	RESEARCH ADDENDUM TO COMPETENCY ASSESSMENT

	Name  
	John Q. Research
	   Service Line           
	Medicine

	Title       
	Research Coordinator
	Unit  
	N/A
	   Position Number    
	N/A - WOC

	
	
	
	
	
	


This form must be completed for all human subjects research staff.  The staff member’s competency to perform the research duties below should be verified by his or her supervisor.  Complete the Educational Intervention columns only if competency is not demonstrated in one or more areas.

· VA employees of the Research Service Line will have this addendum completed along with their annual competency assessment.
· VA employees of other Service Lines must have their supervisors complete this along with their annual competency assessment.  Please send a copy of this completed Addendum to the Research Office.

· WOC employees must also have their supervisors complete this Addendum and submit a copy to the Research Office.

	
	Educational Intervention

(Use if competency is not met)

	COMPETENCIES

Employees are to be rated in all areas.  Mark “Not Applicable” column as appropriate.  Additional competencies are to be added as needed.
	Verification Method
	Date
	Initials
	Competent


	Not

Applicable
	Educational Intervention
	Validation Method
	Competent
	Date

	1. Routine Research Duties
	
	
	
	
	
	
	
	
	

	a)  Initiate submission of regulatory documents to the IRB, VA R&D committee and sponsor
	D
	9/1/05
	A.B.C.
	S
	
	
	
	
	

	b)  Prepare study initiation documents and activities
	D
	9/1/05
	A.B.C.
	S
	
	
	
	
	

	c)  Develop recruitment methods to be utilized for the study
	D
	9/1/05
	A.B.C.
	S
	
	
	
	
	

	d)  Screen patients to determine study eligibility by reviewing patient medical information or interviewing subjects
	D
	9/1/05
	A.B.C.
	S
	
	
	
	
	

	e)  Access or use private medical information while maintaining patient confidentiality
	OB
	9/1/05
	A.B.C.
	S
	
	
	
	
	

	f)   Participate in the informed consent process and obtain informed consent from research subjects
	OB
	8/11/05
	A.B.C.
	S
	
	
	
	
	

	g)  Maintain completed case report forms and source documents including progress notes, test results, diaries/cards or other necessary information for the study
	DR
	9/1/05
	A.B.C.
	S
	
	
	
	
	

	h)  Provide education to patients, relatives and Medical Center staff on study activities as necessary per protocol
	OB
	8/11/05
	A.B.C.
	S
	
	
	
	
	

	i)   Provide education and instruction of study medication use, administration, storage, and side effects; report adverse drug effects
	
	
	
	
	X
	
	
	
	

	j)   Initiate and/or expedite requests for consultation, special tests, or studies following the Investigator’s approval
	
	
	
	
	X
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	2. Activities that May Result in Exposure to Human Blood, Body Fluid, or Tissues

	a)  Transport specimens within the medical center
	
	
	
	
	X
	
	
	
	

	b)  Ship or transport specimens outside the medical center
	
	
	
	
	X
	
	
	
	

	c)  Handle or process human specimens
	
	
	
	
	X
	
	
	
	

	d)  Draw blood
	
	
	
	
	X
	
	
	
	

	e)  Initiate intravenous (IV) therapy and administer IV solutions and medications
	
	
	
	
	X
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	3. Access VA Computer Systems
	
	
	
	
	
	
	
	
	

	a)  Access the VISTA/CPRS computer systems for scheduling subject’s


research visits, documenting progress notes, initiating orders, consults, etc.
	D
	8/11/05
	A.B.C.
	S
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	4. Miscellaneous Research Duties (if applicable)
	
	
	
	
	
	
	
	
	

	a)  
	
	
	
	
	
	
	
	
	

	b)  
	
	
	
	
	
	
	
	
	

	c)  
	
	
	
	
	
	
	
	
	


	VERIFICATION METHOD
	EDUCATIONAL INTERVENTION
	
	Supervisor’s Signature
	Date

	
OB – Observation


D – Demonstration


V – Verbalization


W – Written


T – Test/Quiz


I – Inservice


DR – Document Review


N – No Deficiencies Reported


S – Simulation


O – Other (Specify)
	
R – Review of Policies/Procedures


P – Practice (Skill Lab)


T – Tutorial/Preceptor


V – Video/Read Article/Discussion

O – Other (Specify)
	
	<PI or supervisor signs here>
	

	
	
	
	Employee Signature
	Date

	
	
	
	<Staff member signs here>
	

	
	
	
	

	
	COMPETENCY CODE

	
	
S – Satisfactorily Meets


N – Needs Review & Practice
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