Procedures Applicable to Off-site Research


If NO to engagement…


*does not require VA approval


*PI with dual appointment must ensure that no VA time will be used for this protocol





If YES to engagement….


* this is VA Research 


* VA is liable


* all VA rules apply


* VA consent is required


* PIs with dual appointments must have an MOU to identify their VA effort and a copy of this MOU should be in the protocol folder.


* All records must be kept/maintained at the VA or VA leased space








Is there “engagement”*?  Engagement occurs when VA resources are used to support the protocol including:


Personnel engagement occurs if the protocol is being conducted by a VA employee on VA time regardless of the percentage of effort   AND/OR


Engagement occurs if the protocol is conducted at a VA site or VA leased space OR personnel at a non-VA location (any non-VA site) interact with study participants for research purposes or intervene for research purposes (i.e. non-VA personnel administer drugs, questionnaires, impact the environment- like lighting, temperature, etc.- for the sake of research, draw blood, obtain informed consent, provide PHI or identifiable info)     AND/OR


The protocol is engaged if any VA equipment and/or IT resources are used for the study.





* Things to think about:  Conditions under which an organization is engaged:


1.  The organization received an award through a grant, contract or cooperative agreement directly from a federal agency for the Human Research, even where all activities involving human subjects are carried out by employees or agents of another organization.


2.  The organization’s employees or agents intervene for research purposes with any human subjects of the research by performing invasive or noninvasive procedures.


3.  The organization’s employees or agents interact for research purposes with any human subject of the research by manipulating the environment.


4.  The organization’s employees or agents interact for research purposes with any human subject of the research


5.  The organization’s employees or agents obtain the informed consent of human subjects for the research.


6.  The organization’s employees or agents obtain for research purposes identifiable private information or identifiable biological specimens from any source for the research.  It is important to note that, in general, the organization’s employees or agents who obtain identifiable private information or identifiable specimens for human research are considered engaged in the research, even if the organization’s employees or agents do not directly interact or intervene with human Subjects.





Is there to be inclusion of non-Veterans in the study?


When including non-veterans in a study (whether off-site or on-site), the PI must remain cognizant of the following:


The inclusion of non-veterans should never exclude or detract from the participation of Veterans.


The VA is liable for any costs incurred by the non-Veteran beyond what the sponsor will pay.


A Memorandum must be drafted to the R&D Committee through the IRB and signed off by the IRB, RDC and ACOS/ Research if approved by all.  It should address the following:


Is the study interventional or non-interventional?  Note that liability issues can also exist with non-interventional studies.


Why is the inclusion of non-Veterans appropriate and necessary and how use of non-Veterans will not detract from Veteran population?  Must include an argument for inclusion and relevancy to care of Veterans or active duty personnel.


How will non-Veterans be recruited?


What costs incurred by non-Veterans will be covered by the study sponsor, if applicable?


What possible or additional costs incurred by non-Veteran participants might become the responsibility of the VA due to overall liability (Think about what could go wrong as a result of this study)


Include an approval signature block for the ACOS/R&D who will sign once the IRB and RDC have approved the study.


The RDC must assess the liability factor and if monies would be available to cover these costs, if needed.





IF YES to non-veteran participation in an engaged study…


* VA consent form must be used


*All records must be kept/maintained at the VA or VA leased space











