Executive Summary:

Policy on Recruiting Participants for PVAMC Research Studies 

May 12, 2010
A work group appointed by the Associate Chief of Staff for Research and Development (ACOS/R&D), Dr. Michael Davey, presented a proposal to the R&D Committee on April 5, 2010, for a policy to guide investigators in recruiting VA patients for research at PVAMC. The proposal was approved and will be incorporated into the Institutional Review Board (IRB) Standard Operating Procedure (SOP).  Below is a summary of the policy.
1. For studies related to a veteran’s specific medical condition or diagnosis (e.g., PTSD, prostate cancer, etc.), initial contact regarding the research must occur in the clinic or hospital through a clinician who has a clinical relationship with the patient. 

2. If the patient gives permission through his/her clinician, the researcher may then contact the patient in clinic, by phone or by mail. Research personnel must document permission in CPRS and the approving clinician must co-sign.
3. If initial contact is by mail and not in clinic, the contact should include a letter from the clinician or the director of the clinic.  A letter from the clinician may acknowledge information about a patient’s personnel health information (PHI). An accompanying letter from the investigator must give the patient the option of either opting out by returning a separate letter indicating s/he does not wish to be contacted again, or that s/he is interesting in learning more about the study. The letter may also state that if a response (a letter opting out or indicating a wish to learn more) has not been received within 2 weeks, they may be contacted by phone. A letter template will be made available on the research office website.
4. If the research team contacts the potential participant by phone, they must first ask if the veteran received the letter about the research. If yes, the researcher may ask if the veteran would like more information. If the veteran has not received the letter, the research team must restrict their questions to asking permission to send a second letter and confirming the address. A phone script template will be made available on the research office website.
5. Investigators may contact veterans directly regarding studies that do not address specific aspects of the veteran’s medical care, e.g., how to improve VA services, parking, satisfaction with clinical care, etc.

