REQUEST FOR REVIEW OF HUMANITARIAN USE DEVICE  (HUD)
Form 200 Version Date 5/23/07
ETSU/VA IRB 

ALL INFORMATION MUST BE TYPED ( ENSURE ALL QUESTIONS ARE ANSWERED.
	1.
	Proposed Performance Sites:
	 FORMCHECKBOX 
 James H. Quillen VAMC   

 FORMCHECKBOX 
 JCMC             

 FORMCHECKBOX 
 Other MSHA Site(s) List:         
 FORMCHECKBOX 
 Other site(s) List:                      

	2.
	Principal Investigator:
	     
	Contact for IRB Correspondence (write “self” if applicable):
	     

	Department:
	     
	Department:
	     

	Campus Box #:
	     
	Campus Box #
	     

	Off-Campus Address:
	Off-Campus Address:

	     
	     

	Email Address:
	     
	Email Address
	     

	Work Phone:
	     
	Work Phone:
	     

	Alternate Phone:
	     
	Alternate Phone:
	     

	Fax Number:
	     
	Fax Number:
	     

	3.
	Device Manufacturer Information: 

Name:      
Address:      
Contact Name:      
Telephone Number:      

	4. 
	Generic Name of HUD:      
Trade Name of HUD:       
FDA Humanitarian Device Exemption (HDE) number:      
Date of HUD Designation:      

	5.
	Is the HUD the subject of a clinical investigation (one in which safety and effectiveness data is being collected to support a PMA)?

 FORMCHECKBOX 
Yes*   FORMCHECKBOX 
 No 
If yes, do not complete this form. Instead submit a complete IRB submission packet. 

	6. 
	Description of the HUD:
a. Describe the device. 

           
b. Describe the indication(s) for use of the device. 
           
c. Describe the contraindications, warnings and precautions for the use of the device. 
           
d. Describe the alternative practices and procedures. 

                   

e.    Provide a summary of studies using the device. 

                 


	7.  
	Description of the patient population: 

a. Does the list of potential participants include vulnerable populations (populations that are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally 
     disadvantaged persons)? 
           
           If yes,  describe the additional safeguards included to protect the rights and 

           welfare of the participants.

                
b. List the criteria for inclusion and exclusion below (must be within the scope of the FDA approved indication).  
                 
          c. Explain the procedures that will be used to determine eligibility. 
                   


	8.  
	Description of the consent process: 

a. Describe how information will be provided to patients.                                                                                                                

                  
        b.  Describe how this process will be documented. 

            




	9.  
	Description of the risks: 
   a. Describe the adverse effects of the device on health and the potential risks and    discomforts to patients.   
                   


	10.  
	Description of benefits: 

11. Describe the potential benefits to patients.   

                  


	11. 
	Description of alternatives:   

        a.  Discuss any alternative treatments or procedures (if any) that the patient may wish to consider in lieu of clinical application of the HUD.   

          


	12.  
	Description of costs:

13. Describe what the patient will be told about the cost of the device and procedure and how insurance/Medicare will handle billing for this device and procedure. 

          


	13.  
	Description of device storage plan: 

a.  Describe how the device will be handled, dispensed and stored to ensure that it is used only for appropriate patients.  

          


	14.  
	List any other physicians for whom you are requesting authorization to use this HUD:
Name 

Dept or Affiliation 



	15.
	Provide a bibliographic listing of pertinent literature:

     


	16.
	Conflict of Interest

17. Is there a potential conflict of interest for the Principal Investigator or other personnel?  

            FORMCHECKBOX 
 yes   FORMCHECKBOX 
  no

The thresholds of ownership described below apply to the aggregate ownership of an individual investigator, his/her spouse, domestic partner and dependent children (e.g., if an investigator, his/her spouse, domestic partner and dependent children own together $10,000 or 5% worth of equities in the sponsor, it should be reported below).  Do not consider the combined ownership of all investigators.

b. If “Yes”, check all that apply and provide explanation:

 FORMCHECKBOX 
 financial interest in the research with value that can not be readily determined      
 FORMCHECKBOX 
 financial interest in the research with value that exceeds the specified monetary threshold ($10,000) or 5%  ownership      
 FORMCHECKBOX 
 has received or will receive compensation whose value could be affected by the study outcome.     
 FORMCHECKBOX 
 has a proprietary interest in the research included but not limited to, a patent, trademark, copyright or licensing agreement, or the right to receive royalties from product commercialization.     
 FORMCHECKBOX 
 has received payments from the sponsor that exceed the specified monetary threshold ($10,000) in the past year.     
 FORMCHECKBOX 
 is executive or director of the agency or company sponsoring the research     


	17.
	PI Attestation: 

The information contained in this request for HUD review accurately represents the HUD and the proposed use of this device.
I will promptly inform the Institutional Review Board of (1) any proposed changes in approved research and will not initiate changes without IRB review and approval with the following exception: a change can be made prior to IRB approval when necessary to eliminate apparent immediate hazards to the research subjects.  In such a case, I will inform the IRB promptly of the change following its implementation (within 10 working days).  I will promptly inform the IRB of (2) any unanticipated problems involving risks to participants or others (within 10 working days).

I agree to fulfill continuing review requirements at the designated ETSU/VA IRB intervals. In addition, I agree to report events to the FDA and/or manufacturer as required in 21 CFR 803.30. I agree to promptly report any FDA action(s) regarding the HUD to the ETSU/VA IRB.  I agree to follow ETSU/VA IRB policy regarding the off-label use of a HUD in emergency or compassionate situations. 
_____________________                                    ____________________

Signature of PI                                                        Date

Printed PI name:      

	18.
	REQUIRED SUBMISSION DOCUMENTS (collated): 

1. 30 Signed copies of this form

2. 30 copies of the FDA HDE approval letter and any other pertinent correspondence 

3. 30 copies of the manufacturer-provided patient information.

4. 30 copies of the HUD manufacturer’s product labeling, clinical brochure, and/or other pertinent manufacturer informational materials (i.e., Summary of Safety and Probable Benefit and Product Information Summary)

5. If at MSHA, completed MSHA Research Request Form
6. One original Unaffiliated Investigator Agreement, as applicable  


