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1. PURPOSE
North Florida/South Georgia Veterans Health System (NF/SGVHS) establishes medical center policy pertaining to the processes and procedure for hiring and credentialing of licensed and unlicensed research staff and assuring that everyone has a Scope of Practice that coincides with the assigned duties of that individual involved in human subject, animal, or laboratory research. This communication also delineates policy and procedure for approval of roles and responsibilities of research staff to ensure that all are qualified to conduct the research by virtue of Verification of Education.
2. DEFINITIONS
Clinical Privileging is defined as the process by which a practitioner, licensed for independent practice (i.e., without supervision, direction, required sponsor, preceptor, mandatory collaboration, etc.), is permitted by law and the facility to practice independently to provide specified medical or other patient care services within the scope of the individual’s license. Research staff with credentials and clinical privileges (C&P) (or Scope of Practice Statement) granted by the medical center as part of their clinical appointment do not need a Scope of Practice Statement for a research project if all patient interactions for the research are already covered by the medical center C&P process.

Credentialing is the formal, systematic process of verifying, screening, and evaluating qualifications and other credentials that include education, licensure, relevant training and experience, current competence, and health status. The requirements of VHA Handbooks, Policies and Directives have been used to define the policies and procedures for credentialing research staff.

Functional Statement outlines authorized clinical privileges to be performed during the conduct of a research study. VA-paid employees with clinical privileges that are involved in human studies research are given a Functional Statement instead in lieu of a Scope of Practice. Individuals who qualify for clinical privileges and are hired with a Functional Statement must also be credentialed.
License refers to the official or legal permission to practice in an occupation, as evidenced by documentation issued by a State in the form of a license, registration, or certification (see VHA Handbook 1100.19 and VHA Directive 2006-067).

Research staff included in this policy are all investigators and others involved with human subjects, animal or other laboratory research; research coordinators, research assistants, and Research Office Administrative Staff, exclusive of secretarial support, and any individual that:

A. Has verbal (including telephone) or physical contact with human participants or animals for research purposes in the VA system; or

B. Handles human research information, data, or samples at a VA facility.

Unlicensed refers to staff that do not hold but may be or are eligible for, licensure, registration, or certification that would be required for clinical practice in the health care profession and who are not covered by VHA Handbook 1100.19 or VHA Directive 2006-067, but are covered by VHA Directive 2009-054.
Scope of Practice outlines the duties of employees involved in human studies research that are authorized by the Principal Investigator. A scope of practice statement outlines the duties a research employee is granted in lieu of clinical privileges to perform during the conduct of a research study. A scope of practice statement must be developed for each employee, not each protocol (multiple studies need only one scope of practice that encompasses all authorized routine duties). The Scope of Work must be consistent with the position to which the individual is appointed and must not include any duties or procedures for which the individual is not qualified. NOTE:  The Scope of Practice is granted and signed by the PI(s) and reviewed and approved by the Associate Chief of Staff (ACOS) for Research.

Validation of Credentials refers to the verification of education, degree, license and certifications of employees. 

VetPro is an Internet-enabled data bank for the credentialing of VHA health care providers that facilitates completion of a uniform, accurate, and complete credentials file (see VHA Handbook 1100.19, VHA Directive 2006-067 and VHA Directive 2009-054).

Without Compensation (WOC) is a VA appointment for a person who performs duties without any direct monetary compensation from VA. (VHA Directive 1200)

3. POLICY

A. The Research Staff to include the WOC Coordinator and the Research HR Liaison are in close collaboration with the local offices of Human Resource Management Services (HRMS), and Credentialing & Privileging (C&P) providing assistance to the credentialing program. 
B. The ethical conduct of human subject research and the protection of research subjects involve a responsibility which lies with each individual reviewing, conducting or supporting human subject research. Responsibility for the ethical conduct of animal research and the welfare of research animals similarly lies with the individual(s) involved in all capacities of animal research. 
C. Accordingly, all individuals involved in human subjects, animal research and/or laboratory research will have appropriate background investigations and credentialing completed prior to hire and initiation of research duties. This includes, but is not limited to, background checks and verification of education of all research appointee degree(s), certification(s) and licensure(s), when applicable. 
D. This applies regardless of pay status, appointment type, or length of time in the VA facility, and includes research staff with a Without Compensation (WOC) appointment and those with VA paid status. This applies to all research staff, including administrative personnel, who by the nature of their position oversee the quality and safety of research patient care delivered or the welfare of research animals.

E. Hiring and credentialing of research staff involves a coordinated effort of Research Services, HRMS, C&P Services, and Police Services. 
1) C&P Service: Specific credentialing duties are conducted by the C&P Service and apply to the following research staff:  Physicians (MD), Dentists (DDS, DMD), Nurse Practitioners (ARNP), Podiatrists, Optometrists, Doctor of Osteopathy (DO), Physician Assistant (PA), Certified Registered Nurse Anesthetists (CRNA).
2) HRMS: Specific credentialing duties conducted by HRMS are: Nurses (RN, LPN, CNA), Physical Therapist, Occupational Therapist, Speech Language Pathologists, Phlebotomists, Pharmacists, Psychologists, other licensed and unlicensed health professionals.
3) Unlicensed Staff: For Research staff engaged in human subjects or animal research that cannot be electronically credentialed by VetPro, a paper credentialing process has been established. This process applies to current foreign MD and foreign medical school graduates.
4) Police Service:  Will conduct fingerprinting of all Research Staff as part of the background investigation process as well as provide Identification (ID) badges.
4. RESPONSIBILITY
A. The ACOS/R&D is responsible for establishing and maintaining an effective hiring and credentialing process. The ACOS/R&D will oversee the program and assure that:
1) All research staff is credentialed by the processes prior to the initiation of research duties.
2) Reviewing and approving Research WOC appointments with assurance of compliance.

3) Completing credentialing requirements as defined by national and local policy. 
4) Reviewing for appropriateness, approving, and signing the Research Scope of Work for all research staff involved in human, laboratory and animal research.

5) Providing an annual quality assurance of Research scopes of work to ensure research employees are working within their scopes and privileges.
6) Obtain Appointment Letter for all non-U.S. licensed physicians and other professionals engaged in human research prior to the initiation of research.
7) Ensuring that Research staff  is officially appointed in VetPro

B. The Administrative Officer/R&D (AO/R&D) is responsible for:
1) Ensuring Research staff credentialing requirements are met and assisting with the annual maintenance duties related to the credentialing process. The AO/R&D will annually check:

i. The names of all individuals actively involved in human subjects, animal and other laboratory research against the following lists for needed updates:
ii. Research Scopes of Practice or Functional Statement
iii. Curriculum Vitae or Resume
iv. Professional licenses, certificates, registrations etc. 
v. VetPro
vi. Validation of Credentials (verification of education)
vii. Required Research Training
2) Overseeing the Research Service staff involved with the credentialing of personnel involved in human subject, animal and other laboratory research work.

3) Assisting the ACOS/R&D in the completion of administrative duties related to the hiring and credentialing of research staff.

4) Ensuring that Research staff  is officially appointed in VetPro
5) Ensure update of VA Employee Files for training, credentialing, scope of practice, functional statement, verification of education, and training.
C. The Research Service Administrators: Research HR Liaison for VA-Paid Employees and the WOC Coordinator (Without Compensation ) are responsible for:
1) Identifying, initiating, processing, and follow-up with research personnel hired with VA-paid appointments and WOC appointments.

2) Identifying non-U.S. licensed professionals, either VA-paid or WOC, who require an additional Medical Center Director Approval Letter.

3) Monitoring personnel compliance with VA and WOC appointments, and informing the AO/R&D and the ACOS/R&D of areas of observed non-compliance.

4) Working with HRMS and C&P to ensure the VA and WOC appointments are complete.
5) Maintaining updated VA and WOC Files.
6) Obtain Appointment Letter for all non-U.S. licensed physicians and other professionals engaged in human research prior to the initiation of research duties from HR office.

D. Investigators and research staff are responsible for:

1) Completing credentialing requirement as requested in a timely fashion prior to initiating research activities on VA-approved research projects. Assuring the assigned Research staff completes all required hiring processes as directed.
2) Principal Investigators (PI) are responsible for assuring that Scopes of Work of research staff are written to commensurate with the staff member’s training and credentials, and appropriately signed. 
3) Completing all mandatory education and providing certificates to the respective research office prior to initiating research activities on VA-approved research projects.
5. PROCEDURES
A. Standard Operating Procedures for Hiring and Credentialing of Research Appointees: The hiring and credentialing of research staff involves the coordinated effort of Research Services, HRMS, C&P and VA Police Services. 
1) VA-Paid Applicants and WOC Applicants:  The assigned Research Service representative will identify the appointee, and initiate the process and forms for hiring and credentialing. The VA-paid and WOC applicants will follow the same guidelines listed below:  
i. As appropriate, the VA Research Liaison will provide applicable forms to the applicant for credentialing, scope of practice and education verification and will coordinate the efforts with HR & C&P for processing. 
ii. The WOC Coordinator will provide full application for employment (can also be obtained from http://www.northflorida.va.gov/research/woc.asp) for completion by applicant, which includes forms for scope of work and education verification. 

iii. Coordinators will confirm that all required training is complete and validation of education has been conducted.
iv. Specific process duties include, but are not limited to, the following:

a. The employee is instructed to report to the VA Police Service for fingerprinting as part of the background investigation process.

b. The application is signed by the ACOS/Research and taken to HRMS or C&P as appropriate for credentialing and approval of the appointment. 
c. The applicant will sign a Release of Information Form which must be provided to HR and HR creates a password for the applicant to log into http://fcp.vetpro.org, the VA's Credentials Data Bank, to complete the electronic portion of VetPro.
d. Applications for Credentialing will be provided to: 
1. Applications for Nurses and Nurse Anesthetists
· HR Staffing Specialist: e.g., Registered Nurses
· C&P Office: e.g., Certified Registered Nurse Anesthetists (CRNA), Nurse Practitioners (ARNP), Physician Assistant 
2. Applications for Associated Health Occupations 
HR Staffing Specialist: e.g., Certified and Registered Respiratory Therapy Technicians, Licensed Physical Therapist, Licensed Practical Vocational Nurse (LP/VP), Licensed Pharmacist, Extended-Function Dental Auxiliary, Occupational Therapist, Phlebotomist. Unlicensed Other Professionals are also processed by the HR Staffing Specialist. 

3. Application for Physicians
C&P Office: e.g., Physicians, Dentists, Podiatrists, Optometrist.
4. New Physician Enrollment Form & New ARNP/PA Enrollment Form

C&P Office:  Unlicensed MD, and Unlicensed ARNP, CRNA and PA must the appropriate paper form. The applicant will create an account in VetPro but the enrollment form will be processed through C&P. 
2) Once the credentialing process is complete, C&P will route the application as appropriate for reviews and signatures which includes the ACOS/Research, then once complete, will appoint the employee in VetPro. HR will notify the ACOS/Research to go into VetPro and appoint the employee once the credentialing process is complete. 
3) HR Services will forward the officially signed VA Appointment Letter or WOC Appointment Letter to Research Service. If the appointee is a non-citizen, HRMS will additionally obtain a signed Appointment Letter from the Medical Center Director.
B. Standard Operating Procedures for File Maintenance: The maintenance and storage of files pertaining to the hiring and credentialing of Research staff applies to the Research Service (see below), HRMS (VA and WOC employment applications, credentialing applications), C&P Services (Credentialing applications) and VA Police Services (fingerprints). 
Records are maintained in paper and electronic form in the Research Office, WOC Office and on the Research Network (common) drive.
The Research Office conducts annual reviews (fiscal year) and update as required for the research appointees regarding the following:

1) The names of all individuals actively involved in human subjects, animal and other laboratory research against the following lists for needed updates:

2) Research Scopes of Practice or Functional Statement

3) Curriculum Vitae or Resume

4) Professional licenses, certificates, registrations etc. 

5) VetPro

6) Validation of Credentials 
7) Required Research Training
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FOLLOW-UP RESPONSIBILITY

This SOP will be reviewed annually, and revised as needed by the Research Service Administrative Officer (AO).
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