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	Device or Component(s) - Impact Statement



	This statement must be completed if any device, component(s) or combination drug-device, commercially available or investigational, is required in the study protocol. Please attach a copy of your study protocol to this document electronically and e-mail to CRP@benaroyaresearch.org.  Include a copy of the protocol and Investigational Brochure (IB) or package insert with this submission.  Please contact the Clinical Research Program (ext. 61369) with any questions.

	

	IRB#:
	     
	Funding#:                     
	     

	

	PRINCIPAL INVESTIGATOR:
	     

	

	RESEARCH COORDINATOR:
	     
	EXT:                     
	     
	E-MAIL:
	     


	
	
	


	# OF STUDY SUBJECTS EXPECTED:
	     
	DURATION OF STUDY:        
	     

	
	
	

	
	
	

	1. Please list each device or component(s) used as part of this study and note how supplied.

	

	Device or Component(s) Name

Supplied by Sponsor

Commercially-Available

Investigational Product
     
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

     
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

     
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 



	

	2. Who will perform the implant or use the device(s) or component(s)?


	

	3. Where will the investigational device(s) or component(s) be stored?


	4. Who on the research team will have access to the device(s) or component(s)?

     

	5.    What employees or departments will be involved?


	6.    What training will the research team or subject receive and by whom?


	7. Who will be the primary individual in charge of device or component(s) accountability?



	8. Will a sponsor representative, field or clinical engineer be present for any part of the subject interaction or procedure?                    

                                                   YES                     NO

	a.    Are the duties of the sponsor representative described in the protocol or other study document?  If not, sponsor will need to provide that documentation. 

	b.    If yes, refer this representative(s) to Central Services for VMMC Fitness for Duty Requirements.

	c.   If the sponsor representative is present during subject interactions, has that been explained in the informed consent form?  If not, please include.

	d.    Will the sponsor representative be conducting or performing any study-specific tests?  If so, what are they and how will the records be stored at the research site/records?


	

	

	FOR INTERNAL USE ONLY  - When approved, please e-mail original to Clinical Coordinator

	

	Site Storage Fee#:


	
	
	

	Impact Statement Approval Signature:
	
	Date:
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