
P.O. BOX 1450 
ALEXANDRIA, VA 223 13 I450 
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David T . Read 
Acting Director Health Assessment Policy Staffj CDER 
Food and Drug Administration 
1451 Rockville Pike, HFD-7 
Rockville, MD 20852 

AUG 1 t 2003 

Dear M r. Read: 

Transmitted l+~:qw$~is_a copy of the application for patent term extension of U.S. Patent No. 
5,464,864. The application was filed on January 4, 2002, under 35 U.S.C. 5 156. 

The 
and 8 

atent claims a product that was subject to regulatory review under the Federal Food, Drug 
osmetlc Act. Subject to final review, the subject patent is considered to be eli$ble for 

patent term restoration. Thus, a determinatiqn by your office of the applicable regulatory review 
period 1s necessary. Accordingly, notice and a copy of the application are provided pursuant to 
35 U.S.C. 5 156(d)(2)(A). It 1s noted that Fpther application for patent term extension based 
upon the regulatory review of FROVAm@ovatr iptan succinate) was filed for U:S.“.P&nt No. 
5,6 16,603. If the determ.$ation of the regulatory review period mentions any specific patent 
number, it should mention both patents. 

(tjephone) or (703)872-9411 (facsimile). 
In uiries regarding this communication should be directed to the undersigned at (703) 306-3 159 

Senior Legal Advisor 
O ffice of patent &gal Administration 
Office of the Deputy Commissioner 

for Patent Examination Policy 

cc: Heidi L. Kraus, Es . 
Steme Kessler Go1 Is tein and Fox 
1100 New York Ave NW 
Suite 600 
Washington DC 20005-3934 

. 
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RE: FROVA @  (fi-ovatriptan succinate) 
Docket No. 03E-0 147 


