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C．NetworkofMemberRegisters  

C．1NetworkStructure   

TheRegistryPlatformseekstodevelopcommonrulesandexpectatk）nSforregisters・tOaChieve  
thefol］owngobjectives：   

o Achievetheregistrationofa”interventionaltria］sworlduhde   
o MakeiteasyforResponsib－eRegistrantslandthepublictoknowwhichregistersmeet  
intemationalstandardsofacceptability   
o Ensurethateachtria］isregisteredinthefewestnumberofregistersnecessarytomeet  
applicablelocalandregionalregu］ations，andisregisteredonceando州yonceinany  
one register 

Tomeettheseobjectives，theRegistryPJatformshouldestablishanetvvorkofinternational吋  
acceptableregisters（“MemberRegisters”）thattogetherarecomprehensivebutthatminimize  
OVerlap．“ResponsibleRegistrants”canregistertheirtrialsdjrectVorindねctV（SeebeLow）with  
MemberRegisters．   

C．7．A Adv′ceoncompos桁0〃Of〃1eJlef〝0止  

AnyregistermeetingVVHOregistermerTlbershipcriteriashouLdbeeligibletobecomeaMember  
Register．  

MemberReqisters：WeexpectthatMemberRegisterswi”main吋benationatorregiona］  
registers．1deal吋，theyw‖servenon－OVerlappingcommunnies（definedasthosethatshare  
language，regulatory，and／orcultura］factors），butwi”agreetocooperateinareasofpotential  
overLap・lndh／idua（countries，reg．OnS，Orintemationa］scientificgroup■ngSmayChoosetoform  
PannerShipswnhexistingregistersortodeveloptheirownregisters・lntheinterestsof  
minimizLngthechanceofdupl■CateregistrationandofconservlngreSOurCeS，theWHOshould  
encouragetheformationoftheminimumnumberofMemberRegistersnecessarytoserve  
globalneeds．  

Non－MemberReqisters：Thereexistmanytrialregisterswor］dwidewhoseorganizersmaynot  
wishtheirregistertoserveasaMemberRegister，OrWhichmaynotqua呵asaMember  
Register．Theseregistersmayserveotherimponantfunctions，however・Forexample，a  
universitymaysponsoraregistertoincreaseparticipantrecruitmentinitsowntria［s，Ora  
disease－SPeCificregistermayprovideacentralrepos往Oryinwhichinvestigatorscanregister  
theirtria］srelatedtointerventionsforthatdisease．  

Non－memberregistersshou［destablishanagreementwithas■ngleMemberRegistertoensure  
thatthetrialisaffiliatedwithon吋OneMemberRegister．Non－memberregistersthatestablisha  
SatisfactoryformalagreementwithaMemberRegister（Criteriatobedefined）shouldbe  
designatedAssociate［Member］RegistersoftheWHORegistryP］atfoml・Responsib［e  
RegistrantsmayentertheThalRegistrationDataSetinaMemberRegister（d〟℃Ctregistration）  
andhavethatinformationsenttoanon－memberregister，Orthedatacou［dbeenteredfirstinto  
anAssociateRegisterandthenbeuploadedtotheMemberRegister（indjrectregistration）・  

1TheTIResponsibleRegistrant”foratrialiseithertheprin 
． 

grouporotherlegalpersontakingonresponsibilityforsecuringthearrangementstoinitiate，manageand  
financeastudy，l，andisultimatelyaccountableforensur■ngthatthetrialisproperlyregistered・Formu［ti－  
centerandmu［ti－SPOnSOrtria［s，itistheleadPlorleadsponsorwhoshou］dtakeresponsibilityfor  
registration，Theresponsibleregistrantshouldmakeeveryreasonableefforttoensurethatatrialis  
registeredonceandonLyonceinanyoneregister，andthatthetrialisregisteredinthefewestnumberof  
registersnecessarytomeetappricableregulations  
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C．1B AdvICeOnOPerationof納enetwo（＊  

TheWHOshouIdassisttheappropriatepa膏iesineachmemberstate（e・gリMemberRegisters，  
nationa［authorities・journaleditors）toi予SueCIearguidance？ntheappropriatememberregister  
forResponsibleRegistrantsintheirreg■On・TheguidancewII［changeasnewAssociate  
Registeragreementsareformedandasnationalandreg10na［registersbeg．noperation・   

Responsib］eRegistrantsshouldentertheTrialRegistrationDataSetforanindividua［tria10nly  
once（includirlgmulticentertriats）．Thereafter，theTrialRegistrationDataSetforthattria］should  
beexchangeableelectronica”yamonga＝triaLregisterswor］dwide・   

C．2 MembershipCriteria  

Adraftsetofmembershipcriteriawascirculated，buttherewasinsu什icienttimefordiscussion  
duringtheSAGmeeting．  

D．TrialDeduplication   

D．1Background  

OneofthegoalsoftheRegistryP］atformistoprovideチnunambiguousmethodforidentifying  
individua＝rialsworldwide．Achiev■ngthisgoal■SCOmPl■Catedbecausetrialsmayberegistered  
inmorethanoneregister，Particular［yasloca］regulationsmayrequ■reregistrationinnon－  
memberormuLtipleregisters．  

TheprocessofdedupI■CationrequlreSSk‖edpersonnelassistedbycomputerprogramsthat7at  
best，identifypairsoftriaLsthatmightbedupLicates・Thereislittleresearchorevaluationonthe  
accuracyofthesecomputersystems，OrOntheovera”accuracyoftheprocess・lnmanycases・  
ahumanexperthastocontacttheprovidersoftherecordstoresoIveuncertainties，atabor－  
intensiveprocessthatcantakeconsiderabletime・Familiaritywith［ocaIsponsors70rganizations・  
languages，etC・WOuLdbeessentia＝nmanycases，COmP］icatingdeduplicationeffortsfortrials  
conductedinthosecountries．   

TheSAGendorsesRegistryP［atformpoliciesthatwi”hetptominimizetheriskofduplicatetrial  
registration．PIatformpollCyShould：  

。CleaHyidentifytheResppnsibleRegistrant・andassigntotheResponsibIeRegistrant  
theresponsibiIityforminLmizlngdupllCateregistration   
o Definewhatconstitutesaun［quetria］   
o standardizetheTrialRegistrationDataSettofacilitatecomparisionsbetweenregister  
entries   

o provideanetworkstructureofMemberRegistersthatminimizestheoverlapof  
constituencies，andincreasesthe［ikelihoodthatResponsib］eRegistrantsregistereach  
trial without duplication 
o EncouragenewMemberRegisterstodeveloponlyifrequiredtomeetglobalregistration  
needs   

o Requ■reMemberRegisterstoperfomldedupllCationofentrieswithintheirownregisters   
o provideMemberRegistersaforumforsharinganddevetoplngbestpracticeson  
deduplicationandqualityassurance   
o providetrain■ngandcapacitybuiIdingfortria］registrationwortdwide   

TheSAGbelievesthatthepnmarypreventivestrategyaga．nstdupticateregistrationistoass．gn  
anidentiRertoatrialattheear］iestpossibletime，e・g・，atthetimeofsubmissiontothefirst  
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ethicsreviewboardforthattria］．Thereafter，allethicssubmissions，Participantenrollment，  
registrations，Publications，etC．Shouldusetheinitial吋assignedidentifier．The］ogisticsof  
impLementingsuchasystembothLocal吋andgLobaI吋aredaunting，however．TheSAG  
SuggeStSthattheVVHOexplorewaystoass［gnatrialidentifierasearlyinthetrialregistration  
PrOCeSSaSPOSSib］e，includingthepotentialintegrationofethicsreviewandtrialregistration．   

D．了．A De伽〟わnofU〃桓Uema／  
AtriaIisconsidereda“unique”tria＝＝tisconductedaccordingtoasingledocument（the  
PrOtOCO［）thatdescribesitsobjective（S），design，methodology，Statisticalconsiderations，and  
Organization．AmuLti－CentertrialisonethatisconductedaccordingtoaslngLeprotocolbut  
Ca而edoutatmorethanones旺e．Evenifd斬erentversionsoftheprotoco］areimplementedat  
eachofthesitesinamuni－Centertrial，theyarea”partofoneumquetrialanddonotconstitute  
separatetrials．2   

D．7．β／mp／emeJlfafわ〃0′n由JDed岬／わa〟0n  
TheSAGappreciatestheimportanceoftrialdedup］ication，atthesametimeasitrecogmzesthe  
d珊culties．TheSAGsupponstheapproachofbreakingthededuplicationtaskdownintotwo  
levels：   
1．LocalDeduDlication：Thebeststrategyfordeduplicationisprevention．Member  
Registersshouldveri～thateachnewadd圧iontoitsownregisterisnotlike吋tobefbra  
triaLthathasa［readybeenregisteredwithinthatsameregister．Manyexistingregisters  
alreadydolocaldeduplication．Alldedup［icationresuItsshouldbesharedwitha”  
invoIvedpanies（registersandregistrants）sothatfutureduplicateregistrationmaybe  
reduced．MemberRegistersshouldexchangeinforrnationaboutexperiencesand  
approaches，SOaStOimprovetheirovera”deduplicationperformance．   
2．GlobalDeduDlication：NoentitycurrentyperformsdedupLicationofregis！erentries  
acrDSSregisters．TheSAGfavorstheWHOtakingonthistask，byprovidinga  

Cleannghousedatabaseforentriesfroma］lMemberRegisters，andworkingwithexisting  
groupswhohaveextensiveknowledgeandpriorexpenencewithdeduplicationto  
developbestpractices．   

1npartnershipw旺hregistersadministratorsandotherexperts，theWHOshouldcontinueto  
investigatemethodsforquickerandmoreaccuratededuplication，incLudingbutnotlim旺edto  
COmPutationaLapproaches，datastandardizationandcoding，andmanualapproaches．   

D．1，C Universa／771alRefbrenceNumber  

G］obaldeduplicatk）nWi”betheresponsibilityofWHO，Whichwi”compareeachregisterentry  
agalnStentriesfromallotherregisters．TheSAGconsideredvariousapproachestodoingthis．  
0nepossibi［叫istorunaweb－basedsearchacrossa［lMemberregisterstoidentifyregister  
entriesthatappeartobeassociatedwitheachtrial，   

Alargem軸OrityoftheSAGendorsedtheWHOassigningaUniversalTrialReferenceNumber  
（UTRN）toeachuniquetnalasdeterminedbythepr？CeSSOfg］oba］dedup［ication・This  

referencenumberservesafunction－－CrOSS－referenclngentriesacrosstrialregistershthatno  

existingnumberdoes．VaryingviewswereexpressedregardingtheutiLityofaUTRN．The  
majorityviewwasthattheovera”benefitsofhavingoneg］obalreferencenumberforeachtrial  
thatisdetermined（asbestwecan）tobeuniq？OutWeighsotherpotentialissuesre［atedtothe  
introductionofanewnumber．Theminorityop］n10nWaSthatanewnumberwou［dintroduce  
more confusionthan not．  
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TtisunclearhowmuchtimetheprocessofgIobaldeduplicationwilltake・TheWHOshouldaim  
forthequickestturnaroundpossibIe，COmbinedwiththedesiredlevelofaccuracy・Atrialshould  
beconsideredfuLlyregisteredwhenitisregisteredinthePrimaryRegister7SOthatass．gnment  
oftheUTRNwil［notdelaytheinitiationofrecruitmentforatria］・TheUTRNshouIdberelayed  
backtoaLIregistersandregistrantsa什＝iatedwiththetrial・  

E．CodingandDatalnterchange   

E．1CodingofTrialRegistrationDataSetItems  

CodingthevaluesofkeyitemsintheTria］RegistrationDataSet（e・g・，ltem131ntervention  
name，ltem12HealthconditionorprobIemstudied・andLtem19PrimaryOutcomeMeヲSure（S））  
usingstandardvocabulariesvdl暮a”owforprecisesearching，Whichwi”beincreas．ngly）mPO什ant  
asmoretrialsareregistered・TheWHOshouldconsidercodingkeyfieldsoftheTrial  
RegistrationDataSetandreturmngthecodedtermstotheMemberRegisters・TheWHO  
shouldcontinuetoconsultcodingexpertstodeve［opanapproachtomaximizingtheutilityof  
registerentriesinMemberRegisters・  

ConcernwasraisedbysomeSAGmembersthatregistennga＝interventionaLtrialswouldresutt  
inallcloggedsystemr10VerWhelmedbymanysmalI，earlyphasestudies・Thefearwasthat  
potentialtria］participantsmaysearchfortriaIsonaparticularheaLthconditionandidenti～eaHy  
phasestudiesthatarenotofinterest，However，ifcertainneLdsintheTrialDataSetarecoded  
usingstandardvocabularythathasahierarchyofrelatedconcepts（e・g・，MeSH），SearChportals  
canfiLterouttria］swithcharacteristicstyp．calofearIyphasestudies，andthusfilteroutunwanted  
triats．   

E．2DataInterchangeStandards  

ResponsibleRegistrantswillentertheTrialRegistrationDataSeto叫OnCe，andthatthereafter，  
theinformationshouldbeexchangeableelectronicallyamonga＝reIevantdatasystems・To  
achievethisdatainterchange，theRegistryPlatformshouLddefineadatainterchangestandard  
ref■ectingtheTrialRegistrationDataSet，butonLyafterduediligenceinexplor．ngand  
harmonizingwithrelatedinformationstandardsthatalreadyexist・Thesestandardsinclude  
thosebyHL－7，CDISC，andtheBRIDGgroup，EMEA7andothersfromboththecommerciaIand  
non－PrOfitsectors・CareshouIdalsobetakentosetthetechnicalcomplexityofthestandardata  
leve］appropriatetoneed，andtoprovidetechnicalassistancetoregisters（e・g・，fromdeveloping  
countries）thatmaynothavethetechnicalexpertisetoimplementthedatainterchange  
Standard．  
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Glossary   

Anyresearchstudythatprospective［yasslgnShumanparticipantsor  
groupsofhumanstooneormorehea］th－reLatedinterventiontoevaLuate  
theeffectonoutcomes．lnterventionsincJudebutarenotrestrictedto  
drugs，Ce］lsandotherbioLoglCa］products，SurglCalprocedures，radio］ogLC  
PrOCedures，devices，behavioralapproaches，PrOCeSS－Of－CareChanges，  
PreVentivecare，diagnosticprocedures．  

AsetofruLesforsendinginfbrmationbetweenmachines．Lncludes  
agreementandstandardizationontheconceptsexchanged（e，g・，  
‖primarysponsor‖），andagreementandstandardizationonthestructure  
Oftheactualmessagethatisexchanged．  

TheprocessofdeterminIngWhethertwosetsoftrialinformationbelongto  
thesametrialorwhethertheybelongto2uniquetrla／s（SeebeLow）．  
Deduplicationcanhappenwithinregisters（Localdedup（ication），aSWe”as  
amongregisters（g［obaldeduplication）．  

0ccurswhenaResponsibfeRegistrantsubmitstheTrialRegistration  
DataSetofatriaLtoaMemberRegisterforthepurposeofregisteringthat  
tria1  

0ccurswhenaResponsibLeRegistrantsubmitstheTrial  
DataSetofatrialtoanAssociateMemberRegister，Whichthen  
forwardsthatDataSettotheappropriateMemberRegisterforregistration  
Ofthattrial  

AregisterthatmeetsalIRegistryPfatformcriteriaforinternational  
acceptability．MemberRegistersbe10ngtOtheNetworkofMember  
Registers．  

TheMemberRegisterinwhichatriaLisfirstregistered・  

The‖ResponsibJeRegistrantl’foratriaJiseitherthepnncIPa＝nvestigator  
（Pl）ortheprimary戸POnSOr，tObedecidedbyanagreementbetween  

thepanies．Thepnmarysponsoris”theindividuaI，Organization，grOuPOr  
OtherIegalpersontakingonresponsib冊yfbrsecuringthearrangements  
toinitiate，manageandfinanceastudy■■（asdefinedinTrialRegistration  
DataSet），andisultimatelyaccountabLeforensuringthatthetrialis  
PrOPerIyregistered．Formulti－Centerandmulti－SPOnSOrtrials，itisthelead  
Plor］eadsponsorwhoshouldtakeresponsibilityforregistration・The  
responsibJeregistrantshouJdmakeeveryreasonabJee抒orttoensurethat  
atriaLisregisteredonceandonlyonceinanyoneregister，andthatthe  
trialisregisteredinthefewestnumberofregistersnecessarytomeet  
app［icable10Ca（andreg10naTregu（ations．  

Asetoftermscoveringadomainofknow】edge（e，g．，medicine）that  
Canbeusedasasharedwaytodescribethatdomainofknowledge．The  
termsmayberelatedtoeachotherinmeanlngfuIways・  

Interventionat  
Clinical Trial 

Data lnterchange 
Standard  

DedupIication  

Direct Registration 

lndirect  
Registration  

Member Register 

Primary Register 

Respons池Ie  
Registrant  

Standard  
VocabulaⅣ  
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Auniqueidentifierassignedbyaregistertoeachofitsentriestoidentify  
individuatregisterentries・Wth］oca］dedupIication，theregister－issued  
unlquelDwillusualtyrelatetoasIngle，unIquethal・However，ifthattrialis  
alsoregisteredinanotherregister，thetria［wi”alsohaveanotherregister－  
issueduniquelDass■gnedbytheotherregister・Thus，aregister－issued  
lDwiI］usua11yrelatetoasingle，uniquetrialwithinthatregisterbuta  
Slngle，un■quetrialmayhavemorethanoneregister－issueduniquelD・  

Atrialisconsideredaslngletrialifitisconductedaccordingtoaslngle  
document（theprotoco］）thatdescribestheobjective（S），design，  
methodology，Statisticalconsiderations，andorganizationofatrial・A  
muIti－CentertrialisonethatisconductedaccordingtoasingleprotocoI  
butcarriedoutatmorethanonesite．Evenifdifferentversionsofthe  
PrOtOCOlareimpLementedateachofthesitesinamuIti－Centertrial，they  
area［lpartofonetrialanddonotconstituteseparatetrials  

UniversaITrialReferenceNumber，anumberthattheWHORegistry  
Platformissuesforeachtria］deemedtobeunlqueaCrOSSMember  
Registers・TheUTRNwouldbeusedtocross－referenceentriesforthat  
sametrialacrossmultipleregisters・Eachsing］e，unLquetrialwi”haveone  
UTRN，andeachUTRNw州relatetoaslngle，unlquetriah〃OrIdwide，  

Unique ID 

Unique Trial 

UTRN  
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Cl血ical他山s．govへの登録：  

PublicLawllO－85，¶tleVIⅢで定めるところによる   

2007年9月 27 日に公衆衛生法を改正する公法110－85が施行され、  

Cli血c此d8．gOVに登録すべき試験の種頸が拡大された。それとともに、提出  

すべき登録項目が増え、結果情報の提出が必要になった他、法に従わない場合  

の罰則も定められた。新たに登録が必要になった軍項には、2007年12月26日  

が締切のものもある。結果情報の提出要件は、近日中に示される予定。  

1．  一一般的要求事項  

A． Chn止血T止血8．gOVに登録が必要な臨床研究（適用対象となる臨床研究）   

・医薬品・生物由来製品の研究：FDA規制の対象となる医薬品等の比較対   

照試験。ただし、PllaSel試験を除く。   

・医療機器の研究：FDA規制の対象となる機器の医療効果を見るための比   

較試験。ただし、小規模なフィージビリティ試験及び小児市販後調査を除く。  

B． 試験登録の責任は誰にあるか。  

1．  臨床試験のスポンサー 又は、   

2．  臨床試験の主任研究者としてスポンサー等から指名された者   

C． 求められるデータ   

適用対象となる臨床試験を登録する際に、責任ある当事者は、記述的、募集、  

場所、連絡先、管理情報を提出しなければならない。主要・副次的指標、試験  

開始日、目標症例数が新たに要件に含まれることになった。  

2．  Cli血cdTdds．govへの登録のタイミング   

一般に、適用対象となる臨床試験の責任ある当事者は、2007年12月26日   

又は最初の患者の組み入れから21日後のいずれか遅い方までに、必要な情   

報を提出しなければならない。  

例外：（a）2007年9月27日時点で実施中の臨床試験で、重篤又は致死的な  

疾患又は症状を含まないものについては、2008年9月27日までに登録する。  

（b）重篤又は致死的な疾患又は症状を含む試験で、2007年9月27日以前  

に開始されたもの、及び2007年12月26日以前に完了したものは、新法施   



行前に行われていた登録要件の対象となることはあっても、新規要件の対象  

にはならない。  

3． 登録しなかった場合の罰則  

適用対象となる臨床試験を登録しなかった場合の、責任ある当事者への罰則は  

重大で、民事上の罰金刑及び連邦から資金提供を受けて行っている試験の場合  

は、研究費の保留又は返還を含む。2007年12月26日以降、連邦医薬品食品化  

粧晶法第505条、510㈲条、515条、520（m）条、又は公衆衛生法第351条に基  

づきFDAに提出される申請書又は報告書については、適用条項を遵守している  

旨の証明書の添付が必要となる。  

・妻   
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FACTSHEET（AvailabLeathttD二／／DrSinfo．clinicaltriats．qovn   

RegistrationatCIinicalTrials・gOV：  

AsrequiredbyPubIicLawllO－85，TitIeV‖   

OnSeptember27．2007，aU・S・lawwasenactedthatexpandsthetypesofc＝nicaltrialsthat  
mustberegisteredinCFinicaIThals．gov．increasesthenumberofdataelementsthatmustbe  
submitted，andaLsorequけeSSubmissionofresultsdata・Therearepenaltiesfornon－COmPllanCe  
withtheLaw，Thisfactsheetaddressesthenewregistration「equ）rementS，SOmeOfwhichhave  
reponingdeadlinesbeginnmgonDecember26，2007・hlfomlationabouttherequirementto  

Submitresultsdataw州befo托hcomlng．   

1．GENERALREQUIREMENTSFORREG［STRAT10N  

A．Clinica］TrialsThatMustbeRegisteredatClinica［Tria［s．gov（“Applicab）eClinical  
Trials”）  

● TrialsofDrugsandBiolog－CS二COntrO”edclinicaIinvesbgations．otherthanPhasel  
investigations，Ofaproductsu叫ecttoFDAregulation［1］  
● TrialsofDevices二Contro”edtrialswithheathoutcomesofdevicessu旬ecttoFDA  
regulation．otherthansmalIfeasibilitystudies．andpediatricpostmarketsurvei”ance［2］  

B．WhoisResponsibleforTrjalRegistration？（“ResponsibleParty”）【3］   
1・ThesponヲOrOftheclinicaltha］［4］；－OR－  

2，Thepnnc］Palinvesti9atOr（Pl）ofsuchcIinicaltrialifsodesignatedbyasponsor，  
grantee，COntraCtOr，OraWardee．soIongasthePlisresponsibIeforconductingthe  
trialandhassufficientdatarights．  

C．RequiredDataEIements－  
TheResponsibIePa叫mustsubmitdescriptive，reCruitment，location，COntaCt，and  

administrativeinformationwhenregisteringanapp］icablec［inicaltrial［5］T Moredataelements  
arerequiredthanunderpriorU・SLlaw，andthesenewrequLrementSinctudepnmaryand  
secondaryoutcomemeasures．startdate，andtargetnumberofsubjects・   

2．T］M］NGOFREGISTRAT10NATCLLNICALTRIALS．GOV   

lngeneral，theResponsibIePartyforanappFicableclinica）thalmustsubmitrequired   
informationbythelaterof12／26／2007or21daysafterthefirstpatientisen「OIted［6］・  

Exceptions：（a）datafortrials“ongoing”asof9／27／2007thatdonotinvoIvea’［seriousorlife   
threateningdiseaseorcondition”mustbesubmittedby9／27／2008［7］，［8］；   
（b）trialsthatinvoIveaLLseriousorlifethreateningdiseaseorcondition”，areinitiatedbefore   
9／27／07，andhaveancompletiondate”priorto12／26／2007［9】arenotsubjecttothenew  
requIrementS，althoughtheymaybesubjecttootherlaws・   

3．PENALTIESFORFAILURETOREGISTER  

Penaltiesforresponsiblepanieswhofaittoregiste「app＝cabIeclinicaltrialsa「esignificantand  
mayincludecivilmonetarypenalties［10］and，forfedera［ly－fundedthals．thewithholdingor  
recoveryofgrantfunds［11］．StarthlgDecember26，2007．anyapplicationorreportsubmittedto  

FDAundersections505．510（k），515，Or520（m）oftheFederalFood．Drug，andCosmeticActor  
undersection351ofthePublicHealthServiceActw‖needtoincludece止ificationof  
COmPIiancewithanyapplicablep「ovisions［12］・  
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FACTSHEET   

RegistrationatCJinicaTTrials．gov：  
AsrequiredbyPublicLawllO・85，TitteVLLI   

ENDNOTES   

l．  “、（iiDAPPLLCABLEDRUGCLINICALTRIAL  

、（L）tNGENERAし－Theterm、appLicabledrugcLinicaltriallmeansacontrolledctinicat  
irNeSti9ation，OtherthanaphaseLclinica＝nvestigation，OfadnJgSu叫ecttosection505Ofthe  
FederalFood，Drug，andCosmet（CActortosection35lofthisAct．FhePublicHea仙Service  
Acq  

、（ll）CLINICAL］NVESTIGATtON－Forpurposesofsubclause（l），theterm、clinical  
investigation．h8Sthemeaningg∫Venthatterminsection312・30ftitIe21－CodeofFederal  
Regulations（OranySuCCeSSOrreguLation）・  

、（ltL）PHASEr－Forpurposesofsubclause（l），theterm、phase］一hasthemeaninggiventhat  
terminsection312．2loftMe21，CodeofFederaIRegulations（OranySuCCeSSOrregu［ation）：’  

上戸Lプ†か85，Sedねn8ロイ伺，a庇伽g〃eWヰ2U息C．282桝り仇岬〃   

2．  t■、（ii）APPLICABLEDEV【CECL］N］CALTRIAL・Theterm、applicabLedeviceclinicaltria］’nleanS－－  

、（l）aprospectiveclinicaLstudyofhe白Khoutcomescomparinganinterventionwithadevice  
SuPjecttosection510（k）T515・Or520（m）oftheFederalFood・Dru9：andCosmeticActa9ainsta  
COntrOlinhumansubjects（Otherthanasma”clinicaltHa］todetermInethefeasibiJityofadevice，  
OraCLinicaltrialtotestprototypedeviceswheretheprimaryoutcomemeasurerelatesto  
俺as裾胱yandnottoh関村10utCOmeS）；and  

’（）l）apedjatricpostmarketsuTVeillanceasrequiredundersection5220ftheFederalFood，  
Drug．andCosmeticAct．”  

肝L7イか喝Sec〟orJ80Tr軌a肘晦new42U．S．C．282甜rTノ仇J仰  

3．  ．J’（呵RE＄PONS幅LEPARTY－Theterm、responsibZepa吋一W抽respecttoacJjnica＝rjaJofa  
drugordevice．means叫  

、（L）thesponsoroftheclinica（trial（a5definedinsection50．30ftitIe21，CodeofFederal  
ReguIations（OranySuCCeSSOrreguTation））；Or  

“、（ll）theprincipalinvestigatorofsuchc）inicaJtrialifsodesignatedbyasponsor，grantee．  
COntraCtOr，OraWardee，SOlongasthepnnc．paIinvestigatorisre5POnSibJeforconductjngthetrjaJ，  
hasaccesstoandcontro10Verthedalafromtheclinica＝rial，hastheri9httopublishtheresultsof  
thetrial，andhastheab‖tytomeeta”oftherequirementsunderthbsubsectionforlhe  
Submission ofclinicaltriatinfoT．mabon：’  

上戸LT了0一郎，Sec肋∩β0丁回，ad鵬唱∩8〟ヰ2U．S．C．2β2α汀り仇一棚  

Under21C．F．R5O．3，”Sponsornisde伽edas“apersonwhoinitjatesacIinica＝nvestigatjon，but  
Whodoesnotactua”yconducttheinvesligation．i．e．，1hetest－a祀cleisadministeredordispensed  
toorusednvoMng，aSuqeCtundertheimmediatedirectionofanotherindividuaLApersonother  
thananindividual（e．g．．corporationoragency）thatusesoneormoreofltsownempIoyeesto  
COnduc（aclinicalinvestigationithasinitiatedisconsideredtobeasponsor（notasponSOr－  
investigator）．andtheemployeesareconsideredtobeinvestigatorsl”  

ヱ  
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“、（ii）CONTENT－ThecJinicaJtria＝nfbrmationrequiredtobesubm出edunderthisparagraphfor  
anapp］icableclinica］t再aLsha）］includeq  

、（l）descriptiveinformation，incZuding一－  
’（aa）abriBftitle，intendedfortheIaypublic；  
、（bb）abriefsummary，intendedfo「the．aypublic；  
、（CC）theprimarypurpose；  
、（dd）thestudydesjgn；  

L（ee）foranapplicabIedrugclinica＝rial，thestudyphase；  
、（fDStudytype；  
、（gg）theprimarydiseaseorconditionbeingstudied，Orthefocusofthestudy；  
、（hh）theinterventionnameandinterventiontype：  
、（iりthestudystartdate：  
、Oj）theexpectedcompLetiondate；  
、（kk）thetargetnumberofsubjects；and  
l（Il）outcomes．includin9Primaryandsecondaryoulcomemeasures；  

L（IL）recruhmentinformation，including－－  
、（aa）el砂b岬ycr托eri8；  
t（bb）gender：  

t（CC）ageJimits；  

、（dd）whetherthetriaLacceptshealthyvolunteers；  
’（ee）overaFlrecruitmentstatus；  

1（呵individualsitestatus；and  
．短g）inthecaseofanappIicabledru9ClinicaltriaL，ifthedru9isnotapprovedunder  
SeCtion5D50ftheFederalFood．Drug，andCosmeticActorLicensedundersection351  
0fthisAct，SPeCifywhetherornotthereisexpandedaccesstothedrugundersection  
56loftheFederalFood，Drug，andCosmeticActforthosewhodonotquatifyfor  
enroLlmenthltheclinicaItrialandhowto（】btaininfbrmationaboutsuchaccess；  

、（Jll）tocationandcontactinformation，inc］uding－－  
’桓a）thenameofthesponsor；  
、（bb）theresponsiblepa止y，byofficia］title；and  
、（CC）thefaciJitynaTneandfaciIitycontactinformation（inc．udingthecny，State，andzip  

COdeforeachclinlGaLtrial］ocation．orato”－freenumberthroughwhichsuchlocation  
informationnlaybeaccessed）；and  

’（IV）administrativedataOvhichtheSecretarymaymakepubTiclyava‖abfeasnecessary），  
inctuding・・  

、（aa）theuniqueprotoco＝dentificationnumber；  
、（bb）otherprotoco＝dentifjcationnumbers，ifany；and  
、（C¢）theFoodandDrugAdministration］ND／lDEprotocolnumberandtherecord  
Ver摘Cationdate．－’   

肝LT和一～時ざec伽〃即了向タ，匝止血甘口eⅣ42uS．C．2β2甜「軍仇I例〟  

■l、（C）DATASUBMISS10N－Theresponsiblepartyfbrartapplicab】ecIinicaltrial・inc［udingan  
applicabLedrugclinica）trialforaseriousorlife・threatenlngdiseaseorcond裾On，thatisinitiated  
a餉｛，Orisongoingonthedatethatis90daysafter，thedateoftheenactmentoftheFoodand  
DrugAdministrationAmendmentsActof2DO7，Sha＝submittotheDirectorofNIHfbrinclusionin  
theregistrydatabanktheclinicaltria＝nformationdescribedinofsubparagraph（A）（ii）not（ater  
thantheIateroト  

’（i）90daysaRersuchdateofenactment；  

、（ii）21daysa且ertheRrstpatientisenro（（edinsuchclinicaltrial；Or   




