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1.  Instructions 

 FORMCHECKBOX 
 Full committee review is required. 
 FORMCHECKBOX 
 Do not use for research with an HUD.  For research using an HUD, submit an IRB Application Form and HUD Supplement (Appendix D).
2.  Applicant, Responsible Physician
  
The Responsible Physician is the person assuming ultimate responsibility for the use of the HUD at Carle.  
	Last Name:       
	First Name:       

	Title:       

	Specialty:       

	Mailing Address:       

	Phone:       
	E-mail:       


	Attach Current Curriculum Vitae (CV) with a signature less than 2 years old.
 FORMCHECKBOX 
 Current CV attached to HUD Submission
 FORMCHECKBOX 
 Current CV is already on file with Carle IRB

	Medical or Professional License #:        or   FORMCHECKBOX 
Not applicable
State/province:      
Expiration Date:      
Issuing entity:      
Non Carle PI must attach a copy of medical license if applicable

	Has the Responsible Physician received an FDA “Warning Letter” that has not been previously submitted to Carle IRB?
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
If yes, attach letter and explain.

     

	Has the Responsible Physician ever been convicted of a crime, disciplined by a public or private medical organization, disciplined by a licensing authority, or is the Responsible Physician currently the subject of such a proceeding?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes   
If yes, explain:  
     


3.  Other Care Providers using the HUD
List all care providers, other than the Responsible Physician, who will utilize the HUD at Carle. 
 FORMCHECKBOX 
 None 

	 FORMCHECKBOX 
Additional care provider 1

	Last Name:       
	First Name:       

	Title:       

	Specialty:       

	Mailing Address:       

	Phone:       
	E-mail:       

	Medical or Professional License #:       or   FORMCHECKBOX 
Not applicable

State/province:      
Expiration Date:      
Issuing entity:       
Non-Carle care provider must attach a copy of medical license if applicable

	

	 FORMCHECKBOX 
 Additional care provider 2

	Last Name:       
	First Name:       

	Title:       

	Specialty:       

	Mailing Address:       

	Phone:       
	E-mail:       

	Medical or Professional License #:       or   FORMCHECKBOX 
Not applicable
State/province:      
Expiration Date:      
Issuing entity:       
Non-Carle care provider must attach a copy of medical license if applicable


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  Additional care providers are listed on a separate sheet and submitted with the HUD Submission Form.
4.  Sponsor Information
Contact for sponsor of HUD
	Last Name:       
	First Name:       

	Company/Institution:       

	Mailing Address:       

	Phone:          
	E-mail:       


5.  Humanitarian Use Device (HUD)
5.a. 
Humanitarian Use Device (HUD) name:       
5.b.
FDA Humanitarian Device Exemption identification number:       
5.c.
Date of HUD designation:       
5.d.
Describe the HUD:       
5.e.
Describe the nature and the purpose of the HUD:       
5.f.
Describe the intended use of the HUD:       
5.g.
List the FDA approved clinical indications for use of the HUD:       
5.h.
What is the approximate cost of the device:       
6.  Experience
Describe the responsible physician’s clinical experience with the HUD, any training completed or required, and the experience and training completed by the additional care providers listed above who will be using the device. 

	     


7.  Specifications of the HUD Request
State for what clinical indications the HUD will be used within the Carle environment.  Explain how many patients in the United States have this condition/disease, provide some background on the standard treatment available for a patient in the absence of the device, and explain why use of the device is necessary.
	     


8.  Procedural Summary
Summarize the procedures and methods (sequentially) which will involve the patients in the utilization of this device.
	     


9.  Patient Population
9.a. Specify all patients included (check all that apply):


Patients
Vulnerable Subjects



 FORMCHECKBOX 
 Outpatients
 FORMCHECKBOX 
 Pregnant women



 FORMCHECKBOX 
 Inpatients
 FORMCHECKBOX 
 Cognitively impaired




 FORMCHECKBOX 
 Minors (ages:       )
 FORMCHECKBOX 
 Comatose


 FORMCHECKBOX 
 Men
 FORMCHECKBOX 
 Traumatized


 FORMCHECKBOX 
 Women
 FORMCHECKBOX 
 Terminally ill


 FORMCHECKBOX 
 Other:      
 FORMCHECKBOX 
 Fetus (viable)



 FORMCHECKBOX 
 Fetus (non-viable)



 FORMCHECKBOX 
 Other class:  Explain      
9.b.  Describe the inclusion criteria for patients who will be offered the HUD.

	     


9.c.  Describe the exclusion criteria for patients who will be offered the HUD.

	     


10.  Consent
Explain the consent process, including when, where, how and by whom the device and its use will be explained to the patient and consent sought.  Indicate if non-English speaking individuals will be patients. Note that both the Clinical Consent Form for Humanitarian Device and sponsor’s Patient Information Booklet must be provided to the patient.
	     


11.  Risks and Benefits
11.a.  Risks

11.a.i.
What is the overall risk of this procedure?   

 FORMCHECKBOX 
 No Greater than Minimal
 FORMCHECKBOX 
 Greater than Minimal

11.a.ii.
Identify all potential risks associated with the use of this device (including associated procedures), including the probability of occurrence, potential severity and reversibility:  

       
11.a.iii.
What procedures will be utilized to prevent/minimize potential risks?  


     
11.b.  Benefits

11.b.i.
Describe the probable benefits for the patients:  


     
11.b.ii. 
Explain how the potential benefits of outweigh the potential risks:  


       
11.c.  Alternatives
 What therapeutic alternatives are available to the patients?   
     
12.  Financial Information
Will the patients incur any financial liability for the device and procedure?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If “yes”, explain the amount of the patients’ liability, and when and how this will be explained to the patient:       
13.  Locations 
Which institutions will be involved in the utilization of the HUD?  (Check all that apply.)
 FORMCHECKBOX 
 Carle Hospital



 FORMCHECKBOX 
 Carle Clinic Association


 FORMCHECKBOX 
 Other (Specify):       
14.  Conflict of Interest 
Applicant’s Certification Regarding Conflict of Interest 

14.a.  Do you have any stock or patent position with the device company (HDE holder)?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   

If yes, explain:             

14.b.  Did you participate in the product design or development of this device, or as company director or consultant?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   

If yes, explain:             

15.  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


Applicant’s Assurance: 

By submitting this document to the IRB, I certify that the information provided is complete and accurate. 

As the Responsible Physician, I have ultimate responsibility for the conduct of this treatment, the ethical performance of the treatment, the protection of the rights and welfare of patients and strict adherence to any stipulations designated by the IRB.  

I agree to comply with all Carle Foundation Hospital policies and procedures, as well as with all applicable Federal, State and local laws regarding the protection of Carle Foundation Hospital patients.  

I also agree to the following:

· Using this device is treatment purposes only, not for research purposes.

· Performing the procedure as outlined and approved by the IRB.
· Using the device only as described on the label approved by the FDA.
· Providing the patient with appropriate information to make an informed decision about the use of the Humanitarian Device.

· Reporting promptly to the IRB any unanticipated problems involving risks to patients or others.
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