VA Tennessee Valley Healthcare System

Scope of Research Practice – Human Research 

	Name/Staff Position (e.g., Research Coordinator, Co-investigator, etc.)
	Service Line (e.g., Medicine, Surgery, etc.)

	TYPE YOUR NAME HERE
YOUR POSITION, e.g. Biostatistician II 
	Research/HSR/CRCoE

	Principal Investigator (PI) / Primary Supervisor
	Alternate Supervisor (if applicable)

(Defined as a mentor to a trainee)

	TYPE THE GRANT PI’S NAME HERE
	Robert A. Greevy, Jr, PhD


The Scope of Research Practice (SORP) is specific to the duties and responsibilities of each Research Staff as an agent of the listed Principal Investigator and/or Alternate Supervisor. These duties must: 1) be consistent with the occupational category under which they are hired, 2) allowed by the license, registration, or certification they hold, 3) consistent with their qualifications (education & training), and 4) be agreed upon by the person’s immediate supervisor and the ACOS. 

The Research Staff Member is specifically authorized to conduct VA approved research involving human subjects (on-site and off-site) as outlined in the list of responsibilities below.   The Principal Investigator and/or the Alternate Supervisor must complete, sign, and date this Scope of Research Practice.  Approval to conduct such duties is based on the individual's training, area of expertise, and competency.  Review of the Scope of Research Practice is conducted annually.

NOTE: All licensed personnel are required to undergo review of their credentials and scope of practice by the respective Professional Standards Board or delegated process prior to approval to conduct any research activities. 

Are you a licensed professional (e.g., physician, registered nurse, audiologist, dentist, etc.)?

YES______ 

NO____X__ 

N/A _____

Are you licensed to practice in the United States?  

* YES______     
**NO___X___       
N/A _____

PROCEDURES:

The Research Staff and Principal Investigator discuss and review the duties to be performed by the Research Staff on a regular and ongoing basis or until completion of research activities.  The Principal Investigator initials what duties are granted or not granted and lists any additional duties he/she is authorized to perform. 

ACRONYMS:

DOT = Department of Transportation


SORP = Scope of Research Practice

IRB = Institutional Review Board


VISN = Veterans Integrated Service Network

R&D = Research and Development 

RSS = Research Safety Subcommittee

	Routine Duties/Procedures 


	Granted
	Not Granted

	

	Supervisees the work of other research staff.


	      X
	  

	

	Participates in design of the study and the management of study related activities. 


	      X
	  

	

	Prepares and submits regulatory documents to the IRB, R&D Committee, RSS, sponsor(s), and other persons or agencies.


	
	    X

  

	

	Complies and prepares publications and/or presentations. 


	
	     X

	

	Collects and manages the secure storage of data.


	       X
	  

	

	Prepares and manages research budget (e.g., working with Middle Tennessee Research Corporation, submitting request for study participant reimbursement, etc.)


	
	      X

  

	

	Screens patients to determine study eligibility by reviewing study participant  medical information or interviewing study participants.


	
	       X

  

	

	Responsible for interacting with sponsors, collaborators, representatives of academic affiliates, and Medical Center personnel regarding study related activities and/or study results. 


	
	      X

  

	

	Develops recruitment methods to be utilized in the study and is responsible for recruitment procedures.


	
	      X

 



	

	Performs venous puncture to obtain specific specimens required by study protocol (Requires demonstrated and documented competencies).


	
	       X

  



	

	Performs study participant history and physicals, and other health assessments as applicable.
	
	       X

  



	

	Routine Duties/Procedures


	Granted
	Not Granted

	

	Prepares study initiation activities
	
	      X



	

	Provides education and instruction on study medication use, administration, storage, and side effects and notifies adverse drug reactions to study site.


	
	      X

 

	

	Provides education regarding study activities to patient, relatives and Medical Center staff as necessary per protocol.


	
	      X

  

	

	Maintains complete and accurate data collection in case report forms and source documents.


	
	      X

 

	

	Initiates and/or expedites requests for consultation, special tests or studies following the Investigator’s approval.


	
	      X

   

	

	Obtains and organizes data such as test results, diaries/cards or other necessary information for the study.


	
	       X

  

	

	Proficiency with VISTA/CPRS computer system by scheduling study participants, research visits, documenting study progress notes, initiating orders, consults, etc.


	
	      X

  

	

	Accesses sensitive and/or protected health information while maintaining study participant confidentiality.


	      X


	  

	

	Accesses Medical Center, VISN, and/or shared/public databases/data warehouses while maintaining study participant confidentiality.


	    X
	  

	

	Is authorized to obtain informed consent from research participants and is knowledgeable to perform the informed consent process.


	
	     X

  

	

	Initiates intravenous (IV) therapy and administers IV solutions and IV medications.

(Requires demonstrated and documented competencies).


	
	      X

  

	

	Routine Duties/Procedures  


	Granted 
	Not Granted

	

	Administers investigational drugs and/or devices.

(Requires demonstrated and documented competencies).


	
	     X

  

	
	
	

	Collects and handles various types of human tissue specimens.


	
	      X

	

	Processes and ships specimens, chemicals, reagents, etc. according to DOT requirements.


	
	      X  

	

	Miscellaneous Duties (If applicable)
	Granted
	Not Granted

	

	Statistical Expertise


	
      X  
	

	
	
	

	
	
	

	
	
	

	
	
	


PRINCIPAL INVESTIGATOR STATEMENT:

The Scope of Practice (Enter the name of the Research Staff) for TYPE YOUR NAME HERE was reviewed and discussed with her on the date of TYPE MONTH DAY, YEAR.  

After reviewing his/her education, clinical competency, qualifications, research practice involving human subjects, peer reviews, and individual skills, I certify that he/she possesses the skills and expertise to safely perform the aforementioned duties/procedures.  Both the Research Staff Member and I are familiar with all duties/procedures granted or not granted in this Scope of Research Practice.  We agree to abide by the parameters of this Scope of Research Practice, all federal, state, and local hospital regulations and policies.

This Scope of Research Practice will be reviewed annually and amended as necessary to reflect changes in the Research Staff Member's duties/responsibilities and/or federal, state, and local regulations and/or policies.

                                                                        
                      _____                 __________

TYPE YOUR NAME HERE, Research Staff Member



            Date

_________________________________________


_______________________

TYPE PI’S NAME HERE, Principal Investigator / Supervisor


Date

_________________________________________


_______________________

Robert Greevy, Alternate Supervisor





Date

OFFICE USE ONLY

____________________________________                         ____________________

Mike Walsh 







Date

Administrative Officer /Research                                                                                    

________________________________________


_______________________

Donald H. Rubin. MD



                                    Date

Associate Chief of Staff/Research
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