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1. PURPOSE

1.1. Itis anticipated that each member of the UMBC Institutional Review Board
(IRB) will contribute meaningfully to the deliberations of the convened
board meetings and be prepared to provide thoughtful reviews of human
subject research. This SOP outlines the duties of IRB members.

1.2. SCOPE: This SOP applies to the UMBC IRB members.

2. DEFINITIONS

2.1. IRB - Institutional Review Board

2.2. Ancillary Reviewer — Individuals with competence in special areas who are
invited to assist in the review of issues which require expertise beyond or in
addition to that of available IRB panel members. Ad hoc consultants are not
voting members of the Institutional Review Board.

2.3. Nonscientific - Members whose training, background, and occupation
would incline them to view research activities from a standpoint outside
of any biomedical or behavioral scientific discipline should be considered
a nonscientist.

2.4. Scientific - Members whose training, background, and occupation would
incline them to view scientific activities from the standpoint of someone
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within a social/behavioral or biomedical research discipline should be
considered a scientist. In addition, the IRB must have members with
sufficient knowledge of the specific scientific discipline(s) relevant to the
research that it reviews.

2.5. Unaffiliated - Members have no affiliation with UMBC or its Human
Research Protection Program, either self or immediate family member.
Immediate family members are a person’s spouse, domestic partner, and
dependent children. Unaffiliated members, who can be either scientific or
nonscientific reviewers, should be knowledgeable about the local
community and be willing to discuss issues and research from that
perspective. Consideration should be given to recruiting individuals who
speak for the communities from which UMBC will draw its research
subjects. Unaffiliated members should not be vulnerable to intimidation by
the others on the IRB, and their services should be fully utilized by the IRB.

POLICY

Each IRB member’s primary duty is the protection of the rights and welfare of the
individual human beings who are serving as the subjects of that research. The IRB
member must understand that they are not serving on the IRB to expedite the
approval of research, but to be a gatekeeper between the Investigator and the
research subjects. In order to fulfill their duties, IRB members are expected to be
versed in regulations governing human subject protection, biomedical and
behavioral research ethics, and the policies of UMBC germane to human subject
protection.

The IRB(s) is/are appointed as Institutional Committees. As such, the IRB members
serve UMBC as a whole, rather than a particular department. Therefore, regular IRB
members and ancillary reviewers (see SOP on Ancillary Reviewers for additional
policies) must not allow their own interest or that of their department to supersede
their duty to protect the rights and welfare of research subjects. These members and
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ancillary reviewers must understand and comply with current UMBC Conflict of

Interest policies.

The task of making the IRB a respected part of the institutional community will fall
primarily on the IRB members. IRB members must maintain the IRB’s reputation for
being fair and impartial, as well as invulnerable to pressure from the institution’s
administration, research faculty, study investigators, or any other professional and
nonprofessional sources.

Unaffiliated members are expected to provide input regarding their knowledge about
the local community and be willing to discuss issues and research from that
perspective. Nonscientific members are expected to provide input on areas germane
to their knowledge, expertise and experience, professional and otherwise.

Nonscientific members should advise the IRB if additional expertise in a
nonscientific area is required to assess if the research proposal adequately protects
the rights and welfare of subjects.

Scientific members are expected to contribute to the evaluation of a study on its
scientific and statistical merits and standards of practice. Additionally, these
members may also advise the IRB in a nonscientific area to assess if the research
proposal adequately protects the rights and welfare of subjects.

PROCEDURE

2.6. Duties of IRB Members

2.6.1. IRB members must complete currently required training on ethics and
regulations as outlined in SOP 102: Training and Education.

2.6.2. IRB members should regularly attend convened meetings and

complete reviews using Kuali IRB Member Review checklists, for all
assigned protocols. IRB members are invited to share input and
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participate in discussion at convened meetings. If IRB members’

capacity to regularly attend convened meetings or complete protocol
reviews comes into question, it is at the discretion of the IRB Chair to
modify membership status.

2.6.3. IRB members who are designated expedited reviewers should
complete assigned reviews using Kuali IRB Member Review
checklists, for all assigned protocols.

2.6.4. Board members should communicate with IRB staff if they are unable
to complete reviews, have conflicts of interest, or cannot attend a
meeting. Board members should communicate with IRB staff if they
require additional information or guidance.

2.7. Duties of IRB Chair

2.7.1. In addition to the above responsibilities, the IRB Chair conducts
meetings of the IRB. The IRB Chair makes Exempt, Limited Review,
and Non-Human Subjects Research determinations. The IRB Chair
performs expedited review, as assigned.

2.7.2. IRB Co-Chair(s) or IRB Vice-Chair(s) may assist or act on behalf of
the IRB Chair in particular IRB matters and at IRB meetings, either as
a general procedure, or on a case-by-case basis.

2.7.3. The IRB Chair also may delegate any of their responsibilities as
appropriate to other qualified individual(s). Any such delegation of
responsibility is documented in writing and maintained by the IRB
staff in the ORPC Box folder.

2.7.4. The IRB Chair designates the board members qualified to conduct
expedited reviews. Qualified members will be selected based on 1)
attended at least one full IRB meeting, research experience, any life
experiences or background applicable to human subject research,
and 2) any other qualification the IRB Chair deems appropriate. The
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designation of expedited reviewers is documented in writing and is

maintained by the IRB staff.
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