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Purpose
The purpose of scientific review of research involving human subjects, by individuals
who have relevant expertise, is to evaluate the scientific or scholarly validity of the
proposed research and report this to the IRB for review and approval. The scientific
review process evaluates the soundness of the research design; the ability of the
research to answer the proposed questions and provides the IRB the information it
needs to determine whether regulatory criteria are met (i.e. risks to subjects are
minimized by using procedures consistent with sound research design, and risks to
subjects are reasonable in relation to anticipated benefits, if any, and the important
knowledge that may reasonably be expected to result).

Policy
Proposed new human research studies that are deemed greater than minimal risk (by
either the investigator or a convened IRB) are to undergo departmental scientific review
by a research committee, chairperson or designee within the primary scientific discipline
relevant to the research, or other Institutionally recognized subcommittee or review
group. Such review is to encompass scientific merit, available resources, and feasibility.
The convened IRB may waive this requirement, provided an experienced IRB member
with suitable expertise is available to assess the scientific merit, adequacy of resources,
and feasibility of the proposed research.
For studies deemed by a convened IRB or designated expedited reviewer to involve no
more than minimal risk to subjects, an experienced IRB reviewer may assess the
scientific merit, feasibility and adequacy of resources.
Scientific reviewers must be independent of the proposed study. Reviews are
documented using the Scientific Review Form.

Department of Defense
Regardless of level of risk, IRB applications where research involves the Department of
Defense must include documentation of scientific review. Alternatively, an evaluation
and documentation of scientific merit by the appropriate funding agency is acceptable to
submit to the IRB.

Key Terms
Minimal risk: 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.
(45 CFR 46.102(i))
Greater than minimal risk: The research involves more than minimal risk to subjects.
Department of Defense involvement: Use of DoD funding to support the research;
cooperation, collaboration, or any other type of agreement with the DoD; use of DoD
facilities, property or other assets; and intentional inclusion of subjects who are
personnel (active or reserve military, or civilian) from a component of the DoD, or data
or specimens from such personnel.

Procedure Statements
1. Each department, subcommittee, or review group may develop its own
mechanism for conducting the scientific review and must designate an
appropriate individual to be responsible for overseeing the review process. This
individual should be a Department Chair or Vice-Chair for Research or Chair of
the respective subcommittee or review group.
2. Scientific reviewers must be independent of the proposed study (i.e. not a
member of the study team).
3. The Scientific Review Form (IRB 10390) will be used to summarize and
document the scientific review.
4. The completed scientific review form will be attached, where designated, to the
IRBe application and submitted to the IRB.
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