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Memorandum
Date:

June 27, 2003


From:
ACOS- Research & Development


Subj:

Credentialing and Training of Research Investigators and Staff


To:

 SET Text1  \* MERGEFORMAT Principal Investigators

To ensure all research investigators and staff have appropriate training, education, and credentialing prior to undertaking research at the Stratton VA Medical Center (VAMC) the following procedure will be followed. This procedure will be appended to the VAMC R & D Committee standard operating procedure and updated as appropriate. This applies to all individuals undertaking research involving humans at the VAMC as described in the attached document dated May 19, 2003 from the Deputy Under Secretary for Health for Operations and Management (10N).
This form may also be accessed on the ‘p’ drive under ‘Reference, Albany, Research’.


[image: image1.wmf]"Credentialing.doc"


Prior to submission of any human research proposal all individuals listed on the project must:

1. Have an appropriate VA appointment through Human Resources (HR).

2. Have a current (updated every 12-months) C.V. or resumé on file in the research office.

3. Complete IRB training as described in the VAMC IRB training policy and update this training annually.

4. Document completion of “Good Clinical Practice” (GCP) course. This may be accomplished online at http://www.va.gov/resdev/fr/stand_down/instructions.cfm.

5. Complete  HIPAA training. This may be accomplished online at http://www.vhaprivacytraining.med.va.gov/.

New or non-VA employees must:

1. Obtain a VAMC appointment (such as WOC) through HR. 

2. Submit Form SF-75 to HR prior to submitting or participating in any research project. 

3. For individuals who are NOT credentialed through Vet-Pro:

a. Complete and submit an education verification form to HR. This form may also be found on ‘p’ drive under ‘Reference, Albany, Research’.
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b. Request the granting institution(s) to send transcripts of all degrees (Bachelors and higher) directly to HR. 

c. Submit a copy of any current licenses (if applicable) to HR.
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 Memorandum

Veterans Affairs

Date:
May 19, 2003


From:
 Deputy Under Secretary for Health for Operations and Management (10N)


Subj:
Credentialing of Personnel Involved in Human Subjects Research


To:
Network Directors (10N1-23)



Chief Medical Officers (10N 1-23)


1. The purpose of this memorandum is to re-state and clarify some of the requirements of the research and development “stand down” specific to credentialing.  A memorandum dated March 6 was previously sent to you and is attached for your review.


2. First and foremost is the need to credential all title 38 employees and to validate the qualifications of all title 5 employees who have positive education or licensure requirements and are involved in human subjects research.  Credentialing or validation of qualifications applies to all members of the research team (except administrative staff), and includes the following:


· research staff who interact with patients via telephone 


· research staff who collect and analyze laboratory specimens or data.  


· research staff who perform laboratory tests or work with data


· research staff with a Without Compensation (WOC) appointment.


3. Credentialing or validation of qualifications will not be required for the following:


· People who are based at an affiliate or other outside institution, and who do not come to the VA or do not directly interact with VA research participants.


· Co-investigators who do not do work at the VA (e.g., a VA researcher may collaborate with researchers from outside the VA, but the VA portion of the study is conducted at the VA with VA personnel.  The outside people may be co-investigators on a VA study, and have their names listed on consent forms given to VA enrollees, but if the outside researchers do not come to the VA to perform the research or enroll VA patients, they are not affected by the Stand Down requirements – only the VA researcher and his/her VA research team are affected).


· Outside biostatisticians (e.g., VA researchers may send their data to an affiliate- or other outside-based statistician for processing).


· Outside lab technicians (e.g., a VA researcher may send VA specimens to be processed at an affiliate or other outside lab).


· Volunteers from the community who serve on an IRB or Research & Development Committee.  

· Members of groups like data safety monitoring boards (DSMB) who are recruited from non-VA institutions.


· Clinical personnel who periodically perform tests on research patients as part of their routine jobs (e.g., x-ray, nuclear medicine, or medical laboratory technologists who occasionally perform a test on a research patient as part of their routine clinical duties).  The credentials and qualifications of these individuals should have been validated when they were initially appointed as Federal employees.

4. Individuals involved in human subjects research must have background investigations that are related to the risk level of their position.  Please note that the background investigation is part of the normal hiring process.  Individuals who have already had a background investigation appropriate for their risk level are not required to have another investigation.  Given the current issues surrounding homeland security, we understand the current workload by those conducting the investigations.  However, the minimal expectation is that facilities will assess the risk level of these positions and request appropriate background investigations.  Additional information concerning background investigations may be obtained from Section A of VA Handbook 0710, “Personnel and National Information Security,” which is available through the VA Publications website.


5. As part of the stand down, the following certification will be submitted with respect to credentialing and validation of qualifications:


We verify that this facility has implemented an effective process for credentialing and validating the qualifications of all individuals involved in human studies research, and that all affected individuals’ credentials have been confirmed.  This includes the following:


· All research personnel who perform independent clinical activities, whether compensated or on a WOC appointment have been credentialed thought VetPro or its paper equivalent


· All other individuals involved in human studies research in positions which have a positive education or licensure requirement (whether Title 38, Title 5 or WOC):


· Have had their credentials or qualifications confirmed


· Have a scope of work


· A record of these activities has been developed and will be maintained.


· An electronic means of tracking all employees involved in human subjects research has been developed to facilitate regularly checking these individuals against the Exclusionary List.


6. As discussed in the March 6, 2003 memorandum (attached), the stand down period was from March 6 to June 6, 2003.  Attached is an example of the submission that the facilities will need to submit.  I am asking each Network Director to require your facilities submit this information through the VISN office to my office by COB June 6, 2003.  Your consolidated facility submission should be sent to Debbie Heim with a copy to Odette Levesque via Outlook.


Laura J. Miller
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STRATTON VA MEDICAL CENTER RESEARCH SERVICE


EDUCATION VERIFICATION FORM

As part of the credentialing process it is necessary to verify educational credentials. 


To assist us in completing this process, please provide the following information:


		Employee Name

		



		

		



		University/Program Attended

		



		

		



		City / State / Country

		



		

		



		Degree/Training

		Date Education Completed



		

		



		lICENSE/REGISTRATION STATE

		



		

		



		ISSUE DATE

		EXPIRATION DATE



		

		



		CERTIFICATION

		iSSUE/AWARD DATE – EXPIRATION dATE



		

		



		Social Security Number

		Date of Birth



		

		



		Employee Name

		Employee Signature
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		Date of Verification

		Degree/Certification Verified



		

		



		Source of Verification

		Verification Completed by
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