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Credentialing PROCESS AND SCOPE OF PRACTICE FOR Individuals Involved in Human Subjects Research

1.  PURPOSE:   Establish procedure for credentialing or otherwise validating the qualifications of employees who conduct human subjects research.   To detail functions and responsibilities, through the completion of a Scope of Practice, of all staff engaged in human subjects research. 

2.  POLICY: 

a. It is VHA policy that all employees whose primary/major reason for interaction with the patient is research, regardless of appointment mechanism [Title 38, Title 5, or Without Compensation (WOC)], must possess adequate credentials.
1.)  Credentialing and validation of qualifications applies to all members of the research team (except administrative staff) and includes the following:

a.)  Research staff who interact with patients via telephone.


b.)  Research staff who collect and analyze laboratory specimens or data.



c.)  Research staff who perform laboratory tests and work with data.



d.)  Research staff with a WOC appointment.


2.)  Credentialing and validation of qualifications are NOT required for the following:

a.)  Research staff who are based at an affiliate or other outside institution and who will NOT access VA patients/data or access VA space for research activities.



b.)  Outside biostatisticians.


c.)  Outside laboratory technicians.

 
d.)  Community volunteers who represent the VA on an Institutional Review Board or the Research & Development (R&D) Committee.


e.)  Participants in data safety monitoring boards who are recruited from non-VA institutions.


f.)  Clinical personnel who periodically perform tests on research patients as part of their routine duties.

3.) Scope of Practice outlining specific research-related duties, as delegated by the principal investigator, must be completed and submitted as part of the credentialing documents for all staff engaged in human subjects research.
3. BACKGROUND:  The Department of Veterans Affairs (DVA) is guided by ethical principles set forth in the Common Rule, Food and Drug Administration (FDA) regulations, and the Belmont Report.  With the increased complexity of research and the advent of new technologies, it is imperative that all DVA personnel involved in human subjects research have and maintain the appropriate expertise through education, training, and experience.  Such a level of education and expertise is essential in a human research protection program that strives to provide the highest level of protection to its human subjects.

4.  DEFINITIONS:  
a. Credentialing:  Credentialing is the formal, systematic process of verifying, screening, and evaluating qualifications and other credentials that include formal education, licensure, relevant training experience, and current competence.

b. Human Subject Protection Education:  The Human Subject Protection Education requirements include two components:  general protection of human research subjects and good clinical practices.

c. Scope of Practice:  The Scope of Practice outlines the duties which the Principal Investigator authorizes the research employee to perform during the conduct of a research project. The Scope of Practice is used for RNs and those with other/advanced medical certifications (NP’s, PA’s, etc.), as well as those staff with no specific clinical certifications but who are engaged in human subjects research. A scope of practice will be developed for each employee, and not each protocol. Research staff involved in multiple studies, will have one scope of practice that encompasses all of the routine duties that they are authorized to perform. If necessary, miscellaneous duties may added. The Scope of Practice is granted and signed by the Principal Investigator(s) and reviewed and approved by the Associate Chief of Staff (ACOS) for Research.  The Research Office will oversee and maintain all Scopes of Practice.

5. RESPONSIBILITES: 

a. Associate Chief of Staff for Research/Research Office are responsible for:

1.) Notifying HR (for dependent practitioners) when an individual will be participating in human subjects research.

2.) Verifying that individuals involved in human subjects research have appropriate VA appointments, have been credentialed or had their qualifications validated, and that licenses of individuals in positions requiring a license are verified as current.

3.) Maintaining a current list of staff (VA paid employees and WOC status) that are engaged in human subjects research.  The ACOS for Research will recommend or take disciplinary action against employees who fail to comply with the provision of the policy.

b. Principal Investigators involved in human subjects research are responsible for ensuring that:

1.) All human subjects research has been approved by the IRB (and other appropriate research subcommittees) and the R&D Committee, before the research commences.

2.) All employees under their supervision involved in human subjects research have approved scopes of practice statements or clinical privileges that are consistent with the employee’s qualifications.  The Principal Investigator will provide the Research Office with a copy of the Scope of Practice for each of their staff engaged in human subjects research.


3.) Have completed required credentialing process.


c. Human Resources is responsible for: 


1.) Assuring that the VetPro process is completed.


2.) Committing individuals to VA appointments.

3.) Annual verification of employee licenses (if applicable).  HR will verify with the Research Office if individuals are still doing research before the verification process begins.

d. Employees involved in Human Subject Research are responsible for:

1.) Knowing and adhering to the scope of practice or clinical privileges that have been approved for them.


2.) Knowing and adhering to applicable statutes, regulations, and policies related to conducting human subjects research.

3.) Engaging only in human subjects research activities that have been approved by the IRB (and other appropriate research subcommittees) and the R&D committee, before the research commences.

4.) Timely submission of the VetPro required documentation to HR and for completing the electronic VetPro data entry.

6. PROCEDURE:
a. The Principal Investigator (PI) will notify the Research Office of all individuals who will participate in human subjects research.  If their credentials have not already been verified through VetPro, the Research Office will assure that the individual completes a VetPro Enrollment Form and the individual will forward this document to the Human Resources (HR) VetPro Coordinator (for dependent practitioners).  
b. The Research Office will send an e-mail to the hospital Credentialing coordinator (for independent practitioners) to verify their credentials.
c. HR will enroll the individual in VetPro, and then provide them with a Release of Information form.  The individual will complete the VetPro electronic process and will forward all required paperwork, including the Release of Information form, to HR as appropriate. The VetPro Coordinator will enter the individual onto the G Drive folder “Research VetPro” (this drive will be shared by HR and the Research Office). HR will then complete the VetPro process.  
d. After the VetPro process has been successfully completed, the Associate Chief of Staff for Research (ACOS/R) will electronically sign the VetPro application.  HR will e-mail the ACOS/R and the research administrative assistant when the application is ready for signature.
e. All additional processes that may be required to appoint the individual will then be completed by HR.
f. The Research Office will check the G-Drive folders for dates when Credentialing has been completed by H.R.
7.  REFERENCES:  

 a. 2003 VA Standown documents, 

 b. VHA Handbook 1100.19 
 c. VA Handbook 5005, Part II, Chapter 33, Section B
 d. VHA Directive 2003-036 “Credentials and Training of Employees Involved in Human Subjects Research”
8. RESCISSIONS:    None

9. FOLLOW-UP RESPONSIBILITY:  Associate Chief of Staff for Research, 626-5622.
10. AUTOMATIC RESCISSION DATE:  July 11, 2011






//Signed Hard Copy On File//


                                                                               MARY-ELLEN PICHÉ, FACHE

                                                                               Director
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