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OHRP (Office for Human Research Protections) Guidance on IRB Continuing
Review of Research
http://www.hhs.gov/ohrp/policy/continuingreview2010.html

=)

G. Determining the Effective Date of Initial IRB Approval and the Dates for
Continuing Review
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3. Determining the Date for the Second and all Subsequent Continuing
Reviews for Research Reviewed by the IRB at Convened Meetings and
Approved for One Year Intervals, Including How to Maintain a Fixed
Anniversary Date for the Expiration of Annual IRB Approvals

OHRP recognizes the logistical advantages of keeping the expiration date of
the IRB approval period constant from year to year throughout the life of a
research project. Therefore, when (a) the IRB grants approval for one year
at the time of each continuing review, and (b) the IRB performs continuing
review and re-approves (with or without conditions) the research within 30
days before the IRB approval period expires, the IRB may retain the
anniversary of the expiration date of the initial IRB approval as the expiration
date of each subsequent one-year approval period. For example, if an IRB

conducts initial review of a research project and approves it without conditions
on October 1, 2009 for one year, the IRB may conduct its first continuing
review anytime between September 1 and October 1, 2010, and re-approve
the research for another one-year period that expires on October 1, 2011.
The same timing may be applied to each subsequent continuing review until
the research activities involving human subjects are completed. Institutions

that adopt a procedure for maintaining fixed anniversary dates for the
expiration of annual IRB approvals should include a description of this
procedure in their written IRB procedures.

(&=

Appendix (Scenarios for Determining Continuing Review Dates)

Scenario C1: An IRB conducts initial review of a research project at a convened
meeting and approves it without conditions on October 1, 2009 for one year. The
effective date of the initial IRB approval is October 1, 2009, and that approval expires
on October 1, 2010. The IRB follows a procedure for maintaining fixed anniversary
dates for the expiration of annual IRB approvals and conducts its first continuing
review of the research project at a convened meeting on September 15, 2010 and
re-approves the project without conditions for another one-year period. The expiration
date of the second approval period is October 1, 2011. The second continuing review
must occur by October 1, 2011.

= Annual IRB&2I0j| thsto{, IRB7} 2t=2lof| Cist “fixed anniversary dates” &
mEck, Zd f87|7EE210| 2010.10.0121 94729| X|&Al0(7t 2010.09.15 &
TrelQoliM A&l EIACkE, 28 IRBSQIREY (2t BtE2 2011.10.010] Elck
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Scenario C2: An IRB conducts initial review of a research project at a convened
meeting and approves it without conditions on October 1, 2009 for one year. The
effective date of the initial IRB approval is October 1, 2009, and that approval expires
on October 1, 2010. The IRB does not follow a procedure for maintaining fixed
anniversary dates for the expiration of annual IRB approvals and conducts its first
continuing review of the research project at a convened meeting on September 15,
2010 and re-approves the project without conditions for another one-year period. The
expiration date of the second approval period is September 15, 2011, and the second
continuing review must occur by this date.

= Annual IRB&2Iof| chstof, IRB7} otE2lof| thst “fixed anniversary dates” &
o2x| gkerh, ZFfFEoZE fEEo| 2010.10.0191 7ol X|Hple}
2010.09.15 HyteloM xH&Ql EIRCHH, 2#n IRBERIREYV (2t 2tZU2 IRB
Aol 2RE 1421 2011.09.150] k.
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45 CRF 46.107(a)

Each IRB shall have at least five members, with varying backgrounds to
promote complete and adequate review of research activiies commonly
conducted by the institution. The IRB shall be sufficiently qualified through the
experience and expertise of its members, and the diversity of the members,
including consideration of race, gender, and cultural backgrounds and sensitivity
to such issues as community attitudes, to promote respect for its advice and
counsel in safeguarding the rights and welfare of human subjects. In addition
to possessing the professional competence necessary to review specific
research activities, the IRB shall be able to ascertain the acceptability of
proposed research in terms of institutional commitments and regulations,
applicable law, and standards of professional conduct and practice. The IRB
shall therefore include persons knowledgeable in these areas. If an IRB
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regularly reviews research that involves a vulnerable category of subjects, such

as children, prisoners, pregnant women, or handicapped or mentally disabled
persons, consideration shall be given to the inclusion of one or more individuals

who are knowledgeable about and experienced in working with these subjects. ’
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