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SUMMARY & PURPOSE:

In accordance with federal regulations governing human subjects research the Institutional Review Board {IRB)
may use Expedited Review for initial and continuing review of research studies. Expedited Review must be used in
accordance with the Department of Health and Human Services (DHHS) 45 CFR 46.110 and FDA 21 CFR 56.110
regulations.

POLICY:

This policy outlines the procedures which the IRB will follow for conducting initial and continuing review of
research protocols in accordance with the Department of Health and Human Services {DHHS) 45 CFR 46.110 and
FDA 21 CFR 56.110 regulations.

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:
An IRB may use the Expedited Review procedure to review:

e Initial or continuing review of research appearing on the DHHS 45 CFR 46.110 and/or FDA 21 CFR 56.110
list and found by the reviewer(s) to involve no more than minimal risk

e minor changes in previously approved research during the period (of one year or less) for which approval
is authorized

Under an Expedited Review procedure, the review may be carried out by the [RB chairperson or by one or more
experienced reviewers designated by the chairperson from among members of the IRB. In reviewing the research,
the reviewers may exercise all of the authorities of the IRB except that the reviewers may not disapprove the
research. An Expedited Review submission may only be disapproved at a convened meeting.

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 Office will follow the process betow for Expedited submissions:
1. document the permissible DHHS 45 CFR 46.110 and/or FDA 21 CFR 56.110 category
2. IRB Chair may do one of the following:
a. approve the submission as submitted
b. approve pending receipt of additional information
¢.  request modifications to the protocol, consent form, or IRB application
d. request that the submission be reviewed at a convened meeting of the IRB
3. send written notification to the Principal investigator
4. list the Expedited submission on the IRB meeting agenda

At the meeting the [RB may make recommendations for additional information, modifications to the protocol and/or
consent form, [RB application, or take any other action deemed appropriate.

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 200-830-03 Board Meetings
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.

Page 2 of 2




