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TheHonorable James E. Rogan I 
Under Secretary of Commerce for $telJectuai Proper-$ &d” ’ ‘” -. .*’ ’ 

. . . i 

Director of the United States Patent a.& ‘&&&ma& @ fice” “’ -“’ ‘- ‘I_ 
ai 1’ ‘i 

” 1 
.: ,, _ i 

Box Pat. Ext. 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear Director Rogan: 

This is in regard to the applications for patent term extension for US;, Patent NC& 5:962,468; 

A review of the Food and Drug A$n~,nistration~s, official, records in&&s that this product was 
subject to a regulatory review period,before its” comm.er&at m$keting or’use,‘as%qt$red under 35 
U.S.C. § i56’{ij(4ji 0 ur’records also indicate that it represents the first permitted c&m’ercial““- & _,&ll iSA&% “,<P marketing or use of the product, as det%ed irnd&‘35 U:‘s:c:‘$ 156(f)(l), / .” 

,.$*.“ ,d,,, _ ,_ . I ei:,;: :- -, ‘L-:~j?i :a.,... j 
in Glaxo Operations UKLtd. v. &gg, 706 F. Supp. 1224 (E.D: Vi: l!@@Ti”’ 
(Fed. Cir. 1990). 

The NDA was approved on April 4,2003,.which rn,&esithe sub&&on of 
extension applications on May-29, ‘I?$&, timely within the me@& of35 U.S.C. 6 ,_ 

1156(d)(l j. : 

Should you conclude that the subject Patents are eligible for patent term extension, piease a&&e us‘; 
accordingly. As required by 35 US$Y $‘ls6(d)@>(A) Ge &jri.%kn de‘t;-&;;;;‘& $,,licablt;l 

, ) di _,, )I !^,$$&_ ,& ~ ,,q, .“* 3.x .dbi ,i( 3 .bf”“4i-$.~‘“a~! ,*,$%“a .b *J 
regulatory review period, publish the d.eterni&&n in the Fc++ Register, and~notrfy you of our 
determination. b’.. q _ ‘i. 4 , 
Please Iet me know if we can be of further assistance. 

Sincerely yours, 

i , 1. .’ i.. \, ” ., ; / ,” ;,_ ,, jq : 
cc: 

Charles,E. van.Hdti _ 

Finnegan, Henderson, Farabow, Garrett’& Dunn& 
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.I_” _,..,_ ‘.., 1 I _, i i.. ~., .I 1300 Eye Street, NW ,, 

Wash.&$on, DC 20005-33’15 ’ / , ,ij: ” 1.” II I,, 1:., ,‘: j___ ~,, ’ 
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