
.... ,._..,., _,...,._, ' ..,, ......... ".-...............,...it.r-f,' c.W• JC.., .1,L, • ...,.,. ' 

DEPAITMENT OF HEALTH I. HUMAN SERVICES Public Heolth Satv,co 

---------· ---· -----
Foad - O,ug Adm1nistr1toon 
Rockville MD 20857 

NDA20-472 

APR26m, 

Phamw:ia Inc. 
Attention: Ms. Betsy J. 'Waldheim 
Manager, &cgulatory Affairs 
P.O. Box 16529 
COLUMBUS OH 4.3216-6529 

Dear Ms. 'l'aldhcim: 

Please refer to your Juae 21, 1994, new drug application (NDA) subminal under section 505(b) 
of the Federal Food, Drug, and Cosmetic Aa for F.string (atradiol vaginal ring), 2 mg. 

'We ackoowledge rcc:cipt of yolU' ~ dated September 21, October 4, and Novanbcr 3, 
1995. We also acknowledge your teld'acsimila dated April 17, 19, 23, and 24, 1996. 

nus new drug appliati011 proYida for the tr'Qbnent of urogenital symptoms associated with 
post-menopausal atrophy of the vagina (such II dryness, burning, pruritus and dy,patt11nia) 
and/or the lower urinary tnct (urinary urgmcy and dysuria). 

We have completed the review of this application, iaduding the submitted draft labeling, and 
have concluded that adequate information lsas been presented to danonstratc that the drug 
product is safe and effective for use as recommended in the draft labeling submitted June 6, 1995, 
(pouch and carton) and April 21, 1996, (patimt pad11v Wert and physician insert). 
Accordingly, this application is approved effective on the date of this Iffier. 

The final printed labeling (FPL) must be identical t.o the drafts submitted April 21, 1996, (patient 
package imcrt and physician insert) and June 6, 1995, (carton ar,d pouch). Marketing the 
product with FPL that is not identical to tbcsc draft labels ma:, rmdcr the product misbranded 
as an unapj)tond new drug. 

Please submit twa,ty copies of the FPL as soon II it is available, in no case more than 30 days 
after it is printed. Please individually mount twelve of the copies on heavy weight paper or 
similar material. Fo,· administrative purposes this submission should be designated "FINAL 
PRINTED lABEUNG" for approved NDA 20-4n. Approval of this submission by FDA is not 
required before the labc:ling is used. 

Should additional information relating to the safety and effectiveness of the dnig become 
available, revision of that labeling may be required. 
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hi addition. plcuc ,uhmk lhrec· copies of die illtracluctory promotional material dial you 
proposc m use for this product. All proposed ma&criab shawd be submiucd in draft or mock-up 
form, not in fuu1 prim. Plasc mhmit one copy to this DiYision and two copies of both the 
promoiional material aacl die package iwrt diaedly to? 

food aad Dnag Admininralioa 
OiTI&iOd of Drug Marutinc, A.tmrtuina and Coman,~ HfIMO, 
5600 Fisbcn Lane 
l\ockvilk, MarylllMI 20157 

Valicbtion of the regulatory methods has not bclG camplcced. At the praaat time, i1 is the 
poli...7 of die Centa' no~ to withhold approftl lacame the methocb are beiag nlidatat 
Nevtt1hrlas, •e expect your madnucd cooperaioa to raolw •r problam that may be 
ideatifled. 

P~ submit oae markc& padup of tile drug wbm it is available. 

We mniad you lhat you must comply with the ,cquirancnu for an approved NDA set forth 
WMler 21 CFR 314.tO mad J14.II. 

If you have any quaoons. please coaact: 

Ms. ChriswiaKislt 
eo.s.u.rSafetyOfficer 
(101) 443-1520 

Si1M:adyyours 

/,..¼.,r-,,--~j 
Solomoa Sobel. M.D. 
Direclor 
Diris.on of Mec.bolism and 

Endocrine Dnac Products (HFO-SJO) 
Office of Drug EvaJNtion 11 
c.ater for Drug Evaluation and Jlesr.vch 

https://Diris.on



