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Appendix D:  HUD Supplement to Research Application
	Carle IRB No:       

	Date:      

	Project Title:       


1.  Humanitarian Use Device (HUD)
1.a. 
Humanitarian Use Device (HUD) name:       
1.b.
FDA Humanitarian Device Exemption identification number:       
1.c.
Date of HUD designation:       
1.d.
Describe the HUD:       
1.e.
Describe the nature and the purpose of the HUD:       
1.f.
Describe the intended use of the HUD:       
1.g.
List the FDA approved clinical indications for use of the HUD:       
1.h.
What is the approximate cost of the device:       
2.  Experience
Describe the primary investigator’s clinical experience with the HUD, any training completed or required, and the experience and training completed by the co-investigators or others who will be using the device. 

	     


3.  Sponsor Information
Contact for sponsor of HUD
	Last Name:       
	First Name:       

	Company/Institution:       

	Mailing Address:       

	Phone:          
	E-mail:       


4.  HUD Submission Enclosures
Check all boxes that apply, include requested information, and include the items in this packet:
 FORMCHECKBOX 
  Clinical brochure or protocol*, version:      



 FORMCHECKBOX 

Clinical Consent Form for a Humanitarian Device*, version:      

 FORMCHECKBOX 
  Product labeling and other pertinent manufacturer information materials*

 FORMCHECKBOX 
  Standard hospital surgical consent (if applicable)


 FORMCHECKBOX 
  Patient Information Brochure—from the sponsor*


 FORMCHECKBOX 
  FDA HDE approval letter*, dated:      
 FORMCHECKBOX 
  Summary of Safety Information and Probable Benefit (FDA Information)
 FORMCHECKBOX 
  Supporting Literature: Identify:      
 FORMCHECKBOX 
  Other Documentation: (Please list): 
*Note: These Documents are Required for IRB Review

Northwestern University Humanitarian Device Exemption Submission Form: 12-2002
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