Attachment B

VA Western New York Healthcare System

Buffalo, New York

Functional Statement

Name of Employee: 







Title of Employee: 







Name of Principal Investigator: 





Responsibilities

The Research Associate is responsible to adhere to established medical center policies and procedures regarding all research activities as authorized by the Principal Investigator, including if applicable, the delivery of health care, in accordance with an approved protocol.

Minimum Qualifications

The incumbent must be qualified by appropriate experience, training or education to perform the research-related activities approved by the Principal Investigator.  The incumbent must possess appropriate physical and mental capabilities to satisfactorily perform assigned duties.

Procedures

The Research Associate 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
Works effectively with others:
-Interacts in a professional manner utilizing effective communication 


 skills.






-May serve as a resource person and accurately interprets and

 communicates medical center policies and procedures.

Collaborates with other health care
-Effectively facilitates interdisciplinary communication and

Professionals:



  decision-making among members of the health team as it relates

  to the approved research protocol (Comprehensive knowledge of

  these performance standards are specific to staff interacting with

  human subjects.

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 medical intervention on the research subject.


-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.


(Comprehensive knowledge of these performance standards are specific


 to staff interacting with human subjects.)

Under supervisory guidance

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

Participates in the approved

-Transmits data collection and other related material to appropriate

Scientific investigation:


  individuals in a timely manner.






-Prepares reports and papers as required.






-May assist in the interpretation of research findings.

Participates in staff development:
-Completes all mandatory training programs as required including VA 






  Privacy Policy (HIPAA), the web-based course on Overview of Good 

  Clinical Practice and Human Subjects Protection: 

  (VA employees - http://vaww.ees.aac.va.gov
   Non-VA employees - https://www.ees-learning.net)

-Reads professional journals and literature as it relates to the approved 

  research under investigation.
Follows established medical center
-Reports unsafe work conditions, unsafe work practices, or any

Safety practices:


  occupational illness or injury which is sustained on duty.






-Adheres to all VA safety and health regulations.






-Uses proper protective equipment as required.

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.
Initiates submission of regulatory documents to study



Sponsor, VA WNYHS Institutional Review Board and


Research and Development Committee
_____
_____

4.
Prepares study initiation activities.
_____
_____

5.
Provides education and instruction relative to study medication


use, administration, storage, side effects to study subjects 


as necessary.
_____
_____

6.
Notifies study site of any serious or unexpected adverse


drug reactions.
_____
_____

7.
Provides education regarding study activities to patients, patient’s


relatives and medical center staff as necessary.
_____
_____

8.
Maintains complete and accurate data collection in case report


forms and source documents.
_____
_____

9.
Scheduling research subjects visits, documenting progress


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

10.
Accesses patient medical information while maintaining


patient confidentiality.
_____
_____

11.
Obtains informed consent from research subjects and is


knowledgeable in the informed consent process.
_____
_____

12.
Initiates intravenous therapy (IV) and administers IV


solutions and medications.
_____
_____

13.
Collects or handles individually identifiable data or


various types of human specimens.
_____
_____

14,
Performs venipuncture to obtain specific specimens required


by the study protocol.
_____
_____

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

in this Functional Statement:.

a. 





b. 





c. 




Principal Investigator Statement:
This Functional Statement document will be revised to reflect new duties and responsibilities of the Research Associate as necessary.

Principal Investigator

Date

Research Associate

Date

ACOS/R&D
Date

Nurse Executive**
Date

**Nurse Executive review required only of staff interacting with human research participants.
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