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Checklist Addendum

Additional Points to Consider for Accreditation of HRPP

1. Affiliated With Institution Whose HRPP Will Be Accredited Separately

2.  Affiliated With Institution Whose HRPP Will Not Be Accredited Separately

3. VA Facilities Sharing IRBs & R&D Committees

4. VA Facilities Sharing An IRB(s) But With Separate  R&D Committees

1. 
Affiliated With Institution Whose HRPP Will Be Accredited Separately

	VA Facility Agrees to:
	
	Academic Affiliate Agrees to:

	1a. 
Develop a formal IRB agreement with the affiliate that includes, but is not limited to:

· Specific requirements for the membership and operation of the IRB to review VA research, in compliance with VA policy and guidance.

· The respective responsibilities for human subject protection of the VA facility and the designated IRB.

· The scope of VA activities to be reviewed by the IRB.

· The process by which the VA facility evaluates the IRB’s performance. 

· The remedies available to the VA facility, including revocation of the formal IRB agreement, if the designated IRB does not fulfill its obligations.
	
	1b.
Develop a formal IRB agreement with the VA facility that includes, but is not limited to:

· Specific requirements for the membership and operation of the IRB to review VA research, in compliance with VA policy and guidance.

· The respective responsibilities for human subject protection of the VA facility and the designated IRB.

· The scope of VA activities to be reviewed by the IRB.

· The process by which the VA facility evaluates the IRB’s performance.

· The remedies available to the VA facility, including revocation of the formal IRB agreement, if the designated IRB does not fulfill its obligations.

	2a.
Oversee the affiliate IRB(s) and document consideration of the following:

· Assessment of the qualifications and experience of a new IRB Chair.

· Appropriateness of the IRB and IRB membership, given the research being reviewed.

· That the IRB includes representatives, either as members, alternates, or ad hoc consultants, interested in or who have experience with vulnerable populations involved in research and who will supplement the IRB’s expertise in specific research areas.

· Adequacy of the IRB’s policies and procedures.
	
	2b.
Allow the VA facility to oversee the IRB(s) and to document and consider the following: 

· Assessment of the qualifications and experience of a new IRB Chair.

· Appropriateness of the IRB and IRB membership, given the research being reviewed.

· That the IRB includes representatives, either as members, alternates, or ad hoc consultants, interested in or who have experience with vulnerable populations involved in research and who will supplement the IRB’s expertise in specific research areas.

· Adequacy of the IRB’s policies and procedures.

	3a.
Assure that the documented processes of the affiliate IRB regarding managing conflicts of interest of IRB members are in accordance with VA policy.
	
	3b.
Assure that its documented processes regarding managing conflicts of interest of IRB members are in accordance with the Common Rule.

	4a.
Establish a documented process to identify and manage conflicts of interest for VA investigators.
	
	4b.
Adhere to the Common Rule to manage conflicts of interest for VA investigators.

	5a.
Cooperate with the Affiliate in scheduling accrediting body accreditation for the VA HRPP to allow time for the Affiliate to prepare for its own accreditation by an accrediting organization that is approved by the VA Office of Research and Development (ORD).
	
	5b.
Cooperate with the VA facility in scheduling accreditation by an accrediting organization that is approved by the VA within 365 days of the VA facility accreditation decision.

	6a.
Provide the affiliate with complete and timely notification of information needed to support its accreditation application submission and on-site survey.  Specify the appropriate communication channels.
	
	6b. 
Provide timely access to staff, IRB members, files and records needed by the accrediting body to support the VA facility’s accreditation application submission and on-site survey.  Specify appropriate communication channels.

	7a.
Provide the VA accrediting body documentation of any change in the affiliate’s accreditation status.  The document must be on official letterhead of the accrediting organization and include the name of the accredited organization, the accreditation status, and the effective date and expiration date of the accreditation decision.  
	
	7b.
Provide the VA with documentation of any change in affiliate’s accreditation status as it occurs.   The document must be on official letterhead of the accrediting organization and include the name of the accredited organization, the accreditation status and the effective date and expiration date of the accreditation decision.

	8a. 
Notify the affiliate that it may not claim or imply that its HRPP has been accredited or evaluated by the VA facility’s accrediting body
	
	8b. 
Refrain from claiming or implying that its HRPP has been accredited or evaluated by the VA facility’s accrediting body.


2.
Affiliated With Institution Whose HRPP Will Not Be Accredited Separately

	VA Facility Agrees to:
	
	Academic Affiliate Agrees to:

	1a.
Develop a formal IRB agreement with the affiliate that includes, but is not limited to:

· Specific requirements for the membership and operation of the IRB to review VA research, in compliance with VA policy and guidance.

· The respective responsibilities for human subject protection of the VA facility and the designated IRB.

· The scope of VA activities to be reviewed by the IRB.

· The process by which the VA facility evaluates the IRB’s performance. 

· The remedies available to the VA facility, including revocation of the formal IRB agreement, if the designated IRB does not fulfill its obligations.
	
	1b. 
Develop a formal IRB agreement with the VA facility that includes, but is not limited to:

· Specific requirements for the membership and operation of the IRB to review VA research, in compliance with VA policy and guidance.

· The respective responsibilities for human subject protection of the VA facility and the designated IRB
· The scope of VA activities to be reviewed by the IRB.

· The process by which the VA facility evaluates the IRB’s performance.

· The remedies available to the VA facility, including revocation of the formal IRB agreement, if the designated IRB does not fulfill its obligations.

	2a.
Oversee the affiliate IRB(s) and document consideration of the following:

· Assessment of the qualifications and experience of a new IRB Chair.

· Appropriateness of the IRB and IRB membership, given the research being reviewed.

· That the IRB includes representatives, either as members or ad hoc consultants, interested in or who have experience with vulnerable populations involved in research and to supplement the IRB’s expertise in specific research areas.

· Adequacy of the IRB’s policies and procedures.
	
	2b.
Allow the VA facility to oversee the IRB(s) and to document and consider the following: 

· Assessment of the qualifications and experience of a new IRB Chair.

· Appropriateness of the IRB and IRB membership, given the research being reviewed.

· That the IRB includes representatives, either as members or ad hoc consultants, interested in or who have experience with vulnerable populations involved in research and to supplement the IRB’s expertise in specific research areas.

· Adequacy of the IRB’s policies and procedures.

	3a.
Assure that the documented processes of the affiliate IRB regarding managing conflicts of interest of IRB members are in accordance with VA policy.
	
	3b.
Assure that its documented processes regarding managing conflicts of interest of IRB members are in accordance with the Common Rule.

	4a.
Establish a documented process to identify and manage conflicts of interest for investigators.
	
	4b.
Adhere to the Common Rule to manage conflicts of interest for VA investigators.

	5a.
Notify the accrediting body of the affiliate’s accreditation plans prior to scheduling the VA facility’s survey, and request its accreditation survey include the relevant review of the affiliate’s HRPP.
	
	5b.
Notify the VA facility of plans not to seek separate accreditation.  Notify the VA facility of any changes in this plan as soon as possible.  

	6a.
Provide the affiliate with complete and timely notification of information needed to support its accreditation, including an agreement about scheduling the application submission and on-site survey, and specifying the appropriate communication channels.
	
	6b.
Provide timely access to staff, IRB members, files and records needed by the accrediting body to support the VA facility’s accreditation application submission and on-site survey.  Specify appropriate communication channels.

	7a.
Coordinate access by the designated HRPP accrediting organization to all the necessary personnel, documents and records of the IRB(s).
	
	7b.
he accrediting organization under contract with VHA will include a review of the affiliate IRB(s) in its accreditation of the VHA HRPP.  The VHA HRPP must coordinate access by the designated accrediting organization to all the necessary personnel, documents and records of the IRB(s) that reside at the affiliate location.


3.
VA facilities Sharing IRBs and R&D Committees

	Primary VA facility Agrees To:
	
	Secondary VA facility Agrees To:

	1a.
Provide the IRB(s) and R&D Committee for the HRPPs of both sites; maintain responsibility for implementing the consolidated HRPP, and for its own human subjects research and HRPP. 
	
	1b.
Utilize the primary VA facility’s IRB(s) and R&D Committee for its HRPP program, but maintain overall responsibility for its own human subjects research and HRPP. 

	2a.
Establish its IRB(s) as the IRB(s) of record for the secondary VA facility, and maintain responsibility for its operations.
	
	2b.
Recognize the primary VA facility’s IRB(s) as its IRB(s) of record.

	3a.
Establish its R&D Committee as the R&D Committee of record for the secondary VA facility’s HRPP.
	
	3b.
Recognize the primary VA facility’s R&D Committee will oversee the IRB(s) and serve as the R&D Committee of record for its HRPP.

	4a.
Work with the secondary VA facility to develop one set of SOPs for the consolidated HRPP. Develop supplemental policies and procedures to address its own local HRPP issues.
	
	4b.
Work with the primary VA facility to develop one set of SOPs for the consolidated HRPP. Develop supplemental policies and procedures to address its own local HRPP issues. 

	5a.
Develop a formal IRB and R&D Committee agreement with the secondary VA facility that includes, but is not limited to:

· Specific requirements for the membership and operation of the IRB(s) and R&D Committee, including appropriate representation from the secondary VA facility.

· The respective responsibilities for human subject protection of the primary and secondary VA facilities, and the designated IRB(s).

· The scope of activities to be reviewed by the IRB and R&D Committee.

· The process by which the IRB’s and R&D Committee’s performance is evaluated.

· The remedies available to the secondary VA facility, including revocation of the formal IRB agreement, if the designated IRB and or R&D Committee does not fulfill its obligations.
	
	5b.
Develop a formal IRB and R&D Committee agreement with the primary VA facility that includes, but is not limited to:

· Specific requirements for the membership and operation of the IRB(s) and R&D Committee, including appropriate representation from the secondary VA facility.

· The respective responsibilities for human subject protection of the primary and secondary VA facilities, and the designated IRB(s).

· The scope of activities to be reviewed by the IRB and R&D Committee.

· The process by which the IRB’s and R&D Committee’s performance is evaluated.

· The remedies available to the secondary VA facility, including revocation of the formal IRB agreement, if the designated IRB and/or R&D Committee does not fulfill its obligations.

	6a.
Oversee the consolidated IRB(s) and document consideration of the following:

· Assessment of the qualifications and experience of a new IRB Chair.

· Appropriateness of the IRB and IRB membership, given the research being reviewed.

· That the IRB includes representatives, either as members or ad hoc consultants, interested in or who have experience with vulnerable populations involved in research and to supplement the IRB’s expertise in specific research areas.

· Adequacy of the IRB’s policies and procedures.
	
	6b.
Allow the primary VA facility to oversee the IRB(s) and to document and consider the following: 

· Assessment of the qualifications and experience of a new IRB Chair.

· Appropriateness of the IRB and IRB membership, given the research being reviewed.

· That the IRB includes representatives, either as members or ad hoc consultants, interested in or who have experience with vulnerable populations involved in research and to supplement the IRB’s expertise in specific research areas.

· Adequacy of the IRB’s policies and procedures.

	Primary VA facility Agrees To:
	
	Secondary VA facility Agrees To:

	7a.
Establish a documented process to identify and manage conflicts of interest for IRB members.
	
	7b.
Adhere to the documented processes regarding managing conflicts of interest of IRB members of the Primary VA facility, and establish and adhere to its own documented process regarding managing conflicts of interest for its representatives to the IRB(s).

	8a.
Establish and adhere to a documented process to identify and manage conflicts of interest for its investigators.
	
	8b.
Establish and adhere to a documented process to identify and manage conflicts of interest for its investigators.

	9a.
Primary VA will notify the accrediting body of the consolidated status of the VA facilities prior to scheduling the survey.
	
	9b.
Secondary VA will support Primary VA application as requested. 

	10a.
Provide the secondary VA facility with complete and timely notification of information needed to support its accreditation, including an agreement about scheduling the application submission and on-site survey and specifying the appropriate communication channels.
	
	10b.
Provide timely access to staff, IRB members, files and records needed by the accrediting body to support the consolidated VA facility’s accreditation application submission and on-site survey.  Specify appropriate communication channels.

	11a.
Maintain its own FWA.
	
	11b.
Maintain its own FWA.


4.
VA Facilities Sharing an IRB(s) But With Separate R&D Committees

	Primary VA facility Agrees To:
	
	Secondary VA facility Agrees To:

	1a.
Recognize that its R&D committee has responsibility for overall operations of its own HRPP program. Have a mechanism to ensure oversight of the IRB(s).
	
	1b.
Recognize that its R&D committee has responsibility for the overall operations of its own HRPP program. Have a mechanism to ensure oversight of the IRB(s).

	2a.
Establish its IRB(s) as the IRB(s) of record for the secondary VA facility, and maintain responsibility for its operations.
	
	2b.
Recognize the primary VA facility’s IRB(s) as its IRB(s) of record.

	3a.
Work with the secondary VA facility to develop SOPs that will govern the role of the IRB(s) for the secondary site’s HRPP. 
	
	3b.
Work with the primary VA facility to develop SOPs that will govern the role of the IRB(s) for its HRPP. Provide information to the IRB about significant issues that come to light in the R&D approval process, which might impact the conduct of a protocol.

	4a.
Develop a formal IRB agreement with the secondary VA facility that includes, but is not limited to:

· Specific requirements for the membership and operation of the IRB including appropriate representation from the secondary VA facility.

· The respective responsibilities for human subject protection of the primary VA facility and the designated IRB(s).

· The scope of activities to be reviewed by the IRB(s).

· The process by which the IRB’s performance is evaluated.

· The remedies available to the secondary VA facility, including revocation of the formal IRB agreement, if the designated IRB does not fulfill its obligations.
	
	4b.
Develop a formal IRB agreement with the primary VA facility that includes, but is not limited to:

· Specific requirements for the membership and operation of the IRB including appropriate representation from the secondary VA facility.

· The respective responsibilities for human subject protection of the secondary VA facility.

· The scope of activities to be reviewed by the  IRB(s).

· The process by which the secondary VA facility evaluates the IRB’s performance.

· The remedies available, including revocation of the formal IRB agreement, if the designated IRB does not fulfill its obligations.

	5a.
Oversee the IRB(s) and document consideration of the following:

· Assessment of the qualifications and experience of a new IRB Chair.

· Appropriateness of the IRB and IRB membership, given the research being reviewed.

· That the IRB includes representatives, either as members or ad hoc consultants, interested in or who have experience with vulnerable populations involved in research and to supplement the IRB’s expertise in specific research areas.

· Adequacy of the IRB’s policies and procedures.
	
	5b.
Oversee the IRB(s) and to document and consider the following: 

· Assessment of the qualifications and experience of a new IRB Chair.

· Appropriateness of the IRB and IRB membership, given the research being reviewed.

· That the IRB includes representatives, either as members or ad hoc consultants, interested in or who have experience with vulnerable populations involved in research and to supplement the IRB’s expertise in specific research areas.

· Adequacy of the IRB’s policies and procedures.

	6a.
Establish a documented process to identify and manage conflicts of interest for IRB members.
	
	6b.
Adhere to the documented processes regarding managing conflicts of interest of IRB members of the primary VA facility. 


	Primary VA facility Agrees To:
	
	Secondary VA facility Agrees To:

	7a.
Establish and adhere to a documented process to identify and manage conflicts of interest for its investigators.
	
	7b.
Establish and adhere to a documented process to identify and manage conflicts of interest for its investigators.

	8a.
Notify the accrediting body of the consolidated status of the VA facility’s’ IRB(s) prior to scheduling the survey.
	
	8b.
Notify the accrediting body of the consolidated status of the VA facility’s’ IRB(s) prior to scheduling the survey.

	9a.
Provide the secondary VA facility with complete and timely notification of information needed to support its accreditation, including an agreement about scheduling the application submission and on-site survey and specifying the appropriate communication channels.
	
	9b.
Provide timely access to staff, IRB members, files and records needed by the accrediting body to support the accreditation application submission and on-site survey.  Specify appropriate communication channels.

	10.
Maintain own FWA.
	
	10b.
Maintain own FWA.
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