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Overview
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e History of USF Human Subject Protections Program
e USF Auditing Program
e Recommendations for a Successful Program

e Pearls for Developing a Robust, Credible Audit
Program



Human Subject
Protections Program
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e IRB Professional Support (20 FTESs)

e Assistant Directors-IRB and Quality Assurance (n=2)

e Coordinators-Biosafety, IRB, HIPAA, and Education (n=4)
e Senior Grant Specialists (n=8)

e Grant Assistants (n=2)

e Program Assistants (n=4)

e Budget ~ $1,300,000



story of USF Audit Program

e Informed Consent (IC) Documentation
e Missing pages, sighatures, dates
e Subject consented with wrong version

e Subject Records Organization

® No documentation to demonstrate adherence to
IRB-approved protocol

e Research Records Organization



USF Audit Program
Plans for Next year
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e For-Cause (average 4/year)

e Randomly-Selected (4/year)



USF Audit Process Summary
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IC Process
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Post-Evaluation
Report Preparation and Dissemination
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USF Audit Process Summary
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Recommendations for a
Successful Program
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e Clear Communication with Stakeholders

SADocUmentationrequirements

e Process Objectivity

e Investigators
e Complete Records for Each Enrolled Subject
e Organize Records (Chronological by Study Number)

e Open Communication with Auditors to Ensure
Understanding of Record-Keeping Expectations
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Pearls

CQHJHJ'JJ’JJ";J ]JIJ A

- i r) =

off|C|aIs, and WhHEnR appllcable, Affiliate
Institutions

e Balancing collegiality with accountability
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Summary

Investlgators, Coordinators, IRB Staff, and
IRB Chair

e Need for Dedicated Individuals to Address
Audit Volume (For-Cause and Randomly-
Selected)
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Contacts

UNIVERSITY OF
SOUTH FLORIDA

Division of Research Compliance

Web site: http://www.research.usf.edu/cs/

Phone: (813) 974-5638

W ETE USF Division of Research Compliance
12901 Bruce B. Downs Blvd., MDC 035

Tampa, FL 33612-4799
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Contacts (cont.)

UNIVERSITY OF
SOUTH FLORIDA

Division of Research Compliance

Barry Bereu,, Vi.ID.

Chair, USF Biomedical IRB
Professor of Pediatrics,
Biochemistry and Molecular Biology.
Pharmacology and Therapeutics
College off Medicine

(813)974-5638
bbercu@research.usf.edu

Carolme Fultz=Caryvers PhrD S VICHPA

Quality Assurance Program
Assistant Director
USE Research Compliance

(813) 974-9312
clcarver@research.ust.edu
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