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Dear Director Rogan: # 
i 1 & 

This is in regard to the application for patent term extension for U.S. Patent No. ‘5’780,454 fried by’. -‘i;:z”.:,,:“,:, ‘T,,:‘, ::i.,~r..;“li*ini”“(:‘i I> ._(, ;- ? 1. 
Millenium Pharmaceutic&,“m& under 35 U.S.C Q 1%. The human drug product claimed by the 
patent is Velcade (bortezomib), which was assigned NDA No. 21-602. ‘: 1 : ,?I ‘, ? 1 >, -. ,! / 
A review of the Food and Drug Admmistration’s offi& records, indicates that this product was 
subject to a regulatory review period-before its’commereial marketing or use, as required under 35 r xsj, “ij ‘.I-1 ,I, :“$$-Ig $i*-.;&;*fp:; I’ 
U.S.C. 5 156(a)(4). Oui~~co~~s~~~~~~~~~~~~~~~~It represents the first permitted ~c&$#~ia~ .__.. “I II_’ ,, : .: 
marketi,ng or use of the product, as defined under,3”5 $JSIC.- 3 

‘1 
Z 56(!)(i x ‘and interpreted by the cot&s in Gzaxo i3derations u.Lt2a y ~;;-~~.~~~~~~~;y& lh~~(B.b~~Va~ rggj,,;;i”+~#gT4 ‘F..ja .$-i I : i- 

(Fed. Cir. i 990). .’ ” i ’ 
_ _ ._ ? ’ -, : : 

:  :  ,“,.i, ,_ ..” I 3 “, 
The NDA was approved on May 13; XXI3 ;‘Ghi& makes the submission of the,pater$ term extension application on July 10,2003, timely within therrnea;li~~ ~~~~‘~~~IF:: ~.ijk~~)Il j.‘ : 

Should you conclude that the subject patent is eligible for patent term extension, pie&e advise us 
accordingly. As required by 35 ‘U.S .C.^ 6 156(d)(2)(A) Ge .wiilthen,d;t;;i& the h~lic~‘le i 

,_I. is iI regulatory review period, publish the deterrn~,nation in ,the $&&~Z Register, and’notify you of our 
determination. I 
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Please let me know if we can be of further assistance. ; 4 , 
: I’ I 

AasociatelDirector forPolicy 
Center for Drug Evah&tion and Res@ch 

^/ ‘,/ j ‘.‘, ( / ,. ,,, , 
cc: Janice M. Klunder, Ph.D. I 

Millenium Phamaceuticals, Inc. (I./ ” . . ‘: 9 / 
Intellectual Propei Department ‘, 
75 Sidney Street 
Cambridge, $?A _’ ’ ‘“‘y :+“: ‘, ,~ ._” 


