Guidance& Instructionsfor Projectsusingde identified, discardspecimendor the evaluationofin r
vitro diagnosticdevices

Background:

Perthe April 25,2006 Guidancditled: InformedConsentor In Vitro DiagnostiqlVD)DeviceStudies
UsingLeftoverHumanSpecimenghat are Not IndividuallyldentifiableGuidancdor Sponsors,
Institutional ReviewBoards Clinicallnvestigatorsand FDA
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x Individualscaringfor the patientsare different from and do not shareinformationaboutthe
patientwith thoseconductingthe investigation;

X Thespecimensre providedfor researchwithout identifiers(codesare permissibleonly if
neitherthe investigatornor anyoneassociatedvith the studyhasaccesgo the codekeyor can
identify the personwho wasthe sourceof the specimen);

Anyclinicalinformation suppliedwith the specimemmustnot be individuallyidentifiable.
Notestresultsfrom the researchmaybe reportedto anysubjector that subject’shealthcare
provider;and

X Thesupplierof the specimensnusthaveestablishedyoliciesand procedurego preventthe
releaseof identifyinginformation.

Investigatorsvho wishto conductprojectswhichmeetthesecriteriamustclearlyarticulatethis within
their SmartFormapplicationand completethe Requestor Approvalwithout InformedConsent
Requirementsor an In Vitro DiagnostidDeviceStudyUsingLeftoverHumanSpecimenthat are Not
IndividuallyldentifiableFormé& uploadit in to section52
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