


DEPARTMENT OF                  			 Memorandum
VETERANS AFFAIRS 


	Date:	INSERT DATE			
	From:	VA Medical Facility Director
	Subj:	Facility Director Support Letter for Prisoner Research (INSERT NAME OF APPROVED VA RESEARCH STUDY INVOLVING PRISONERS OR THE TITLE OF AN APPROVED STUDY WHERE A SUBJECT OF THAT STUDY IS NOW A PRISONER)
To:		INSERT NAME OF VA PRINCIPAL INVESTIGATOR
1. As required by VHA Directive 1200.05, Paragraph 20.a(1), I support the conduct of this research study that involves a prisoner(s).  This research will: state rationale for conducting the study and why the prisoner population is needed.   Consider one of the following sentences:
The approval is being requested because prisoners are part or all of the subjects to be asked to participate in the study.  

OR

The approval is being requested because the VA Principal Investigator conducting the study has been informed that a subject who was previously consented into the study is now a prisoner. Include a rationale why the VA Principal Investigator and/or IRB supports the position that it is in the best interest of the subject’s safety and welfare to continue participating in the study

2. The prisoner(s) in this study will be afforded extra protections to ensure that participation in the research is voluntary by insert description here.
3. This investigator and his/her team is/are uniquely qualified to conduct a study with prisoners because state reason here.  His/Her CV/biosketch is attached aong with a roster of the study team members.
4. The research will take place at insert location(s) here.
5. The following documents are provided for your review as required:
· A copy of the IRB approval letter documenting its review determinations for the study approving inclusion of prisoners according to 45 CFR 46.305(a);
· A copy of the IRB minutes documenting the review determinations for the study approving inclusion of prisoners according to 45 CFR 45.305(a); (The IRB minutes may be draft minutes but must also include documentation that at least one prisoner representative or prisoner was present for the discussion and vote of the IRB’s actions for the study.)
· A copy of the IRB approved research study
· The IRB approved informed consent document (If the IRB approved a waiver of documentation of informed consent, please state it and include whether or not an information sheet or script, such as a telephone script, was approved by the IRB.  Include a copy of the information sheet or script if applicable.)
· A copy of the HIPAA authorization or waiver of HIPAA authorization (if applicable)
6. Please contact [insert POC] with questions regarding this study. Contact information for the appropriate person.


____________________________________	_____________________________
Name of VA Facility Director					Date

cc:  		VA Facility ACOS/R&D 
		VA Facility AO/R&D
		VA Facility Research and Development Committee Chair
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