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Introductions

Who are you?

What are your perceptions of IRBs?
What is the job of an IRB?

Why are you here?




What I1s an IRB?

= An Ethical Review Board:

s Mandated by the government to oversee “all research
Involving human subjects conducted, supported or
otherwise subject to regulation by any federal

department or agency . . .” scrras

That is “an administrative body established to protect
the rights and welfare of human research subjects
recruited to participate in research activities
conducted under the auspices of the institution with
which 1t I1s affiliated.” onre 1rs cuibesoOK

That “makes its independent determination whether
to approve or disapprove the protocol based upon
whether or not human subjects are adequately
protected.” owre 1r8 cuIDEBOOK




What I1s an IRB?

= An Ethical Review Board:

s That “must have at least five members, with varying
backgrounds . . .” with at least one “whose primary
concerns are in nonscientific areas” and with “at least

one member who Is not otherwise affiliated . .” 45 crr 46

s That “through the experience and expertise . . . and
the diversity of the members . . . promote[s] respect
for its advice and counsel in safeguarding the rights

and welfare of human subjects.” 4scrr 46




Mission of an IRB

= Protect the rights and welfare of

human research subjects

(and future human welfare—i.e. keep science
moving forward)

= Protect ability of institution to conduct
human subjects research

= An Indirect mission, accomplished by carrying
out our primary mission.




Mission of an IRB

Protect Human Subjects through knowledge of:
Subject populations
Factors that determine risks and benefits
Factors affecting subjects’ informed consent
Ethical principles

Laws and reqgulations
Federal Wide Assurance, institutional policies and procedures
Achieved by:
= Member background, education, experience
= |IRB participation and continuing education
= Institutional Support




UM Human Subject Protections

Human Research Protection Program
http://www.research.umich.edu/hrppp/om/

Office of the Vice President for Research
http://www.research.umich.edu/policies/humans.html

UM Federal Wide Assurance
http://www.irb.research.umich.edu/FWA.html

Office of Human Research Compliance Review
http://www.research.umich.edu/orcr/index.html

UMMS Office of Research Regulatory Affairs

http://www.med.umich.edu/medschool/research/requlations.htm

UMMS Office of Research

http://www.med.umich.edu/medschool/research/




IRBMED Human Subject

Protections
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What Is “IRBMED”?

= The five “Institutional D |
Review Boards” of the = A unit within Medical
University of Michigan School Administration
Medical School . ~2?f ;nemrlloegsupgorth
= —80 members: staff for the Boards, the
physicians, scientists, Dean’s office & the

- Medical School.
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IRBMED Overview

Boards Staff
= Have oversight of the more = Manages records for all

than 3000 active projects in studies

the UMHS & Med School Maintai hsit
= Review ~8000 applications PR | S L
applications, templates

each year _
= Develops educational

m 1200 new studies
resources for the boards
= /800 renewals/ adverse and researchers

events/other reports/
amendments







IRBMED Member
Responsibilities

= Know principles, regulations, and national
standards applicable to the conduct of human
subjects research

= Review proposed and ongoing research
Other Responsibllities:
Assist staff with complaints

Assist staff with development of policies and
procedures

Assist staff with education and training of research
community

Liaison to other institutional entities (usually chairs)
Interact with oversight authorities (usually chairs)




IRBMED Member
Responsibilities

= Orientation—attend workshops, read and review
recommended materials

= Prepare for and attend meetings
m Review narrative summary, ICD, recruitment materials
m Raise issues, share expertise, vote

= Provide primary review of studies
Present the study at the meeting

Document your recommendations and requirements of the
board for final approval (if changes are required)

Communicate with investigators and IRBMED staff
Document investigator communications




Break time




The Belmont Report

= What is it? How does it affect IRBMED
review? How does it protect them?




The Belmont Report

What is it?

m A report by the National Commission for the

Protection of Human Subjects of Biomedical and
Behavioral Research

m Commission was formed as a result of the National

Research Act of 1974
= A foundation for evolving biomedical ethics

= “An analytical framework that will guide the
resolution of ethical problems arising from
research involving human subjects.”




The Belmont Report

m Respect for persons involves a recognition of the
personal dignity and autonomy of individuals, and
special protection of those persons with
diminished autonomy.

m Beneficence entails an obligation to protect
persons from harm by maximizing anticipated
benefits and minimizing possible risks of harm.

m Justice requires that the benefits and burdens of
research be distributed fairly.




= The Belmont
principles
represent our
fundamental,

shared
values.

m [rue?
We promised

to adhere to
the principles.

Belmont Report

How does it affect IRBMED review?

Department of Health and Human Services (DHHS)
Office for Human Research Protections (OHRP)

University of Michigan
FEDERALWIDE ASSURANCE OF PROTECTION FOR HUMAN SUBJECTS
(FWA 00004969)
Expires June 12, 2006

Human Subject Research Will be Guided by Ethical Principles

ith regard to federally-conducted or —sponsored research, all of the University’s activities and all activities of the
Institutional Review Boards (IRBs) designated under this Assurance will be guided by the ethical principles in The
Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subject Research of the National
ICommission for the Protection of Human Subjects of Biomedical and Behavioral research.

B. Applicability

1) These terms apply whenever versity becomes engaged in federally-supported* (i.e., conducted or

supported) human subject research, which is not otherwise exempts from the Federal Policy for the Protection

of Human Subjects. The University becomes so engaged whenever:

(a) the University’s employees or agents intervene or interact with human subjects for purposes of federally-

supported research;

(b) the University’s employees or agents obtain individually identifiable private information about human
subjects for purposes of federally-supported research; or

the University receives a direct federal award to conduct human subject research, even eall
activities involving human subjects are carried out by a subcontractor or collaborator.

[*Federally-supported is defined in this document and in the FWA as the U.S. Government providing any
funding or other support (including, but not limited to, providing supplies, products, drugs, and identifiable
private information collected for research purpose) and/or the conduct of the research involves U.S.
Government employees.]

C. Compliance with the Federal Policy for the Protection of Human Subjects

In its conduct of federally-supported human subjects research, the University and the IRB(s) designated under this
Assurance will comply with the Federal Policy for the Protection of Human Subjects, know as the Common Rule.

All federally-supported human subject research will also comply with any additional human subject regulations and

policies of the supporting Department or Agency. All human subjects research conducted or supported by the

Department of Health and Human Services (DHHS) will comply with all Subparts of DHHS regulations at Title 45

iCode of Federal Regulations 46 (45 CFR 46 and its Subparts A, B, C, and D).

he reference in the Code of Federal Regulations is shown below for each Agency, which has adopted the Common

Rule:

7CFR 1c Department of Agriculture

10CFR745  Department of Energy

14 CFR 123 National Aeronautics and Space Administration
15CFR 27 Department of Commerce

16 CFR 1028 Consumer Product Safety Commission

University of Michigan Medical School
Institutional Review Boar

Standard Operating Procedure

GOVERNANCE: ROLE OF THE IRBMED
The IRBMED operates under the authority of and in accor e wit

(i) A Federal Wide Assurance (FWA) or applicable Single Project Assurances (SPAs)
established by the University (through its Vice President for Research) and the
United States Department of Health and Human Services (through OHRP) (these
are referred to collectively as the “Assurances™).

Applicable federal regulations, including (1) for federally funded research, the
“Common Rule” (45 C.F.R. part 46, subpart A) and special rules for research
involving pregnant women, fetuses, and neonates (45 C.F.R. part 46, subpart B),
prisoners (45 C.F.R. part 46, subpart C), and minors (45 C.F.R. part 46, subpar

(2) parallel and additional rules for research regulated by the Food and Drug
Administration, including human subjects protections (21 C.F.R. part 50),
institutional review boards (21 C.F.R. part 56), investigational drugs (21 C.F.R. part|
312), and investigational devices (21 C.F.R. part 812); (3) similar rules for research
involving recombinant DNA or otherwise regulated by the National Institutes of
Health Office of Biotechnology Activities; and (4) privacy regulations issued under
the Health Insurance Portability and Accountability Act of 1996 (45 C.F.R. parts
160 and 164).

Ethical principles set forth in the Belmont Report, as formally adopted by the
United States Public Health Service. The IRBMED may, in its discretion, consider
other ethical guidelines as well, such as those set forth in the Nuremberg Code, the
Declaration of Helsinki, the International Conference on Harmonisation, and report:
of the National Bioethics Advisory Commission.

iv) Applicable University policies and procedures.




Belmont Report

How would you apply it to this study?

Case Study

= Pain and the Placebo Effect

s Examine the brain during administration of

morphine anc

m Pain induced
gums on 3 se

placebo (PET)

oy administering saline into
parate occasions

m Deception rec

uired

= Pays $900 upon completion




Homework

= For next week:

m Review 45 CFR 46, Subpart A
http.//www.hhs.gov/ohrp/humansubjects/quidance/4
5¢fr46.htm

m Review 21 CFR 50 & 56
http.//www.accessdata.fda.gov/scripts/cdrh/cfdocs/cf
CFER/CEFRSearch.cfm

= Log into the eResearch Sandbox:
http://www.umich.edu/—eresinfo/errm/sandbox.html




