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[bookmark: _GoBack]RESEARCH NURSE SPECIALIST COMPETENCY VALIDATION 
DOCUMENTATION – REGULATORY BINDER

	Name:

	[bookmark: Check3][bookmark: Check4]Reason for validation:    |_|  Initial                 |_|  Re-validation                



	
	Rating Indicators: 1 = Requires assistance and supervision; 2 = Requires supervision; 3 = Independent; 4 = Assists and instructs others
Note: See Facilitator’s guide for specific criteria for each indicator and rating.

	Assessment  method used for validation:   D  =  Demonstration; DR  =  Document Review, V  =  Verbalization; O = Other (specify)

	Behavioral Indicators
	Assessment Method
	Rating
	Comments

	1. 
	
	Self
	Validator
	

	1. Define the purpose of the regulatory binder.
	V
	
	
	

	2. Discuss the purpose of 10 documents found in the regulatory binder.

	V
	
	
	

	3. Locate 10 documents in one of their regulatory binders.
	D
	
	
	

	4. Describe the roles of the Research Nurse and the Protocol Support Office staff as it relates to maintaining the Regulatory Binder.
	V
	
	
	



	Learning Resources:
· ICH GCP Guidelines E6 Section 8
· CCR SOP # PM6: Guidelines for Development and Maintenance of Regulatory Files/Binders
· CCR Online Learning Module: Regulatory Binder
· Grant, N. & White, T. (in press).  Creating and Maintaining a Regulatory File. In A.D. Klimaszewski, M.A. Bacon, E.A. Ness, J.G. Westendorp, & K. Willingberg (Eds.), Manual for Clinical Trials Nursing 3rd edition). Pittsburgh, PA: Oncology Nursing Society.







Comments on Competency Achievement
Self- Evaluation

	

	

	

	

	



Validator:

	

	

	

	

	



Revalidate:
|_|    No revalidation needed

|_|   Revalidate behavioral indicator number (s) _____________________ in ____months.




 Research Nurse:	
					Signature				Date

Competency Validator:  
					Signature				Date
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