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SUMMARY & PURPOSE:
In accordance with federal regulations governing human subjects research the Institutional Review Board (IRB) is

required to give special considerations to protecting the welfare of vulnerable subjects.

POLICY:
This palicy is a delineation of who are considered vulnerable subjects in research activities and a brief description

of the IRB's procedure aimed at providing additional protections for them.

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:
Federal regulations provide specific provisions on research involving fetuses, pregnant women, prisoners, and
children. Special consideration should also be given when research involves mentally disabled and economically

disadvantaged persons, students, and employees.

Criteria for IRB approval of research includes such requirements as:
a.  risks to subjects being minimized and reasonable in relation to potential benefits;
selection of subjects is equitable;
consent is properly obtained and documented;
ongoing monitoring and review at intervals determined by the IRB;
protection of privacy and confidentiality
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In addition, when the research involves some or all of the subjects who are apt to be vulnerable to coercion or
undue influence, the IRB may require additional safeguards to protect their rights and welfare.

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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SUPPORTING/REFERENCE DOCUMENTATION:
e  Office for Human Subjects Research (OHRP)
e DHHS45CFR46
e  DHHS 21 CFR 56 FDA

RELATED POLICIES, PROCEDURES, AND ASSOCIATED FORMS:
e  BHSF IRB Policies and Procedures

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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