
September 25, 2009

Associate Chief of Staff for Research (151)

VA Investigator Certification to Conduct Research

Research Investigator


1.  The Department of Veterans Affairs has instituted a Federalwide Assurance (FWA) process with the Office of Human Research Protection (OHRP).  The James H. Quillen VAMC has applied and received this assurance.  One requirement of that contract is documentation that all investigators who conduct research involving human subjects agree to comply with the policies and regulations attached to this memo.

2.  Review the policies, complete the attached certification and return it to the Research Office (151).  This action will establish you as an investigator approved to conduct research at the VA.  The final approval of protocols by the R&D Committee and its subcommittees will be contingent upon receipt of this certification.

3.  Please retain these policies and regulations.  As a Principal Investigator, you are responsible for sharing them with any staff (co-investigators, research coordinators, etc.) who participate with you in the conduct of your research.

4.  If you have any questions or need assistance, please contact the Research and Development Office at 979-2859.



//signed//
Owen D. Murnane, Ph.D.
ACOS/Research and Development

attachment


















CERTIFICATION OF REVIEW/COMPLIANCE/TRAINING

I have reviewed the following documents related to research at the James H. Quillen VAMC and will comply with the policies set forth therein: (Please check all that apply)

· The James H. Quillen VAMC Federalwide Assurance #00002117 (on file in the R & D Office, Bldg 5)

· The Belmont Report (reviewed in CITI training)

· 45 CFR 46 (Protection of Human Subjects in Research) (reviewed in CITI training)

· 38 CFR 16 (VA Protection of Human Subjects in Research) (reviewed in CITI training)

· 38 CFR 17 (sections 17.85 and 17.92) (VA Injury/Compensation) (reviewed in CITI training)

· VHA Handbook 1200.5 (Requirements for the Protection of Human Subjects in Research) http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418

· VHA Handbook 1200.8 (Safety of Personnel Engaged in Research) http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=401

	VHA Handbook 1200.13 (Financial Conflict of Interest)

· VHA Handbook 1200.18 (Intellectual Property) http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=403

      	VHA Handbook 1200.19 (Presentation of Research Results)   http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=361

· Identifying Research Subjects Policy (addendum to the PI SOP)

· Principal Investigator SOPs (located on the ETSU/IRB web site)

· Security Agreement, Rules of Behavior Form (New study requirement and annually thereafter when notified by the Research & Development Office.  Document must be signed/returned to Research & Development Office)

· Page 18 (PI requirement only. Complete and return to Research and Development Office along with this signed form)


__________________________________________		_____________
Signature								Date



__________________________________________
Print Name


Training requirements include annual CITI (Human Subjects Protection) – available on the following website www.etsu.edu/irb  for all PIs and study staff – attach a copy of certificate when returning this document to the Research Office (151). 

Note: enter James H. Quillen VA Medical Center, Mountain Home as the institution.
