Research at the Portland VA Medical Center:
Summary of Principal Investigator Responsibilities

Principal Investigators bear full responsibility for the ethical and legal conduct of their approved research studies and for adherence to all federal and other applicable regulations as well as PVAMC policies by themselves and all other investigators and research staff involved in their studies.

The IRB recognizes one Principal Investigator (PI) for each project. Anyone with a VA Research Appointment, either VA or Without Compensation (WOC), may be designated PI unless in training. Those in training, e.g., residents, fellows, students serving internships or externships, even if they have a license or certification, may not be designated as PI. Such investigators must be mentored and the mentor must serve as PI. For human research, at the time of initial IRB review, the mentoring PI must attend the IRB meeting and assure responsibility for the research. 

For human research, more complete and specific information about Human Research Protection Program (HRPP) policies are available on the PVAMC Research web site:  http://www.portland.va.gov//Research/hrpp/index.asp. Please also review the assurances required of PIs on the last page of the Initial Review Questionnaire (IRQ): http://www.portland.va.gov/research/documents/irb/irq.doc  
For animal and laboratory research, more information is available by clicking on the appropriate subcommittee(s) at http://www.portland.va.gov//research/committees/index.asp. 

· If a PI is leaving, either permanently or temporarily, e.g., on sabbatical, prior to the current PI’s departure, submit a request for a new PI to each applicable subcommittee of the Research &Development (R&D) Subcommittee (IRB, IACUC, or SRS) or the R&D Committee (if no subcommittees provide oversight). VA research data that is VA property (i.e., data collected on grants awarded to PVAMC or PVARF) must remain at the PVAMC. 
A summary of responsibilities includes the following:

1. Obtain approval before conducting research and stop research if approval is suspended or lapses. Submit each research project to the appropriate PVAMC R&D Subcommittee(s) or the R&D Committee for initial and continuing review and approval. Do not conduct research until the PI has received a memo from the ACOS/R&D giving permission to begin.
2. Complete all educational requirements for conducting research (including requirements applicable to the specific type of research), assure research personnel under your supervision have completed the same requirements, and monitor all aspects of the approved study.

3. Assure compliance with the approved protocol and all federal, state, and institutional regulations.

4. For human research, assure approved informed consent procedures are followed, obtaining all required signatures, giving a copy of the signed consent form to each participant, delivering all signed consents to the R&D office for auditing and scanning into CPRS, and entering a note into CPRS documenting the informed consent process, enrollment/randomization, and termination of participation for each participant.

5. Protect all VA-sensitive data, particularly data identifiable for any private individual. Assure paper and electronic VA-sensitive data are only accessible to authorized individuals and storage and security are maintained as approved by the IRB, the Privacy Officer, and the Information Security Officer (via the Data Security Checklist).

6. Report as required to the IRB, IACUC, SRS, and other entities, e.g., ORO, FDA, Information Security Officer, and Privacy Officer. For specific and detailed reporting requirements for human research, see the HRPP Policy, Required Reports in Human Research.  For required reports in Animal and Laboratory Research, see Required Reporting. 
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