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POLICY TITLE:

The Role and Authority of the Baptist Health South Florida Institutional Review Board (IRB)
SUMMARY & PURPOSE:

This policy serves to provide an understanding of the role and authority of the Baptist Health
South Florida Institutional Review Board (IRB).

POLICY:

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. The IRB has agreed to uphold the ethical
principles of the Belmont Report and to apply Department of Health and Human Services Human
Subject Regulations (DHHS) to all research involving human subjects regardless of sponsorship.
Human Subject is defined in the DHHS regulations as, “a living individual about whom an
investigator (whether professional or student) conducting research obtains .( 1) Data through
intervention or interaction with the individual, or (2) Identifiable private information. Research is
defined in the DHHS regulations as, "a systematic investigation, including research development,
testing and evaluation, designed to develop or contribute to generalizable knowledge.

This agreement is called a Federal Wide Assurance (FWA) and is approved by the Office of
Human Research Protection (OHRP).

The IRB operates in accordance with all applicable state, federal and institutional policies and
laws governing the review and conduct of human research.

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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The IRB shall review, approve, modify or disapprove and monitor all research involving human subjects
which is conducted at the Baptist Health South Florida (BHSF) entities. Human subjects research which
involves the resources and patients of these entities must be approved by the Baptist Health South
Florida IRB, before conduct of the study, irrelevant of approval by other Institutional Review Boards.
Other research involving human subjects, not conducted at the BHSF entities or using BHSF resources,
conducted by employees, members of the Medical Staff, or other affiliates, will first be reviewed by the
institutional VP and IRB Chair to deem it appropriate for review by the Baptist Health South Florida IRB.

Amongst other obligations, the IRB has the authority to require progress reports from the investigators
and to oversee the conduct of approved studies by performing random or for cause audits. The IRB also
has the authority to place restrictions upon, suspend or terminate approval of research.

IRB approval does not imply administrative approval. When any resources of the institution will be utilized
or collaboration of hospital staff is necessary to complete the research, administrative approval must be
obtained from the appropriate institutional VP. This approval is required prior to presenting the research
proposal to the IRB.

SCOPE/APPLICABILITY:

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

PROCEDURES TO ENSURE COMPLIANCE:

The IRB Clinical Research Manager will provide education throughout Baptist Health South Florida on
the role of the IRB and requirements for the conduct of human subjects research. Institutional officials
are informed of research protocols conducted at their entity by attending IRB meetings. Monthly reports
of IRB approved studies are provided to the Medical Executive Committee of those entities conducting
research.

SUPPORTING/REFERENCE DOCUMENTATION:
= Office for Human Subjects Research (OHRP)
= DHHS 45 CFR 46
= 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 employees 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 Baptist Health.

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.

Page 2 of 2




