POLICIES AND PROCEDURES

VAMC

LEXINGTON, KENTUCKY

CREDENTIALING, PRIVILEGING, LICENSURE AND SCOPE OF PRACTICE REQUIREMENTS FOR RESEARCH

PURPOSE:  

To define the requirements for the credentialing and delineation of privileges for all research staff including those who are compensated by the VA, hold Without Compensation (WOC) appointment, or have been appointed or detailed under the Intergovernmental Personnel Act (IPA).
POLICY:  

As a public agency, the VHA has an obligation to maintain public trust in its activities and to promote integrity and the highest quality of research.  It is the intent of this institution to set standards and expectations for our research staff that are no less rigorous than those imposed upon personnel in collateral clinical roles.  All personnel working in research are expected at all times to function within the limits of their training, credentialing, privileging, Scope of Practice, and appointment at this institution.  An individual’s role in research may not exceed or allow him or her to function in any capacity that he or she would not be authorized to carry out in routine clinical practice. Research staff must meet all requirements for the job to which they are appointed.
It is VHA policy that, regardless of the appointment type or position to which they are appointed, all VA researchers conducting any type of VA research (including but not limited to human subjects research, research involving animals, health systems research, and basic research) who, by virtue of their education and training, are or may be eligible to obtain licensure, registration, or certification are required to be credentialed, using the VetPro system, under the professional occupational category consistent with their education and training even if they do not hold such licensure, registration, or certification prior to obtaining any privileges.  All licensed independent practitioners (including residents and fellows) working at this institution must submit to routine credentialing every two years and maintain current privileges. Those who are not currently privileged are limited to functioning as "non-licensed" personnel.
A Scope of Practice must be developed for individuals in research that defines the parameters and functions of their duties and responsibilities.  This Scope or Practice must be reviewed annually and approved by the Associate Chief of Staff for Research.  (Research staff with credentials, clinical privileges, and Scope of Practice already granted by the medical center as part of their clinical appointment do not need a new Scope of Practice for research if all patient interactions for the research are already covered by the medical center process.)
All research staff must meet all the requirements for the actual occupational category under which they were appointed.  Individuals found to be working outside their privileges will be subject to disciplinary action.

All members of the research staff are required to maintain a current Curriculum Vitae (CV) and Scope of Practice on file in the Research and Development (R&D) office and may not participate in any research-related activities unless this requirement is met.  Additional requirements are as follows:  
Lab/Bench Staff. Personnel trained in biology, chemistry, etc to conduct designated tests and procedures in a laboratory environment rarely have direct patient contact. In instances where these individuals do have patient/subject contact, such as drawing blood, they are also obligated to hold a current phlebotomy certificate (which is kept on file in the PI’s records for inspection).
Non-Licensed Personnel. Individuals who have no credentials or privileges at this institution, regardless of job title or degree may include research coordinators, research assistants, biostatisticians, administrative staff, etc.  Non-licensed personnel may have a wide variety of duties under the Scope of Practice for Research, but it remains the responsibility of the PI to document any necessary preparation or competencies for specific tasks, such as securing informed consent or screening potential participants. Where a certificated task (such as phlebotomy) is to be carried out, these individuals must hold a current phlebotomy certificate (which will be maintained by the PI as part of the employment records).
Other Licensed and Credentialed. Personnel such as psychologists, pharmacists, social workers, dieticians, and others who are expected to secure and retain a professional license in their profession will be expected to demonstrate proof of current licensure.  These individuals may require boarding or privileging at this institution through VetPro.  PIs remain responsible for specific task competencies or additional certification for all duties that are not conferred in the routine licensure.
Registered Nurse (RN). Any individual, regardless of degree or preparation, seeking to function as a RN in research must be currently licensed, credentialed, and privileged as required by the VA for clinical nurses. This requires credentialing and privileging in VetPro through Human Resources and functioning under the relevant State Licensing Board regulations and Nurse Practice Act.  All nurses are required to clear through Nursing Service, regardless of the type of appointment, and maintain necessary competencies within the discipline.  VA compensated nurses seeking privileges not included in their current Functional Statement, such as obtaining informed consent for research, are required to develop an additional Scope of Practice for Research.  It is the responsibility of the PI supervising a research nurse to document all required competencies.
Licensed Independent Provider. This may be a physician, dentist, podiatrist, psychiatrist, optometrist, physician’s assistant, or nurse practitioner (also required to clear through Nursing Service as a RN as per above) who holds a valid license and is authorized to function as an independent provider.  Persons in this category are required to maintain current licenses in addition to credentialing and privileging in VetPro through the Chief of Staff’s office pursuant to Medical Center Bylaws, Rules, & Regulations.  Researchers are reminded that credentialing and privileging is institution specific, and privileges held at one institution are not transferrable.  Because professional preparation and certifications may not adequately prepare a given individual for routine research functions, it remains the obligation of the PI to review and document competencies in research as outlined in the Scope of Practice for Research.  

PROCEDURES: 
1. Prior to beginning any research activities, each individual must provide the following to the Research and Development (R&D) office:

a. Current CV

b. Evidence of current credentialing through VetPro (if applicable)

c. Evidence of clinical privileges (if applicable)

d. Copy of current license (if applicable)

e. Evidence of current appointment (if not a compensated VA employee)

f. Scope of Practice specific to duties and responsibilities 

2. The following must be reviewed and/or provided at least annually to the R&D office:

a. Current CV

b. Copy of current license (if applicable)

c. Evidence of current appointment (if not a compensated VA employee)

d. Scope of Practice specific to duties and responsibilities  
3. The following must be provided biannually to the R&D office:

a. Evidence of current credentialing through VetPro (if applicable)

b. Evidence of clinical privileges (if applicable)

4. The R&D office will maintain a folder for each employee which includes:

a. Current CV

b. Evidence of current credentialing through VetPro (if applicable)

c. Evidence of clinical privileges (if applicable)

d. Copy of current license (if applicable)

e. Evidence of current appointment (if not a compensated VA employee)

f. Scope of Practice specific to duties and responsibilities

5. The R&D office will certify that all individuals listed on protocols are in compliance with the above requirements prior to any research activities.

ATTACHMENTS:


Scope of Practice for Research
REFERENCES:

VHA Handbook 1100.19
VHA Handbook 1200.05
VHA Handbook 1200.7

VHA Handbook 5005

VHA Directive May 6, 2008 (Draft)

VHA Directive 2003-036

Good Clinical Practice:  Consolidated Guidance

Medical Center Bylaws, Rules, & Regulations
REVISED:

9/24/08
LEXINGTON VAMC

Scope of Practice for Research

NAME:
JOB TITLE:

LICENSURE:






LICENSE NUMBER:


EXPIRATION DATE: 

CREDENTIALING & PRIVILEGING (VET PRO) DATES:

PRINCIPAL INVESTIGATOR (PI):

ADDITIONAL PI (if applicable):

SALARY SOURCE:

WOC PERIOD (if applicable):

The Scope of 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 one year, 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 VAMC 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 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 PI if expertise has been demonstrated. The original signed copy of this document will be maintained in the employee’s file in the Research and Development (R&D) Office.
ROUTINE DUTIES (initial if applicable):


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



Develops recruitment methods to be utilized in the study.



Prepares study initiation program, materials and activities.



Screens patients to determine study eligibility criteria by reviewing patient medical information or interviewing patients.



Maintains screening logs.



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



Obtains informed consent from research.



Obtains medical history (MD, PA, or NP only).



Checks and records vital signs (MD, PA, NP, RN, or LPN only).



Data Processing/Scanning.



Performs physical examination (MD, PA, or NP only).



Performs venipuncture to obtain specific specimens required by study protocol.



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


Ships biological materials (requires documentation of DOT/IATA training).



Orders diagnostic testing including laboratory processing of samples, X-ray, etc. as outlined in the research protocol (MD, PA, or NP only).



Reports laboratory results and other diagnostic testing (ie. radiography, clinical pathology, etc.) to study sponsor and appropriate personnel in a timely manner.



Maintains specimen inventory and ensures appropriate storage conditions and security.



Orders inpatient and outpatient medication including study medications (MD, PA, or NP only).



Obtains study medication from pharmacist, dispenses medication to participant, counts returned medications, disposes of returned medication per pharmacy policy (MD, PA, NP, RN, or LPN only).



Provides participant education and instruction on use of study medication, including administration, storage, side effects and how to notify researcher of adverse drug reactions (MD, PA, NP, RN, or LPN only).



Establishes intravenous (IV) access (MD, PA, NP, RN, or LPN only).



Schedules participant research visits and study procedures.



Enters progress notes into CPRS under appropriate headings or titles.



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.

Routine Duties



Adds clinical alerts to patient’s chart.



Responsible for scanning study participant’s informed consent and HIPAA Authorization into CPRS.



Prepares vouchers for participant payment pursuant to approved schedule.

ADDITIONAL DUTIES (list below if applicable):
IF CPRS ACCESS REQUESTED: 
Type and rationale: 
 

Remote access requires Medical Center Director approval.

NOTICE TO LICENSED PROFESSIONALS:

Individuals found to be working outside their privileges as granted by the VAMC will be subject to

disciplinary action and possible reporting to the National Practitioner Data Bank.

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 human research must be approved by BOTH the UK IRB and the VAMC R&D Committees. If I have questions or concerns, I am encouraged contact the R&D Office or the Research Compliance Officer. I also 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 hospital policies and regulations.
Research Employee’s Signature 









Date
PRINCIPAL INVESTIGATOR’S 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 without UK IRB and VAMC R&D Committee 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 year and amended as necessary to reflect changes in the employee’s duties and responsibilities and utilization guidelines and/or hospital policies.

Principal Investigator 












Date

Additional Principal Investigator 










Date

INSTITUTIONAL APPROVALS:
ACOS for Research













Date
EFFECTIVE DATE OF THIS SCOPE OF PRACTICE: 







