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SUPPLEMENTARY’INFORMATI~N: In compliance with 44 U.SC. 3507, FDA has ,L/ ‘- I. _\ I_jx_ ,_ ,, __/ ~ 
. 

submitted the follq@rg Proposed collection of information to OMB for rev&w 
s., ” . 

I a i> */,s...*“F ,. __ _~ :\*,’ -is i.‘ j ,i. _. <“,.““. _.,; , , _: - : 
and clearance. I r /2 “~_l”l; )“,_ .~, ” _ 

Draft Gui.d.anc_e,,fo,r”I,n~u~~~y on Pharmawgenomic oat;& Sub,mis$~~s (OMB 
Control Numb,e,rs 09~~+Jt~4,0910-400~, and 0910-#338)-Extension j ,s_ I, 1 I. 

The guidance provides recommenations.lo,sponsors submitting or 

holding investigational new drugs (INDs), new drug applications (NDAs), or . . ,, 

biologic liscensing applications (BLAs) on what pharrnacogenomic data should _ ~ es / ;* ‘ i,, / ” i ,A ! _ 
: 

be submitted to. the agency during the drug development process. Sponsors” 
. ,_ ’ _)‘, 1. 

’ i z- ,,: ” ‘I *,,*;.*., .; .,,( Ij” is ,~- 
holding and applicants submitting INDs, NDAs, or BL& are subject-to FDA‘ ’ ” .: 
requirements in parts 312, 314, and 601 (21 CFR 322; 3’14, and 60$ for -. ‘ ^” ~. -;._ 
submitting to the agency data relevant to drug safety’and efficacy (3s 312.22: * j 
312.23, 312.31, 312.33, 314.50, 314.81, 601.2, and 691.42). 

,, 

,j *( ., .._, . _ 
Description of Respondents: Sponsors submitting or holding @JDs, NDAs, ., .i _, i , ._ 

or BLAs for human drugs and biologics. 1 

Burden Estimate: The guidance interprets FDA regulations- for’@JD: ND& “- ^ ,__, ,. .’ +’ , I /*. .I’ . Li a ;.-, ,.- j ” ,.. (, ) ; ?_ ., 
or BLA submissions, clarifying when the regulations re,quire 

* 
“. s- 

pharmacogenomics data to be submitted.~~~d when the, submissi.onof such data ,. V”, ^..1 .1 ,,,%,.._ d.n_“._ “.,f, * ‘,*“.b ..a I, b -9’u Id‘ ,,*.: .:*. * 1. w;. _u_, 1 .,, **i”,*“r-$: P’-.~ ,,:” : ,_ ( 
I 

is voluntary. The pharmacogenomic data submissions described in the, 

guidance that are required to be submitted to an, IND, NDA,’ BLA, or annual ,( I , i ‘i” ,:” .~‘_’ *. , ,, - 
report are covered by the information collection requi&mentS under parts 312, 

1 :__. 
314, and 601 and are approved by OMB under control nurnb~ers &l&bkl?l::~ ’ 

_. / ‘.P _ 
. /_ , j 

(part 312-INDs; approved until January 1, 20’06); 091@--OOOl~(@rt 314LNDAs 
.‘.. $‘.,-. _“_ ,.,. ..: 

and annual reports; approved until March‘31,2005); and.<Q919--0338 (a&ro;ied :\ -..< 

until August 31, 2005). 

The guidance distinguishes between pharmacogenbmic tests that maybe ~ .- r , ~-, . i.,.. “.*~ ,... _ ,_ ,/ ,. “_,. >. 1, 
considered valid biomarkers. appropriate for regulatory’ decisionm&ing, and ’ I _ , ._ “1 “.‘.S i ,.. . . . il .i “.., i / p, ly-, r., / , .e$.. _ ;I .: ; _ 

8 \ _*, ., + . 



3 
_.,,b, 

other, less well develdped exploratory tests. The, sub&s&n qf.,&pforatory 1 6 ;, I _. _, . ._. 
pharmacogenomic data $nqt”:*equired under the,,regulations, although the 

agency encourages the voluntary submission of such ,d,@+ ,_ j . _,, .‘I ,,_ ,: ,. j_ I_. .~ 

that can be used for sucha vpju-qt,ary submission. The guidance does not ‘ /_l 3 L, ,_ 
, 

recommend a-specific format for the vJ&$, except’ that such a vo~~@~<y 

submission be designated as a VGDS. The data.submitted in a VGl% and thk I,. ~“li-~.‘“+--.<. : 4, j. “*xi- ~ ,,/,. / “i i/” +l*.as. ,,,_,_ /_ I \ _,‘ . , : _’ 
level of detail should be, Sufficient for FDA to be able to interpret the 1,T.o \*a 1 i 8,. r-.-l.*: ,,*“i.hr,u‘,: I j% ..,+: 4~‘?,.< “b :,>?‘+“;,a ,! : 

information and independently analyze the data, verify results, and explore’ 
,. 

possible genotype-phenotype correlations acrosS stud,ie+ @A &~~,ot z~r$ 

the VGDS to be overly burdensome and tinne-consuming for the sponsor. 

FDA has estimated the burden of preparing a voluntary submission I 1c ” .f , il. .b. .*. _ <; a , 

described in the guidance that should be desigtiated as‘a VGDS. &sed on 1’ 

FDA’s familiarity with sponsors’ interest in submitting pharmatiogenomic data 

during the drug development process, FDA estimates t&Q approxi’mately 
/_ 

2d 
I, .- 

‘I -,-...-.i,, ,., ,.. ‘. _,*) i +^ . ./ 
sponsors will submit approxitiately 80 Vi=DSs and &t, on average; each 

VGDS will take approximately 10 hours to prepare and submit to $I)& ’ x f ‘, 

In the Federal Register of Noveinber 4, 2003 (68 FK’C;2$$1), FPA published 
i_ ,- ; . 

a 60-day notice requesting public comment on the info~~atos,~~sl!ectior; ‘y ” ’ ,. _ ,,‘ .,: ,.,” :. ., 
provisions. No comments were re#ved on the informatisn’.collection 

;, . ,i ,~ .., .j i /_j<‘_ xI /xI /. _ j .i. _..) 
l%, 1.%,,. .i xx.,. _; ,._- 1” I ,. .., I”-$? ‘,“.,1 I: c. : j I:’ :Y.‘~ ‘,& ,$‘-..I,. .I&, ;:. _” *,:, ),‘). _* I. ““_,. ,.__ 3”., ,_ 

1 There are no capital costs or operating and maintenance costs a$sociai&d tith this~coll@i&. . . . . j ,__ ,_ ; * , , __ , ,, 
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Dated: g+oi-f _” .,. “11 i ,;> . ,,_ *>I .__ 
Augqst 5, 2004. 

[FR Dot. 04-????? Filed ??-??-04; 8:45 am] . . 
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