INSTITUTIONAL REVIEW BOARD

NEW JERSEY DEPARTMENT OF HEALTH & SENIOR SERVICES

MEETING AGENDA

10 January 2007
2:30 PM - 4:30 PM
Health & Agriculture Building, First Floor Boardroom

New Business

A. Opening Remarks — Cynthia Kirchner, M.P.H., Senior Policy Advisor to the Commissioner

B.

C.

Introductions

Draft Membership Roster

Monthly Meeting Schedule

Recording of IRB meetings

Discussion of IRB Chairperson

Transition Process from UMDNJ IRB

Presentation:

N~ E

History of Department's former IRB

IRB Mission & Authority

The Nuremberg Trial & Code

The Declaration of Helsinki

Henry Beecher's Ethics & Clinical Research

The Tuskegee Syphilis Study

Ethical Principles of The Belmont Report

Determinations Required for IRB Approval (45 CFR Part 46.111)

IRB Member Resource Binders:

oarLNE

The Belmont Report

Federal Regulations on the Protection of Human Subjects (45 CFR Part 46)

Slide Presentation Handout

Department's Policy on the Protection of Human Research Subjects

HREP's Guidance on Federal Certificates of Confidentiality
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16.
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J. Journal Club Proposal

II.  Tentative Meeting Agenda:

A. February 2007:

1. Informed Consent Requirements (45 CFR Part 46.116(a-b))

2. Assent Requirements (45 CFR Part 46.408)

3. Waiver of Informed Consent & Assent (45 CFR Part 46.116(c-d))

4. Waiver of Documentation of Informed Consent & Assent (45 CFR Part 46.117(c))

5. Review Draft IRB Application [Will send prior to meeting, come with feedback.]

6. Review Draft IRB Reviewer Forms [Will send prior to meeting, come with feedback.]
B. March 2007:

1. Mock IRB Review

2. Overview of IRB E-Archive

3. Overview of IRB Website
C. April 2007:

1. Conduct Reviews of IRB Applications

2. Review Federal Regulations on Pregnant Women as Subjects (45 CFR Part 46.201-207)

3. Review Federal Regulations on Prisoners as Subjects (45 CFR Part 46.301-306)

4. Review Federal Regulations on Children as Subjects (45 CFR Part 46.401-409)



