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Organon, Inc. 
Attention: Giselle Rose 
Director, Regulatory Affairs 
375 Mt. Pleasant Avenue 
West Orange, NJ 07052 
 
 
Dear Ms. Rose: 
 
Please refer to your supplemental new drug application dated September 29, 2004, received September 
30, 2004, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for NuvaRing® 
(etonogestrel/ethinyl estradiol vaginal ring). 
 
This supplemental new drug application provides for changes to the Physician Package Insert and 
Patient Package Insert to reflect the results of the final clinical study reports for studies numbered 
34224, 34229, and 34235 and clinical pharmacology studies numbered 34225, 34232, 34233, and 
34234. 
 
We acknowledge receipt of your submissions dated April 14 (2), June 23, July 15, 25 (2), and 28, 
2005. 
 
We completed our review of this application, as amended.  This application is approved, effective on 
the date of this letter, for use as recommended in the agreed-upon labeling text. 
 
The final printed labeling (FPL) must be identical to the enclosed labeling (text for the package insert 
and text for the patient package insert). 
 
If you issue a letter communicating important information about this drug product (i.e., a “Dear Health 
Care Professional” letter), we request that you submit a copy of the letter to this NDA and a copy to 
the following address: 
 
    MEDWATCH, HFD-410 
    FDA 
    5600 Fishers Lane 
    Rockville, MD  20857 
 
We remind you that you must comply with reporting requirements for an approved NDA (21 CFR 
314.80 and 314.81). 
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If you have any questions, contact Karen Kirchberg, N.P., Regulatory Project Manager, at  
(301) 827-4254. 
 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Donna Griebel, M.D. 
Deputy Director 
Division of Reproductive and Urologic Drug 
Products 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
 

 
Enclosure 
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