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Qn 
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I. Purpose 

lkcpugmeof this rmmmndumofuadersfanding(MOW istoestablishafbmhalc o l l a b a h  
bekwcmthe U.S. Department ofHtalth andHuman S m k ,  Foodaad l h gA~~ 
(FDA) e ~ ~ 3theU.S.DepaftmentofHealth aadHuman t3uvks,National I n s t h W  of W. 
National Cancer Institute (NCI) to create acoxnmms t a d m b W  data rqd tay to facilitate 
theacchngeand analysis of study data 

'Ibis MOU s e ~ sfwth an agmmartbccvlnenFDb and NCI rqadhg nspo~p;'biJities, 
fbmcid commitmtnts, and ~~for the dwdapmgDt and impl-on ofthe 
JMUS study datarepository and intenrrvtfdd y s i s  toolsen- The ubmtc g d far the 
J a n u t p s o j l c c t i s m p v i d c m e n ~ttrstwillcaablaNCl,mlA,anddusponswins. . 
- - O f ~ ~ ~ ~ o f w P ~

~ ~ & ~ s t w f y ~ ~ i n a f h l t y s c c u r a ~ .  

J s r m s i r o n a o f d ~ ~ d t d ~ a s p e r t o f a a ~ ~ ~ i h i t p C c r P t a E o t  

Bioinfgrmati~(NCICB)k,fecili~tbc~ofclinicalRswrrh~~~~ 

sponsors, inclpding NCI, andFDA. Toaccomplishthisobjective,NCICB will make useof tbc 

&medical Infamatics @id(caBIOT, which is acuxnmon in- for shering 
~tods ,aadoth~~~amongat l&~~engagcdmcancar r tsearch .lar~ruwilladhcaeto 
cBtW I C P  principlesofopen source, apenecocss,opea&wlopmeat aud fkdedon and will be 
compsb'blewith caBIGm tcchnicai !mnthds Uponrhesucctssfulimplementationof Janw, FDA 
intendsto encowage Sponsorsofboth imcsigaw andmerfEctingqpl idoastousethe 
sr~tcmtosubnsit~shrdydatatoFDA~stabdardsdevJopedbytheCWData 

Infmhmge StandardsConsortium(CDISC).For thcpurpostsofthisMOU, sncb)(&a refmto 
dataa d infhnation requiredto be submitted toFDA, idd ing  clinical andprdinical data in 
support of an inv#ti@nai ormarketingapplication. 



The FDAMCIhtmgency OncologyTask Force (IOTF) was utablisbcd in 2003 tocab;rmct the 
dEciarcy of clinicat rtsearch abd the scientificwabdunof mw cancamcdicatiollsand 
diagnostics. TbtFDAandNCI@bavcioarwtsingtXKditinshdcv-tofnnvdsugs. 
Ow of the cnttralgods ofthe IOTF is to implementandtctxunic drugepplicatiunsubmission 
system that wilt help reduce thtdehp,errors,and costs assodatedwithdrug dewlopait Such 
a system is expected to speed the discovery and delivery of new dterapies. 

Janus,a primmy component of such a system, is envisioned as a cafnmon electronic inihdmcture 
that will help d e w t t  and strtamlinei n d m  bdwccnspm@ss(hchdhg NCt)a dFDA 

Janus is 

clalrwidlyinafnllysccunmaaaa.Tl&MOUrcLJatesscMytoJanus NCIaadFDAwiM 
w w k ~ ~ k , d w t E 6 p , ~ u m t ~ ~ u ~ ( 0 r ~ t a ~ M O U ) ~ d b ~ m O L f l l f t S ~ f  
anelecfmmc pFoduet infhmtion exchangesystcn. 

III. Substance of Agreement; Responsibilitiesof NCI and FDA 

'Ibis MOUaddresse~activitiesrelated to the dmlopnunt and i n q b m d o n  of Janus. 
I ~ i n ~ J ~ s t r a d y d a t a ~ r y W i t l f a U i i r Q m c a b e g o r i t s . w h i c b , f o r t h t p n p o s e s  
of tbis MOUarr r e f d  to as FDA records and wn-FDAre&. FDAmwr&=firs tumy 
i n f i , d o nenteredinto thcJanus repository by oronbehalfof FDA, as4asany anY, 
regardlessof wha eattrs it intoJanus, owx it is thtmnjcally submittedtoBDA. For idmmatkn 
enteredintoJanw by a sponsor (iacludSngNCI) tobecome anFDA r&xwt?,tksystanwill r@rC 
thesubmi~rto~an~~tstcpacknowltdlIjngtbt~~tbe~artnowaccessibk 
by the FDA. This will be considered a submissioncFDA. Onceso mbmiradtoFDA, tfiE 
infomationbecomes available to tbc FDA and bccomu an FDArecosd. NOJZ-PDRrem& are 
m y ~ n o t a r t a e d i n t o j m ~ b y o r m b t h a l f o f F D A , a o w d l h ~ ~. enbe;rediatQ. .J e n w b y a ~ ~ ~ ~ ~ ~ # p d O f t o b s l r i a g t h c ~ s t c p t h a r - ~ a r b r m r r s u r n ~ F D A .  

~AaadNCIwill~iishaC~Manag#ntntBowf,~~~r~FEprrscntetivesofW 
~ ~ t o ~ J a n ~ ~ ~ s ~ ~ t s d t o ~ e n d d e c i & o n c S I l u r g e s r a  
enhaaoaMslts tothe technicalapabilhiesofJanus. 

hvdopment of Jauus will occur in fourphases (1) developmentand a(2) operationalpilot 
testing, (3) productiondcpktyzncnt, and (4) actuaf pmductba phases 1,2, aod 3 ofthe 
project, FDA will transfer catain mistingFDA i n f o d m  related to CDISC-ampatiMtsstudy 
data to NCI for the sole purpose ofpqmrbg such records fixentry into the lmusrepository. To 
~Janud~lisbcd,duringpbasts1,2,and3,&thFI)AamlNCIwi)lbaveacctsstatbc&FDA 
m r d s  and NCTs access to FDA records during thisperiod issubject to therestrictions 
euummtcd in 1lI.A. of thisagreement A k r  the conclusimofphase3, NCI will not sed~to 
a c e  rtootds in the FDA records componentofJanus. During the first 6month ofphase 4, due 
system will limit accessto FDA records solely to FDA arid the contractor fbetioning asNCI's 

mailto:TbtFDAandNCI@bavcioarwtsingtXKditinshdcv-tofnnvdsugs


databse administratorfbr Janus, and the con^will be bouQdby the same restrictionsset 
forth in 1II.A. of this agrtwrent. Tftrrmfttr,only FDA will have access to FDA nxords. 
lnfimdon entcrcdintoJ a m s  by oronklmlfofFDA will mi&only inthcFDA rccards 
ampma Notw&mding all of the fb-g, howwer, it iszmdestoodthatNCI may be 

toaccess~cordsoni t s ~ i f s u t b q u i r e dbylaw. 

Ibtspecificresponsibilitiesof the two pathsto thisMOU are as follows: 

NCl will lead the dcvdopwntofJanusaddwuide for the maintermmeof dl hdmrc, 
soilware, and &&hus. 

a NCIwillensurethat the bcokstd, dore$ and exchangedthoughhnmm#t 
applicable FDA requiraaeats 6x& in21 CFRPart 11. 

NCIwillaotseeLto~to~FDAdosrot&dhclsbccasubmitWBoFDA 
during phase4, except as atreadg.pamitkdiaaamhce with any appWk FDA 
PrivacyActSystanNotictor~mlA~~~ttngulatiolrrsctforthin21CFRPad20 
orasottrerwisercquind bylaw. H m , t f t l t - m ~ y b c M t o - t  
sponsors,includiigNCI,tocreak amim# ordupiicsteof the rreooniin the mn-PDA 
records compontntofJanus. NCI wiU prottdall PDA modsfromdisclosure in 
accjordaocawith applicable lawsaad rqguhhs 

ForWmWdbgFDAtoN~fi)rpreparationpndcadryintoJarms~ 
phases 1,2 d 3, NCI agncs that, exceptasn#xsssryfor facilitatingthe infomatian's 
entcy~JanuqNCIwillmt~otdiscJaasuchinf~fmation~~~thef)epartmartof 
Health gadHumaa Saviccswitbout FDA's expuswritbenpamMm, excepttotbe txtent 
rcquircdbylaw. ~ b c f b n c g i v i s e i e s ~ ~ t ~ a n y ~  
transfbntdbyPDAtnNCIk~deatrgbJ~NCIwill~uvri~ 
agrecancntfromitscontrocbmaotto~usewW~suchirrfrbrmatioa,txapttotbt 
arem lequiredby raw. 

If  for any reason NCI plansto discontinuethemaiaGnanccof Jmus, NCI will giveFDA 
60days' advanced notice ofh i s  dccisiw 4transfuthesystem, softwarr,and FDA 
records, as well as documcn~akprocadunsandhstmctioruconamkg the w x n dand 
tmtzrgmcy o p t i o n  ofthe Janus sohare, toFDA, oranotberparty mutually upon
and in camplime with all applicable lawsand rcgulatlons,in atimely fashion 

B. The FoodundDngAdminirb&n (Po4 

FDA will inform NCI of all masary  saversecurity ~equi-ts. 

FDA will work with NCI toensurethatJanus con- alla#xs9ary stmusecurity 
rcquinments. 



FDA will dtvdop a tTansijionp b  to migrateFDA's currmtCDISCGOQ~Wstudy dm 
to the Janus qmitory, whichkinttbd#itotvmWy bmmeFDA4srepository for 
staringandobtaining~tos&ldydatarcquirrd.~21CPR312. 

~Astaffwill~inbbdaeFDA~portionofJbplrs~CDISC-compatiMc 
s t 4 d y d a t a s u ~ ~ m A # p s h t o f n t W ~ 9 p p ~t i S ~ 8 3 ~ ~ 
piuwkdbyPDA{eg,mdadatefix tbc product appkitionsasmhkd withthe CDISG 
compdblu study d8ta). 

N o n t o f t b e e c t i u i o i t s ~ a b o v e ~ t l y n g ~ t h e ~ o fh d sbavcaNCIand 
FDA Inhewnt*tlre~ofArndsisileerrradbo~rcpujradmtbc~fhepertics~ 
~ i n t o r i n i a t a s g a n c y ~ ~ t o ~ ~ ( 5 i ) lo f t t j s - ~ ~ o f I 9 3 2 , a s  
amtad& 01U.S.C. 1535). 

V. Infoma*-- Reports, and Natices 

mlAshallddtnninqidcasrplirutrseppith~cablelaw,whethu~&W~~11inh 
P D A n c o r d s ~ o f J a 6 ~ P r o p r i G t a a y ~ ~ ~ ~ ~ U e d b y  
spwrrars,inchdingNCI, totb2NimFbArecanttcoenponattofJamtdvvintmt6c publicly 
d i a c W ~ N C I , ~ ~ ~ ' u ~ b y . ~~ l w u r t  
o r m t b c + d r a r n u h ~ k l a l u h r d b p l . H . f l ' N C ~ ~ o r d a , o r  
deroaadtfixFDA records, includinga munrterthe r;fcrrdnmofhdhmtk Act, 5 U.S.C. 
552,NC1willre~thatnquest0aFDAfiwrcsponst; 

XProidDflCic(a: 
Peter Covitz 
chiefoptfat@Offictr 

Tel: 301-402-0326 

?his MOW shailbecome&&tinonthcdateof signahaeby thepartiesand sballremain in e&;cct 
for two (2) years unlessmodifiedby themufwd agnemtmof the partitsuponsixty(60)days' 



Wt,the undersigned, agree to abide by the t#mgand conditions of thisMOU. 

APPROVED ANI)ACClEPTEJD FOR THE FOOD AND DRUG ADMINISTRATION 


