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	MIRB#:
	     
	Prom#:
	     

	Principal Investigator:
	     

	Title:
	     

	IRB Project Approval Date:
	     

	Project Expiration Date:
	     
	Date:
	     


By completing and signing this form, you attest that you have responded accurately and completely to all questions.  Failure to comply will result in administrative action.



Project Status:
 FORMCHECKBOX 
  Project is open to enrollment; Have participants been enrolled?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
 FORMCHECKBOX 
  Project is permanently closed to subject enrollment, but subjects continue to participate in research-related interventions.

 FORMCHECKBOX 
  Project is permanently closed to subject enrollment, all subjects have completed all research-related interventions, and long-term subject follow-up continues.

 FORMCHECKBOX 
  Other (retrospective chart reviews, etc):      


1.  The Subcommittee on Research Safety (SRS) will need an updated Research Protocol Safety Survey (RPSS; VA 10-0398) if changes have occurred in the protocol.
Please consult your most recently approved RPSS and your protocol history to determine the following.

	Have changes been made to:
	Yes     No

	Section 1:  Biological Hazards
	 FORMCHECKBOX 
       FORMCHECKBOX 


	Section 2:  Cell or Tissue Samples
	 FORMCHECKBOX 
       FORMCHECKBOX 


	Section 3:  Recombinant DNA
	 FORMCHECKBOX 
       FORMCHECKBOX 


	Section 4:  Chemicals
	 FORMCHECKBOX 
       FORMCHECKBOX 


	Section 5:  Controlled Substances
	 FORMCHECKBOX 
       FORMCHECKBOX 


	Section 6:  Radioactive Materials
	 FORMCHECKBOX 
       FORMCHECKBOX 


	Section 7:  Radiation Generating Equipment
	 FORMCHECKBOX 
       FORMCHECKBOX 


	Section 8:  Non-Ionizing Radiation
	 FORMCHECKBOX 
       FORMCHECKBOX 


	Section 9:  Physical Hazards
	 FORMCHECKBOX 
       FORMCHECKBOX 



If you answered “YES” to any of the above items, and haven’t already submitted an amendment requesting approval to change your protocol, you will need to submit an amendment form and include a revised RPSS.  The amendment will require review by the IRB and SRS.
If you answered “NO” to all of the above, you are not required to submit an updated RPSS.

Reviewed by SRS Chair or Designee:   ___________________________________
          _________________







          Chair/Designee



           Date
2.  Provide an updated copy of the informed consent form using the current template.  Please ensure to update the version date, and submit an electronic copy of the latest IRB approved version.

If changes to the HIPAA Authorization are required, please submit a new version.  If no changes are required, please submit a copy of the HIPAA Authorization. 
3.  Enclosed is a Protocol History reporting all committee actions during the previous period of approval in response to information received by the VA Research Office. Please review this information carefully and compare it with your files.  Be sure you have submitted all amendments/modifications, advertisements, DSMB reports, multi-center trial reports, any unreported on-site or off-site adverse events or unanticipated problems that may involve risk to participants or others, problem reports, updates to investigators brochure, etc. since the last review.  Indicate on a separate sheet any discrepancies and return them with your continuing review application.  Your signature on this Submission Form is attestation that this protocol history is complete and accurate. Investigators are responsible for ensuring that the documents listed are contained in their regulatory binder.
4.  Please conduct an updated Literature Review, and provide a summary of significance to your study (on a separate page), remember to include database and search term used.
5.  List below ALL study personnel who are working on this study:  (attach separate page if necessary)

	Name
	Role
	Scope of Practice/Functional Statement and CV on File -Reviewed within the past year
	Have any new conflicts of interest been identified since last report
	Conflict of Interest on File
	Is all VHAWNYS research required education up to date

	
	
	YES
	NO
	YES
	NO
	YES
	NO
	YES
	NO

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



If a new conflict of interest has been identified for any staff member, please complete a new conflict of interest form.

6.  Progress Report.  Please ensure the following sections are completed in lay language.

a. The original abstract updated with any changes.
     
b. A brief summary of the methodology and procedures used in your study (if not explained in the abstract).

     
c. Summary of any new research findings and whether they may change the ratio of risks to benefits.

     
d. Summary of unanticipated problems involving risks to subjects or others.

     
e. Complaints about the research.

     
f. Any significant new findings that arose from the research.

     
g. Any significant new findings that might have determined subjects willingness to continue participation; if yes, were these findings relayed to the subjects.

     
h. Any adverse events, protocol deviations, or unanticipated problems that required corrective measures.

     
i. Progress to date that will lead to completion of the study (i.e., recruitment progress, methodologies devised, etc.).

     
j. List of any publications or presentations on this research; Acknowledgment of the VA’s contribution is required in any publications and presentations that may result from your research.
     
k. For projects which are past the period of data collection/analysis, specify the plans for work to be accomplished in the upcoming year. (Limit to 2-3 lines)
     
	7.  Does this study require VA Radiation Safety Committee (RSC) approval?
       FORMCHECKBOX 
  YES        FORMCHECKBOX 
  NO

If yes, a completed copy of this Continuing Review Submission Form must be forwarded to the Health Physics Office (115) by the Principal Investigator.


	8.  Do any local adverse events/problems indicate any possible change in the ratio of risks to benefits?  
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	9.  Have you received any complaints from subjects about this research?  
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	10.  Have any participants claimed injury from participating in this study?  
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	11. Does this current literature review change the risk level of the study?
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	12. Have there been any changes to the protocol or investigators brochure during the past year? If yes, and a current copy has not been submitted to the Research Office within the past year, please submit.
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	13. If this is a clinical trial, has the study been registered with www.clinicaltrials.gov?  

Clinical Trial Identifier Number:      
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	14. Have you received approval to remove VA sensitive data off-site?

If yes, please submit an updated VA Memorandum “Authorization to Transport & Utilize VA Sensitive Information Outside Protected Environments”
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	15. Number of participants who have signed consent since last report: 

Your signature on this form certifies that signed consent was obtained prior to undergoing any study interactions or interventions.
	     

	Of ALL participants who have signed consent since the last report: 

	# of Males:         
# of Females:  

# of Black:        
	      

     
     
	# of Hispanic:  
# of Caucasian:      
# of Other:        
	     
     
       Specify:      

	16. Number of participants who met inclusion criteria:
	     

	17. Number of screen failures:
	     

	18. Total number of participants enrolled since beginning of study:

This is the number of participants who passed screening, and were enrolled on the study.  This does not include screen failures. 

Submit a master list of names of all participants who have signed consent for the study since initiation with this continuing review.
	     

	19. Number of participants who signed consents and failed to complete the study in this review period:

Explain reasons for any participants who withdrew consent:        
	     

	20. A signed consent form for each participant entered into this study is in my files and has been sent to VAWNYHS Research Office.
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	21. Did all research participants in the review period give informed consent?
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	22. Did this project receive a waiver for documentation of informed consent?
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	23. Did you make any changes to the consent form that have not been reviewed and approved by the IRB via a previous amendment?
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	24. Have there been any changes regarding use of vulnerable populations (mentally challenged, prisoners, pregnant women, children, or economically and educationally disadvantaged persons)?


	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	25. Were there any unanticipated risks or new information discovered during the course of the study that might affect participants’ willingness to participate?

a) If yes, did you submit a revised informed consent form to the IRB for review and approval?

b) If yes, were participants re-consented?

c) If yes, were participants notified in writing?

Please provide a copy of the notification if you have not done so already.
	Yes     No    N/A
 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	26. Have all serious adverse events and safety report notifications been reported to the IRB?
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	27. Have all amendments to the protocol been submitted to the IRB?
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	28. Have all unanticipated protocol deviations (including errors and accidents) been reported to the IRB?
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	29. Have all advertisements been submitted to the IRB?
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	30. Is the study closed to enrollment?

a) If yes, indicate the date closed:      
b) If no, how long will enrollments continue?       
c) If no, how many more participants are anticipated?       
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	31. Are participants being seen for follow-up?

a) If yes, how long will participants be followed?       
b) If yes, are all research related interventions completed?        FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	32. Is the research project completed?
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	33. Would you like to terminate the project?
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	34. Have there been any changes since the last report, with respect to:

a) Source or sufficiency of funding?

b) Need for space?

c) Need for equipment and supplies?

d) Personnel involved?

If yes, please include these changes in the attached progress report.
	Yes     No    N/A
 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 


	35. Does this study have a data safety monitoring board (DSMB)?

a) If yes, please include a current report.  Date of last report:      
	Yes     No    N/A

 FORMCHECKBOX 
       FORMCHECKBOX 
      FORMCHECKBOX 



36. Principal Investigator Certification / Assurance

	The principal investigator must check each box and sign and date the form.

	 FORMCHECKBOX 

	a. I have completed this continuing review application and included any applicable supplemental documents.

	 FORMCHECKBOX 

	b. I and my study team have no conflicts of interest in regard to the conduct of this project, or, if a conflict of interest has arisen, the conflict has been reviewed by VAWNYHS and a copy of the determination is attached.

	 FORMCHECKBOX 

	c. All members of the study team are appropriately credentialed, privileged, and have completed all required training in the protection of human participants and good clinical practice.

	 FORMCHECKBOX 

	d. I understand it is my responsibility to submit all project changes to the VAWNYHS IRB for approval prior to initiating such change, except when necessary to eliminate apparent immediate hazard to the participant.

	 FORMCHECKBOX 

	e. I understand that if continuing review approval has not been completed prior to the VAWNYHS IRB expiration date, I must stop all research activities, including data analysis.  If I have participants currently enrolled receiving interventions or interactions, I must immediately submit a list of names to the VAWNYHS IRB Chair who will determine, in consultation with the Chief of Staff, whether participants may continue receiving the research interventions and interactions.


By signing below, I attest that the project continues to be scientifically and ethically sound.  I and my study team have the competencies and resources to continue to conduct the research described in this continuing review application.  I and my study team will continue to meet the ethical standards for research involving human participants and will comply with requirements for VAWNYHS IRB approval of this project.
____________________________________________                                    _______________________ 
Principal Investigator Signature





Date


To be completed by IRB Chair:
 FORMCHECKBOX 
   Approved  
 FORMCHECKBOX 
     Disapproved

____________________________________________                                    _______________________ 

IRB Chair Signature







Date
IRB Received:
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