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WCG IRB Clinical Use of a Humanitarian Use Device Submission Form   (HRP-284)

Clinical Use of a Humanitarian Use Device Submission Form   (HRP-284)
Asterisked (*) questions are required.

Use this form to request IRB review for clinical use of a Humanitarian Use Device (HUD)

If a HUD is being used in a clinical investigation (i.e., collection of safety and effectiveness data), whether for its HDE-approved indication(s) or for a different indication, use the standard Initial Review Submission Form available in Connexus (or from your IRBNet library). 
See FDA Guidance for HDE Holders, Institutional Review Boards (IRBs), Clinical Investigators, and Food and Drug Administration Staff Humanitarian Device Exemption (HDE) Regulation: Questions and Answers for more information about requirements for use of HUDs.

For assistance, contact Client Care at clientcare@wcgclinical.com or 855-818-2289.
If your answer does not fit in the space provided, you may refer to and submit separate attachments.

Blank & incomplete answers to required questions will result in delayed reviews.
Affiliation:
	1. 
	*Select one:
 FORMCHECKBOX 
 I am NOT affiliated with an institution.

 FORMCHECKBOX 
 My institution allows WCG IRB to review clinical use of a Humanitarian Use Device.

 FORMCHECKBOX 
 My institution does NOT allow WCG IRB to review clinical use of a Humanitarian Use Device.

If you checked this last option, submit to your local IRB.


Emergency Use:
	2. 
	*Can you safely wait to treat the patient until an IRB approves the use of the humanitarian use device at your facility? (IRB review takes up to ten business days.)
If you cannot safely wait, stop filling out this form and use the Emergency Use Form (Emergency Use of a Device (HRP-281)
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 



Prior IRB Review:

	3. 
	*Has another IRB or IRB chair reviewed this treatment at this site and declined to approve or concur with the use?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	4. 
	*Has another IRB or IRB chair suspended or terminated approval of this treatment?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	5. 
	*Is oversight being transferred to this IRB from another IRB?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	6. 
	If any of the above are answered "Yes", provide a detailed explanation of the previous reviews and reasons for submission to this IRB:

     


Responsible Physician Information:
*Provide the name of the treating physician responsible to ensure that health care providers are qualified through training and expertise to use the device.
	7. 
	*Full name: 

     

	8. 
	*Degrees: 

     

	9. 
	*Email:

     

	10. P
	*Phone: 

     

	11. 
	*Company/Institution/Organization

     

	12. 
	*Mailing address: 

     
     
     


Local Contact:
*Provide the name of the local contact responsible for communication with the IRB including submission of continuing review information for all uses of the device at the above-named facility.
	13. 
	*Full name: 

     

	14. 
	*Degrees: 

     

	15. 
	*Email:

     

	16. P
	*Phone: 

     

	17. 
	*Company/Institution/Organization

     

	18. 
	*Mailing address: 

     
     
     


Treating Physician Licensure:
	19. 
	*National Provider Identifier (NPI) #:  (Look up NPI# at https://npiregistry.cms.hhs.gov)
     

	20. 
	*Medical license number: 

     
*State:       


Treating Physician History:
	21. 
	*Has the treating physician or any other personnel who will be involved in this treatment had any of the following:

· FDA Warning Letter

· NIDPOE (Noticed of Initiation of Disqualification Proceedings and Opportunity to Explain)

· Suspension or termination by an IRB

· Suspension by a federal or governmental agency (such as FDA, HHS, or Health Canada)

· OHRP Determination Letter, Health Canada Inspection Letter with observations, or similar

· Form FDA 483 in the past 5 years

– OR –

Has the treating physician or any other personnel who will be involved in this treatment had any of the following denied, revoked, suspended, reduced, limited, placed on probation, not renewed, relinquished, sanctioned, fined, or subject to disciplinary action?

· Clinical privileges at any site

· DEA licensure

· Fellowship/board certification

· Medical licensure in any state, nation, or province

· Membership on any hospital staff

· Prescribing privileges

· Professional sanctions including fines and public reprimands

· Professional society membership

· Research privileges at any site

– OR –

Is there any action or investigation currently pending before any court of law, federal agency, or state licensing board concerning the professional conduct of the treating physician or any other personnel who will be involved in this treatment in that individual's capacity as a research investigator or as a clinician?

	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	If yes, attach all related documents and answer the following questions:

	21.1. 
	List the individual(s) involved and their role(s) in the treatment:

     

	21.2. 
	Provide the approximate start date(s) of occurrence:
     

	21.3. 
	Name the entity(ies) issuing the action:
     

	21.4. 
	Provide a detailed history and any management or corrective action plan currently in place:
     


Financial Interest Disclosure:
	22. 
	*Does the treating physician, the treating physician's immediate family, or any other personnel involved in this treatment or their immediate families, have any of the following financial interests in the entity that is manufacturing the treatment?

· Any remuneration from the entity in the previous twelve months that exceeds $5,000, when aggregated for the individual and their immediate family. (Remuneration includes salary and any payment for services not otherwise identified as salary, such as consulting fees, honoraria, or paid authorship)

· Any equity interest in the entity. (Equity interest includes any stock, stock option, or other ownership interest)

· Any intellectual property rights and interests (e.g., patents, copyrights)

· Any governance or executive relationship with the entity (e.g., board of director, CEO) 

If "yes", include in this submission a completed "Financial Interest Disclosure Form" for each individual with unreported financial interests. The form is available on the WCG web site. If this disclosure changes, you are required to update this information within 5 business days.
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 



Protocol Information: 
	*Protocol title (if known):

     

	Sponsor's protocol ID (if known): 

     


Consent Document Preference:
	23. 
	A consent document is not required for approval of the clinical use of a humanitarian use device (HUD).

If the IRB has already approved the Humanitarian Use Device (HUD) for use at another facility, an IRB-approved consent document may already be on file with the IRB.

If approval of a consent document is requested, the approved consent document must be used.
*Indicate the treating physician's consent document preference: 

 FORMCHECKBOX 
 An IRB-approved consent document will not be used

 FORMCHECKBOX 
 Use the IRB-approved consent document on file with the IRB 

 FORMCHECKBOX 
 Use the consent document included with this submission


Facility at Which Treatments Will Take Place:
	24. 
	*Company/Institution/Organization

     

	25. 
	*Address: 

     
     
     

	26. 
	*Which of the following best describes this site's function?

 FORMCHECKBOX 
College/University 
 FORMCHECKBOX 
Dialysis Center

 FORMCHECKBOX 
Hospital 
 FORMCHECKBOX 
Medical Office

 FORMCHECKBOX 
Nursing Home 
 FORMCHECKBOX 
Psychiatric Facility

 FORMCHECKBOX 
Research Clinic 
 FORMCHECKBOX 
Other:  Specify      



Phone Numbers for Patient Use:
	27. 
	*What phone numbers are subjects seen at this site to call for questions or treatment-related injury?
*Daytime hours:     
*24 hours: 
      
     


Manufacturer Contact:
	28. 
	*Full name: 

     

	29. 
	*Email:

     

	30. P
	*Phone: 

     

	31. 
	*Company/Institution/Organization

     

	32. 
	*Address: 

     
     
     


Confidentiality:
	33. 
	Will you comply with HIPAA?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	33.1. 
	If no, explain how confidential data will be protected:
     


Privacy:
	34. 
	Privacy refers to persons’ interest in controlling the access of others to themselves, such as the ability to control who sees them, hears them, touches them, and has access to their private information. Additional privacy interests include the time and place where individuals provide information, the nature of the information provided by the individuals, the nature of the individual's experiences during the trial, and who receives and can use the information.

*Will procedures be performed in a private setting?
	Yes

 FORMCHECKBOX 


	No

 FORMCHECKBOX 




Billing Information:
	35. 
	*How do you want invoices to be sent to the billing contact?
     

	36. 
	*Mail stop/cost center, if applicable
     

	37. 
	*Purchase order number (PO#), if applicable
     

	38. 
	*Full name: 

     

	39. 
	*Email:

     

	40. P
	*Phone: 

     

	41. 
	*Company/Institution/Organization

     

	42. 
	*Mailing Address: 

     
     
     


Special Instructions:
	Provide any special instructions or additional relevant information for this submission:
     


How to Send Your Submission to the IRB and Access IRB-Approved Documents:
Submit this form and all supporting documents through the Connexus web portal or IRBNet. If you submit documents by email or postal mail, you may be charged additional administrative fees.

The IRB provides approved documents through the Connexus web portal. If you use IRBNet, the IRB also publishes documents into IRBNet.  If you do not use IRBNet, register with the Connexus web portal.

Required Attachments:
To avoid processing delays, remove security/password protection from all submitted documents.

Submit the following documentation:

· This form with all questions marked with a * answered

· A copy of the Humanitarian Device Exemption (HDE) approval order

· A description of the device

· The product labeling

· The patient information packet, if one accompanies the Humanitarian Use Device (HUD)

· A summary of how the physician proposes to use the device, including:

· A description of any screening procedures
· The HUD procedure
· Any patient follow-up visits, tests or procedures

· Medical license(s) for the treating physician showing the expiration date, if a current one is not already on file with the IRB

· Curriculum vitae for the treating physician, if a current one is not already on file with WCG IRB

· If a consent document will be used, a consent document in Microsoft Word format

Acknowledgements: 
By submitting this form, I confirm that:
· I am the treating physician or treating physician’s designee authorized to submit on behalf of the treating physician.

· The treating physician has full awareness of the information within this form.

· The treating physician holds a valid medical license in the state in which the procedure will be performed.

· The information within this form is accurate and complete.

· The treating physician will:

· Not commence treatment until receipt of the IRB approval letter.

· Comply with all requirements and determinations of the IRB.

· Protect the rights, safety, and welfare of the patients being treated.

· Personally provide the treatment.

· Submit proposed modifications to the IRB prior to their implementation. Not make modifications to the treatment without prior IRB review and approval unless necessary to eliminate apparent immediate hazards to the patient.

· Submit continuing review reports.

· Notify the IRB when there are no other planned uses at the facility and all devices are returned.

· Promptly report to the IRB the information items listed in the IRB's "Prompt Reporting Requirements” available on the IRB's Web site.

· Ensure that consent is obtained and documented.

· Promptly notify the IRB of any change to information provided on this form.
PERSON COMPLETING THIS FORM: Please tell us who you are and how we can contact you if we have questions about this form.

	


 

*Printed or Typed Name of Person Completing This Form
*Date 


*Company & Title

(          )      



*Phone number

*E-mail address 
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