
Portland VA Medical Center Research and Development

Scope of Work for Clinical Research Study Staff

TO BE COMPLETED BY THE PRINCIPAL INVESTIGATOR (PI)

Name of Employee:​​​​​​​​​​​​​​​​__________________________________________________________
Name of Principal Investigator

Name of VA responsible Investigator (if applicable)

__________________________________   ___________________________________________
Protocol(s) by IRB ID # or title:_________________________________________________

___________________________________________________________________________
The Scope of Work is specific to the duties and responsibilities of this employee/principal investigator, who performs work involving human subjects or individually identifiable data from human subjects under the supervision of the Principal Investigator (PI) or as the Principal Investigator. The PI must complete and, if applicable, review this Scope of Work form with the employee.  The PI and employee, as applicable, must sign and date.  This form must be reviewed by the PI and, if necessary, updated, on a yearly basis.
*Individually identifiable means any data with any of the 18 HIPAA identifiers present or a code number for which the employee has access to the code key.   Contact Diane Anderson if you have questions. diane.anderson@va.gov, ext 54989.  

Once the employee/PI is properly trained, credentialed, and approved by the IRB for this study, s/he is authorized to perform the following duties/procedures on a regular and ongoing basis, without further specific discussion/instructions from the PI.
PROCEDURES:








         PERFORMS?











   
YES   NO

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


         

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

3. Performs venipuncture to obtain specific specimens required by study protocol (requires demonstrated and documented competencies).     
4. Interacts with participants by performing physical examinations or procedures.  Must be licensed and credentialed.         

5. Provides education and instruction for study medication use, administration, storage, side effects and reporting adverse drug reactions to study site.          

6. Provides education regarding study activities to patient, relatives and PVAMC staff as necessary per protocol(s).  
7. Maintains complete and accurate data collection in case report forms and source documents. 

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

 FORMCHECKBOX 
    
 FORMCHECKBOX 

 FORMCHECKBOX 
    
 FORMCHECKBOX 

 FORMCHECKBOX 
    
 FORMCHECKBOX 

 FORMCHECKBOX 
    
 FORMCHECKBOX 

 FORMCHECKBOX 
    
 FORMCHECKBOX 

 FORMCHECKBOX 
    
 FORMCHECKBOX 

 FORMCHECKBOX 
    
 FORMCHECKBOX 

 FORMCHECKBOX 
    
 FORMCHECKBOX 

9. Obtains and organizes data such as tests results, diaries/cards or other necessary information for the study.

10. Uses VISTA/CPRS computer system for scheduling subjects research visits, documenting progress notes,  initiating orders, consults, etc.  

11. Accesses patient medical information while maintaining confidentiality.    
12. Is authorized to obtain informed consent from research subject and is knowledgeable to perform the informed consent process.                       


    






13. Initiates intravenous (IV) therapy and administers IV solutions and medications.  (Must be appropriately trained and credentialed).          
         
14. Handles various types of individually identifiable* human specimens.   
15. Maintains research related database(s) and/or performs statistical analyses and queries using individually identifiable data* as appropriate. 
16. Other – please list or attach:  ____________________________________________________________________


____________________________________________________________________


YES
NO

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

PRINCIPAL INVESTIGATOR STATEMENT:

The employee’s Scope of Work was reviewed and discussed with him/her on the date of signature. After reviewing the employee’s qualifications based on the education, training, and experience detailed in the employment application, and comments of references contacted as part of the recruitment process, I believe that he/she possesses the skills to safely perform the specified duties or procedures. Both the employee and I are familiar with all duties/procedures discussed in this Scope of Work. We agree to abide by the parameters of this Scope of Work, all-applicable hospital policies and regulations.

This Scope of Work will be amended in writing as necessary to reflect changes in the employee's duties/ responsibilities, utilization guidelines and/or medical center policies.

SIGNATURES
__________________________________________

_____________________

Principal Investigator



            
Date

__________________________________________

_____________________

VA-Responsible Investigator (if applicable)

           
Date

__________________________________________

_____________________

Employee





             
Date

__________________________________________

_____________________

Associate Chief of Staff, Research & Development

Date 
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