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I. Background 

)1. “” .” (I i 

~ ,1 _ (< .__ :. /. ,. ,, ” “1 __‘, “’ _. j*-,” .-_,‘. 
HHS is seeking comnient on how% st~nnnate innovation in medical’ ” ^ 1 ,_ ‘. 

are interested in hearing about ways HHS and its agencies(e.g., National 
. 

L .‘- -_ i.,... . .i .//_( p..>,,,wxr- . ii\ Institutes of Health (NIZ-Ij, Fooa ,and Drug Ad;n;Ki;~g~&+ @pc), center;‘for : .” 

of new medical technologies. 

Recent advances in basic sciences; such as genomics, proteomrcs, and 
> 
’ .I .“1.. -““I,), ,- 2. .“1,_.’ _./ 

bioinformatics, have created the jjotentiai for-the deveidpment”of innovative 
[ 

,_ ., . . ,. . ~ I, ^ ,J ,. .,,, ,A” _x ‘2‘ . II, ,), _ 
medical technologies that can provide new-hope and better ‘&a&of life fijr ’ ‘. 

8. .( ..:, A_, j, ;:, .: r:: ./._ L’ : ‘..#a -,* ~a%“, -,. 4” ./c *a*.. ic,i”,v”,l ,. biomedical science in America’th~@~ &er%&ore~ $&which 15 lust completing \ ^ 
_1 1, .<A..” ,,“.t*&.: ” I. .;; :. . . ,,.:.,, , _( “/ :. .“_ - : 

a 5-year doubling of its budget’to $27 billion (Ref. r)i h~~‘launched its 
; -: ,,> 

, 
Roadmap initiative (Ref. 2). The Road’ma@ if&&ve ‘&&to ‘&&&& ‘& .i 

,I _ i 

nation’s medical research enter$se and helh speed’the”movement of research ’ . I ,, : ll..,/ ._,_ w*,*,, : (I :.‘ ,_ _, _, “( “,, __,_ ,~lr <l _.z r _,‘A 1_1’,, i 1.1-2 -a* _ ^/-~,..~...I_~.,*x. ,4 I. . 
discoveries from the laboratory to the$tient. Ii_.. :,.y _; -: , ., .,, . ̂ _ ._ .“,. ” “. ! 

During the past decade; pharmaceuticai firms h~v~:~~~~~gasedtheir rese’arch i )” 

in the development of medical technology in the United“States coul’d ” . _. , 

.’ 
With an aging population it is worth* noting that in’ iODZ’K&dicare __ ^i., ,_ ,__ i, ,* “I . , 

__ 

expenditures for new drugs and devices we% a~@$&ately *$a‘& G%ill&.‘ ,_j I., - .;i--,.‘II .,C.~^il’-.hl ‘&;-“ ;*:i- 



.., I 

decreasing despite the dramatic  increase’$rese$r& an&d&&pment ’ . j ‘” 
-? 

,. ,.) ,. c  : _. ,^I, :( $1.~ ‘:T &,~,~;- q,s .:*: :: -.i,: I . ,“ : 43. I .‘? 8’ -1. ,t- ,..^ ,I% , . . , y  ^ “‘., 
spending over the past decade.2 Current estink&s~suggest that it takes‘ib to . .,. ._ i ,‘I~/ Is ‘ i_.^ ,+ “&+*< ‘“,.3,~“” -,.i.. *r .“-” “w.%.y’w ,.7^. L. . . ‘z  : . ., j < ,’ 
15 years and $800 million iu, investmemfor a new drug to.m&e it ~&om $k.‘“” ’ : . i .~ L 

0. : 



optimized? 

obstacles to innovation? 
7. What role should be play~$~~~~ng;;vernmental p~~~~ in assisting ,. I >/ .I; . j, ‘,“_, i . . .:_.,> 

the Federal Government in, this process? “- ” 





_ ‘: i. 
, _, .- 

, .  . ,  . -  1. _ , .  

. . : .  

.  

;, 

, .‘__ ,_ ‘- j., (, . ,, 


