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This form is to be used to request continuing approval from the VA Central IRB for local site participation in an approved VA Central IRB Study.  To request study closure at a local site, do not use this form and instead use VA Central IRB Form 117b, Local Site Closure Report.

Application Instructions
                                                  

	· The Local Site Investigator (LSI) must complete this form and submit it to the Principal Investigator/Study Chair (PI/SC) by the deadline established by the PI/SC.  The PI/SC is responsible for submitting it to the VA Central IRB as part of the PI/SC continuing review submission for the entire study in sufficient time for the review to take place before the current IRB approval period expires.

· The LSI must also submit the following documents, if applicable, with the continuing review application:
· OGE Forms 450 Alternative-VA, Research Financial Conflict of Interest Statement for all study personnel serving in an investigator role or a memorandum from local site FCOI Officer indicating a review was performed by the site.
· Copy of the current VA Central IRB-approved informed consent document 

· Copy of the current HIPAA authorization

· Copy of Informed Consent and/or Regulatory Audit(s) conducted by local RCO 
· Any other reports of oversight agencies since last continuing review or initial VA Central IRB approval.  

· Submit this entire application and associated documents to the PI/SC in electronic form according to the PI/SC study team instructions.  Each section must contain a response.  The file name must include the LSI’s last name, type of document, and the date (e.g., jones.consent.032815). 
· If you are submitting a LSI amendment or a reportable event for review as part of this continuing review submission, please note that these actions may or may not be separated from the continuing review and processed separately upon receipt depending upon content of the action and any affect the action may have on the continuing review process and approval.
· Please contact the assigned VA Central IRB Manager for your study or call the VA Central IRB toll free line at 1-877-254-3130 if you have any further questions.



Please remove/delete this instruction page prior to submitting your completed file to the Study PI/SC


Continuing Review 
I.  Project and Investigator Identification

	1. Title of Project

	     


	2. VA Central IRB Project # 


	     


	3. Local Site Investigator (LSI)

	a.  Name:                                         c.  Phone:                 
b.  VA E-mail:       

	4. Local VA Facility Name:


	     

	5. Is there a Local Co-LSI?


	  No     Yes    If yes, please indicate the following:

a.  Name:                                         c.  Phone:                 
b.  VA E-mail:       



II.  Project Team Members     
	Please list all local site project team members currently working on this project and indicate personnel added since the last review and approval by the VA Central IRB.  

	Name
	Project Role
	Obtaining informed consent? 
Y/N
	Date of Current Human Subjects Protection Training
	Check if being added with this report
	If added with this report, check if approved Scope of Practice on file or indicate not required.

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Please list all local personnel who have left the project since the last continuing review.  Additional rows may be added as needed.

	Name
	Project Role
	Date Departed

	
	
	

	
	
	


III.   Current Project Status

	The Local Site Investigator must check one of the following to indicate the current status of the study:


	
	1. Open; no interaction with participants (i.e., chart review or data only study) 


	
	2. Open; Enrollment has not started.

	
	3. Open to enrollment; no participants yet enrolled.

	
	4. Open to enrollment; participants enrolled. 

	
	5. Active and open to enrollment; participants are undergoing interventions per approved project.

	
	6. Closed to enrollment; participants continue to undergo interventions per approved project.

          Date Closed to Enrollment:      

	
	7. Closed to enrollment; participants are in follow-up (e.g. survival) only
Date Closed to Enrollment:     

	
	8. No further patient interventions or follow-up; data analysis of private identifiable information only ongoing.

Date Participant Interventions Ended:     


IV.  Participant Enrollment Summary                     
	If your project utilizes records or specimens versus human participants.  When the application asks for the number of subjects, document the number of records or specimens that have been reviewed or collected.

	1. Total Number of Participants Approved for this Project in Local Site Investigator Application

	     

	Note:  If this is the first continuing review application, you need only complete the Column “Since Original VA Central IRB Approval”.  Otherwise, complete both columns.

	Since Original VA Central IRB Approval
	Since Last VA Central IRB Approval

	2. Number of Participants Enrolled

(Enrolled means participants who signed an informed consent form, gave consent but the VA Central IRB approved a waiver of documentation of informed consent, or were enrolled under a waiver of informed consent.  This includes screen failures after consent and participants who have withdrawn or were withdrawn by the study team.) 
	     

	     


	3. Number of Participants Enrolled Who Failed Screening if applicable.  
           Check here if your project does not have screening        procedures after consent.  
	     

	     


	4. Number of Participants Randomized After Consent and Screening if applicable.

 Check here if your project does not randomize after consent.        
	     

	     


	    6  Number of Participants Withdrawn  
         If there were withdrawals, indicate reasons and totals: 

              

	     

	     



	Note:  If this is the first continuing review application, please complete any question in the remaining sections requesting information “since the last continuing review application” with information since the project was initially approved by the VA Central IRB.


V.  Participant Recruitment Issues and Complaints 

	1. Have there been any difficulties in the recruitment of participants since the last continuing review application that may impact the projected completion date for the study at this site?

        No

        Yes.  If yes, please explain any recruitment difficulties that were or are currently being 
                        experienced:        
2. Have there been any complaints from participants or others since the last continuing review application? 

  No
  Yes.  If yes, please explain and address whether the complaint(s) was resolved:      



VI.   Participant Enrollment by Gender and Race or Ethnic Groups

	.  Check if your study enrolled human subjects and gender and minority status were not collected


	Enter the cumulative enrollment for your local site, to include the number of records reviewed and/or specimens collected if used in your study versus human participants.

	
	American Indian or Alaskan Native
	Asian
	Black or African American
	Native Hawaiian or other Pacific Islander
	White
	Hispanic or Latino
	Other/Mixed
	Total

	Men
	     
	     
	     
	     
	     
	     
	     
	     


	Women
	     
	     
	     
	     
	     
	     
	     
	     


	Total
	     
	     
	     
	     
	     
	     
	     
	     



	VII.  Ongoing Monitoring
Please answer the following questions concerning adverse events, unanticipated problems, and complaints that have occurred since the last review of the project by the VA Central IRB.

	1. Since the last continuing review, have there been any adverse events or protocol deviations/violations occurring at your local site that did not require immediate reporting?

         No

        Yes.  If yes, please give overall total and summarize types of events that occurred below or attach a 

                     separate summary report or table. 

           
2. Since the last continuing review application, has the profile of adverse events (in terms of frequency, severity or specificity) occurring at your local site changed from previous experience or from protocol expectations?

         No

        Yes.  If yes, please explain:       
3. Since the last continuing review application, has any new information affected the reasonableness of the risks associated with the research in relation to the anticipated benefits, and/or affected the wiliness of the participants to enroll, or to continue in the research?

         No              

        Yes.  If yes, please explain:      
4. Has an informed consent audit been completed by the local RCO since the last continuing review?  

   N/A (Waiver of informed consent or Waiver of Documentation)

   No.  Continue to item 3.         

   Yes:  If yes, please indicate date:       
        Was this report previously submitted to the VA Central IRB for review?        Yes       No

         If no, submit a copy with this continuing review report or indicate why the report is not yet available.
              
5. Since the last continuing review application, has your local RCO performed a Regulatory audit on this

         study at your site?
     No.  Continue to item 3.             

     Yes.  If yes, please indicate date:       
        Was this report previously submitted to the VA Central IRB for review?        Yes       No

         If no, submit a copy with this continuing review report or indicate why the report is not yet available.  

                        
6. Have any other audits been conducted by any other entities that have not been previously reported to the 

         VA Central IRB?

           No              

           Yes.  If yes, please attach a copy or indicate that a copy has been previously provided to the VA 

                         Central IRB for review and/or comment.




VIII.  Documentation Verification Checks and Additional Information
	1. Since the last continuing review, have you submitted any local site amendments to the VA Central IRB for approval?

           No              

           Yes.  If yes, please complete the table below:
Amendment Number

Date of IRB Approval

Amendment Content

   2.   What is the version number and/or date of your latest IRB-approved protocol?

               
3. Please provide any additional information specific to your local site’s participation in the project not addressed in the above sections and/or supplementing the continuing review application (e.g., presentations or publications).  




IX.  Local Investigator Certification/Assurance

	The Local Site Investigator must read the below and then sign and date the form.


	1. I have completed this continuing review application and included any applicable supplemental documents.  All unidentified unanticipated internal or local unanticipated serious adverse events have been reported as required and applicable.



	2. I will submit this document to the Principal Investigator/Study Chair and maintain a copy of this continuing review application form and supplemental documents in my research records.



	3. I and my project team, to include additional project team members listed in Section II of this Application, continue to have no conflicts of interest in regard to the conduct of this project or, if a conflict has arisen, the conflict has been reviewed by my local site and a copy of the determination is attached.



	4. All members of the local site project team, to include the additional project team members listed in Section II of this Application, are appropriately credentialed, privileged, and have completed all required VA training in the protection of human participants and Good Clinical Practice.



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



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



	________________________________________                              __________________________

Local Site Investigator Signature                                                                             Date


X.  Contents of Application Package

	Please check all documents included in this package:

  VA Central IRB Form 114b, Application for Continuing Review: Local Site Investigator

  OGE Forms 450 for all personnel in an investigator role or certification by FCOI Representative at site

  Current VA Central IRB-approved Informed Consent Document(s) (VA Form 10-1086)
  Current approved HIPAA authorization(s)
  Copy of RCO Informed Consent Audit(s) or Regulatory Audit(s) Conducted at Local Site 

  Copy of audit conducted by an entity other than local RCO

Please indicate below any other documents included with this continuing review application.  If the documents have been modified from currently approved documents (e.g., informed consent document) please use the Microsoft Word track changes function to indicate modifications.  Submit both tracked and untracked versions of the documents if changes were made.  Note:  These may be separated from this continuing review application and processed separately.
  VA Central IRB Form 116, Request to Amend or Modify an Approved Project

  VA Central IRB Form 119, Report of Unanticipated Serious Adverse Event (SAE) and/or Unanticipated 
      Problems (UAP) Involving Risks to Participants or Others

  Other:      


  Other:      



  Other:      
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