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1. PURPOSE:  To identify and manage potential IRB Member or consultant’s conflicts of 

interest in order to prevent compromising the credibility of the IRB research review proces 
 

2. POLICY:  An IRB Member or consultant who has a conflicting interest with a specific 
protocol may not participate in the review and determination process for that protocol as 
either an individual reviewer or part of the full committee discussion and vote of that protocol, 
except to provide specific information as requested by the IRB. 

 2.1. IRB members with a conflicting interest must leave the meeting room for the review of 
research, including the discussion and voting except to provide information requested 
by the IRB. 

 2.2. By virtue of their membership on a Nemours Institutional Review Board, all members 
are considered to be “Covered Individuals” under the Nemours Corporate COI policy 
(1.5.4.3), and must therefore participate in the corporate disclosure process. 

 
3. GLOSSARY:  A glossary of terms and concepts found in the Nemours HSP policies and 

procedures is located on NOHSP TeamShare. 
 3.1. IRB Conflict of Interest:  Occurs when any IRB member, guest or consultant engages 

in an activity or relationship that may inappropriately influence the objectivity of any 
aspect of the review process.  A potential or actual conflict of interest may arise from 
one of the following categories: 

  3.1.1. Ownership interest by the member or a member of their immediate family in 
an entity associated with the research; 

  3.1.2. Compensation arrangements between a member or a member of their 
immediate family and an entity associated with the research; 

  3.1.3. Other proprietary interests by the member or a member of their immediate 
family; or 

  3.1.4. Employment or advisory relationships with the study sponsor on the part of 
the member and or their immediate family. 

 
4. PROCEDURES:   

 4.1. New IRB Member:  The Director, NOHSP and the IRB Chair will determine whether 
potential IRB members have any COI that would limit their ability to participate fully in 
IRB review. 

 4.2. The Director, NOHSP and/or the IRB Chair will inform the prospective IRB member 
about the IRB COI policy as part of the new member orientation process. 
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  4.2.1. New IRB Members will sign a statement indicating their understanding of 
the policy and agreement to notify the IRB Chair of any present, potential, or 
perceived conflicts of interest. 

  4.2.2. New Members will complete the IRB Conflict of Interest Disclosure form. 
  4.2.3. The IRB Coordinator will maintain copies of the statement and disclosure in 

the IRB file. 
 4.3. All new IRB members will complete a disclosure in compliance with the Nemours 

Corporate COI policy via the established online process, except for those affiliated 
members who have already done so. 

 4.4. Selection of Reviewers:  The IRB Chair or designee will ascertain that assigned 
reviewers have no known potential COI with any protocol for which they are assigned 
review responsibility.  This is applicable regardless of review venue (full committee or 
expedited), and the review type (new study, continuing review, amendment, report, 
etc). 

 4.5. IRB Chairs or designees who are also research team members may not select the 
reviewer(s) for their own studies.  In this case the Vice-Chair or an individual 
designated by the Director, NOHSP will make the assignment. This is applicable 
regardless of review venue (full committee or expedited), and the review type (new 
study, continuing review, amendment, report, etc). 

 4.6. IRB Members who are asked to review a protocol for which they have present, 
potential or perceived COI will notify the IRB Chair as soon as possible to allow time 
for an alternative reviewer to be selected. 

  4.6.1. If there is not enough time to assign another reviewer, the IRB Chair may 
decide to allow the study to be reviewed by one primary reviewer only, or to 
defer review until the next convened meeting. 

  4.6.2. When a primary or secondary reviewer recuses him or herself due to COI, 
the IRB Chair, or designee, will inform the other reviewer of the change to 
assure a full and complete review before the IRB meeting. 

 4.7. Convened IRB:  At the start of a convened meeting of the IRB, the Chair will remind 
members of the COI policy and will ask the members to identify any potential conflicts 
of interest with the agenda items before discussion and voting begin. 

 4.8. Members will absent themselves from the discussion and voting of any study protocol 
in which they have a Conflicting Interest as defined in this policy and described in the 
Confidentiality and Conflict of Interest Statement. 

  4.8.1. The IRB Member may provide information specifically requested by the IRB 
before the discussion and voting begin. 

  4.8.2. The absence of an IRB member with a conflicting interest will be noted in 
the IRB meeting minutes. 

   4.8.2.1. The IRB Coordinator will record the member’s name, specific 
conflict, and time of departure. 

  4.8.3. IRB Members with conflicting interests cannot count towards quorum. 
   4.8.3.1. If the quorum fails due to the absence of an IRB member with 

a conflicting interest, the study will be deferred until quorum is 
reached, or until the next scheduled meeting. 

 4.9. An investigator may be invited to appear before the IRB to discuss specific concerns, 
such as study design issues.  However, he or she will leave before further discussion 
and voting. 
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 4.10. To reduce the potential for COI in the workplace, the reviewer’s identities are not 
disclosed outside of the IRB. 

  4.10.1. A reviewer may decide to disclose his or her identity to the investigator, if 
necessary to clarify questions that arise during review, either before or after 
a meeting. 

 4.11. Questions from the research team, or others, about decisions should be directed only 
to the IRB Chair, IRB Coordinator or Director, NOHSP. 

  4.11.1. IRB members who feel pressured or conflicted concerning the IRB 
determination for any protocol will notify the IRB Chair or Director, NOHSP. 

  4.11.2. The IRB Chair, or Director, NOHSP will investigate allegations of potential 
coercion or undue influence of an IRB member and, if true, will take action 
to eliminate the undue influence. 

 4.12. Annual Review:  IRB members will submit a disclosure statement on an annual basis. 
  4.12.1. The IRB Coordinator will revise the IRB Roster to record any changes in 

member COI. 
  4.12.2. The Director, NOHSP and the IRB Chair will assess the extent to which a 

member’s COI will affect their impartiality and their continued membership 
on the IRB. 

  4.12.3. Any change that results in a new or greater potential conflict of interest must 
also be reported in accordance with the Nemours Corporate COI policy. 

 4.13. Consultants:  The IRB Chair, or designee, will ask consultants to disclose any conflict 
of interest when they are asked to review a protocol. 

 4.14. The review material will be sent to the consultant after the IRB Chair, or designee, 
has received a verbal assurance that there is no conflict. 

 4.15. The consultant’s written review will contain a statement that affirms that there was no 
conflict of interest for the consultant and the specific protocol.  The review will be 
maintained according to the IRB Records policy. 

 4.16. When a consultant provides a verbal opinion only, the IRB Chair, or member involved 
may document the consultant’s lack of COI in either a written review to the IRB or by 
informing the IRB during a meeting. 

  4.16.1. The IRB Coordinator will record this information in the minutes. 
 

5. REGULATORY / GUIDANCE REFERENCES:   
 5.1. 45 CFR 46.107(e) 
 5.2. 21 CFR 56.107(e) 
 5.3. Nemours COI policy 1.5.4.3 
 5.4. HSP-009 IRB Organization and Membership 
 5.5. HSP-008A IRB Conflict of Interest & Confidentiality Statement 
 5.6. HSP-041 IRB Records 

 
6. AAHRPP 2011 STANDARD REFERENCES:   

 6.1. Element I.1.C. 
 6.2. Element I.6.A. 
 6.3. Element II.1.D. 
 6.4. Element II.2.A. 
 6.5. Element III.1.B. 
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