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POLICY TITLE:

Baptist Health South Florida (BHSF) IRB Membership

SUMMARY & PURPOSE:

This policy describes: 1. the qualifications, appointment, term, compensation, training, and
continuing education applicable to BHSF IRB members, the IRB Chairperson, and the

Institutional Official, and; 2. the use of non-local advisors/consultants.

POLICY:

Member Qualifications:

The IRB shall be sufficiently qualified through experience, expertise, and diversity of its members.
Including consideration of race, gender, and cultural backgrounds and sensitivity to such issues
as community attitudes, to promote respect for its advice and counsel in safeguarding the rights
and welfare of human subjects.

In addition to possessing the professional competence necessary to review clinical research
activities, the IRB shall be able to ascertain the acceptability of proposed research in terms of
institutional commitments and regulations, applicable law, standards of professional conduct and
practice, and community attitudes, where applicable. Therefore, the IRB shall include persons
knowledgeable in these areas. The IRB shall not consist entirely of members from a single
professional group or sex.

The voting membership will consist of at least: five physicians who are in good standing at a
BHSF hospital; one nurse; one pharmacist; one attorney; and one member who is not associated
with BHSF, or its affiliated entities and who is not part of the immediate family of a person who is
affiliated with BHSF or its affiliated entities, and whose primary concerns are in non-scientific
areas.

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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POLICY NO.: BHSF 830.02 IRB MEMBERSHIP
Membership may also consist of one non-voting member from any BHSF facility at which
research is conducted who is a Vice President or their designee (“Institutional Representatives”).
Attendance by the Institutional Representative is not mandatory.

Appointment and Term:

IRB members are appointed by the IRB Chairperson in consultation with the IRB Manager and
IRB Federal Wide Assurance (FWA) Signatory Official. Institutional Representatives are
appointed by the Chief Executive Officer (CEQ) or their designee of the respective entity.

Each voting member shall serve for a term of one year, and may be re-appointed by the
Chairperson. Institutional Representative(s) shall serve unless replaced by the entity CEO, or
removed as set forth below. Members may be re-appointed without limit to the number of terms
and without interruption of continuity of service.

A member may resign by submitting a writfen resignation to the IRB Chairperson. The resignation
shall be effective upon receipt, unless specified to be at some other time.

A member may be removed for cause at the discretion of the Chairperson. Causes for removal
will include but are not limited to: non-performance (non-attendance and/or non-participation),
known participation in IRB decisions involving conflict of interest, or violation of the confidentiality
of IRB activities.

When any change in membership occurs, the appropriate federal agencies and institutional
officials will be notified as applicable.

Compensation:
Members may be compensated for serving on the IRB. The terms for compensation are at the

discretion of the institutional officials and in accordance with applicable BHSF policies and
procedures.

Membership and Training & Education:

Members will have ongoing training and education through presentation of issues of interest at
Board meetings, special educational seminars, or professional and regulatory publications.
Documentation of attendance and receipt of educational materials is kept in the IRB office.

Conflict of Interest:

An IRB member may not participate or vote in the IRB’s initial or continuing review of a project
where he or she has a conflict of interest, except to provide information requested by the IRB.
Conflict of interests include, but are not limited to the IRB member's inclusion as an investigator,
collaborator, or other type of personnel involved in the project, being an associate or family
member of any such personnel, or having a financial interest related to such personnel, the
project, or the project sponsor. All members will sign a Conflict of Interest Agreement and
promptly disclose to the IRB any actual or potential conflict of interest that may arise in the course
of acting as an IRB member.
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Confidentiality:

All members will sign a Confidentiality Agreement that acknowledges that as part of the duties of
an IRB member, they will receive information which is considered confidential and/or proprietary.

An IRB member must agree that the IRB Board proceedings, and any documents provided to the
member in conjunction with their role as a member (protocol forms, sponsor information, etc), are
to be kept as confidential and not to be discussed with persons outside of the Board, except as
may be reasonably necessary in performing their duties as a member of the BHSF IRB.

Chairperson and IRB FWA Signatory Official:

The IRB Chairperson is nominated by the FWA Signatory Official (SO) of the IRB with the advice
and consultation of the IRB Manager, and is approved by the Baptist Health South Florida Chief
Operating Officer (COO). The Chairperson can be removed with the recommendation of the SO
with advice and consultation of the IRB Manager, and approval of the BHSF Chief Operating
Officer (COOQ).

The Chairperson is a voting member of the IRB and will preside at all meetings. The SO in
consultation with the IRB Manager may designate an interim Chair in the absence of the
Chairperson.

The SO of the IRB is appointed by the BHSF Chief Operating Officer (COO), to whom he or she
will report in this role.

Non-local Advisors/Consultants:

Because local community attitudes may have a bearing on subject’s rights, the IRB is sensitive to
certain types of research upon which this may have an effect. In these instances the IRB can
consult with a qualified person(s) from the specific community in which the research is to take
place. The proposed research documentation is sent to the individual and the individual can
attend the meeting in person or by way of a conference telephone call. This individual acts in the
capacity of advisor to the IRB and does not have voting privileges.

The IRB may also seek out external reviewers who are knowledgeable or have experience in a
specific area or specialty, or work with a vulnerable population(s). This individual acts in the
capacity of a consultant to the IRB and does not have voting privileges.

SCOPE/APPLICABILITY:

This policy applies to all Baptist Health South Florida entities, employees, medical staff, and credentialed
allied health employees.

PROCEDURES TO ENSURE COMPLIANCE:

Compliance will be ensured by performing internal audits. BHSF Compliance Office, Office for
Human Subjects Research (OHRP), and the FDA may also conduct audits.

SUPPORTING/REFERENCE DOCUMENTATION:

= Office for Human Subjects Research (OHRP)
= DHHS 45 CFR 46

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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* DHHS 21 CFR 56
RELATED POLICIES, PROCEDURES, AND ASSOCIATED FORMS:

* BHSF IRB Policies and Procedures
* BHSF Investigator Guidelines

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.

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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