Appendix 11:  Responsibility Matrix
	[bookmark: _GoBack]Responsibility:
	Action:
	Delegated to:
	Others who share responsibility:
	Comments:

	ALL
	Prioritizes protecting human subjects in research
	
	
	

	ALL
	Uphold professional and ethical standards
	n/a
	
	

	ALL
	Complete appropriate training and education 
	
	
	There are no “research credentials”. Credentials refer to medical credentials for providers.

	ALL
	Comply with 2018 Common Rule requirements for all human research studies approved after 21 Jan 2019
	
	
	

	ALL
	Comply with 2018 common rule requirements for all studies transitioned to the 2018 requirements and all studies that implemented the burden reducing provisions
	
	
	

	USH
	Responsible for ensuring compliance with 1200.05 and 1200.01
	
	
	Is there a VHA HRPP?

	PDUSH
	Serve as the IO for the VHA Central Office			
	
	
	Detailed in separate HRPP

	DUSH O&M
	Ensures that VISN Directors have enough resources to fulfill requirements for all medical centers in the VISN
	
	
	How is this determined?

	DUSH O&M
	Communicate responsibilities of 1200.01 to VISN Directors
	CRADO
	ORPP&E
	How is this done?

	DUSH O&M
	Oversight of VISNs to assure compliance
	ORO?
	
	

	CRADO
	Develops policies for human research protection
	Dir, ORPP&E
	
	

	VISN Director
	Ensure compliance of this regulation within the VISN
	
	
	Is there a VISN HRPP?

	VISN Director
	Certifies research with embryonic stem cells
	
	
	Guidance not required

	VISN Director
	Certifies research with fetal tissue
	
	
	Guidance not required

	Dir, ORO		
	Review VA facility SOPs to ensure compliance 		
	
	
	

	Facility Director
	Serves as the IO for the medical facility
	
	
	

	Facility Director
	Signs the Federal Assurance
	
	
	Applications must be submitted through ORO (1058.03)

	Facility Director
	Establishes a facility Human research protection plan (HRPP)
	
	
	See 1200.02

	Facility Director
	Ensures necessary resources are provided for functioning of the HRPP
	
	
	

	Facility Director
	Oversee all committees related to the HRPP
	
	
	

	Facility Director
	Delegates HRPP authority in writing
	
	
	

	Facility Director
	Ensures independence of the IRB
	
	
	

	Facility Director
	If facility has an internal IRB, Appoint an IRB, co-chairs, or vice chair for a period of up to 3 years, renewable 
	
	
	IRB must be established IAW Directive 1058.03

	Facility Director
	Appoints IRB members in writing for up to 3-year renewable term
	
	
	If IRB members serve on other institution IRBs, the facility director must appoint them (unless delegated)

	Facility Director
	Communicates with external agencies and oversight agencies and oversight bodies
	
	
	

	Facility Director
	Establishes a procedure to review and approve recruiting materials for non-VA studies
	
	
	Includes electronic or written advertising

	Facility Director
	Ensures a transition plan and a way to document it is in place for studies transitioning to the 2018 requirements
	
	
	No study except those that used a burden reducing provision is required to transition.  Must identify who or what group may make the decision to transition, cannot be the investigator.

	Facility Director
	Ensures that all nonexempt human research and all exempt research requiring limited IRB review is reviewed by an IRB
	
	
	

	Facility Director
	Documents all required actions and responsibilities related to human research review, approval, conduct and oversight
	
	
	

	Facility Director
	Establishes the IRB or establishes an agreement (MOU) with another IRB
	
	
	IAW Directive 1200.05 and VHA Handbook 1058.03

	Facility Director
	Requests Dir, ORPP&E approval for new HRPP, change in IRB(s) of record or reliance on a non-VA IRB
	
	
	

	Facility Director
	Certifies research involving interaction or intervention with children 
	
	
	

	Facility Director
	Ensures that no institution rely on the internal IRB
	
	
	Except DOD, DOE, and VA NPC

	Facility Director
	Establish the R&D Committee or sign agreement (MOU) for use of another VA facility R&D committee
	n/a
	-R&D Committee
	

	Facility Director
	Appoint at least 5 voting members to the R&D Committee in writing for a period of 3 years (renewable).  The committee expertise must reflect the reflect portfolio of the institution.
	
	
	At least 2 members with patient care or management responsibilities; At least 2 members engaged in R&D programs or activities; if investigation drug research is conducted regularly, a pharmacy representative with appropriate expertise should either be a voting member or ex-officio member.  

If the R&D serves as the R&D for another facility, a member of the committee should come from the supported institution.  The appointment of that member must come from the facility director of the supported facility.

	Facility Director
	Appoint alternate R&D voting members 
	
	
	The alternate must be designated on the roster who they are an alternate for and can only vote in the absence of the primary member.

	Facility Director
	Appoint an elected R&D committee chair in writing for a period of 1-2 years (renewable)
	
	
	The chair is not permitted to chair a subcommittee.

	Facility Director
	Ensure all human research for the institution has been approved by the R&D committee and all appropriate subcommittees
	
	ACOS/R&D (or Coordinator for R&D at smaller sites); R&D Committee
	

	Facility Director
	Suspending or terminating research after approval by the R&D where substantiated concerns are found in the conduct of the study
	
	
	

	Facility Director
	Suspends or terminates investigator privileges 
	
	R&D Committee
	For cause

	Facility Director
	Review allegations of inappropriate research conduct as referred by the R&D committee
	
	
	

	Facility Director
	Ensure all committees supporting the human research program have adequate resources to fulfill their duties
	
	
	

	Facility Director
	Disapprove a study even if approved by all subcommittees
	
	
	

	Facility Director
	When relying on an external IRB must establish and MOU or authorizing Agreement
	
	
	See 1058.03 MOU Checklist 
www.va.gov/ORO/orochecklists

	Facility Director
	When relying on an external IRB ensure the IRB holds an IRB registration
	
	
	With FDA/OHRP

	Facility Director
	Submits support letters and waiver requests for prisoner research
	
	
	

	Facility Director
	Certifies research with pregnant women, neonates or children
	
	
	Only interventional research with pregnant women and children need certification.  Neonatal research must be certified by it cannot be interventional.

	Facility Director
	Oversee the operation of the R&D Committee
	RCO
	
	

	ACOS (R&D) or Coordinator for R&D at smaller sites
	Serves as the Executive Secretary of the R&D committee and provides administrative support to the committee
	
	
	Correspondence, scheduling meetings, responding to questions

	ACOS (R&D) or Coordinator for R&D at smaller sites
	Notifies investigators in writing of project approval
	
	
	This approval letter may be combined with the R&D Committee approval letter.  May be signed by the ACOS(R&D) alone or jointly signed with the R&D Chair

	R&D Committee
	Review and Approve, require modifications to secure approval, or disapprove the research.
	
	All appropriate subcommittees
	

	R&D Committee
	Oversees the research portfolio and all R&D subcommittees
	
	
	

	R&D Committee
	Ensures that all research at the facility is consistent with VA mission and all statutory and regulatory requirements are met
	
	All appropriate subcommittees; investigators
	

	R&D Committee
	Establishes subcommittees to review and oversee human research.
	
	
	Where a protocol does not need a subcommittee approval (e.g. exempt research without limited IRB review) the R&D committee is the approving committee; -external subcommittees established by MOU or other agreement are not considered facility subcommittees

	R&D Committee
	Develops an SOP that details how exofficio members are included in the committee
	
	
	

	R&D Committee
	Ensures ISSO and Privacy review is complete before final approval 
	
	
	R&D can approve contingent on securing ISSO and privacy review

	R&D Committee
	Determining whether the facility should participate in a study (e.g. right subject mix, competing studies, impact on the facility support for clinical care)
	
	
	

	R&D Committee
	If relying on an external IRB, ensure that appropriate IRB agreements are in place
	
	
	External IRBs are IRBs of another federal agency, non-VA IRB.  

	R&D Committee
	Establish procedures to ensure that all approved research has high scientific quality, protects human subjects and staff, and security of VA data and sensitive information.
	
	investigators
	

	R&D Committee
	Establishes a COI committee
	
	Designated Agency Ethics Office (DAEO)
	As written in 1200.01 this committee focuses on financial COI.  Any criminal conflicts are referred to the DAEO.  Other conflict (personal, professional beside financial should also be considered).

	R&D Committee
	Ensures classified research is not conducted
	
	
	

	R&D committee
	Reviewing the operations of all research-related subcommittees.
	
	
	

	R&D Committee
	Reviews minutes within 60 days of finalization of subcommittee minutes
	
	
	

	R&D Committee
	Fulfills other functions as designated by the medical facility director
	
	
	

	R&D Committee

	Official business must be completed at a convened meeting with quorum
	
	
	Designated review/expedited review procedures not requiring a convened meeting are allowable for both committees as outlined in 1200.01/1200.05

	R&D Committee
	Ensures ISSO and PO reviews are complete prior to final approval
	
	
	May approve contingent on these approvals

	R&D Committee
	Official business must be completed at a convened meeting with quorum
	
	
	Designated review/expedited review procedures not requiring a convened meeting are allowable for both committees as outlined in 1200.01/1200.05

	R&D Committee

	Develop SOPs or other written procedures for recurring processes
	
	
	

	R&D Committee
	Establish a subcommittee on research safety and security (SRSS)
	
	
	Any institution with research involving chemical, biological, physical or radiation hazards (1200.08)

	R&D Committee
	Suspend a researcher or research staff member’s privilege to conduct research pending an investigation and review by the Facility Director
	
	Facility Director
	

	R&D Committee
	Require additional safeguards related to the wellbeing of human subjects, employees or the facility environment
	
	
	Related to an investigation by the facility director

	R&D Committee
	Review and approve all subcommittee SOPs
	
	
	

	R&D Committee

	Disapprove a study even if approved by all subcommittees
	
	
	

	R&D Committee
	Document the following information about the research:
-it supports the VA mission
-it is scientifically meritorious
-ensures the security of VA data, storage of data and specimens
	
	
	Only required for VA research overseen by an external IRB

	R&D Committee
	Conduct continuing review of each approved human research protocol at least every 364 days.
	
	
	This applies to all human research including exemptions.  
Continuing review focuses on:
scientific progress; budget requirements; other support change requirements (space, personnel, etc..); summary and impact of unanticipated problems; Any serious or continuing noncompliance

	R&D Committee
	Notify investigators in writing of initial approval or disapproval
	
	IRB and all other subcommittees
	

	R&D Committee
	Approval of amendments to approved research
	
	
	

	R&D Committee

	Maintain records (minutes, correspondence, membership lists, SOPs)
	
	
	Retain IAW VHA RCS 10-1

	R&D Committee
	For research overseen by an external IRB Determine and document 
	
	
	Research supports the VA mission; Is scientifically meritorious; data security plan is consistent with VHA Directive 1605.01 and VHA Handbook 6500


	R&D Committee
	For any research where the R&D is the only committee of review it must review and approve amendments and Continuing reviews
	
	
	

	R&D Committee
	Follow VHA handbook 1605.04 if non-veteran subjects are enrolled
	
	
	

	R&D Committee
	Scientific review
	
	
	Unless a separate scientific review subcommittee is established or a peer reviewed scientific review is submitted with the protocol

	R&D Committee Members
	CITI Training
	
	
	Every 3-year ORD and CITI training

	R&D Committee Members
	Elect an R&D Committee chair
	
	
	

	R&D Committee Designated Reviewer
	Review with enough documentation from the R&D committee responses from an investigator to modifications
	
	
	Designated reviewer approval must be noted in the minutes of the next R&D committee convened meeting 

	R&D Committee Designated Reviewer
	Communicate required modifications to secure approval to the investigator
	
	
	

	R&D Committee Chair
	Appoint a Chair Pro Tempore or Vice Chair
	
	
	If needed for recusal or absence

	R&D conflict of Interest Committee
	Reviews completed, signed, and dated OGE form 450 Alternative -VA
	
	
	

	IRB
	Official business must be completed at a convened meeting with quorum
	
	
	Designated review/expedited review procedures not requiring a convened meeting are allowable for both committees as outlined in 1200.01/1200.05

	IRB

	Develop SOPs or other written procedures for recurring processes
	
	
	Develop SOPs or other written procedures for recurring processes

	All subcommittees (incl IRB)
	Report recorded findings and recommendations to the R&D committee 
	
	
	

	All subcommittees (incl IRB)
	Follow VHA handbook 1605.04 if non-veteran subjects are enrolled
	
	
	

	All subcommittees (incl IRB)
	Maintain records (minutes, correspondence, membership lists, SOPs)
	
	
	Retain IAW VHA RCS 10-1

	Other Subcommittees	Comment by Maffucci, Alysia: Should this be “All subcommittees (incl IRB)”?
	Develop SOPs or other written procedures for recurring processes
	
	
	

	ISSO
	Ensures the proposed research complies with Information security requirements for VA sensitive information 
	
	
	VHA Handbook 6500

	Privacy Officer
	Ensures the proposed research complies with VA privacy requirements and that the HIPAA authorization contains all required elements
	
	
	VHA Directive 1605.01

	Principal Investigator
	Ensure all study team members have appropriate education and training
	
	
	

	Investigator
	Develop a scientifically valid research plan that minimizes risk to subjects, and describes the research in the detail required for review by all applicable committees
	
	
	Submitting plans for data use, storage, and security to the PO and ISSO consistent with VHA Directive 1605.01 and 6500

	Investigator
	When necessary include safety measure information about a protocol
	
	
	Type of safety information to be collected; frequency of the safety data collection, review plan for the safety data, statistical tests to detect harm, conditions to trigger suspension of the study

	Investigator
	Obtain all required approvals and written notification of approval prior to initiating the conduct of the study.
	
	
	

	Investigator
	Prepare and submit at least annually (or as otherwise required) on all research projects to all appropriate subcommittees or the R&D committee for continuing review
	
	
	

	Investigator
	Hold a current VA appointment to conduct research
	
	
	

	Investigator
	Complete, sign, date and submit an OGE 450-alternate VA
	
	
	Initial review; CR; added to an ongoing protocol; changes in relevant information


	Investigator
	Be identified on protocol applications
	
	
	

	Investigator
	Ensure that recruitment plans include initial contact by letter or in person prior to telephone contact
	
	IRB; determination official
	No cold calling

	Investigator
	Sign the recruitment letter
	
	
	Cannot be signed by a contractor

	Investigator
	Maintain all study files
	
	
	

	Investigator


	Follow VHA handbook 1605.04 if non-veteran subjects are enrolled
	
	
	



