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HUD-Continuing Review Renewal Form

Humanitarian Use Device (HUD)


Along with this completed HUD-Continuing Review Renewal Form, please submit
1. a.  A clean (unmarked) version of the informed consent ( if one was used for this project)
b.  The most recent consent that was signed by the last patient enrolled in the study.  **Please redact subject name before submitting**
*** informed  consent forms DO NOT need to be submitted if study is closed to enrollment or written consent was not required or waived originally.
2. Any relevant recent literature, interim findings, or mulitcenter trial reports.
3. If new changes are being proposed to the project at the same time as the continuing renewal submission, a completed Protocol Revision Form must be included, as well as any corresponding documents related to the proposed changes, included but not limited to; 
	· revised/amended protocol document  

	· investigator brochure

	· package insert

	· device specification

	· new or revised instruments or measures (surveys, interview questions, questionnaires etc.) 

	· revised consent form and or newly proposed consent document

	· HIPAA authorization form

	· recruitment materials (including advertisements)

	· any other pertinent documents related to the proposed project.


	

	


	Study Title:
	
	

	

	Principal Investigator:   
	
	

	

	Sub Investigator/s:



	

	Form Completed By:
	
	

	

	Date:
	
	

	

	
	
	

	Individuals must electronically sign the package on IRBNet  or provide a “wet ink signature” prior to submission. The electronic signature on IRBNet will represent the individuals attestation that this is an electronically verified report confirmed by the Principal Investigator.




1. 
Purpose of Device:

2.
Subject Enrollment. This includes contact with subjects, data collected on subjects, or number of subjects in an existing data source.
A. _______ Total number of subjects who have received the device nationally
B. _______ Total number of subjects who have received the device since the last 

         Continuing review approval

3. Informed Consent: 
 FORMCHECKBOX 
 NO  FORMCHECKBOX 
 YES   Did any problems occur relative to the obtainment and documentation of informed consent?  If yes, please explain below

 FORMCHECKBOX 
 NO  FORMCHECKBOX 
 YES
Is the consent still acceptable i.e. the information contained is accurate and complete? If No, explain below

 FORMCHECKBOX 
 NO  FORMCHECKBOX 
 YES
Has any new information been obtained since the last IRB review that should be disclosed to the subject? If yes, explain below

**Please attach two copies of the current consent form. One copy must be a clean (unstamped) copy.  The second copy must be a copy of the form use to enroll the last subject with only the subjects name blanked out to protect confidentiality. 
If during the preparation of this application, it is determined that the consent forms require revision, please submit the change and revised consent form along with the Revisions Form in conjunction with this Application. YOU DO NOT TO ATTACH INFORMED CONSENT IF THE STUDY IS CLOSED TO ENROLLMENT
4. Unanticipated Problems or Adverse Events, Safety Monitoring
 FORMCHECKBOX 
 NO  FORMCHECKBOX 
 YES Have there been any unanticipated problems or adverse events in the last approval period? If yes, complete a through d.

a.._____ Number of adverse events in the last approval period 

b. _____Total number of adverse events in the last approval period (local and non local)

c._____ Number of unanticipated problems in the last approval period

d._____ Please provide a summary of adverse events.
E. Please provide a summary of unanticipated problems below
5.
Risks 



a. 
Describe the risks (physical, psychological, social, legal, economic, or risks related to privacy and confidentiality) posed to subjects as a result of their procedure
b.  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 YES   Does the description provided in question 5.A. indicate that there is an increased risk to patients or others? This may include relevant recent literature, political or cultural changes in the study venue, new information from other studies, or participants’ reactions (physical or emotional) while on this study.

10.
Benefits:
Based on the study results, describe the benefits, if any, that subjects have received as result of their participation in this treatment. Monetary or non-monetary compensation (e.g., cash, gift cards, etc.) is not considered a benefit to subjects.
11.
Summary: Please summarize;
· Any interim findings and/or additional information related to the HUD since the last continuing renewal approval
12.
 FORMCHECKBOX 
 NO  FORMCHECKBOX 
 YES   Is there any relevant recent literature that relates to this HUD since the last IRB review? If yes, include with the renewal submission and provide a brief summary of the relevant recent literature.
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