conclusions:

-Communication Review: )

-~ Labeling Review (NDA): Labeling should be standard format
- Investigator’s Brochure/Informed consent review (IND):

RECOMMENDATIONS:

Internal comments: Pharmacology recommends approval of NDA 21-040
External Recommendations (to sponsor):

Draft letter Content for Sponsor:

Future development or NDA issues:

Reviewer signature/team leader signature [Concurrence!Non-concurrcnce]
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cc: list HFD-580; AlJordan/DMoore

Draft date (# of drafts):

Memorandum of Non-concurrence (if appropriate, attached):
Addendum to review (if necessary):

Appendix/attachments:



