CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: NDA 20582/5002

CORRESPONDENCE
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"% DEPARTMENT OF HEALTH & HUMAN SERVICES Public Healtf, Service

Rockville MD 20857
NDA 20-582/S-002

Organon Inc. DEC - 4 1998
375 Mt. Pleasant Avenue ,
West Orange, New Jersey 07052

Attention: Albert P. Mayo
Director, Regulatory Affairs

Dear Mr. Mayo:

We acknowledge receipt of your supplemental application for the following:

Name of Drug: Follisim® (follitropin beta for injection)

NDA Number: 20-582

Supplement Number: S-002

Date of Supplement:——  Novemeber 20, 1998 —
Date of Receipt: Novemeber 27, 1998

Unless we find the application not acceptable for filing, this application will be filed under
Section 505(b)(1) of the Act on January 26, 1999, in accordance with 21 CFR 314.101(a).

All communications concerning this NDA should be addressed as follows:

Center for Drug Evaluation and Research

Division of Reproductive and Urologic Drug Products, HFD-580
Office of Drug Evaluation II

Attengion: Document Control Room 17B-20

5600 Fishers Lane

Rockville, MD 20857

SISO

~

Lana Pauls
Chief, Project Management Staff
Division of Reproductive and Urologic
Drug Products, HFD-580
Office of Drug Evaluation II
Center for Drug Evaluation and Research

- ,('_ T Food and Drug Administration
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HFD-580/Div. Files
HFD-580/CSO/D. Moore

SUPPLEMENT ACKNOWLEDGEMENT
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AKZO NOBEL Organon Inc.

- CONFIDENTIAL

Division of Reproductive and Urologic Drug Products
Center for Drug Evaluation and Research (HFD-580)
Office of Drug Evaluation |l

Document Control Room 17820

5600 Fishers Lane

Rockville, Maryland 20857

NDA No. 20-582
Follistim® (follitropin beta for injection)
Chemistry, Manufacturing and Controls
Special Supplement-Changes Being Effected
Dear Dr. Rarick: - —

—

Reference is made to our approved New Drug Application for Follistim®, NDA No. 20-582. We are

herewith submitting a Supplemental New Drug Application which provides for an alternate piece of

equipment, to wash, siliconize, sterilize and dry stoppers. This equipment, the is

one unit that washes, siliconizes, sterilizes and dries stoppers. A major benefit of this equipment is the

ability to transfer washed stoppers to the sterile area without additional human intervention. The stoppers

will be unloaded in a localized class 100 area, which greatly reduces the risk of contamination during the
process.

Included in this supplement is a system description of the unit and a summary of the validation of the
sterilization cycle. Organon plans to begin using this unit on or about January 14, 1999. Please note that
this same supplement is also being submitted to nine (9) additional NDA's. A listing of these nine NDA's is
"provided on the following page.

.Organon inc. considers this application and all correspondence related thereto as confidential proprietary
information and hereby claims protection from disclosure under the applicable section of 18 U.S.C. and
Title 21 of the Code of Federal Regulations.

Should you require additional information, please contact the undersigned at (373) 325-4833.

Sincerely,
Albert P. May A"ID

Director, Regulatory Affairs CSo .

DG/cjw Bé:;“ CInar COmemo
Attachments 226499

Submitted in Duplicate  --
via CERTIFIED MAIL RRR No. Z-758-183-807

cc: Food and Drug Administration
120 North Center Drive, Building C
North Brunswick, New Jersey 08902




Listing of NDA's this submission is also being sent to:

/
{\NDA No. 16-750

i Sent to:

[ NDA No. 13-132
Sent to:

NDA No. 20-328
Sent to:

NDA No. 18-776
Sent to:

NDA No. 17-692
Sent to:

NDA No. 17-398
Sent to:

NDA No.89-624
’ Sent to:

NDA No. ‘/80-997
Sent to:

NDA No. 20-214
Sent to:

Cortrosyn® (cosyntropin) for Injection }
Division of Metabolism and Endocrine Drug Products (HFD- 510)

Deca-Durabolin® (nandrolone decanoate injection, USP)

Division of Metabolism and Endocrine Drug Products (HFD-5t07
Ry-(%%

Humegon® (menotropins for injection, USP) : ’
Division of Reproductive and Urologic Drug Products (HFD-580) ~ $¢*¥ 003

Norcuron® (vecuronium bromide) for Injection
Division of Anesthetic, Critical Care & Drug Addiction Products (HFD-170)

PregnyI® (chronic gonadotropin for injection, USP)
Division of Reproductive and Urologic Drug Products (HFD-580)

Regonol® (pyridostigmine bromide injection, USP)
Division of Anesthetic, Critical Care & Drug Addiction Products (HFD-170)

Reversoi® (edrophoium chioride injection, USP)
Office of Generic Drug Products (HFD-600)

Succinylcholine Chloride Injection, USP
Office of Generic Drug Products (HFD-600)

Zemuron™ (rocuronium bromide) Injection
Division of Anesthetic, Critical Care & Drug Addiction Products (HFD-170)




