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As a result of guidance from the VA Office of Research Oversight it is necessary for any study taking place at both the University of Utah and the VA Salt Lake City Health Care System (VASLCHCS) to be reviewed by the IRB and VA Research and Development Committee as a multi-site study with appropriate distinctions to clearly delineate the VA and non-VA portions of the study.  This includes domains such as recruitment procedures, strategies, and advertisements; procedures, interactions, and interventions related to the research; data collection, storage, access, use, disclosure, and analysis; uses and disclosures of Protected Health Information (PHI); researchers and study team members; and study locations to include clinics, units, laboratory locations, data and specimen storage locations, etc.  In order to document these differences, please complete the following for your new study application or your continuing review application of an existing study, and attach it to the study in ERICA under Other Documents. Also, of course, make sure these distinctions are appropriately addressed in the consent documents, and the appropriate HIPAA authorization is used to address any necessary data transfer.

Principal Investigator:  

IRB Number:

Title of Project:
1. Describe recruitment procedures to be used for the VASLCHCS portion of the study.  This may include advertisements, record reviews to identify potential participants, referrals, recruiting personnel and locations, etc.

2. Describe the research related procedures that will occur at the VASLCHCS.  This may include the informed consent process, medical procedures and observations, data collection methods, data analysis, specimen storage, etc. If all procedures are at the VA, so state. If any VA portions of the study will be conducted at the University or other non-VASLCHCS location, please specify and describe how the VA and non-VA portions will be differentiated.   If there are differences between the sites, please explain.
3. Describe the VASLCHCS facilities to be used for research activities.  This includes clinics, labs, offices, etc.  Also, describe any non-VASLCHCS facilities to be used for the VASLCHCS portion of the study.

4. Describe the target population for enrollment of VASLCHCS subjects, and describe any differences between the target populations at the University and the VA.  
5. Does the University component of this study contain any of the following vulnerable populations:  pregnant women, prisoners, or children?    (Yes or No)
If yes, will any of these vulnerable populations also be enrolled at the VASLCHS?
(Yes or No)

If yes, please specify which vulnerable population will be included (The inclusion of pregnant women in VA research is only allowed when certain stipulations are met, and in some cases a waiver from the Chief Research and Development Officer (CRADO) of the VA is required.  Research involving prisoners or children is only allowed in VA research when a waiver from CRADO has been granted.)

6. What is the target enrollment number for the VASLCHCS portion of the study?
7. List research personnel who will be working on the VASLCHCS portion of the study.
8. Identify which facility will be the Coordinating Center for the multi-site study. 
(VASLCHCS or University of Utah)
· If VASLCHCS, proceed to #9.

· If University of Utah, will VA time, resources, or property be used at the University? 
(Yes or No)

· If NO, proceed to #9.   

· If YES, please describe:
9. Will VA and non-VA data be combined? (Yes or No)
Describe the combined and/or VA (only) research data storage (location, access, and security, including planned and/or past.
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