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SUMMARY & PURPOSE:

Research involving human subjects must be reviewed and/or approved by an Institutional Review Board (IRB) in
accordance with federal regulations. The role of the IRB is to review research involving human subjects in order to
protect the rights and welfare of the potential study participants

POLICY:
Institutions engaged in research involving human subjects must establish an Institutional Review Board (IRB) to
review and approve the research. The IRB must be constituted in accordance with federal and institutional

requirements

SCOPE/APPLICABILITY:
This policy applies to Baptist Health and their employees, volunteers, workforce members, licensed health care

professionals and medical staff members that may be involved in conducting research at Baptist Health.

PROCEDURES TO ENSURE COMPLIANCE:
Board meetings will be scheduled on a monthly basis. The length of the meetings will be scheduled with enough

time to allow for substantial review and discussion of the agenda items.

A meeting agenda along with copies of the agenda items will be sent to the members no later than 1 week before
the meeting. Board members may be assigned as Primary Reviewers to present proposals at the meetings.

Record of attendance will be kept and incorporated into the minutes of meetings. The meeting will commence
when a quorum is present. A guorum shall consist of 50% plus 1 of the voting members on the IRB. One of the
members included in the quorum must be a non-scientific member. A quorum must be present at all times. A
meeting will adjourn once a quorum is lost.

All references to Policies must go to the BHSF Master Copy on the BHSF Intranet; do not rely on other versions / copies of the Policy.
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Members may take part in the meeting by telephone conference call and they will be considered present and
allowed to vote. If a member is absent or must leave the meeting another qualified member may review and
present the proposal in their absence.

Board members will conduct substantial review and discussion of the research proposals as outlined in the IRB
Policies and Procedures. Approval will be given in accordance with federal regulations pertaining to human
subjects research,

Members may not participate in a discussion or vote on actions concerning proposals or activities in which they
have an active role or conflict of interest. These members will be asked not to be present during the vote or final
deliberation. Principal Investigators and/or their key study personnel may attend the IRB meetings to explain the
project and answer any questions the members may have. However, Principal Investigators and/or their study key
personnel may not be present during the vote.

At the meeting each voting member will receive a Voting Sheet to record their vote. The IRB Chair at his/her
discretion may call for a hand vote in addition to the voting sheet.

SUPPORTING/REFERENCE DOCUMENTATION:
e  Office for Human Subjects Research (OHRP)
e DHHS 45 CFR 46
e DHHS 21 CFR 56 FDA

RELATED POLICIES, PROCEDURES, AND ASSOCIATED FORMS:
e  BHSF IRB Policies and Procedures
e |RB Membership List
e |RB Voting Sheet

ENFORCEMENT & SANCTIONS:
Enforcement of this policy will be performed by the Baptist Health South Florida Institutional Review Board (IRB).

Non-compliance by medical staff and credentialed allied health practitioners are subject to disciplinary action as
outlined in the medical staff by laws and policies and enforced by the Medical Executive Committee and Board of
Directors of the Baptist Health facility at which the research was conducted and/or where the staff member
maintains privileges.

Violations of this policy by employees may be subject to disciplinary action in accordance with HR policy.
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