Research Credentialing for Research Staff Engaged in Human Subjects Research Projects at the AVAMC
1. Objectives: 
a) To ensure that all persons within the VHA research program are qualified and meet all VA research credentialing requirements.
b) To detail the duties and responsibilities, through the completion of a research Scope of Practice (SOP), of personnel who have direct or indirect contact with patients and who have access to Protected Health Information (PHI).  
c) This process is not intended to replace the current medical center credentialing process for physicians, residents, nurses and other clinical staff.  

2. Types of Personnel Engaged in Human Subjects Research:
a) Principal Investigator: Responsible for all aspects of the research project.  
b) Personnel with direct contact: Employees who perform procedures, interviews, telephone calls to research subjects, or clinical interventions with patients during the conduct of a research project.
c) Personnel with indirect contact: Employees, who do not interact directly with patients, but manage and/or collect study data and PHI (i.e. retrospective chart review), or handle previously collected human specimens, for research purposes.
3. Responsibilities:  
a) VA research credentialing must occur prior to beginning any research duties and/or contact with patients.
b) Principal Investigators (PI) and other research personnel, who are part of a research team engaged in the conduct of research using human subjects, must be credentialed by AVAMC Research Service. This applies to all personnel regardless of the source of compensation (Emory, VA, AREF or other entity) or type of appointment (VA paid or Without Compensation).  
c) The PI must complete a Research Scope of Practice outlining the specific research-related duties that will be delegated to research personnel.   The PI and all Co-Investigators are also required to complete a SOP.
4. The Research Scope of Practice (SOP): The documentation of duties requested by personnel engaged in human subjects research and is granted by the PI.  
a) Is reviewed at least annually to ensure that it remains appropriate. 
b) Is updated when new duties are assigned or others deleted.  
c) Is signed by research staff, PI, & ACOS for Research.
d) Assignment is appropriate as it relates to education, experience, and training of individual. 
e) It is mandatory that research staff do not perform any duties or practice beyond what is allowed in the SOP.  For example, if your SOP does not list that you are permitted to obtain consent, then you are not permitted to obtain consent.
[bookmark: _GoBack]5. AVAMC Research Training Coordinator: The WOC Coordinator is the Atlanta VAMC point of contact for becoming VA research credentialed.  She manages the credentialing process and assigns courses and forms.  The courses and forms are dependent upon what the research duties are, if there is direct or indirect contact with human subjects, if there are biological specimens, and if there are licensed personnel.  Research staff begins the credentialing process by registering on the AREF website:   http://www.atlaref.org/ .
All research personnel engaged in Human Subjects Research take (at a minimum): 
· TMS - VA Privacy and Information Security Awareness and Rules of Behavior Course
· TMS - Infection Control: Bloodborne Pathogens and Tuberculosis  
· TMS - Privacy and HIPAA – if direct contact or access to PHI
· CITI Biosafety for personnel that handle biological specimens (phlebotomy/CSC lab)-  annually 
· CITI VA Human Research Modules
CITI training is required every three years and TMS training is required annually.
Contact info:  WOCCoordinator@Atlaref.org  or ext. 6177.  
6. VetPro: 
a) 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.  
b) All licensed research staff or those with the ability to obtain a license must undergo the VetPro credentialing process.  This pertains to MDs, RN, NPs, PAs, LPNs, LCSWs and other licensed personnel.
c) Must be Vetpro’d before engaging in direct contact with patients.
d) Must be Vetpro’d if VA paid
e) Must be VetPro’d if research project has a VA off-site waiver and staff members are seeing study subjects at that site.
f) Must be VetPro’d if you are Emory staff and study subjects are only signing VA ICF and not an Emory ICF.
g) Don’t need to be VetPro’d if you are Emory staff and seeing VA patients ONLY at Emory.  Study subjects in this case are signing both an Emory and VA ICF.
7. Registered Nurses:
a) Must be Vetpro’d
b) May perform office duties while waiting for Vetpro if:
1)  Vetpro process has been initiated
2) Are VA research credentialed
3) Have immunizations record verified by AVAMC Occupational Health Services
4) All required TMS trainings are completed
5) Are listed in eIRB as study staff
6) No shadowing permitted
7) Scope of Practice specifically lists only office duties that do not involve interacting with study subjects.  (i.e. eIRB & eRRRP submissions, protocol review, attend sponsor meetings). Once Vetpro’d, Scope of Practice should be changed to reflect engagement in direct patient contact.  Send to Nakela Jackson.
8) Access to PHI is allowed
8. Human Studies Orientation (HSO):
· HSO is a 3 hour course that is held at the AVAMC on the second and fourth Thursday of each month.  This course reviews PI responsibilities, research staff responsibilities, and all AVAMC policies and procedures that pertain to Human Subjects research.  
· All research personnel engaged with human subjects research are required to take this course.
· All VA PIs, VA Co-Investigators, and Pharm D’s are required to take this course, regardless if they have direct or indirect human contact.
· May be eligible for a waiver if:  processing lab specimens, statisticians, data analysts 
9. Engaged in VA Human Subjects Research:
· You are engaged in VA Human Subjects research if performing research duties at the AVAMC 
· You are engaged in VA Human Subjects research if you are funded by a VA project
· You are engaged in VA Human Subjects research if you are participating in a project that has an approved off-site waiver
· You are engaged in VA Human Subjects research if performing research specific duties that are not part of normal tour of duty (i.e. ICU nurse implementing research survey)
· You are engaged in VA Human Subjects research if  listed in eIRB and/or eRRRP as VA research staff
10. Not engaged in VA Human Subjects Research:
· You are not considered engaged in VA Human Subjects research if you are performing your normal clinical duties during your normal tour of duty (i.e. oncology nurse hanging investigational chemotherapy drug, research pharmacist, phlebotomist, ECG technician)
· You are not considered engaged in VA Human Subjects research if you are not listed in eIRB or eRRRP.  However, there are some situations where you may still be engaged in VA research.  Contact the Science Information Office for more information.





11. IRB
· Clearly state where research staff will be engaged in research on initial submission and on amendments. See staff matrix below.
· Do not list research staff members in eIRB if not accessing PHI and not interacting with patients
Example of Staff Matrix.  	
	Study Staff
	VA 
	Emory

	
	
	

	Dr.  Zack Smith
	X
	X

	Judy Coordinator
	X
	

	John Coordinator
	
	X

	Sally statistician
	X
	X
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