SCOPE OF PRACTICE FOR RESEARCH STAFF
This Scope of Practice is specific to the research duties and responsibilities granted to staff by the listed Principal Investigator (PI) and/ or secondary supervisor for the term of the appointment. The scope of practice is not intended to replace the clinical scope of practice.  

Section A:  General Information
	EMPLOYEE’S NAME 
	EMPLOYEE’S TITLE

	     
	     

	PRINCIPAL INVESTIGATOR (PI)
	SECONDARY SUPERVISOR:

	     

	     

	VA CREDENTIALING & PRIVILEGING 
	LICENSURE TYPE 

	 Are you currently credentialed and privileged at the Atlanta VAMC to perform patient care activities?     
[bookmark: Check3][bookmark: Check4]  |_|  YES                                              |_| NO
If yes, please amend your clinical scope of practice with Human Resources Credentialing
	[bookmark: Check5][bookmark: Check6]Are you a licensed professional?  |_| Yes       |_| NO  
If yes, indicate type of license:
[bookmark: ][bookmark: ][bookmark: ][bookmark: ][bookmark: Text14]|_| MD |_| NP |_| RN |_| Other (specify):     

	SELECT ONE OF THE CHOICES BELOW TO DETERMINE EMPLOYEE ENGAGEMENT STATUS

	
|_|    ENGAGED IN HUMAN SUBJECTS RESEARCH is defined as research employees who perform procedures,   interviews, telephone calls to research subjects, clinical interventions with patients, manage identifiable study data, have access to medical records, or handle identified human specimens, for research purposes.  
	
|_|    NOT ENGAGED: REGULATORY ONLY – NO PHI 
Research employees who prepare/maintain regulatory study documents only and have no access to PHI  

	
	
|_|    NOT ENGAGED: DE-IDENTIFIED DATA ANALYSIS ONLY  
Research employees who only manage and analyze de-identified research data and will not have access to PHI.   



Section B: Role Description
	Investigator, please briefly describe the employee’s role on the study (i.e. what they will be doing on a day-to-day basis). Please also include any miscellaneous duties which may not be covered in section C. 

	     



Section C:  Delegation of Duties – Review and discuss with your supervisor
The PI may or may not grant permission for the research employee to perform the duties listed below.  Some duties may require additional credentialing and competencies.   Review and discuss duties listed below with your supervisor. The employee should initial duties requested and the PI must initial duties granted and not granted.
	
	Research-Related Duties
	Requested
	Granted
	Not Granted

	1. 
	Prepares regulatory documents for the IRB, R&D Committee and the study sponsor
	
	
	

	2. 
	Develops and/or implements recruitment methods to be utilized in the study
	
	
	

	3. 
	Prepares study initiation activities and materials, etc.

	
	
	

	4. 
	Screens subjects to determine study eligibility criteria by reviewing their medical electronic record 
	
	
	

	5. 
	Provides education about the study activities to study participants, relatives, and Medical Center staff as necessary per protocol 
	
	
	

	6. 
	Collects and maintains regulatory study documents organized in the Study Binder
	
	
	

	7. 
	Obtains Written Informed Consent from research participants (requires training, experience and knowledge of the informed consent process)
	
	
	

	8. 
	Maintains complete and accurate records: including  data collection and recording in the case report forms and source documents
	
	
	

	9. 
	Manages study data

	
	
	

	10. 
	Documents research encounters in the subject’s medical records (required when in direct contact with participants) 
	
	
	

	11. 
	May initiate an order for a research-related tests/procedures in the Computerized Patient Medical Record (CPRS)
(PI co-signature may be required)  
	
	
	

	12. 
	Posts Research Flags in the patient’s medical record (when required  by R&D Committee)
	
	
	

	13. 
	May initiate an order for an investigational drugs in CPRS (subject to PI co-signature who is also a credentialed clinician)  
	
	
	

	14. 
	Provide study medication to participants and instructions about use, storage and potential side effects of the study drug.  In addition, keeps accurate drug accountability records.
	
	
	

	15. 
	Obtains and records vital signs (requires competencies)
	
	
	

	16. 
	Handles reimbursement procedures for research participants
	
	
	

	17. 
	[bookmark: Text15][bookmark: Text16][bookmark: Text17]Other Clinical Interventions: (specify) May require clinical scope of practice)                
	
	
	

	18. 
	Performs veni-puncture to obtain specimens as required by the study protocol (requires completion of phlebotomy training with CSC Manager, Jane Guidot)
	
	
	


[bookmark: ][bookmark: ]

Section C:  Certifications

NOTICE TO LICENSED PROFESSIONALS:
Licensed professionals should be credentialed by VA Human Resources – Credentialing Office.  Individuals found to be working outside their privileges as granted by the Atlanta VAMC will be subject to disciplinary action.  

PHLEBOTOMY TRAINING:
If you requested to perform veni-puncture in Section C., you must attend phlebotomy training with Jane Guidot. You may not perform veni-puncture until you have competed this training.  

[bookmark: _GoBack]LAB TRAINING:
If you will be handling biological specimens at any point while working on a research study additional training and paperwork is required. Please contact Kallie Medbery to ensure you have completed these requirements. 

RESEARCH EMPLOYEE’S STATEMENT:
This Scope of Practice outlines the duties and responsibilities regarding research study conduct delegated to me by the Principal Investigator.  The Principal Investigator and I are familiar with all of the duties and procedures granted in this Scope of Practice. I agree to abide by the parameters of this Scope of Practice and all-applicable VA policies and regulations. I agree to amend my Scope of Practice as required and at anytime my research duties change.


_______________________________________   			________________________                   
Research Employee’s Signature                                 		Date


PRINCIPAL INVESTIGATOR’S STATEMENT:
This Scope of Practice was reviewed and discussed with my employee on the date shown below.  I certify that this employee possesses the skills to safely perform the aforementioned duties and procedures.  Both the employee and I are familiar with all duties and procedures granted in this Scope of Practice.  We agree to abide by the parameters of this Scope of Practice, all-applicable hospital policies and regulations.  

These duties delegated in the Scope of Practice will be verified annually.  The PI is responsible for amending this scope as necessary to reflect changes in the employee’s research duties and responsibilities.

______________________________________                      	_____________________
Principal Investigator      		                                 		Date
      
_____________________________________  			_____________________
Secondary Supervisor      		                        		Date

            _______________________________________________________________________OFFICE USE ONLY



_____________________________________	Phlebotomy Training Completion Date: ____________
Manager, Clinical Studies Center	     Date


_____________________________________
ACOS for Research Service Line	     Date
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