VA Principal Investigator Tip Sheet

[bookmark: _GoBack]Reminders for All Studies:
· Review and follow the assurances outlined on the last page of the Initial Review Questionnaire and Continuing Review Questionnaire.
· If you will be changing the physical or electronic storage location of any study records (including informed consent forms), request approval from the IRB through a Project Revision/Amendment Form (PRAF). This change will also need review and approval by the Privacy Officer (PO) and Information Security Officer (ISO), who will be brought into the loop by the IRB staff upon receipt of the PRAF.
· It is best practice to keep Curricula Vitae on file for the PI and Sub-investigators.
· All study records related to the VA components of the research must be kept indefinitely. 
· Any unauthorized use, disclosure, transmission, removal, theft, loss, or destruction  of VA-Sensitive Information must be reported to the PVAMC Research Office, PO and ISO using the most direct mechanism available (e.g. by telephone or in person whenever possible) within 1 hour of awareness. Serious adverse events, unanticipated problems involving risk, non-compliance and moderate or major protocol deviations related to any of the VA components of the study must be reported to the IRB within five (5) business days of awareness. 
· All VA research records must be returned to the Portland VA Medical Center at the time this study is terminated, if they were maintained off-site during the course of the study.
Reminders for All Studies that Obtain Informed Consent:
· Progress notes are required at consent, enrollment, and termination. They are also required every time a participant is seen in the facility for research purposes. Termination notes should be entered in CPRS when the participant is no longer receiving active treatment and follow-up has been completed. Please use the templates that are available in CPRS for the consent, enrollment and termination notes. Instructions can be found on the Research Office website at http://www.portland.va.gov/research/crcresources/#CPRSterm 
· VA consent forms should be hand-delivered to the VA research office as soon as possible, preferably within three (3) business days, in order to allow the consent form to be scanned into the CPRS progress notes. The original consent form will be returned to the research team after it has been scanned.  A master list of all consented subjects must also be maintained, unless the IRB grants a waiver for this requirement. The participant’s name and date(s) of consent (including any re-consent) should be added to the master list after informed consent has been obtained. 
· If the IRB has determined that VA participants should have a flag applied to their medical record, then you will receive an email from the Research Office when the flag has been created. Flags should be applied as soon as possible after the consent form is signed. 
If Your Study uses the Research Pharmacy:
· If your study includes investigational drugs and/or uses the PVAMC Research Pharmacy in any way, make sure that you send all of your approved documents and approval letters to vhapor-ResearchPharmacy@va.gov. 
Reminders for Studies Enrolling Non-Veterans at the VA:
· If you are enrolling non-veterans, be sure to inform them how they can obtain a Notice of Privacy Practices (NOPP) and also have them sign the Acknowledgement of the NOPP form.  
	
Direct questions about any of these reminders to PVAMC-IRB@va.gov 
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