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POLICY TITLE:
IRB Audit Program
SUMMARY & PURPOSE:

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

POLICY:

In accordance with federal regulations pertaining to human subjects research IRBs must conduct
continuing review of research. To fulfill this obligation the Baptist Healith South Florida Institutional
Review Board (IRB) conducts random protocol audits.

These audits are proactive and focused on educating investigators about their ethical and
regulatory responsibilities in the conduct of human subjects research.

The objectives of the audit are:

s Determine if investigators implement protocols as approved by the IRB.

e l|dentify areas where additional human subjects research education is required by the
investigator and/or key personnel.

¢ |dentify areas where IRB educational/training initiatives are needed.
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The audit may be comprehensive which would include a review of the investigator's complete
study records and observation of the consent process. The audit may also target a specific area
of the research study to ensure compliance.

Selection criteria for identifying protocols to be reviewed:

e Federal, state or industry funded project
e Approved IRB protocol active for more than one year
e Protocol in which subjects have been enrolled

Mechanism of the research audit:

¢ For each protocol selected for audit the IRB Audit personnel are to review in advance the IRB
study file.

e The audit should be scheduled at a time convenient for the investigator and his/her research
staff.

¢ |nvestigators should be informed in writing about the research audit including the date, time,
place, and protocol(s) selected for audit.

¢ Investigators should be given a description of the audit process and criteria.
e A reasonable time should be established for completing the audit and producing the report.

Audit of study records:

IRB approved study application

Sponsor’s protocol

Investigator's drug or medical device brochure

Study amendments

IRB approved stamped consent forms

IND Safety Reports

Adverse Event Reports

Other relevant safety information

Progress Reports

Copies of all correspondence between the investigator and IRB

The IRB auditor(s) will determine:

e The current IRB-approved version of the consent form was used.

The consent form(s) were signed and dated by the subject, withess, and by a person
authorized to obtain consent, and any other signatures as required by the IRB.

IRB-approved inclusion and exclusion criteria for subject accrual were met.

The date of the first intervention(s) is consistent with the date the consent form was signed.
Research-related procedures performed are described in the IRB-approved protocol.

Protocol modifications were implemented only after IRB approval, except when in the
immediate medical interest of the patient.

The number of patients enrolled in the study to date is within the IRB approved limit.

e The procedures for ensuring confidentiality of data were implemented as approved by the 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.

Page 2 of 3




POLICY NO.: BHSF 834.01-834.01 IRB AUDIT PROGRAM

Audit Findings:

o The [RB auditor will complete the audit report, on a timely manner, which will be dependent on
the number of records reviewed, size of the records, and extent of the audit.

e A copy of the audit report will be provided to the Principal Investigator, IRB Chair, and
Institutional Official.

e The Principal Investigator will be given an opportunity to respond to the audit findings.

* At a convened meeting of the IRB, the Board will be provided with a copy of the audit report,
and if applicable, the Principal Investigator's response to the audit findings.

e If the audit findings document any instances of non-compliance the IRB will take action in
accordance with BHS Policy 834.02 Notification of Non-compliance.

Frequency of Audit

Audits are to be conducted periodically or at time intervals determined by the IRB and/or Baptist
Health South Florida administration.

SCOPE/APPLICABILITY:

This policy applies to all Baptist Health South Florida entities conducting human subjects
research approved by the Baptist Health South Florida Institutional Review Board (IRB).

PROCEDURES TO ENSURE COMPLIANCE:

The IRB Clinical Research Manager submits the audit report findings to the IRB at a convened

meeting. A report of the yearly audits is prepared and submitted to the Director of Performance
Improvement.

SUPPORTING/REFERENCE DOCUMENTATION:
»  Office for Human Subjects Research (OHRP)
* DHHS 45 CFR 46
= DHHS 21 CFR 55 and 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.
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