
Directions for Protocol Submission

	
	Initial HUD applications must be submitted for full board review 

See HIC website for submission deadlines

2 collated submission packets containing: 

· the Humanitarian Use Device Form, 

· the HUD product labeling, clinical brochure, and/or any information provided by the sponsor

· the FDA HDE approval letter

· HUD consent form

· Any materials being given to the patient

18 collated 

· the Humanitarian Use Device Form, 

· HUD consent form
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HIC Use ONLY

      Section A: Principal Investigator (PI), Project Title & Endorsements

	1. 
	Name of PI:
	     
	Phone: (     )      
	Date     

	2. 
	Department:
	     
	Fax: (     )      

	3. 
	Division:
	     
	E-mail:      

	4. 
	Campus Address:
	     
	Pager: (     )      

	5. 
	Form completed by:
	     
	Title:     

	6. 
	Phone: (     )     
	E-mail:      

	7. 
	Project Title:      

	8. 
	Endorsements and Financial Conflict of Interest Disclosure:
Objectivity is a key component of any project.  One method for maintaining objectivity is to have all individuals involved in HUD project disclose any potential and/or real financial conflict of interest.  This includes all physicians listed in response to Questions #5

Examples of relevant relationships for potential conflict of interest include but are not limited to: 

(1) receiving past, current, or expecting future income in the form of salary, stock or stock options/warranties, equity, dividends, royalties, profit sharing, capital gain, forbearance or forgiveness of a loan, interest in real or personal property, or involvement in a legal partnership with the sponsor

(2) receiving past, current, or expecting future income in the form of consulting fees, honoraria, gifts, gifts to the University, or payments resulting from seminars, lectures, or teaching engagements, or service on a non-federal advisory committee or review panel 

(3) serving in a corporate or for-profit leadership position, such as executive officer, board member, fundraising officer, agent, member of a scientific advisory board, member of a scientific review committee, or member of a data safety monitoring committee, regardless of compensation  

(4) inventor on a patent or copyright involving technology/processes/products licensed or expected to be licensed to the sponsor.

See HIC Policy and Procedures Institutional Review Board & Institutional and Individual Financial Conflict of Interest (COI)

* If “yes,” there must be a “Financial Conflict of Interest Detailed Disclosure Form” submitted to the Financial Conflict of Interest Committee annually or when changes occur. If this form is not submitted, protocol cannot be approved. 

The form and more information are available at: www.research.wayne.edu/coi. For additional information please contact the Conflict of Interest Coordinator, 5057 Woodward, Suite 6305, Detroit, MI 48202, Fax 313-577-2159, Phone 313-577-9064.

Principal Investigator:
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes*
In signing the description of this project, the PI agrees to accept primary responsibility for the scientific and ethical conduct of the study, as approved by the HIC and abide the HIC’s policies and procedures. The project cannot begin until the investigator has received documentation of HIC review and final approval
     
     
Signature of Principal Investigator
Title
Date
Department Chair/Dean
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes*
In signing the description of this project, the Department Chairperson or Institute/Center Director certifies that (1) appropriate support will be provided for the research project, and (2) appropriate scientific and ethical oversight has been and will be provided
     
     
Signature of WSU Dept  Chair/Dean
Title
Date


	9. 
	List all physicians who will be using this device and disclose any potential and/or real financial conflict of interest.

 *If “yes,” there must be a “Financial Conflict of Interest Detailed Disclosure Form” submitted to the Financial Conflict of Interest Committee annually or when changes occur. The form and more information are available at: www. research.wayne.edu/coi. For additional information please contact the Conflict of Interest Coordinator, 5057 Woodward, Suite 6305, Detroit, MI 48202, Fax 313-577-2159, Phone 313-577-9064.
Name
Division/Dept
     
     
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes*
Signature:
     
     
     
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes*
Signature:
     
     
     
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes*
Signature:
     
     
     
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes*
Signature:


	10. 
	Sponsor:
	     

	11. 
	Contact Name:
	     

	12. 
	Address, City, State, Zip Code:
	     


	13. 
	Phone:
	     

	14. 
	Name of Device:
	Generic     

	15. 
	
	Trade Name:      

	16. 
	FDA HDE Number


	     

	17. 
	Date of HUD designation
	                  



	18. 
	What are the indications for use of the HUD?
	      


	19. 
	Provide a description of the device.
	     

	20. 
	Describe the device accountability plan that includes receiving, storing, dispensing, and final disposition and accountability of the device
	     

	21. 
	Check all applicable sites at which this device will be used. 


	 FORMCHECKBOX 
 Children’s Hospital of Michigan 

 FORMCHECKBOX 
 Detroit Receiving Hospital/University Health Center

 FORMCHECKBOX 
 Harper University Hospital 

 FORMCHECKBOX 
 Huron Valley/Sinai Hospital 

 FORMCHECKBOX 
 Hutzel Women’s Hospital
 FORMCHECKBOX 
 Kresge Eye Institute
 FORMCHECKBOX 
 Michigan Orthopedic Specialty Surgery Hospital
 FORMCHECKBOX 
 Rehabilitation Institute of Michigan

 FORMCHECKBOX 
 Sinai-Grace Hospital

 FORMCHECKBOX 
 Barbara Ann Karmanos Cancer Institute

 FORMCHECKBOX 
John D. Dingell Veterans Administration Medical Ctr.

 FORMCHECKBOX 
 Other:      

	22. 
	How is the physician(s) qualified to use this device?
	     

	23. 
	List any contraindications, warnings, and precautions for use of the device
	     

	24. 
	List the risks of using this device
	     

	25. 
	What are benefits for using this device?
	     

	26. 
	What are the alternatives to using this device?
	     

	27. 
	Provide any additional information about the device, if applicable
	     

	28. 
	What information will be given to the patient? (Attach a copy of each)
	 FORMCHECKBOX 
 Educational materials

 FORMCHECKBOX 
 HUD brochure

 FORMCHECKBOX 
 Other      



HIC use ONLY
	Reviewer’s Recommendation

	Comments/Recommendations:

     


	 FORMCHECKBOX 
 Approval
	 FORMCHECKBOX 
 Specific Minor Revisions Required
	 FORMCHECKBOX 
Table

	Recommended Approval Period:
	 FORMCHECKBOX 
 12 months

 FORMCHECKBOX 
  6 months

 FORMCHECKBOX 
 Other:      
	Continuation submission

 FORMCHECKBOX 
 Full Board Review

 FORMCHECKBOX 
 Expedited Review

	Reviewer’s Signature
	
	Date:
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