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	Routine Duties

(may require competencies or credentials)
	Licensed M.D.*
	N.P.
	R.N.
	Other Licensed and Credentialed
	Non-Licensed**
	Lab / Bench Staff



Stratton VA Medical Center
Scope of Research Practice
	Name
	Job title/SERVICE LINE

	
	

	STAFF (check all that apply)
	Licensed 

	  FORMCHECKBOX 
 MD;  FORMCHECKBOX 
 PhD;    FORMCHECKBOX 
 DNP;  FORMCHECKBOX 
 NP/PA;  FORMCHECKBOX 
 RN;
 FORMCHECKBOX 
 LPN;  FORMCHECKBOX 
 None;  FORMCHECKBOX 
 Other:___________ 
	 FORMCHECKBOX 
  YES 

 FORMCHECKBOX 
  NO

	Principal Investigator (PI)
(write self, if you are the PI)
	Additional PI (if applicable)

	
	

	Study Title(S):  



	CREDENTIALING & PRIVILEGING
	WOC Period (as applicable)

	From:____________         To:_____________
	


The Scope of Research Practice is specific to the duties and responsibilities of each research employee as an agent of the listed Principal Investigator(s) for the term of the employee’s WOC appointment, license (MD, RN, etc.) or annually, whichever comes first.  The employee is specifically authorized to conduct research involving human subjects with the responsibilities approved below in conjunction with approved research protocols.  This document does not waive the responsibility to secure Stratton VA Medical Center clinical privileges for any licensed independent provider under VHA Directive 1100.19, Credentialing & Privileging or nursing credentialing and boarding process.  The Principal Investigator remains responsible at all times for the conduct of the employee and must complete, sign and date this Scope of Research Practice.

PROCEDURES:

An employee may be authorized to perform the following duties and procedures on a regular and ongoing basis.  They may be performed under approved protocols without specific prior discussion/instructions from the Principal Investigator.  The original signed copy of this document will be maintained in the employee’s file in the Research & Development Office. 

	Routine Duties

(may require competencies or credentials)
	Licensed M.D. *
	N.P.
	R.N.
	Other Licensed

and Credentialed
	Non-Licensed**
	Lab / Bench

Staff

	Prepares regulatory documents for IRB, VA R&D committee and sponsor
	
	
	
	
	
	

	Develops recruitment methods to be utilized in the study
	
	
	
	
	
	

	Initiates Adverse Event (AE) reports to study site designee.
	
	
	
	
	
	

	Prepares study initiation program, materials and activities 
	
	
	
	
	
	

	Screens patients to determine study eligibility criteria by reviewing patient medical information or interviewing patients (requires competencies)
	
	
	
	
	
	

	Maintains screening logs (requires competencies)
	
	
	
	
	
	

	Provides education regarding study activities to patient, relatives and Medical Center staff as necessary per protocol (requires competencies)
	
	
	
	
	
	

	Obtains informed consent from research participant (requires competencies in knowledge and application of informed consent process)
	
	
	
	
	
	

	Maintains complete and accurate data collection in case report forms, if applicable and source documents
	
	
	
	
	
	

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


	Obtains medical history (requires competencies)
	
	
	
	
	
	

	Checks and records vital signs (requires competencies)
	
	
	
	
	
	

	Data Processing / Scanning 
	
	
	
	
	
	

	Performs physical examination (within limits of license) 
	
	
	
	
	
	

	Performs venipuncture to obtain specific specimens required by study protocol (requires demonstrated and documented competencies)  
	
	
	
	
	
	

	Collects and/or processes human specimens per protocol, including blood, urine, sputum, buccal swabs, etc. (requires competencies)
	
	
	
	
	
	

	Ships biological materials (requires documentation of IATA training)
	
	
	
	
	
	

	Orders diagnostic testing including laboratory processing of samples, X-ray, etc. as outlined in the research protocol – subject to co-signature of responsible M.D.
	
	
	
	
	
	

	Reports laboratory results and other diagnostic testing (e.g., radiography, clinical pathology, etc.) to study sponsor and appropriate personnel in a timely manner (requires access to view alerts/ defaults) 
	
	
	
	
	
	

	Maintains specimen inventory and ensures appropriate storage conditions and security
	
	
	
	
	
	

	Orders inpatient and outpatient medication (including study medications)  NB:  Pre-signed prescriptions are prohibited
	
	
	
	
	
	

	Drug Accountability:  Obtains study medication from pharmacist, dispenses medication to participant, counts returned medications, disposes of returned medication per pharmacy policy (requires competencies)
	
	
	
	
	
	

	Reinforces instruction of study medication use, as stated on the consent form.
	
	
	
	
	
	

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

	Provides participant education and instruction on use of study medication, including administration, storage, side effects and how to notify researcher of adverse drug reactions.
	
	
	
	
	
	

	Establishes intravenous (IV) access (requires demonstrated and documented competencies)
	
	
	
	
	
	

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

	Schedules participant research visits and study procedures
	
	
	
	
	
	

	Demonstrates proficiency with VISTA/CPRS computer system by scheduling subjects, research visits, documenting progress notes, initiating orders, consults, etc.
	
	
	
	
	
	

	Enters progress notes into CPRS under appropriate headings or titles
	
	
	
	
	
	

	Assesses subject medical information while maintaining subject confidentiality.
	
	
	
	
	
	

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

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


	Adds clinical alerts to patient’s chart for drug or device studies by scanning study participant’s informed consent, Investigational Drug Information Report (IDIR, form 10-9012); and HIPAA Authorization into CPRS (requires competencies)
	
	
	
	
	
	

	Prepares vouchers for participant payment pursuant to approved schedule
	
	
	
	
	
	

	Additional Duties
	
	
	
	
	
	

	Initiates specified non-invasive procedural orders per protocol. (Please Specify)
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


NOTICE TO LICENSED PROFESSIONALS:

Individuals found to be working outside their privileges as granted by the Stratton VA Medical Center will be subject to disciplinary action and possible reporting to other applicable agencies.    
RESEARCH EMPLOYEE’S STATEMENT:

This Scope of Research Practice outlines general tasks I am permitted to undertake in conjunction with an approved protocol.  I understand that all research must be approved by BOTH the IRB and the R&D Committees.  If I have questions or concerns, I am encouraged contact the Research & Development Office or the Research Compliance Officer.  I also understand that performing tasks beyond this scope of research 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 Research Practice.  I agree to abide by the parameters of this Scope of Research Practice and all-applicable Stratton VA Medical Center policies and regulations.

______________________
_________________                       __________________________________

Research Employee’s Signature                                 

Date

PRINCIPAL INVESTIGATOR’S STATEMENT:

The foregoing Scope of Research 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 Research Practice. We agree to abide by the parameters of this Scope of Research Practice, all-applicable hospital policies and regulations.  

As a principal investigator, I further understand that conducting research 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 Research Practice will be reviewed every year and amended as necessary to reflect changes in the research coordinator’s duties and responsibilities and utilization guidelines and/or hospital policies.

______________________
_________________                       __________________________________

Principal Investigator

                                 

Date

_______________________________________


_________________________________

Co- Principal Investigator
(if applicable)
                        
Date


INSTITUTIONAL APPROVALS: 

_______________________________________


_________________________________

Research ACOS






Date


For Office Use ONLY





* Licensed M.D. may include Optometrists, Dentists and Podiatrists as applicable.





**Non-licensed personnel include research coordinators who are not credentialed, research assistants, biostatisticians, administrative assistants, etc.  





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





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.
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