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Scope of Practice for Human Research Personnel
	Name
	Service Line/Job title

	
	

	Degree
	Licensure/CERTIFICATE/REGISTRATION

	( MD     ( DO    ( DDS ( NP/CNs  

( PA      ( BSN  ( BS   ( MS  ( Pys.D  

( PhD    ( None  ( Other:__________  


	( MD     ( DO  ( DDS ( NP/CNs  

( PA      ( RN  ( LVN  ( Pys.D  

( None  ( Other:__________  

  

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

(Print)

	
	


The Scope of Practice is specific to the duties and responsibilities of each Research Staff Member as an agent of the listed Principal Investigator and/or alternate supervisor.  As such he/she is specifically authorized to conduct research involving human subjects with the responsibilities outlined below.  The Primary Supervisor remains responsible at all times for the conduct of the employee and must complete, sign and date this Scope of Practice. 
Staff with credentialing, clinical privileges and a scope of practice already granted by the VANCHCS Medical Center are not required to submit a separate Scope of Practice for Human Research.  

All other VANCHCS employees (salary and unsalaried), residents and students (ie., medical, psychology) are required to submit a Scope of Practice for Research. 

Credentialing and Privileging is institutional specific—privileges granted at another institution are not transferable. 

Notice to Licensed Professionals: 

Individuals found to be working outside their privileges as granted by the VANCHCS will be subject to disciplinary action and possible reporting to the National Practitioner Data Bank. 

This document does not waive the responsibility to secure VANCHCS Credentialing & Privileging for any licensed independent provider under VHA Directive 1100.19 or other appropriate institutional privileging directives. 

PROCEDURES:
A Research Staff Member may be authorized to perform the following duties/procedures on a regular and ongoing basis under protocols approved by the VANCHCS IRB and R&D Committee.   The Research Staff Member initials what is requested and Principal Investigator initials what is granted or not granted. 

Items indicated as requiring competency anticipate the Principal Investigator has reviewed any applicable certifications, observed and documented the employee’s skill in these areas and periodically reviews and documents the employee’s performance. 













          Not


Routine Duties





Requested         Granted     OR    Granted 
Research Staff Member must initial
Principal Investigator initials what is granted or not granted
Duties (1-15) may be requested and granted to research personnel who are not licensed, and who are not required to be credentialed & privileged by VANCHCS Medical Service. 


1.   Initiates submission of regulatory documents to 

VANCHCS R&D committee and sponsor.
                 ________           ________           ________

2.   Develops recruitment methods to be utilized in the 

study.                                                                                   ________           ________           ________

3.   Prepares study initiation activities.                                  ________           ________           ________

4.   Screens patients to determine study eligibility

criteria by reviewing patient medical information       

      or interviewing  subjects. 
      (Requires competencies)




     ________           ________           ________

5.    Maintains screening logs (Requires competencies)
     ________           ________           ________

6. Provides education regarding study activities

to patient, relatives and Medical Center staff

as necessary per protocol.  

(Requires competencies)
                                                    ________           ________           ________      

7. Obtains informed consent from research subjects 

(Requires competencies in knowledge and application of 

Informed consent process)
                                        ________           ________           ________

8. Performs venipuncture to obtain specific  

specimens required by study protocol (requires

demonstrated and documented competencies).         
     ________           ________           ________    
9. Collects and/or processes human specimens per

Protocol, including blood, urine, sputum, 

buccal swabs


       


     ________
      _________           ________

10. Ships biological material (Requires documentation
of required SRS training) 
                                        ________           ________           ________

11. Provides education and instruction of study

medication use, administration, storage, side 
effects and how to notify researcher of adverse 

drug reactions. (Requires competencies)

     ________           ________           ________

12. Schedules subject research visits and 

study procedures         

                                        ________           ________           ________
13. Enter progress notes into VISTA/CPRS
      
     ________           ________           ________                                      











          
14. Obtains and organizes data such as tests

       results, diaries/cards or other necessary

       information for the study.                                                ________           ________           ________

15. Maintains complete and accurate data 

 collection  in case report forms and

 source documents.                                                           ________           ________           ________

Duties (16-22) can only be requested and granted to researchers who are licensed, and have been credentialed & privileged by VANCHCS Medical Service. 
16. Obtains medical history 

                           ________           ________           ________

17. Checks and records vital signs

               ________           ________           ________

18. Perform physical examination

                           ________           ________           ________

19. Order diagnostic testing including laboratory

processing of samples, X-ray ect., as outlined

In the research protocol—subject to signature of

responsible M.D. (Requires competencies)
               ________           ________           ________

20. Reports laboratory results and other diagnostic
Testing (e.g., radiography, clinical pathology ect.)

To study sponsor and appropriate personnel in 

  A timely manner)





   ________           ________           ________

21. Orders inpatient and outpatient medication 

 (including study medication) 



   ________           ________           ________

22. Initiates intravenous (IV) therapy and 

Administers IV solutions and medications 

   ________           ________           ________

Additional Duties (if applicable):


1.__________________________________________________________________________

2.  _________________________________________________________________________


3.__________________________________________________________________________

If additional duties added, please initial (PI):   ____________
Research Employee’s Statement: 

This Scope of practice outlines general tasks I am permitted to undertake in conjunction with an approved protocol. I understand that all research must be approved by the VANCHCS R&D Committee and its subcommittees. I understand that performing tasks beyond this scope of practice without specific authorization may lead to disciplinary action. Both the principal investigator and I are familiar with all duties 
and procedures granted in this Scope of Practice. I agree to abide by the parameters of this Scope of Practice and all applicable VANCHCS Policies and Regulations. 
____________________________________              _______________________________________


Signature of Individual




Print Name


          Date
PRINCIPAL INVESTIGATOR STATEMENT:

The foregoing Scope of Practice was reviewed and discussed with the employee on the date shown below. After reviewing the education, clinical competency, qualifications, research experience involving human subjects (including tissue or data), peer reviews, and individual skills, 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, and all-applicable hospital policies and regulations. As a principal investigator, I further understand that conducting research at VANCHCS without IRB and R&D approval may affect my standing at the VA and that ethical breaches in the conduct of my research may affect my ability to do research with the VA in the future. This Scope of Practice will be reviewed every years and amended as necessary to reflect changes in the employee’s duties and responsibilities and utilization guidelines and/or hospital policies.

____________________________________              _______________________________________


Principal Investigator/ Supervisor
 (Signature)

Print Name


          Date
  ____________________________________              _______________________________________


Alternate Supervisor (Signature)

     

Print Name


          Date
 ____________________________________              _______________________________________


 Service Chief (Signature)

     


Print Name


          Date
_________________________________________________________________________

OFFICE USE ONLY: INTITUTIONAL APPROVALS

Approval/ Disapprove

____________________________________              _______________________________________


ACOS/Research (Signature)



Print Name


          Date
For all individuals who are licensed, and have been credentialed & privileged by VANCHCS Medical Service the following approvals are required. 
___________________________________


____________________________

Jon Green, M.D., Chair, Credentials Committee


Date

___________________________________


____________________________

William T. Cahill, M.D., Chief of Staff



Date

___________________________________


____________________________

Brian J. O’Neill, M.D., Director




Date

Research Service Annual Administrative Review:



No Change


Change required, review necessary

_____________________________________


________________________

Jessica Leigh, BS, Research Education



Date
04/21/2010


