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Food and Drug Administration
Rockville, MD 20857

NDA 20-011/S-021

TAP Pharmaceuticals Products, Inc.
Attention: Aruna Dabholkar, M.D.
Assistant Director, Regulatory Affairs
675 North Field Drive

Lake Forest, IL 60045

Dear Dr. Dabholkar:

Please refer to your supplemental new drug application dated November 21, 2000, received November 22, 2000,
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Lupron Depot® 3.75 mg
(leuprolide acetate for depot suspension).

We acknowledge receipt of your submissions dated November 27, December 7, and 19, 2000, March 21,
May 22, June 20, July 9, 13, 17, August 10, 24, September 4, 12, 18, 19, 20 and 21, 2001.

This new drug application provides for the use of Lupron Depot® 3.75 mg monthly with norethindrone acetate 5
mg daily for initial management of endometriosis and for management of recurrence of symptoms. Duration of
initial treatment or retreatment should be limited to 6 months.

We have completed the review of this application, as amended, and have concluded that adequate information
has been presented to demonstrate that the drug product is safe and effective for use as recommended in the
agreed upon enclosed labeling text. Accordingly, the application is approved effective on the date of this letter.

The final printed labeling (FPL) must be identical to the enclosed labeling (text for the package insert and
patient package insert), submitted September 21, 2001. Marketing the product with FPL that is not identical to
the approved labeling text may render the product misbranded and an unapproved new drug.

Please submit the copies of final printed labeling (FPL) electronically according to the guidance for industry
titled Providing Regulatory Submissions in Electronic Format - NDA (January 1999). Alternatively, you may
submit 20 paper copies of the FPL as soon as it is available but no more than 30 days after it is printed. Please
individually mount ten of the copies on heavy-weight paper or similar material. For administrative purposes,
this submission should be designated "FPL for approved supplement NDA 20-011/S-021." Approval of this
submission by FDA is not required before the labeling is used.

Be advised that, as of April 1, 1999, all applications for new active ingredients, new dosage forms, new
indications, new routes of administration, and new dosing regimens are required to contain an assessment of the
safety and effectiveness of the product in pediatric patients unless this requirement is waived or deferred (63 FR
66632). We are waiving the pediatric study requirement for this action on this application.
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In addition, please submit three copies of the introductory promotional materials that you propose to use for this
product. All proposed materials should be submitted in draft or mock-up form, not final print. Please send one
copy to the Division of Reproductive and Urologic Drug Products and two copies of both the promotional
materials and the package insert directly to:

Division of Drug Marketing, Advertising, and Communications, HFD-42
Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20857

If a letter communicating important information about this drug product (i.e., a “dear Health care Practitioner”
letter) is issued to physicians and others responsible for patient care, we request that you submit a copy of the
letter to this NDA and a copy to the following address:

MEDWATCH, Hf-2
FDA

5600 Fishers Lane
Rockville, MD 20857

We remind you that you must comply with the requirements for an approved NDA set forth under 21 CFR
314.80 and 314.81.

If you have any questions, call Jeanine Best, M.S.N., R.N., Senior Regulatory Associate, at (301) 827-4260.
Sincerely,
{See appended electronic signature page}
Susan Allen, M.D., M.P.H.
Director
Division of Reproductive and Urologic Drug Products

Office of Drug Evaluation 111
Center for Drug Evaluation and Research

Enclosure



GLOSSARY

Adhesions — scar tissue.
Anemia — low blood count.
Aygestin@— brand name of norethindrone acetate.

Diaphragm — barrier type birth control device that covers the cervical opening
between the vagina and the uterus.

Estrogen — female hormone produced by the ovaries.

Fibroids — non-cancerous growths of the body of the uterus.
Hysterectomy — surgical procedure to remove the uterus.

Implants — endometrial tissue that fixes itself outside the uterine cavity.
IUD — birth control device temporarily implanted in the uterus.
Menopause — the end of a woman'’s reproductive years.

Myomectomy — surgical procedure to remove fibroid growths.
Norethindrone acetate — a drug related to the hormone progesterone.

Osteoporosis — a thinning of the bone structure that is most often found in
women after menopause.

Progesterone — female hormone produced by the ovaries.

Uterus — the womb; muscular organ in which a fertilized egg embeds and is
nourished.
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