
Melody Lin, Ph.D.Melody Lin, Ph.D.
Deputy Director, OHRPDeputy Director, OHRP

Director, OIADirector, OIA

June 3 - 4, 2003June 3 - 4, 2003

Sofia, BulgariaSofia, Bulgaria

Human ResearchHuman Research
ProtectionsProtections

U.S. PerspectivesU.S. Perspectives



ObjectivesObjectives

!! U.S. RegulationsU.S. Regulations

!! IRB RegistrationIRB Registration

!! FWAFWA



U.S. RegulationsU.S. Regulations



National ResearchNational Research
ActAct

19741974



Office for ProtectionOffice for Protection
from Research Risksfrom Research Risks

(OPRR)(OPRR)

19741974



45 CFR 4645 CFR 46
Subpart ASubpart A

19811981



45 CFR 4645 CFR 46
Subpart A,B,C,DSubpart A,B,C,D

19831983



45 CFR 4645 CFR 46

!! Subpart ASubpart A ---- Basic ProtectionsBasic Protections

!! Subpart BSubpart B -- -- (1975)Pregnant Women, (1975)Pregnant Women, 
Fetuses, Human In Vitro Fetuses, Human In Vitro 
FertilizationFertilization

!! Subpart CSubpart C ---- (1978)(1978)  PrisonersPrisoners

!! Subpart DSubpart D ---- (1983) Children(1983) Children



Federal Policy for the Protection ofFederal Policy for the Protection of
Human SubjectsHuman Subjects

(45 CFR 46 Subpart A)(45 CFR 46 Subpart A)

The “Common Rule”The “Common Rule”

June 18, 1991June 18, 1991
17 Departments and Agencies17 Departments and Agencies



Office for HumanOffice for Human
Research ProtectionsResearch Protections

 (OHRP) (OHRP)

20002000



Food and Drug AdministrationFood and Drug Administration

Regulations:Regulations:
!! IRB - 21 CFR 56IRB - 21 CFR 56
!! Informed Consent - 21 CFR 50Informed Consent - 21 CFR 50



Health and Human Services (HHS) vs.Health and Human Services (HHS) vs.
FDA RegulationsFDA Regulations

!! Basic requirementsBasic requirements for IRBs and for for IRBs and for
Informed Consent are Informed Consent are congruentcongruent

!! DifferencesDifferences center on differences in center on differences in
applicabilityapplicability
–– HHS regulations based on HHS regulations based on federal fundingfederal funding of of

researchresearch
–– FDA regulations based on use of FDA FDA regulations based on use of FDA regulatedregulated

productproduct: drugs, devices, or biologics: drugs, devices, or biologics



FDAFDA DHHSDHHS
II
RR
BB



AssurancesAssurances

!! “Each institution “Each institution engagedengaged in research in research
which is covered by this policy and whichwhich is covered by this policy and which
is conducted or supported by a Federalis conducted or supported by a Federal
Department or Agency shall provideDepartment or Agency shall provide
written assurancewritten assurance ... that it will  ... that it will complycomply
with the requirements set forth in thiswith the requirements set forth in this
policy.“ [45 CFR 46.103(a)]policy.“ [45 CFR 46.103(a)]

!! Approved by Approved by OHRPOHRP



AssurancesAssurances

!! The institution must The institution must certifycertify that the that the
research has been reviewed andresearch has been reviewed and
approved by an IRB.approved by an IRB.
[45 CFR 46.103(b)][45 CFR 46.103(b)]

!! Submitted to funding agencySubmitted to funding agency



AssurancesAssurances

What is an Institutional Assurance?What is an Institutional Assurance?
!! Documentation of institutionalDocumentation of institutional

commitmentcommitment to comply with the to comply with the
Common RuleCommon Rule

!! Principal Principal method of compliancemethod of compliance
oversightoversight



AssurancesAssurances

!! Required from each institution Required from each institution “engaged”“engaged”
in the researchin the research
–– See OHRP guidance on when institutionsSee OHRP guidance on when institutions

are engaged in research:are engaged in research:
http://http://ohrpohrp..osophsosophs..dhhsdhhs.gov/.gov/humansubjectshumansubjects/assurance/engage./assurance/engage.htmhtm



IRB Registration SystemIRB Registration System



IRB Registration System - cont’d.IRB Registration System - cont’d.

!! All Registered IRBs will be InformedAll Registered IRBs will be Informed

of New Guidance/Updates/Regs.of New Guidance/Updates/Regs.

!! Can Track Registered IRBs onCan Track Registered IRBs on

OHRP WebsiteOHRP Website



Federal Wide AssuranceFederal Wide Assurance
(FWA)(FWA)



OHRP Federalwide AssuranceOHRP Federalwide Assurance

!! Single Assurance DocumentSingle Assurance Document

!! 1 Institution = 1 Assurance1 Institution = 1 Assurance**
                    **some international exceptionssome international exceptions

!! International Standards OKInternational Standards OK



OHRP FederalwideOHRP Federalwide
AssuranceAssurance

!! All Institutions EligibleAll Institutions Eligible

!! Web-BasedWeb-Based

!! IRB RegistrationIRB Registration

!! Rely on own institutional IRB, otherRely on own institutional IRB, other
institutional IRB, commercialinstitutional IRB, commercial



OHRP FederalwideOHRP Federalwide
AssuranceAssurance

!! No OHRP review of individualNo OHRP review of individual
applications, protocols, consentapplications, protocols, consent
documentsdocuments

!! Recommended completion of OHRPRecommended completion of OHRP
Assurance Training ModulesAssurance Training Modules

  (not considered education training)  (not considered education training)



OHRP Federalwide AssuranceOHRP Federalwide Assurance

Education TrainingEducation Training
–– Initial & Continuing EducationInitial & Continuing Education

–– IRB Chair, Members, StaffIRB Chair, Members, Staff

–– InvestigatorsInvestigators



OHRP Federalwide AssuranceOHRP Federalwide Assurance

Education Training:Education Training:
–– Ethical PrinciplesEthical Principles

–– Federal Regulations (45 CFR 46)Federal Regulations (45 CFR 46)

–– State LawState Law

–– Institutional PolicyInstitutional Policy



OHRPOHRP

on the World Wide Webon the World Wide Web

http://http://ohrpohrp..osophsosophs.dhhs.gov/polasur.htm.dhhs.gov/polasur.htm



OHRP Website



OHRP Website for FWA/IRBs



FWA – Where to Start



Shared GoalsShared Goals

Promoting ResearchPromoting Research

Protecting Human SubjectsProtecting Human Subjects



Shared ResponsibilitiesShared Responsibilities

!! InvestigatorsInvestigators

!! IRB (chair, members, administrator)IRB (chair, members, administrator)

!! Institutional Chief Executive OfficerInstitutional Chief Executive Officer


