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   Institutional Review Board
   Compassionate Use Device Form

Compassionate use allows access to investigational devices for patients who do not meet the requirements for inclusion in a clinical investigation but for whom the treating physician believes the device may provide a benefit in treating and/or diagnosing their disease or condition. 

Complete the applicable sections of the form and obtain recommendations and signatures from the following institutional officials (in Section 4 below):
· Pediatrician in Chief, Mark Del Beccaro, Mark.Delbeccaro@seattlechildrens.org or Surgeon in Chief, Robert Sawin, Robert.Sawin@seattlechildrens.org (as appropriate, depending upon service line involved)
· Medical Director, David Fisher, David.Fisher@seattlechildrens.org 
· Chief Financial Officer, Kelly Wallace, Kelly.Wallace@seattlechildrens.org 
Submit the approved form to the IRB office at IRB@seattlechildrens.org. 

Section 1: Investigator Information
	Name:      
	Phone:      
	Pager:      
	Mailstop:      

	School, Department, Division (e.g. School of Medicine, Pediatrics, Nephrology):      
	Center Affiliation:      

	Contact Person:      
	Phone:      
	Pager:      
	Mailstop:      

	School, Department, Division (e.g. School of Medicine, Pediatrics, Nephrology):      
	Center Affiliation:      

	If this device is currently being studied in a clinical investigation at Seattle Children’s, please provide the following information:

	IRB #:       
	Study Title:      


Section 2: Device Information 

	Device Name:       
	Manufacturer:       

	Name of Sponsor:       
	Sponsor Phone #:       

	Will the manufacturer provide the device at no cost?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No. If no, please provide the approximate cost:      

	If the manufacturer is not covering the cost, state who will be responsible for the cost of the device (e.g., insurance, Guild, uncompensated care, etc):      

	Briefly describe the intended use of the device:       


	Is this an FDA trackable device (e.g., implant, tissue, etc)?

 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No
	Is this device wireless?

 FORMCHECKBOX 
  Yes, frequency:                 FORMCHECKBOX 
  No


Section 3: Impact on Patient Care and Operations

	Please list the departments that will be involved with the implantation of the device:      

	Other anticipated costs:       

	State who will be responsible for the additional costs (e.g., insurance, Guild, uncompensated care, etc):      


Section 4: Recommendations & Signatures*
*Faxed/scanned signatures and approvals via email will be accepted in lieu of original signatures.
The following persons are aware that the above-mentioned investigational device will be used at Seattle Children’s:
Clinician/Investigator:



 



Printed Name



Signature


    Date

Pediatrician in Chief (depending upon service line involved):

	Please include recommendation regarding allowing this compassionate use and sign below:      





 



Printed Name



Signature


    Date

Surgeon in Chief (depending upon service line involved):

	Please include recommendation regarding allowing this compassionate use and sign below:      





 



Printed Name



Signature


    Date

Medical Director (required for all compassionate uses):

	Please include recommendation regarding allowing this compassionate use and sign below:      









Printed Name



Signature


    Date

Chief Financial Officer (required for all compassionate uses): 
	Please include recommendation regarding allowing this compassionate use and sign below:      









Printed Name



Signature


    Date
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