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1.Setting up a Research Ethics Committee (REC).

(a) What is the status of your IRB in your institution?

(b) What is the structure of your REC? (An institutional chart would help) Do you have
any substructures (WG, Subcommittee, experts, etc..)

(c) What power does your REC have? For example, does REC do decision-making,
authorization, or advisory?

(d) How is IRB’s independence guaranteed?

2.Reviews:

(@) Who is responsible to apply ?

(b) What is the scope of the review, all research, specific categories of research or some
other qualified researches?

(c) How many cases does your REC review each year?

(d) How many committee members of your REC have attended meetings on average?
(Percentage?)

(e) How many hours has the REC spent for a case review on average? (Shortest and
longest hours?)

() Would a member of your REC be allowed to meet an applicant (researcher) before
the review to discuss the proposal?

(g) What does the REC do when the members cannot agree on a single decision?

(h) Do you take the conclusion by consensus, or by voting? (Is the decision left to the
Chairperson? Are there decisions by majority?)

(i) What power does the Chairperson of your REC have in the review meeting?

(1) Are there any differences in the review processes between ES cell/iPS cell research
and Genome research? What are the differences?

(k) Are there any differences in the review processes between clinical trial and in vitro
research? What are the differences?
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3.Common understandings in your REC:

(a) Is there a common understanding of the aims/goals in your REC?

(b) How have you created/built up common understanding? For example, through
seminars? With terms of reference?

(c) What are the standards of the regulation authority?

(d) Which regulation authorities are there?

(e) Who shares the regulation standards — researchers, members of the REC, members
of the public?

4 Structure/size/features of the REC secretariat:

The employment of the staff of your REC secretariat:

(@) How many staff are there in the REC secretariat?

(b) How many hours do they work for the secretariat each week?

(c) What is the percentage of full-time and other staff in the REC secretariat?

(d) What other employment contracts do the Secretariat REC staff have other than
full-time contracts?

(e) What is the method of funding for the employment costs of your REC secretariat?

Specializations of the REC secretariat staff:

() What qualifications do REC secretariat staff have?
(g) Do they have/need any special skills?

(h) Have you organized any training courses for the staff?

Employment agreements:

(i) What employment agreements are there for the REC secretariat staff?
(i) Do the REC secretariat staff have different agreements from the research staff?

(k) How have you been selecting the full-time REC secretariat staff?
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Roles of the REC secretariat staff with regard to relationships between researchers,

applicants and members of the REC:

-Before the review of a proposal:

() Do secretariat staffs give advice to the applicant (researcher) when an application is
submitted or is the application just passed to the REC?

(m) Have researchers consulted REC secretariat staff?

(n) Would REC secretariat staff be able to give consultations to researchers?

-After applying for review of a proposal:

(0) What is the role of the REC secretariat staff after a review?

Other roles:

(p) Does the REC secretariat deal with complaints from researchers and the public?

5.Ethics Support Office/Staff
(a) Is there any structure which gives assistance to the researchers to setting up a

research protocol?

6.0ther:

(&) What is the financial basis for running the IRB itself?

(b) Which are the difficult cases to review and how are the difficulties solved?

(c) What difficulties are there with regard to the operation of the REC and how are
these problems solved?

(d) Who pays for the application for review to the REC?

(e) What do you do when an applicant (researcher) is connected to a member of the REC
(for example, if the applicant is a researcher who works in the same organization as
a member of the REC)?

(f) Are there any advantages/disadvantages of using other ethics committees/review

boards rather than your own REC?
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