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DEFINITION OF“RESEARCH REPOSITORY”
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BASIC IRB REQUIREMENTS
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 THIS PROTOCOL MUST INCLUDE THE INFORMED CONSENT OF SUBJECTS,
 UNLESS THE LATTER CAN BE WAIVED OR ALTERED
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 INVESTIGATOR ACCESS TO REPOSITORY MATERIALS

Page 10
						

SOME OPTIMAL DESIGN FEATURES FROM A REGULATORY PERSPECTIVE
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 DE-IDENTIFICATION OF MATERIALS REDUCES INFORMATIONAL RISKS & SIMPLIFIES THE IRB PROCESS FOR
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 CREATIVE CONSENT MECHANISMS MAY INCREASE INTAKE WHILE ADEQUATELY
 PROTECTING SUBJECT RIGHTS

Page 11
						

THE INTAKE PROCESS & INFORMED CONSENT

Page 12
						

ALTERNATIVE MODELS OF CONSENT
 TIERED CONSENT
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TIERED CONSENT EXAMPLE
 MY TISSUE MAY BE USED IN CANCER RESEARCH
 MY TISSUE MAY BE USED TO LEARN ABOUT OTHER HEALTH PROBLEMS
 MY TISSUE MAY BE ASSOCIATED WITH MY MEDICAL RECORD
 INFORMATION THAT IDENTIFIES ME MAY BE DISTRIBUTED TO INVESTIGATORS
 I AM WILLING TO BE RECONTACTED FOR FUTURE STUDIES
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ALTERING CONSENT FOR LARGE SCALE REPOSITORIES
 CONSENT INTERVIEW & FULL CONSENT FORM MAY BE
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REGULATORY CONDITIONS FOR WAIVING OR ALTERING CONSENT
 45 CFR 46.116(d)
 THE RESEARCH INVOLVES NO MORE THAN MINIMAL RISK
 THE ALTERATION WILL NOT ADVERSELY AFFECT THE RIGHTS & WELFARE OF SUBJECTS
 THE RESEARCH COULD NOT PRACTICABLY BE CARRIED OUT WITHOUT THE ALTERATION
 SUBJECTS WILL BE PROVIDED WITH ADDITIONAL PERTINENT INFORMATION AFTER
 PARTICIPATION
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IRB REQUIREMENTS FOR INVESTIGATOR USE
 IRB APPROVAL FOR THE USE OF MATERIALS IS SEPARATE FROM IRB
 APPROVAL FOR THE REPOSITORY ITSELF
 APPROVAL REQUIRES ASSURANCE THAT MATERIALS ARE BEING USED IN ACCORD WITH IRB-APPROVED CONDITIONS FOR
 CREATION OF THE REPOSITORY
 MOST USES OF REPOSITORY MATERIAL WILL QUALIFY FOR EXEMPT REVIEW

Page 19
						

LEVEL OF IRB REVIEW
 IF THE MATERIALS DO NOT CONTAIN PERSONAL IDENTIFIERS, THE RESEARCH DOES NOT
 INVOLVE “HUMAN SUBJECTS” UNDER THE REGULATIONS
 IF THE RESEARCH INVOLVES PRE-EXISTING IDENTIFIABLE MATERIALS, BUT IDENTIFIERS
 WILL NOT BE RECORDED, IT IS STILL APPROVABLE AS EXEMPT
 USE OF REPOSITORY SPECIMENS WILL REQUIRE AN EXPEDITED APPLICATION ONLY IF ALL
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