


Dear MT. Brady: . . . . 
This responds to your letter of November 21,2QQI,. Ganceming Abbrevirrrtad New Drug 
Applications fmAs) ne;feencing ,ScI@g’s R&e@@ ~Firbavirin) (ITiDA 20-903), You 
represent 1CN PhannacturicdS, Inc. (ICN), which hol& twopmtents that ardi&d~~ 
Apprmd Drug Products with Xhernperctjc Eqtivaleme 6vduuEsons (Orange Book) fen 
RcbetoMD. These arz tJ& Patent No. $767,097 (the ‘097 patent) and U.S. Patent No. 
6,0@,772 (the 772 patent).’ Your letter seeks assurance tha@DA will require ANDA 
applicant& to submit pateut certifications un&. section 505(j)(Z)(A)(vii)( or @ I?) of the 
Federal Food, Drug, and Cosmetic Acr (the Act) for these jpafcnts, and will not pwmir 
submission of a s tabment under section SOS (j)(IE)(A)&ii$ (a -se&on viii statement). 

The agency has reviewed. the record in this matter, and determined it would not ba 
appropriate for any ANDA applicant referencing Schering’s Rcbctol@ to submit a se&on viii 
s&semen1 for the ‘097 or ‘772 pmtent. Thczcfore, FDA will require any ANDA referencing 
Rebezol@ io contain a paragraph III or pcyoLFilpIi N certification for the ‘097 qnd 772 
pasellts. 

If you have further questions regarding this issue, pftase contact Ceeelia Parise, F&gulatmy 
Policy Advisor to the Director, OfEce of Generic Drugs, at (30 1) 827-5845. 

Sincerely, 

e? - Gary Buehkr 
-- 
osce 4a3eneiie;m 
Center far Drug ~vabrati~a and Research 


