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Process being measured:

Human Research Scope of Practice and Privileges Review
	Indicator statement or measure: 

Each human research study staff person is confirmed to be working within their Research Scope of Practice or Clinical Privileges
	Type:

PROCESS


	
	


Is the connection between the indicator statement and the process that is being measured self-explanatory?

 FORMCHECKBOX 
yes 
no 

Definition of Key Terms:

	Research Scope of Practice: Duties requested by research staff person, assigned by principal investigator and approved by Service Chief and ACOS R&D as a required part of research credentialing.  This is documented on a Research Scope of Practice form.  A research scope of practice is required for all human research study staff who conduct study procedures with human subjects or who have access to research data (except for the PI and medical staff who are credentialed and privileged through the VetPro program (MD, DO, Podiatrist, Optometrist, Dentist, Clinical Psychologist).

	Clinical Privileges: Medical procedures that may be performed by a medical staff person as formally assigned by a professional standards board.  (MD, DO, Podiatrist, Optometrist, Dentist, Clinical Psychologist)


Data collection method:  (briefly describe in narrative format how data will be collected and what sources will be used such as service logs, the patient record, the DHCP)

	PI’s complete form: Human Research Scope of Practice and Privileges Review with IRB continuing review requests.  
1) The form first asks PI’s to 
· Review the duties of each member of the study staff, 
· Review each staff persons research scope of practice or clinical privileges and 
· Update the research scope of practice or revise duties as necessary.  
2) The PI is then instructed to list all members of the research staff and indicate whether or not they are working within their research scope of practice or clinical privileges.  
3) If not, the form asks for an explanation and remedial action.

	The Human Research Scope of Practice and Privileges Review forms are submitted by the PI to the IRB office and forwarded to the Research Compliance Officer by the IRB intake staff person.

	The Research Compliance Officer provides a report to help fulfill R&D Committee oversight responsibilities.


Sample size:  100% PER QUARTER 
Statistics to be tracked: MEAN OR AVERAGE
Calculations/Formula for rate:

By Individual Staff Person - Numerator:    
The number of study staff persons working within their Research Scopes of Practice or Clinical Privileges as reported on Human Research Scope of Practice and Privileges Review forms



____________________________________________________________

Denominator:  

The number of study staff persons as reported on Human Research Scope of Practice and Privileges Review forms

~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~
By Study - Numerator:    

The number of studies where all study staff persons are working within their Research Scopes of Practice or Clinical Privileges as reported on Human Research Scope of Practice and Privileges Review forms




____________________________________________________________

Denominator:  

The number studies with study staff on Human Research Scope of Practice and Privileges Review forms

In addition to tracking your results on a data aggregate, how do you plan to display this data? UNDECIDED
Comparative Data Source (if any):  None
	Trigger for More Extensive Evaluation

Cases where the PI indicates that any study staff are not working within their Research Scope of Practice or Clinical Privileges
	Method of Extensive Evaluation 

Case Review
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