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	IRB #:     
	List the Current Research Staff:

	Protocol Title:       
	     

	Principal Investigator: 
	Phone:     
	

	     
	Email:      
	

	Contact person:
	Phone:      
	

	     
	E-mail:     
	


If continuing, complete and submit sixty (60) days prior to the expiration date of IRB approval the following documents: 

· One completed Progress report

· One copy of the Study summary form
· One copy of the IRB stamped ICF 

· One clean copy of the ICF for re-approval 
If closing the protocol, please submit the following: 

· One complete Progress report

PLEASE NOTE: to check a text box ( FORMCHECKBOX 
No;  FORMCHECKBOX 
Yes), double click the LEFT mouse button and select “checked.”
Please type answers to the questions that follow and provide all of the appropriate information. Incomplete or handwritten 
forms will be returned to the investigator and reapproval may be delayed. 
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	1.
	Are you closing the study?


	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes
	

	2.
	Are you applying for reapproval?
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes
	

	3.
	Have you conducted this protocol since the last approval date?
If NO, please explain: 
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes
	

	4.
	Are subjects still being recruited?  
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes
	

	5.
	Are subjects still being followed?

If yes, how many are currently on study?
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes
	

	6.
	Since the:
	study start 
	last review
	Does selection of subjects still appear to be equitable?
Are additional safeguards needed to protect the rights and welfare of vulnerable groups?

	
	Total number of subjects approved by this IRB to enroll at this site:  

Total number of subjects who have signed the consent document: 

Total number of subjects enrolled in the study: 

Total number of subjects who have completed the study: 

Explain any discrepancies in these numbers: 
	     
     
     
     
     
     
     
     
     
     

	

	7. 
	Total number of subjects who have withdrawn or dropped from the study  since the last approval:     
Reasons for  withdrawal:     

	Have subjects withdrawn due to adverse experiences?

	8. 
	Are you using a consent form for this study?

If YES, one copy of the most recent IRB stamped form you are using must be included.

If you are submitting a revised consent form with this continuing review application, enclose the most recently approved consent form, revised consent forms with highlighted changes and one clean copy for approval.  
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes
	Current consent form included?
Consent form is accurate and complete?

	9.
	Have any serious or unexpected adverse events occurred in subjects at this site since the last continuing review report? 
If yes, answer the following questions:

Have the events been reported in writing to the IRB and to the sponsor?

In the investigators opinion, has there been any change in known risk to subjects?

Has the informed consent form been updated to reflect a change in risk?

	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes
	Are risks to subjects still reasonable in relation to anticipated benefits and importance of knowledge that is expected?

Have there been unanticipated problems involving risks to subjects or others?



	10.
	Has there been additional or new information about this study which may affect a subject’s willingness to continue their participation, or that may need to be given to prior participants? (Such as safety information, complaints about the research, revised procedures, duration of study, recent literature, etc.)
If YES, please explain and describe how information was provided or is being provided to current or prior participants.
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes
	Findings obtained so far are included?

Findings of related studies are included?

	11. 
	Has the project changed in any way since the last approval?

If YES, list the changes with the dates the changes were reported to and approved by the IRB since the last approval.  If these were not previously reported to the IRB, submit with a completed protocol amendment form. 
(Changes include protocol amendments, investigator changes, and/or revisions to the consent document, etc.) Use a separate sheet of paper if needed.
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes
	Amendments or changes to research have been sent to IRB as required?

	12. 
	If this is a multi-center trial, has the most recent data safety and monitoring report or other summary report been submitted to the IRB since the last review?

If NO, submit a current report. 
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 N/A
	Reports have been submitted?

	13. 
	Have there been any changes in conflict of interest or financial disclosure information for any study personnel, or are there any new conflict of interest issues now relevant to the review of this protocol?

If yes, please complete an updated financial disclosure or conflict of interest document. 


	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes
	Any potential conflicts to manage?

	14. 
	If you have answered “Yes” to any of the above, provide a summary of the study to date; include summary of research progress.  Comment on enrollment (barriers, fast, slow, etc.), anticipated completion date, etc. 
If closing study, include a summary report.  

If a summary is NOT included, this application will be returned to the investigator and reapproval may be delayed. 


	     


By signing this form, the Principal Investigator certifies that he/she has disclosed to the IRB all relevant information that might affect the risk-to-benefit analysis of this study.

	
	
	

	Principal Investigator Signature
	
	Date
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	Reviewer Recommendation: 
  FORMCHECKBOX 
 Approve    FORMCHECKBOX 
 Approve with Revisions*    FORMCHECKBOX 
 Not Approved 

  FORMCHECKBOX 
 Table, requires additional information*

	
	*list requested revisions or necessary additional information

	Risk Assessment:

 FORMCHECKBOX 
 Low Risk            FORMCHECKBOX 
 Moderate Risk      FORMCHECKBOX 
 High Risk
	
	

	Next review should next occur: 

 FORMCHECKBOX 
 in 3 months         FORMCHECKBOX 
 in 6 months           FORMCHECKBOX 
 Annually         FORMCHECKBOX 
 Other: ​​​​​​​​​​​​​​____________
	
	

	
	
	

	Reviewer’s Signature (Board Member)
	
	Date
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