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FDA ic &£ % "Guidance for Institutional Review Boards and Clinical Investigators”(1998 update)® FAQ
B ROESIETF47Y - LEAa—FARCDODWTHENTWS (TIRIZEZICL D)

*21. The number of studies we review has increased, and the size of the package of review materials
we send to IRB members is becoming formidable. Must we send the full package to all IRB
members?

The IRB system was designed to foster open discussion and debate at convened meetings of the full
IRB membership. While it is preferable for every IRB member to have personal copies of all study
materials, each member must be provided with sufficient information to be able to actively and
constructively participate. Some institutions have developed a "primary reviewer" system to promote
a thorough review. Under this system, studies are assigned to one or more |IRB members for a full
review of all materials. Then, at the convened IRB meeting the study is presented by the primary
reviewer(s) and, after discussion by IRB members, a vote for an action is taken.

The "primary reviewer" procedure is acceptable to the FDA if each member receives, at a minimum; a
copy of consent documents and a summary of the protoco! in sufficient detail to determine the
appropriateness of the study-specific statements in the consent documents. In addition, the
complete documentation should be available to all members for their review, both before and at the
meeting. The materials for review should be received by the membership sufficiently in advance of
the meeting to allow for adequate review of the materials.

Some IRBs are also exploring the use of electronic submissions and computer access for IRB
members. Whatever system the IRB develops and uses, it must ensure that each study receives an
adequate review and that the rights and welfare of the subjects are protected."
http://www.fda.gov/oc/ohrt/irbs/fags.html
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F7-. OHRP [C & % "Guidance on Written IRB Procedures"(2002)® "Guidance Relevant to Initial and
Continuing Review" Tit, RO ESICEBRENTWB(TIRIZEZIC K B)

"(a) Initial Review Materials. HHS regulations at 45 CFR 46.111 set forth the criteria that must be
satisfied in order for the IRB to approve research. These criteria include, among other things,
determinations by the IRB regarding risks, potential benefits, informed consent, and safeguards for
human subjects. In conducting the initial review of proposed research, IRBs must obtain information
in sufficient detail to make the determinations required under HHS regulations at 45 CFR 46.111.
Materials should include the full protocol, a proposed informed consent document, any relevant
grant application(s), the investigator's brochure (if one exists), and any recruitment materials,
including advertisements intended to be seen or heard by potential subjects. Furthermore, for HHS-
supported multicenter clinical trials, the IRB should receive and review a copy of the HHS-approved
sample informed consent document and the complete HHS-approved protocaol, if they exist. Unless a
primary reviewer system is used, all members should receive a copy of the complete documentation.
These materials should be received by members sufficiently in advance of the meeting date to allow
review of this material.

If the IRB uses a primary reviewer system, the primary reviewer(s) should do an in-depth review of all
pertinent documentation (see previous paragraph). All other IRB members should at least receive
and review a protocol summary (of sufficient detail to make the determinations required under HHS
regulations at 45 CFR 46.111), the proposed informed consent document, and any recruitment
materials, including advertisements intended to be seen or heard by potential subjects. In addition,
the complete documentation should be available to all members for review.

(b) Continuing Review Materials. Continuing review of research must be substantive and meaningful.
The IRB must ensure that the criteria set forth by HHS regulations at 45 CFR 46.111 are satisfied at
the time of continuing review. The procedures for continuing review by the convened IRB may
include a primary reviewer system.

In conducting continuing review of research not eligible for expedited review, all IRB members should
at least receive and review a protocol summary and a status report on the progress of the research,
including: (i) the number of subjects accrued; (i) a summary of adverse events and any unanticipated
problems involving risks to subjects or others and any withdrawal of subjects from the research or
complaints about the research since the last IRB review; (iii) a summary of any relevant recent
literature, interim findings, and amendments or modifications to the research since the last review;
(iv} any relevant multi-center trial reports; (v) any other relevant information, especially information
about risks associated with the research; and (vi) a copy of the current informed consent document
and any newly proposed consent document.

At least one member of the IRB (i.e., a primary reviewer) also should receive a copy of the complete
protocol including any modifications previously approved by the IRB. Furthermore, upon request, any
IRB members also should have access to the complete IRB protocol file and relevant IRB minutes
prior to or during the convened IRB meeting.

The minutes of IRB meetings should document separate deliberations, actions, and votes for each
protocol undergoing continuing review by the convened IRB.

When reviewing research under an expedited review procedure, the IRB Chair (or designated IRB
member(s})} should receive and review all of the above-referenced documentation, including the
complete protocol”.

http://www.hhs.gov/ohrp/humansubjects/guidance/irbgd702.htm
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