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45 CFR 46

e Subpart A -- Basic Protections

e Subpart B --  (1975)Pregnant Women,
Fetuses, Human In Vitre
Fertilization

e Subpart C -- (1978) Prisoners

e Subpart D --  (1983) Children




Federal Policy for the Protection of

Human Subjeéts
(45 &DFR 46 Subpart AB

The “Common Rule’

June 18, 1991
17 Departments and Agencies
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Food and Drug Administration

FOA

UWE. Foad nad Ereg Rldrisdciraiien

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




Health and Human Services (HHS) vs.
FDA hegulations

e Basic requireanents for IRBs and. for
Informed ConseLnt are congruent

e Differences center on differences In
applicability
— HHS regulations based on federal funding of

research

— FDA regulations based on use of FDA regulated
product: drugs, devices, or biologics







Assurances

e “Each institution engaged in.research
which is covered by this policy.:and which
IS conducteF or supported by a Federal
Department or Agency shall provide
written assurance ... that it will comply.
with the requirements set forth in this
policy.” [45 CFR 46.103(a)]

e Approved by OHRP




Assurances

e The Institutior
research has

) must certify that the
neen reviewed and

approved by an IRB.

[45 CFR 46.1

e Submitted to f

03(b)]

unding agency




Assurances

What Is an InLitutionaI Assurance?

0 DocumentaJtion of institutional
commitment to comply with the
Common Rule

e Principal method of compliance
oversight



e Required fror

Assurances

M each institution “engaged”

INn the research
— See OHRP guidance on when Institutions

are engage
http://ohrp.osophs.dhhs

IN research:

.gov/humansubjects/assurance/engage.ltm
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IRB Registration System - cont’d.

e All Registered IRBs will be Informed
of New Guidance/Updates/Regs.

e Can Track Registered IRBs on
OHRP Website
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OHRP Federalwide Assurance

e Single Assurance Document

e 1 Institution = 1 Assurance*

*some jternational exceptions

e International Standards OK




OHRP Federalwide
Assurance

e All Institutions Eligible

e \Web-Based
e IRB Regiltration

e Rely on own institutional IRB, other
Institutional IRB, commercial



OHRP Federalwide

e No OHRP

Assurance

review of individual

applications, protocols, consent

documents

e Recommended completion of OHRP
Assurance Training Modules

(notconsﬁ

ered education training)




OHRP Federalwide Assurance

Education Training

— Initial & Continuing Education
— IRB Chair, Members, Staff

— Investigators




OHRP Federalwide Assurance

Education Training:
— Ethical Principles
— Federal Regulations (45 CFR 46)
— State Law

— Institutional Policy
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on the World Wide

http://ohrp.osophs.dhhs.gov/polasur.nt
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Office for
Human Research

Protections

U1 5. Department of Heahth
and Human Services

)

‘Doing 1t right..together”

What's Newr

IRB Registration &
Assurance Filing

5]

(eneral OHRP Information

* How Do You Beceive the Latest News? (OHEP-L
LISTZEEN)

* How Do You Reach the OHEP Office?

* OHRP Organization and Responsibilities (Federal
Eegister OHET announcement - June 13, 2000}

Human Subject Protection

« OHRP IRB Registration and Assurance Filing (information
and materials for registering an Institutional Bewew Board (IER)
and filing an Assurance of Compliance)

* National Human Research Protections Advisory Committee
(NHRPAC) WEEPAGE.

* Human Subject Research Subcommittee Roster (members of

=l Flease moritor this status bar for descriptions of DHRF changes. s
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OHRP Website for FWA/IRBs
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Office for Procedures for r
P R Registering Institutional Review
- Boards
Protections |
US. Department of Health and
and Human Services — .
Filing Federalwide Assurances of
@ Protection for Human Subjects (FWAS)
"Doing it right..together”
This website introduces a process through which Institutional Eewew
Eoards (IEEs) and (international) Independent Ethics Committees (TECs)
What's New can register with HHS and thereby recerve tunely information from HHS
about the protection of human subijects.
IRB REgiStFati_?" & The website alzo mtroduces a simplified process for filing Institional
Assurance Filing Assurances of Protection for Hutnan Subjects with the HHS Office for
Human Eesearch Protections (OHEF). Assurances approved under this hd
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FWA — Where to Start
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‘ IRE Registration
Why Register an IRE or IEC?
IR E Responsihilities
Instructions for Registering IREs or IECs
Sample IRB Registration Document - RTF Format
Sample IRB Registration Document - HTML Format
IRE Registration and Federahvide Assurance (FWA) O & A

Filing a Federalwide Assurance
What is an "Assurance” and When is an Assurance Needed?
Avards Personnel Notice
Avrardee Notice
Terms of Assurance .
Instructions for Filing Federalwide Assurances
Sample FWA Filing Document - RTF Format
Sample FWA Filing Document - HTML Format
Meodiles Required for FWA Personnel
Sample Unaffihated Investigator Agreement
Sample IRB Authorization Agreement for an Individual Protocol -]
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Promoting Research

Protecting Human Subjects
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Shared}esﬂoonsibilities

e |[nvestigators

e |RB (chair, members, administrator

e Institutional Chief Executive Officer




