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HUMAN RESEARCH PROTECTION PROGRAM POLICY AND PROCEDURE 

6.4 IRB MEMBER AND CONSULTANT CONFLICT OF INTEREST   
RESPONSIBLE OFFICE:  HUMAN RESEARCH PROTECTION PROGRAM DEPARTMENT (HRPPD) EFFECTIVE DATE: June 7, 2021 

I. POLICY STATEMENT 
A. In the environment of research, openness and honesty are indicators of integrity and 

responsibility, characteristics that promote quality research and can only strengthen the 
research process.  Therefore, conflicts of interest should be eliminated when possible and 
effectively managed and disclosed when they cannot be eliminated 

B. Financial Conflicts of Interest are collected annually on all UT Southwestern faculty by the 
Conflict of Interest Office in compliance with institutional policy. Non-UT Southwestern IRB 
members are required to complete the same declaration with the Conflict of Interest Office.  If 
the Conflict of Interest status of an IRB member changes during the course of a study, the IRB 
member is required to declare this to the IRB Chair and/or IRB Director. 

C. No regular or alternate IRB member may participate in review of any research in which the 
member has a conflict of interest (either financial or non-financial), except to provide 
information as requested by the IRB Designated Reviewer or IRB Chair. Such review includes 
review by a convened IRB, review using expedited procedure, initial review, continuation 
review, review of modifications, review of unanticipated problems involving risk to 
participants or others, review of noncompliance with the regulations or the requirements of 
the IRB and any other ad hoc reviews requested by the IRB.    

D. A consultant may not participate in the review or provide information to the IRB for any 
research project in which the consultant has a conflict of interest (either financial or non-
financial). Such review includes review by a convened IRB, review using expedited procedure, 
initial review, continuation review, review of modifications, review of unanticipated problems 
involving risk to participants or others, and review of noncompliance with the regulations or 
the requirements of the IRB and any other ad hoc reviews requested by the IRB.  

E. Due to institutional conflict of interest, no individual from a developmental or business office 
may be appointed as an IRB member. 

II. SCOPE 
A. This policy and procedures applies to all IRB members and consultants to UT Southwestern 

III. PROCEDURES FOR POLICY IMPLEMENTATION 
A. The HRPPD staff confirms that no conflict of interest exists:  

1. When contacting an IRB Member to serve as a reviewer by querying the member at 
the time of assignment to review (if necessary); and  

2. When contacting an individual to serve as a consultant by querying the individual at 
the time of assignment to review. Once the HRPPD staff has this confirmation, they 
distribute the confidentiality agreement to the consultant. 
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B. It is the responsibility of each voting member or alternate member of the IRB to disclose any 
conflict of interest when conducting a review and to excuse themselves from deliberations 
and voting.  

C. The procedure for excusing a consultant, or IRB member, including the IRB Chair, from 
deliberating/voting on all full board review protocols for which there is a conflict of interest is 
detailed in 6.3 CONDUCT OF FULL BOARD MEETINGS. The HRPPD staff document all conflict 
of interest disclosures in the IRB meeting minutes for those members who are present at 
meetings.  The absent IRB member is not counted toward quorum and his/her absence during 
the discussion and vote on the protocol will be noted in the IRB meeting minutes. 

D. Expedited reviewers confirm that a conflict of interest does not exist prior to making any 
expedited determinations for initial review, continuing review, modification review, and 
reportable events.   

IV. DEFINITIONS 

SEE GLOSSARY OF HUMAN RESEARCH TERMS 

V. REFERENCES 

Resource 

21 CFR 50 – PROTECTION OF HUMAN SUBJECTS  

45 CFR 46 – PROTECTION OF HUMAN SUBJECTS  

45 CFR 164 – SECURITY AND PRIVACY (HIPAA PRIVACY RULE) 

21 CFR 56 – INSTITUTIONAL REVIEW BOARDS 

VI. REVISION AND REVIEW HISTORY   

Revision Date Author Description 

June 2021 HRPP Separated policy from P&P manual. 
Updated references to AVPHRA and IRB 
Director. Minor administrative edits. 

August 2017 HRPP New Policy Development 

March 2012 IRB Office IRB Written Procedures 

 

 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50&showFR=1
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/
https://www.ecfr.gov/cgi-bin/text-idx?tpl=/ecfrbrowse/Title45/45cfr164_main_02.tpl
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56&showFR=1

