	Form 207

East Tennessee State University

ETSU/VA  Institutional Review Board

HUD CONTINUING REVIEW OR  CLOSURE APPLICATION


	1.
	HUD INFORMATION

	A.
	IRB#:
	     

	B.
	TITLE:
	     

	C.
	CURRENT APPROVAL DATE:
	     

	D.
	Location(s) Where Study is Being Conducted:
	 FORMCHECKBOX 
  ETSU   FORMCHECKBOX 
  VAMC   FORMCHECKBOX 
  JCMC  
 FORMCHECKBOX 
  Other MSHA Site(s) - Please Specify:         
 FORMCHECKBOX 
  Other site - Please Specify:       


	2.
	CONTACT INFORMATION

	Principal Investigator Information:

	Name:
	     

	ETSU Department & Box #:
	     

	Off Campus Address:
	     

	Phone:
	     
	Pager:
	     
	Fax:
	     

	Email Address:
	     

	Study Contact Information   FORMCHECKBOX 
  NA (Check NA if PI is primary contact, otherwise please complete section) 

	Name:
	     

	ETSU Department & Box #:
	     

	Off Campus Address:
	     

	Phone:
	     
	Pager:
	     
	Fax:
	     

	Email Address:
	     


	3.
	STUDY PERSONNEL

	A. List all physicians (including yourself) for whom you have requested authorization to use this HUD:

Name 

Dept or Affiliation 

B. Since the previous IRB approval, has this list of physicians changed?                                   FORMCHECKBOX 
  YES*  FORMCHECKBOX 
  NO
*If YES, please complete the following:

1. Has an updated list been submitted to the IRB and (if applicable) VA R&D office?                            FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO If NO, please include with this application.                                                                                     

2. If the PI has changed, has the existing subject data been transferred to the new PI?                       FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO

           If NO, please explain:       

	IRB USE ONLY:

	Education verified for PI?
	Date Verified:
	Initials of Verifier:


	4.
	CURRENT HUD STATUS

	 FORMCHECKBOX 

	The HUD has not been used in any patients since the most recent IRB approval. 

	 FORMCHECKBOX 

	The HUD has been used in one or more patients since the most recent IRB approval. 

	 FORMCHECKBOX 

	Use of the HUD is complete, and all contact with recipients, records, and/or specimens is complete.  Please close this study.  If this option is selected, please provide the reason for closure:      
IN ADDITION, PLEASE FORWARD FINAL REPORTS, ANY PROGRESS REPORTS, AND PUBLICATIONS TO THE IRB AS AVAILABLE.

	 FORMCHECKBOX 

	Never Initiated/Terminated.  Sign last page and submit.


	5.
	MODIFICATIONS

	A.
	Is a modification being submitted with this form 207?
	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO

	B.
	Since the most recent IRB approval have there been any changes (including amendments or modifications)?
	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO
	If YES, have those changes been reported to the IRB?   FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO                                                                        

If NO, please submit a Modification Request with this Form 207

	C.
	Please summarize the changes and comment specifically on whether the changes alter the risk to patients:

     

	D.
	Since the most recent IRB approval, has there been a change to the HUD FDA status, manufacturer’s product labeling, clinical brochure,  manufacturer-provided patient information  and/or other pertinent manufacturer informational materials (i.e., Summary of Safety and Probable Benefit and Product Information Summary)?

	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO
	If YES, has the updated information been submitted to the IRB and if applicable, the VA R&D?       FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO
If NO, please submit with this Form 207.

	E.
	Have there been any changes to the HUD, adverse events, or any other matters that make it necessary to change the manufacturer-provided patient information at the time of this submission?
	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO
	If YES, attached the revised patient information and Modification Request Form detailing the changes.


	6.
	PATIENT POPULATION:

	A.
	ENROLLMENT

	     
	Total number of patients who have received a HUD at local site since the  initial ETSU/VA IRB HUD approval was granted (including any withdrawals by participant, PI or sponsor) 

	     
	Total number of patients who received a HUD at local site since the most recent IRB approval (including any withdrawals by participant, PI or sponsor)

	     
	Since the initial ETSU/VA IRB approval was granted, how many patients have withdrawn?

	B.
	Are adequate security measures in place to prevent unauthorized access to patient identifiers?
	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO

	C.
	Was each use of the HUD since the most recent IRB approval within the FDA-approved clinical indication?

	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO* (* If NO, attach explanation and label 6C)

 FORMCHECKBOX 
  N/A, No HUDs used since last approval

	C.
	Summarize the clinical outcomes of patients who received the HUD since the most recent IRB approval.
     
	 FORMCHECKBOX 
  N/A, No HUDs used since last approval


	7.
	PATIENT CONSENT INFORMATION 

	A.
	Did the IRB require the use of a written informed consent document for this study?

	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO

	If YES, submit a copy of the currently approved informed consent document and two (2) clean copies of the identical informed consent document for approval and date stamping for use during the next approval period.  (However, if modification that revises ICD is being submitted with this Form 207, then submit two (2) clean copies of the revised ICD for approval and date stamping - see Question #5)

	B.
	Was the manufacturer-provided patient information reviewed with all patients prior to the use of the HUD?
	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO

	If NO, provide explanation.


	8.
	ADVERSE EVENTS/UPIRTSO’S/COMPLAINTS/PROTOCOL DEVIATIONS

	A.
	Since the previous IRB approval, have there been any unanticipated problems involving risks to participants or others (including non-local sites)? 

	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO
	If YES, attach a brief description summarizing the unanticipated problems involving risks to subjects or others and specifically confirm that the events have been reported to the IRB.  (Label 8a)

	B.
	Since the most recent IRB approval have there been any participant complaints regarding the HUD?
	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO
	If YES, attach a brief description summarizing the complaints and specifically confirm that complaints have been reported to the IRB.  (Label 8b)

	C.
	Since the most recent IRB approval have there been any violations and/or deviations from the FDA approval indication or the ETSU/VA IRB HUD approval?
	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO
	If YES, please complete the following:

Have those violations/deviations and been reported to the IRB? 

  FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO
Please attach a description summarizing these violations/deviations and comment specifically on whether the changes alter the risks to participants. (Label 8c)

	D.
	Have any ADVERSE EVENTS or UNEXPECTED EVENTS occurred during this reporting period?
	                              FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO

	If YES, please complete the following:
Have ALL EVENTS and their OUTCOMES been reported to the ETSU/VA IRB?  FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO

	Note: Please attach a description summarizing the events (or attach log or spreadsheet), and comment specifically on whether the events alter the risks to participants. (Label 8d)

	E.
	Were patients informed of updated ADVERSE REACTIONS and SIGNIFICANT NEW FINDINGS associated with the  HUD and given the OPTION of CONTINUING or WITHDRAWING?
	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO   FORMCHECKBOX 
  N/A




	9.
	UPDATED INFORMATION

	A.
	Since the most recent IRB approval has any literature relevant to the HUD been published?
	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO
	If YES, attach a summary of relevant findings and a brief description. (Label 9a)

	B.
	Since the most recent IRB approval have there been any interim findings, progress reports, or other reports?
	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO
	If YES, attach copies and a brief description. (Label 9b)

	C.
	Since the most recent IRB approval has there been any other information relevant to this HUD discovered, especially information about the risks and benefits associated with the HUD?
	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO
	If YES, attach copies of the information.  (Label 9c)


	10.
	Since the most recent IRB approval, have the local HUD records been audited?
	 FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO

	If YES, please complete the following:

1. Who conducted the audit:      
2. Date the audit was conducted:       
3. If the audit was not conducted by the IRB, has the Human Research Protections Program IRB Administration been   

   notified of the visit/audit and the outcome?                                                                                     FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO
If NO, please attach report.


	11.
	INVESTIGATOR’S CONFLICT OF INTEREST (COI) STATEMENT

	Has a NEW conflict of interest developed since the previous IRB approval for the Principal Investigator or other study staff (authorized physicians)?                                                     FORMCHECKBOX 
  *YES   FORMCHECKBOX 
  NO
Note: Assessment should include anyone listed as Principal Investigator, or other research personnel on study.  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, is should be reported below).  Do not consider the combined ownership of all investigators.

If YES, has the COI been reviewed by ETSU, and VA R&D (if applicable)               FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO   


	12.
	PRINCIPAL INVESTIGATOR’S ASSURANCE STATEMENT

	 I certify that the information provided herein is complete and accurate to the best of my knowledge and that the conditions of the ETSU/VA IRB  HUD approval were followed during the period covered by the PROJECT REPORT.

________________________________________________________                                 _____________________

Principal Investigator’s Signature                                                                                     Date


	PLEASE BE ADVISED THAT TO APPROPRIATELY AND COMPLETELY REVIEW HUMAN SUBJECT RESEARCH, AND IN COMPLIANCE WITH THE FEDERAL MANDATES, THE DEADLINE MUST BE STRICTLY ENFORCED. INCOMPLETE FORMS WILL NOT BE ACCEPTED.
IRB approval will expire if the completed Form 207 along with any pertinent documents are not received and approved prior to the expiration date.      
Return Form to: IRB Administration, PO BOX 70565, Johnson City, TN 37614
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