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Scope of Work

Name of Employee: 







Title of Employee: 







Name of Principal Investigator: 





Responsibilities

The Research Study Nurse is responsible to adhere to established medical center policies and procedures regarding the delivery of health care, to demonstrate leadership in providing and improving nursing care, and to provide nursing care in accordance with an approved research protocol under the supervision of the Principal Investigator.

Minimum Qualifications

The incumbent must be a graduate of a National League for Nursing (NLN) accredited or State-approved School of Nursing and hold a current RN/LPN license.  Possess physical and mental capabilities to satisfactorily perform assigned duties.  Completion of approximately three years of successful nursing practice, or, a Baccalaureate degree in nursing from an NLN-accredited program and approximately two y0ears of successful nursing practice; or, a Master’s degree in nursing from an NLN-accredited program and approximately one year of successful nursing practice; or, Doctoral degree in nursing or a Doctoral degree in a field related to nursing and a Baccalaureate or Master’s degree in nursing from an NLN-accredited program.

Procedures

The Research Study Nurse will be authorized to perform the following duties and responsibilities on a regular basis in connection with an approved research protocol under supervision of the Principal Investigator.  The supervisor must complete, sign and date the Scope of Work document.

The incumbent possesses the necessary knowledge and skills to perform the following mandatory functions:

FUNCTION
PERFORMANCE STANDARDS
Practice:
-Applies the nursing process to systems or processes at the


 unit/team/work group level to improve care.  Demonstrates leadership

 by involving others in improving care.

Quality of Care:
-Initiates/participates in quality improvement activities that result in


 improved outcomes.

Performance:
-Evaluates practice of self and others using professional standards, relevant status and regulations.

Collegiality:
-Educates colleagues and/or students and serves as a preceptor and/or a



 mentor.

 
-Seeks out colleagues for mutual information exchange.


-Interacts in a professional manner utilizing effective communication


 skills.


-Resolves conflicts and assists others in coping with stressful situations.


-Serves as a resource person and accurately interprets and


 communicates medical center policies and procedures.

Collaboration:
-Uses group process to identify, analyze and resolve care problems.

Ethics:
-Supports and enhances client self-determination.  Serves as a resource


 For clients and staff in addressing ethical issues.

Comprehensive knowledge of:
-The requirements of the research protocol including the


 inclusion/exclusion criteria.


-The disease process under investigation and the effects of any


 proposed and medical intervention on the research subject.


-VA Privacy policy.


-Human research ethical principles as outlined in the Common Rule (45


 CFR 46), the Belmont Report, and the Declaration of Helsinki with


 emphasis on the Informed Consent process.


-regulations promulgated by various federal agencies concerning


 human subjects research (FDA, ORCA, VA Headquarters, HSS and 


 OHRP).


-The VA WNYHS Standard Operating Procedure for Human Studies


 Research


-VISTA/CPRS computer system.

Research:
-Uses a body of research to validate and/or change work group practice.



-Transmits data collection and other related material to appropriate 



  individuals in a timely manner.



-Delivers nursing care related to approved research protocol.



-Prepares reports and papers as required.



-Assists in the interpretation of research findings.



-Assists in data collection in a timely and accurate manner.

Education/Career Development:
-Completes all mandatory training programs as required.



-Acquires knowledge and skills to maintain expertise in area of 


 practice.  Participates in the educational activities to improve clinical  

 
 knowledge and enhance role performance.

Resource Utilization:
-Identifies and assesses resource utilization and safety issues, taking 


 appropriate action.


-Reports unsafe work conditions, unsafe work practices or any 


 occupational illness or injury which is sustained on duty.


-Adheres to all VA safety and health regulations.


-Uses proper protective equipment as requested.


The incumbent is authorized to perform the following duties and procedures on a regular basis as indicated by the Principal Investigator initialing either the YES or NO column:

PROCEDURES:
YES     or
NO
1. Screens patients to determine study eligibility criteria

By reviewing patient medical information or by

Interviewing subjects
_____
_____

2.
Develops recruitment methods to be utilized to the study
_____
_____

3.
Performs venipuncture or places and maintains peripheral


IV catheters to obtain blood specimens required by the 


Study protocol.
_____
_____

4.
Initiates submission of regulatory documents to study.
_____
_____

5.
Prepares study initiation activities.
_____
_____

6.
Provides education and instruction relative to study medication


use, administration, storage, side effects to study subjects 


as necessary.
_____
_____

7.
Notifies study site of any serious or unexpected adverse


drug reactions.
_____
_____

8.
Provides education regarding study activities to patients, patient’s


relatives and medical center staff as necessary.
_____
_____

9.
Maintains complete and accurate data collection in case report


forms and source documents.
_____
_____

10.
Scheduling research subjects visits, documenting progress


notes, initiating orders, consults, etc. as required.
_____
_____

11.
Accesses patient medical information while maintaining


patient confidentiality.
_____
_____

12.
Obtains informed consent from research subjects and is


knowledgeable in the informed consent process.
_____
_____

13.
Initiates intravenous therapy (IV) and administers IV


solutions and medications.
_____
_____

14.
Collects or handles individually identifiable data or


various types of human specimens.
_____
_____

15.
The incumbent is authorized to perform the following duties and procedures not otherwise stated 


in this Scope of Work.

a. 





b. 





c. 




Principal Investigator Statement:
This Scope of Work document will be revised to reflect new duties and responsibilities of the Research Study Nurse as necessary.
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