
V.A. Pittsburgh Healthcare System

      Research Function Statement of

       Staff Duties and Responsibilities

	Name OF STAFF MEMBER
	Service Line

	     
	     


	Primary Supervisor

	     


Request for Research Staff Member Privileges
The Function Statement is specific to the duties and responsibilities of each member of the research team. 

· This form will be completed only once for each staff member. 

· The primary supervisor or principal investigator (PI) authorizes the staff member to perform certain duties/procedures on a regular and ongoing basis under his or her supervision. 

· This form must be amended if there are any changes in staff duties.

· This form must be reviewed by the primary supervisor and the research staff member for accuracy and amended as needed.

Important Note:

This form is to be used by research staff that do not require clinical privileging for conduct of their duties and do not perform any clinical activity that requires supervision by their Professional Standards board.  Any research staff member who must exercise independent clinical judgment or perform procedures that would require clinical privileges as part of his/her research duties (such as CRNPs, PAs, etc.), must have appropriate clinical privileges granted by the medical center.  These staff members must instead complete the Research Addendum to the Scope of Practice form. 

PROCEDURES:

Please check the requested research privileges below.  Note that certain privileges below require the completion of appropriate training or other additional requirements, as indicated by the (.

	Duties

	1.   Routine Research Duties, including (check all applicable): 

a) Initiate submission of regulatory documents to the IRB, VA R&D committee and sponsor
 FORMCHECKBOX 

b) Prepare study initiation documents and activities 
 FORMCHECKBOX 

c) Develop recruitment methods to be utilized for the study 
 FORMCHECKBOX 

d) Screen patients to determine study eligibility by reviewing patient medical information or 


interviewing subjects
 FORMCHECKBOX 

e) Access or use private medical information while maintaining patient confidentiality
 FORMCHECKBOX 

· NOTE: ALL individuals granted privileges for the above duties must complete VA HIPAA Training: https://www.vhaprivacytraining.net/index_registration.htm
f) Participate in the informed consent process and obtain informed consent from research subjects
 FORMCHECKBOX 

· NOTE:  Staff performing this duty must be listed as authorized representative to obtain informed consent on individual studies.  The listing must be submitted and approved by the IRB.

g) Maintain completed case report forms and source documents including progress notes, test results, diaries/cards or other necessary information for the study
 FORMCHECKBOX 

h) Provide education to patients, relatives and Medical Center staff on study activities as 


necessary per protocol
 FORMCHECKBOX 

i) Provide education and instruction of study medication use, administration, storage, and 


side effects; report adverse drug effects
 FORMCHECKBOX 

j) Initiate and/or expedite requests for consultation, special tests, or studies following the 


Investigator’s approval
 FORMCHECKBOX 

( Please Note:

Principal Investigators and Research Coordinators working with human subjects have additional educational requirements at VAPHS. Each project must have a Research Coordinator/Project Manager identified on the Research Staff Form or the PI will also be the Coordinator and held to Coordinator educational requirements. Click here for more information on the VAPHS Human Subjects Research Education Series.


	2.
Engage in activities that may result in exposure to human blood, body fluid, or tissues. 


( Note that this requires completion of appropriate training in Standard Precautions.  (Contact Stephanie Partee at 412-954-5386 with any questions.)


Initial specific activity(s) for which privileges are requested:

a. Transport specimens within the medical center
 FORMCHECKBOX 

b. Ship or transport specimens outside the medical center
 FORMCHECKBOX 


( Note that shipping requires SAF-T-PAK training via CD-ROM.  You must generate a certificate upon completion of the training and forward to Elizabeth Toth (Highland Drive, 151U-H, 412-954-5382)

c. Handle or process human specimens
 FORMCHECKBOX 

d. Draw blood
 FORMCHECKBOX 

( Note that this also requires a demonstration and documentation of proficiency in phlebotomy.  (Contact Joyce A. Clohecy with questions.)



	3.
Access the VISTA/CPRS computer systems for scheduling subject’s


research visits, documenting progress notes, initiating orders, consults, etc.
 FORMCHECKBOX 


( Note that this requires a personal VISTA account to be granted by your Service Line ADPAC and certification of required education training.



MISCELLANEOUS DUTIES (if applicable):

The Research Staff Member named above is authorized to perform the following miscellaneous duties not otherwise specified in this Function Statement:
	1.
	     

	2.
	     

	3.
	     


I certify that I will perform only the duties listed and approved above while participating in Human Subjects Research at VAPHS.  If I perform research duties that require me to exercise independent clinical judgment or perform procedures or other actions that require clinical privileges at VA Pittsburgh Healthcare System, I will first obtain clinical privileges before I participate in any such activities.

  ______________________________                        __________________________________

            Research Staff Member Signature                                 Date

PRIMARY SUPERVISOR’S STATEMENT:

Mr. / Ms./ Dr.       ’s Function Statement was reviewed and discussed with him/her on the date of       After reviewing his/her education, clinical competency, qualifications, research practice involving human subjects, peer reviews, and individual skills, I certify that he/she possesses the skills to safely perform the aforementioned duties/procedures. Both the research staff member and I are familiar with all duties/procedures granted or not granted in this Function Statement. We agree to abide by the parameters of this Function statement, and all-applicable hospital policies and regulations.

This Function Statement will be reviewed every two years and amended as necessary to reflect changes in the research staff member’s duties/ responsibilities and/or VAPHS hospital policies.

_______________________________________

_____________________________

Primary Supervisor/Principal Investigator



            Date

________________________________________________________________________________

OFFICE USE ONLY:

Functions Approved

 ______________________________________

____________________________

Associate Chief of Staff for Research and Development

Date
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