7 IRB Review Process

The IRB will review and ensure that University of Virginia research involving human subjects
meets all required ethical and regulatory criteria for initial and continuing review and any
modifications of approved research. The IRB may conduct their review using the following
review methods:

e Expedited Review
e Review by Convened IRB (Full Board Review)

The following describe the procedures required for the review of research by the University of
Virginia IRB. (See section 9 for a description of the procedures for review of research by non—
University of Virginia IRBs.)

7.1 Definitions

Minimal Risk. Minimal risk means that the probability and magnitude of harm or discomfort
anticipated in the 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.

Minor Change. A minor change is one which, in the judgment of the IRB reviewer, makes no
substantial alteration in:

1. The acceptability of the risk-to-benefit analysis or increases the level of risks to subjects

2. The research design or methods (adding procedures that are not eligible for expedited
review (See Section 7.2.2) would be considered more than a minor change)

3. The number of subjects enrolled in the research (usually not greater than 10% of the
total requested locally)

4. The qualifications of the research team
5. The facilities available to support safe conduct of the research

6. Any other factor which would warrant review of the proposed changes by the convened
IRB

Quorum. A quorum of the IRB consists of a majority (more than half) of the voting membership,
including at least one member whose primary concern is in a non-scientific area. When
research involving an investigational new drug is on the agenda for review, a physician should
be included in the quorum.

Suspension of IRB approval. A suspension of IRB approval is a directive of the IRB to
temporarily stop some or all previously approved research activities. Suspended research
studies remain open and require continuing review. Investigators must continue to provide
reports on adverse events and unanticipated problems to both the IRB and sponsors just as if
there had never been a suspension (i.e., all events that need to be reported during a study need



to continue to be reported during the suspension period). If a suspension is lifted and IRB
approval of the suspended research study has expired, a continuing review is required before
the study may resume.

Termination of IRB approval. A termination of IRB approval is a directive of the convened IRB
to permanently stop all activities in a previously IRB approved research study. Terminated
research studies are closed and no longer require continuing review.



