VA Western New York Healthcare System
FUNCTIONAL STATEMENT FOR RESEARCH STAFF


	Name of Research Staff Member:
	MIRB Numbers

	     
	     

	Principal Investigator (PI) / Primary Supervisor
	Appointment Status (WOC or VA) 

	     
	     


This Functional Statement is specific to the duties and responsibilities of the Research staff member named above as an agent of the listed Principal Investigator, and/or alternate supervisor.  By signing as the Principal Investigator, I attest that this staff member has received the appropriate training in the proper handling and use of all materials and perform procedures and handle information checked below.  
This Functional Statement is granted and signed by the Principal Investigator(s), and reviewed and approved by the Associate Chief of Staff (ACOS) for Research.  The submission of this document is required to initiate the WOC appointment. The evaluation and approval of the ACOS for R&D and the Nurse Executive (as applicable) is required prior to either a WOC appointment or research protocol approval granted.  
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 incumbent may be authorized to perform the following duties/procedures on a regular and ongoing basis in connection with an approved research protocol or appointment.  They may be performed without specific prior discussion/instructions from the Principal Investigator.  The Principal Investigator initials what is granted or not granted.  










 
Not
A. ROUTINE  DUTIES: 





Granted     or     Granted 

·  Initiates the submission and the maintenance of the


       FORMCHECKBOX 


          FORMCHECKBOX 

      
regulatory documents to the Research Office.
· Initiates request for purchases of research supplies & services
       FORMCHECKBOX 


          FORMCHECKBOX 

B. ROUTINE LABORATORY DUTIES: 
Will the staff member conduct research within the laboratory? 
      Yes  FORMCHECKBOX 

        No  FORMCHECKBOX 

If no skip to section C, if yes complete this section

· Conducts laboratory procedures 




       FORMCHECKBOX 


          FORMCHECKBOX 

· Prepares lab for protocol activities (clean, organize, maintain or 
order  supplies)






       FORMCHECKBOX 


          FORMCHECKBOX 










  


· Provides education regarding study activities to lab co-workers, 

students, as necessary per protocol



       FORMCHECKBOX 


          FORMCHECKBOX 







·  Maintains complete and accurate data collection in notebooks,
     
forms, and/or computer database




       FORMCHECKBOX 


          FORMCHECKBOX 

·  Initiates and/or expedites requests for consultation, special tests,
     
 or studies following the Investigator's approval. 


       FORMCHECKBOX 


          FORMCHECKBOX 

·  Obtains and organizes data such as tests results, journal articles 
      
or other necessary information for the study
 


       FORMCHECKBOX 


          FORMCHECKBOX 

· Attends quarterly Laboratory Safety meetings and disseminates 

information to lab personnel at scheduled meetings
·   Other:      


    




       FORMCHECKBOX 


          FORMCHECKBOX 

C. BIOHAZARD/CHEMICAL DUTIES: 

Will the staff member conduct research involving 


     Yes  FORMCHECKBOX 

         No  FORMCHECKBOX 

biohazards/chemicals?

If no skip to section D, if yes complete this section
· Perform experiments that involve biohazards/chemicals.

       FORMCHECKBOX 


          FORMCHECKBOX 

· Order biohazards / chemicals, maintain MSDS


       FORMCHECKBOX 


          FORMCHECKBOX 

                                                                                                                                         Not

Granted     or     Granted 

· Perform general lab procedures such as labeling, media 

preparation, and cleaning. 





       FORMCHECKBOX 


          FORMCHECKBOX 









· Perform safe handling and disposal of biohazards and/or chemicals        FORMCHECKBOX 


          FORMCHECKBOX 

· Utilize controlled substances and maintain required documentation        FORMCHECKBOX 


          FORMCHECKBOX 

·   Other:      


    




       FORMCHECKBOX 


          FORMCHECKBOX 

D. ANIMAL RESEARCH DUTIES:






Will the staff member conduct research or duties involving animals?  
      Yes  FORMCHECKBOX 

       No  FORMCHECKBOX 

If no skip to section E, if yes complete this section

· Transferring animals






       FORMCHECKBOX 


          FORMCHECKBOX 

· Applying restraints to research related species


       FORMCHECKBOX 


          FORMCHECKBOX 

· Performs injections: 
IM, IP, SQ




       FORMCHECKBOX 


          FORMCHECKBOX 





Retro orbital




       FORMCHECKBOX 


          FORMCHECKBOX 

· Tissue Collection:
Premortem




       FORMCHECKBOX 


          FORMCHECKBOX 





Postmortem




       FORMCHECKBOX 


          FORMCHECKBOX 





· Administering test substances





       FORMCHECKBOX 


          FORMCHECKBOX 

· Euthanasia







       FORMCHECKBOX 


          FORMCHECKBOX 

·   Other:      


    




       FORMCHECKBOX 


          FORMCHECKBOX 

E. RADIATION RESEARCH DUTIES: 





Will the staff member conduct research or duties involving radiation?   Yes  FORMCHECKBOX 

      No  FORMCHECKBOX 

If no skip to section F, if yes complete this section

· Perform procedures required for use of radiation in lab protocol
       FORMCHECKBOX 


          FORMCHECKBOX 

· Monitors decay and arranges disposal thru the Buffalo VAMC 



Radiation Safety Officer.





       FORMCHECKBOX 


          FORMCHECKBOX 

      Not

Granted     or     Granted 

· Ensure radiation safety.





       FORMCHECKBOX 


          FORMCHECKBOX 

·   Other:      


    




       FORMCHECKBOX 


          FORMCHECKBOX 

F. HUMAN RESEARCH DUTIES:

Will the research staff member conduct research with human subjects
 or human subject data?






      Yes  FORMCHECKBOX 

         No  FORMCHECKBOX 

 If no skip to section G, if yes complete this section
· Access patient medical information 




       FORMCHECKBOX 


          FORMCHECKBOX 

· Screen patients to determine eligibility criteria by patient medical
 information or by interviewing patient 



       FORMCHECKBOX 


          FORMCHECKBOX 

· Develop recruitment methods





       FORMCHECKBOX 


          FORMCHECKBOX 

· Provides education and instruction relative to study medication


 or device







       FORMCHECKBOX 


          FORMCHECKBOX 

· Notifies Research office of serious or unexpected events

       FORMCHECKBOX 


          FORMCHECKBOX 

· Maintain accurate and secure data collection



       FORMCHECKBOX 


          FORMCHECKBOX 

· Scheduling research study visits




       FORMCHECKBOX 


          FORMCHECKBOX 

· Documenting in medical record




       FORMCHECKBOX 


          FORMCHECKBOX 

· Obtain informed consent





       FORMCHECKBOX 


          FORMCHECKBOX 

· Collects or handles human specimens



       FORMCHECKBOX 


          FORMCHECKBOX 

G. SPECIFIC DUTIES (if applicable): 

Research Laboratory Staff Member (name)                           is authorized to perform the following duties or procedures not otherwise specified in this Functional Statement.
1.      
2.      
3.      
PRINCIPAL INVESTIGATOR STATEMENT: 

This Functional Statement was reviewed and discussed with the investigator.  After reviewing his/her education, competency, qualifications, research practice involving specialties, and individual skills, I certify that he/she possesses the skills to safely perform the aforementioned duties/procedures.  Both the investigator and I are familiar with all duties/procedures granted or not granted in this Functional Statement.  We agree to abide by these parameters, and all-applicable research and hospital policies and regulations. 

This Functional Statement will be reviewed annually and amended as necessary to reflect changes in the Research Staff Member’s responsibilities, abilities, and/or hospital policies. 
 FORMCHECKBOX 
   By checking this box and signing below, I certify that the investigator has completed all relevant VA mandatory education. (To be completed by Principal Investigator).
 FORMCHECKBOX 
   By checking this box and signing below, I certify that there is no conflict of interest in recruiting this investigator to work in my research project. (To be completed by Principal Investigator)
_________________________________



______________________

Principal Investigator






Date 

_________________________________



______________________

Research Staff Signature 





Date 

Reviewed & Approved by:

_________________________________



______________________

Associate Chief of Staff for Research




Date 
__________________________________



______________________

Nurse Executive *






Date

*Nurse Executive review required only of nursing staff interacting with human research participants
Received:
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