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Welcome!

Human Subjects
Protection Training

Certification /

Recertification

Welcome to the Web site of the Institutional Review Board of Boston University Medical Campus
and Boston Medical Center. Please note that most of the content on this site can only be viewed while
connected to the BU or BMC networks.

Submitting an IRB
Application

If vou are submitting an industry-sponsored, multi-center protocol, click here for more instructions.

HIPAA's Privacy Rule is in effect 4/14/03. The Rule will likely change how you collect health
information as part of vour research. We have prepared a new Web site with general information, forms,
and instructions to acquaint vou with the new requirements (hitp:/'www bumc.bu.eduwhipaa). Please refer
to the site as you prepare vour IRB applications.

Reporting Adverse
Events

@& EXEMPT Research

IRB Forms
Dlease feel free to contact the IRB office at (617)638-7207 for further information.

& INSPIR

HIPAA Privacy Info

@ Industry-Sponsored
Multi- Center Protocol

WIRB Forms Link

Compliance with
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Contact

Mailing address:
715 Albany 5t
560-Suite 300
Boston, MA 02118

Phone: (617) 638-7207
Fax: (617) 638-7234

Location:
360 Harmn=on Avenue
Suite 300



A Institutional Review Board - Microsoft Internet Explorer

File Edit View Favorites Tools Help

OEack ) |ﬂ @ ;\J ,,I.-\’ Search ‘i&’Favorites &
Address ‘féj hitp://waww.bumc.bu.edufDept/Home.aspx?DepartmentlD=293 j Gn Links *

Continuing Review ﬂ
Regulations

Understanding the

BUMC IRB Policies &
Procedures

List Of Investigators
with Human Subjects

Protection Training
Certificates

Attestation for
Translation Process

Attestation for

T susldiiu,.

IRB Reviewers

Feedback | Search | Index | IT Help | Contact Info

€ Copyright Trustees of Boston University

® Internet




Criteria For Approval

45 CFR 46.111
25 CFR 56.111

Minimized risks

Reasonable risk/benefit ratio
Equitable subject selection
Informed consent process
Informed consent documentation
Data monitored for safety
Confidentiality/privacy maintained
Vulnerable populations protected



Review Criteria

45 CFR 46.111
21 CFR 56.111

(1) Risks to subjects are minimized: (i)
by using procedures which are
consistent with sound research design
and which do not unnecessarily expose
subjects to risk, and (i) whenever
appropriate, by using procedures
already being performed on the subjects
for diagnostic or treatment purposes.



Sound Research Design

Qualified investigator(s)

Scientific value- the “so what” question
Scientific validity

— Design

— Analysis

— Sample size

— Correct control group



Emanuel et al. JAMA 2000

equirement

xplanation

ocial or scientific value

Evaluation of a treatment, intervention,
or theory that will improve health and
well-being or increase knowledge

Scarce resources and
nonexploitation

Scientific knowledge; citizen's
understanding of social
priorities

cientific validity

Fair subject selection

Use of accepted scientific principles
and methods, including statistical
technigues, to produce reliable
and valid data

Selection of subjects so that stigmatized
and vulnerable individuals are not
targeted for risky research and the
rich and socially powerful not favored
for potentially beneficial research

Scarce resources and
nonexploitation

Justice

Scientific and statistical
knowledge; knowledge of
condition and population to
assess feasibility

Scientific knowledge; ethical and
legal knowledge

Favorable risk-benefit
ratio

Minimization of risks; enhancament of
potential benefits; risks to the subject
are proportionate to the benefits to
the subject and society

Monmaleficence, beneficence,
and nonexploitation

Scientific knowledge; citizen's
understanding of social values

Independent review

Review of the design of the research
trial, its proposed subject population,
and risk-benefit ratio by individuals
unaffiliated with the research

Fublic accountability; minimizing
influence of potential conflicts
of interest

Intellectual, financial, and
otherwise independent
researchers; scientific and
ethical knowledge

Informed consent

Provision of inforrmation to subjects
about purpose of the research, its
procedures, potential risks, benefits,
and alternatives, so that the
individual understands this
inforrmation and can make a
voluntary decision whether to
enroll and continue to participate

Respect for subject autonomy

Scientific knowledge; ethical and
legal knowledge

Respect for potential and
enrolled subjects

Respect for subjects by

(1} permitting withdrawal from the
research;

(2} protecting privacy through
confidentiality;

(3) informing subjects of newly
discovered risks or benefits;

(4} informing subjects of results of
clinical research;

(5} maintaining welfare of subjects

Respect for subject autonomy
and welfare

Scientific knowledge; ethical and
legal knowledge; knowledge of
particular subject population

*Ethical requirements are listed in chronological order from conception of research to its formulation and implementation.



Where to Look in INSPIR

Section C: Summary

Section D: Background; study question
Section F: Design

Section G: Statistical Issues

Attachments:

— Sponsor’s protocol

— Grant

— Investigator’s brochure
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= 3. Is there any conflict of interest for the P1 or other study personnel? ] [] ]
) Comments:
) SECTION D: BACKGROUND/RATIONALE/PURPOSE YES NO NIA
- 1. Is there suitable justification for a study involving humans? ] N ]
. 2. |s the research problem/hypothesis adequately stated? ] N ]
- 3. Are the specific aims of the research and how these will contribute to
scientific/medical knowledge adequately described? O | O
- Comments:
SECTION E: PROTOCOL RISKS/SUBJECTS YES NO NIA
1. Is this research mare than minimal risk?
. y . . . . O O O
B Risk: The probability of harm or injury (physical, psychological, social, or
economic) occurring as a result of participation in a research study. Both the
: probability and magnitude of possible harm may vary from minimal to
- significant. Federal regulations define only "minimal risk."
) Minimal Risk: A risk is minimal where the probability and magnitude of harm
or discomfort anticipated in the proposed research are not greater, in and of
- themselves, than those ordinarily encountered in daily life or during the
. performance of routine physical or psychological examinations or tests [45
; CFR 46.102(i)]. For example, the risk of drawing a small amount of blood
~ from a healthy individual for research purposes is no greater than the risk of
i doing so as part of routine physical examination.
_ 2. |s the subject population appropriate for the research? ] N ] :
3. Ifonly English-speaking subjects are to be recruited, has an adequate @
justification been provided? | ] | x

)

@ 11

# Unknown Zone



Do Not Unnecessarily Expose
Subjects to Risk
Eligibility Criteria
Withholding of known effective treatment



Where to Look in INSPIR

Section E: Protocol Risk/ Subjects
Section F1: Inclusion/Exclusion
Section H: RiIsks



Use Clinical Procedures or Data

whenever appropriate, by using procedures
already being performed on the subjects for
diagnostic or treatment purposes

NB: If study includes interventions that have
risks (i.e. use of FDA approved drugs and
devices, xrays, etc.) even If they are used In
standard of care, If they are part of the
RESEARCH INTERVENTIONS, then the
study is not < minimal risk.



Where to Look in INSPIR

What is standard of care?

What procedures are already being
performed on the subjects for diagnostic
or treatment purposes?

Should be In Sections D and/or F



Next?

Send suggestions for topics to Sue Fish
or Mary Banks
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