Laverne Estañol, M.S., CHRC, CIP, CCRP
Assistant Director
Human Research Protections

CCRP Prep Course / IRB Responsibilities
October 24, 2016

IRB Responsibilities
A. Roles and Responsibilities of the IRB
B. Determination that the rights, welfare and safety of study
subjects including vulnerable populations are protected
C. Development and implementation of Standard Operating
Procedures (SOPs) Membership
D. Protocol review
E. Significant Risk/Non Significant Medical Device study
determination
F. Documentation
G. Development, maintenance of IRB related documents
(paper/electronic)
H. Record retention for IRB
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A. ROLES AND RESPONSIBILITIES OF THE IRB
D. MEMBERSHIP
45 CFR 46 [OHRP], 21 CFR 56 [FDA]

ROLE

MEMBERS

RESPONSIBILITY

The Institutional Review Board is a committee whose primary purpose is to protect
the rights and welfare of human research participants.

- At least 5 members
- Sufficiently qualified [experience, expertise], diverse [gender, expertise, race],
and sensitive to community attitudes
- Experts on vulnerable research participants
- One scientific member, and one non-scientist
- One non-affiliated member [unaffiliated person/family with the institution]
- Those that have a conflict of interest will be recused from the review of the
conflicted project
- Non-voting consultants with specific expertise may provide assistance in the
review of a project

The basic charge of an IRB is to protect research participants and to evaluate
whether a research project has met the regulatory and ethical requirements for the
conduct of research.
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B. PROTECTION OF VULNERABLE POPULATIONS
Pregnant Women, Human Fetuses, and Neonates [45 CFR 46.201]

45 CFR 46.204
Research
involving
pregnant
women or
fetuses

Prospect of direct
benefit to mom or
fetus

45 CFR 46.206

45 CFR 46.205
Research involving
neonates

Research involving,
after delivery, the
placenta, the dead
fetus or fetal
material

Neonates of
uncertain viability

Follow federal, state,
and local laws

Nonviable neonates
If there is no benefit,
must be minimal risk
to fetus (to achieve
objectives of
research) and the
research will
develop important
biomedical
knowledge which
can’t be obtained by
other means

Viable neonates

45 CFR 46.207
Research otherwise
not approvable
which presents an
opportunity to
understand, prevent,
or alleviate a serious
problem affecting
the health or welfare
of pregnant women,
fetuses, or neonates
Requires public
review and comment
announced via a
publication in the
Federal Register
Requires DHHS
approval

Appendix B: http://www.research.uci.edu/forms/docs/irb-appendices/appendixB.doc
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B. PROTECTION OF VULNERABLE POPULATIONS
Prisoners [45 CFR 46.301]

45 CFR 46.304

45 CFR 46.305

45 CFR 46.306

Composition of IRB

Assurance to the DHHS

Permitted Research

Members shall have no
association with the
prison(s) involved in the
research

7 elements of assurance

4 categories of prisoner
research

Certify assurance to the
DHHS

One member of the IRB shall
be a prisoner or a prisoner
representative with
background and expertise

Appendix C: http://www.research.uci.edu/forms/docs/irb-appendices/appendixC.doc
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B. PROTECTION OF VULNERABLE POPULATIONS
Children [45 CFR 46.401]

45 CFR 46.404

Research
not involving
greater than
minimal risk

45 CFR 46.405

Research
involving
greater than
minimal risk
but
presenting
the prospect
of direct
benefit to the
individual
subjects

45 CFR 46.406

45 CFR 46.407

45 CFR 46.408

Research
involving
greater than
minimal risk
and no
prospect of
direct benefit
to individual
subjects, but
likely to yield
generalizable
knowledge
about the
subject’s
disorder or
condition

Research not
otherwise
approvable
which
presents an
opportunity
to
understand,
prevent, or
alleviate a
serious
problem
affect the
health or
welfare of
children

Requirement
for
permission
by parents or
guardians
and for
assent by
children

Appendix D: http://www.research.uci.edu/forms/docs/irb-appendices/appendixD.doc

45 CFR 46.409

Wards
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C. DEVELOPMENT AND IMPLEMENTATION OF
STANDARD OPERATING PROCEDURES (SOPs)
OHRP / FDA Draft Guidance (August 2016)
Conducting initial and continuing review of research and reporting IRB findings and actions
to the investigator and the institution

1

Determining which projects require review more often than annually and determining
which projects need verification from sources other than the investigator that no
material changes have occurred since previous IRB review

2

3

4

5

Ensuring prompt reporting to the IRB of proposed changes in a research activity, and
ensuring that changes in approved research, during the period for which IRB approval
has already been given, may not be initiated without IRB review and approval except
where necessary to eliminate apparent immediate hazards to the human subjects
Ensuring prompt reporting to the IRB, appropriate institutional officials, any department
or agency head, OHRP and FDA of any unanticipated problems involving risks to
human subjects or others, any instance of serious or continuing noncompliance with
the applicable HHS and/or FDA regulations, or the requirements or determinations of
the IRB, and any suspension or termination of IRB approval

Scope, and Authority; IRB Membership; IRB Functions and Operations; IRB Records
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E. PROTOCOL REVIEW
Criteria for IRB approval of research [45 CFR 46.111]
1

Risks to subjects are minimized

2

Risks to subjects are reasonable in relation to anticipated benefits

3

Selection of subjects is equitable

4

Informed consent will be sought from each prospective subjects (or LAR)

5

Informed consent will be appropriately documented

6

When appropriate, the research plan makes adequate provision for monitoring the data collected to
ensure the safety of subjects

7

When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the
confidentiality of data

8

Additional protections for subjects likely to be vulnerable to coercion or undue influence (children,
prisoners, pregnant women, mentally disabled persons, economically/educationally disadvantaged)
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F. SIGNIFICANT RISK / NONSIGNIFICANT RISK
MEDICAL DEVICE STUDY DETERMINATION
FDA Guidance [January 2006]
1

IRBs should have standard operating procedures that explain how the IRB makes SR and NSR determinations and that the
decision should be documented. FDA considers this determination to be part of the IRB’s responsibilities for conducting
its initial review of a study.

2

IRBs should make the SR or NSR determination about a study by reviewing relevant information at a convened meeting.
This information includes the description of the device, reports of prior investigations conducted with the device, the
proposed investigational plan, and subject selection criteria. The sponsor should provide the IRB with a risk assessment
and the rationale used in making its SR or NSR determination.

3

An IRB may agree or disagree with the sponsor’s initial NSR assessment.

4

If the IRB determines the study is NSR, the IRB may approve the study using the criteria at 21 CFR 56.111. The study may
begin without submission of an IDE application to FDA.

5

If the IRB disagrees with the sponsor’s NSR assessment and decides the study is SR, the IRB must tell the clinical
investigator, and where appropriate, the sponsor. (See 21 CFR 812.66)

6

An IRB may approve the study as an SR device study, but the study may not begin until FDA approves the sponsor’s IDE
application.

7

To facilitate the IRB’s review of the study, an IRB may ask the sponsor for proof (i.e., a copy of FDA’s approval or
conditional approval letter) that an SR study has an FDA-approved IDE application.

8

The IRB should document its SR/NSR determination in the IRB meeting minutes.

Guidance for IND (September 2013): http://www.fda.gov/downloads/Drugs/.../Guidances/UCM229175.pdf
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G.
H.
I.

DOCUMENTATION
DEVELOPMENT / MAINTENACE OF IRB RELATED DOCUMENTS
RECORD RETENTION FOR IRB

IRB RECORDS [45 CFR 46.115]
1

Copies of all research proposals reviewed, scientific evaluations, if any, that accompany the proposals, approved sample
consent documents, progress reports submitted by investigators, and reports of injuries to subjects.

2

Minutes of IRB meetings which shall be in sufficient detail to show attendance at the meetings; actions taken by the IRB;
the vote on these actions including the number of members voting for, against, and abstaining; the basis for requiring
changes in or disapproving research; and a written summary of the discussion of controverted issues and their
resolution.

3

Records of continuing review activities.

4

Copies of all correspondence between the IRB and the investigators.

5

A list of IRB members in the same detail as described in §46.103(b)(3).

6

Written procedures for the IRB in the same detail as described in §46.103(b)(4) and §46.103(b)(5).

7
8

Statements of significant new findings provided to subjects, as required by §46.116(b)(5).

The records required by this policy shall be retained for at least 3 years, and records relating to research which is
conducted shall be retained for at least 3 years after completion of the research. All records shall be accessible for
inspection and copying by authorized representatives of the department or agency at reasonable times and in a
reasonable manner.

LR / Sponsor Essential Documents (Section 8): http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073122.pdf
BIMO (Clinical Investigators, Part III): http://www.fda.gov/ICECI/EnforcementActions/BioresearchMonitoring/ucm133562.htm
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