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PURPOSE
This procedure establishes the process to appoint and re-appoint an IRB member.
This procedure begins when a potential IRB member has been identified.    
This procedure ends when the individual is not offered IRB membership, or the member has been added and the IRB’s registration has been updated.
POLICY
IRB members /alternates are appointed for an initial term.  Members/alternates are eligible for re-appointment at the end of their term.
IRB members will be selected based on qualifications, education, experience, and having a positive attitude toward board membership.  
The [IRB Chair] should normally be an IRB member who is a respected individual with knowledge of research ethics, regulations, guidance, and HRPP policies and procedures.
IRB chairs and vice-chairs:
Discharge the [IRB Chair]’s responsibilities when the [IRB Chair] is unable to do so.
Discharge the responsibilities assigned by the [IRB Chair].
Assist in the operation of the IRB.
RESPONSIBILITY
The [HRPP Administrator] carries out these procedures.
PROCEDURE
Have the individual complete HRP-216 - FORM - IRB Member Information. 
Obtain a résumé or curriculum vitae (CV) from the prospective IRB member. 
Use the information in the completed HRP-216 - FORM - IRB Member Information and the individual’s résumé or curriculum vita to determine if the individual qualifies as a scientist or nonscientist, and if they are affiliated or unaffiliated. 
Provide the résumé or CV and HRP-216 - FORM - IRB Member Information to the [Organizational Official].
At the request of the [Organizational Official] schedule an interview to assess suitability and availability.
Determine from the [Organizational Official] or HRPP Administrator whether the individual will be a regular IRB member, alternate IRB member, or IRB chair. 
In any instance for which the scientific or non-scientific status or affiliation status of a newly appointed or re-appointed IRB member may be questionable, the [Organizational Official] or designee will be consulted before proceeding with the appointment.
The [Organizational Official] issues a formal recommendation regarding the candidate’s suitability.
If not approved, select another individual and restart at 4.1.
Schedule a time for the applicant to attend and observe an IRB meeting, as applicable.
Use WORKSHEET: IRB Composition (HRP-430) to confirm that the IRB meets regulatory requirements for membership diversity and expertise.
Prepare appointment letter.
Once the appointment letter is signed:
Send the signed appointment letter to the candidate.
If the individual requires training, schedule the individual for training.
Update Roster:
Collect demographic and background information from the member as required for the roster.
Enter the member into the IRB roster and HRPP records.
Registration Updates
If the new member is appointed as a Chair, update the IRB’s registration with OHRP via http://ohrp.cit.nih.gov/efile/ within 90 days.
REFERENCES
21 CFR §56.106 and §56.107 
45 CFR §46.107 and 45 CFR §46 Subpart E
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