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POLICY TITLE:

General Requirements of Informed Consent

SUMMARY & PURPOSE:

This policy serves to provide an outline of the Baptist Health South Florida Institutional Review
Board (IRB) general requirements of an informed consent in accordance with applicable federal

regulations pertaining to human subjects research, institutional policy, and Florida state statutes.

POLICY:

The IRB shall be governed in its review by the basic elements of informed consent embodied in
DHHS 45 CFR 46.116 and/or FDA 21 CFR 50.25. In addition, the IRB must ensure that:

e The Principal Investigator or his/her designee will obtain consent only under circumstances
that provide the prospective research participant or their legally authorized representative
sufficient opportunity to consider whether or not to participate in the study.

e The Principal Investigator will minimize the possibility of coercion or undue influence.

e The language of the consent form is understandable to the potential subject.

¢ The consent form should include all the information that a potential subject would want to
know to decide about participating in the research.

e \Where appropriate, that there are written translations of the consent form.

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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e The potential participant does not relinquish his or her rights, including commercial rights or
releases or appears to release the investigator, the sponsor, any institution or its agents from
liability for negligence.

Advertising (participant recruitment materials) is considered the beginning of the consent process,
because it is the first opportunity that the prospective participant (hereafter, “candidate”) learns
something about the study. Advertisements must first be submitted to the IRB for approval before
they can be used.

The IRB may waive or alter the requirements of informed consent, or may approve a procedure
that waives the requirements for obtaining signed consent, these decisions, and the relevant
federal regulations will be documented in the IRB documents and/or minutes.

The IRB approved consent form should be affixed with an IRB stamp of approval. The IRB
approval stamp should include the date of approval and the expiration date. The IRB will request
that a copy of the stamped IRB approved consent form at the time of continuing review.
Research trials conducted with hospitalized patients or have any services provided by the

hospital must have the appropriate barcode affixed to the consent form. This will assure that the
consent form is scanned into the medical records system. :

SCOPE/APPLICABILITY:

This policy applies to all Baptist Health South Florida entities conducting human subjects
research.

PROCEDURES TO ENSURE COMPLIANCE:

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.

SUPPORTING/REFERENCE DOCUMENTATION:
v Office for Human Subjects Research (OHRP)
=  DHHS 45 CFR 46
« DHHS 21 CFR 50
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).

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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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.
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