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Regulations specify that Continuing Review is required for all approved research studies. Failure to comply will result in suspension or termination.**  Please return completed information to the Research Administrative Office (151), IRB Coordinator. 

**	The continuation of research after expiration of IRB approval is a violation of the regulations [21 CFR 56.103(a)]. If the IRB has not reviewed and approved a research project by the project's expiration date, the research activities must stop. NO new subjects may be enrolled in the study.  All research must be conducted in accordance with federal regulations governing human research. The IRB will have no option but to restrict, suspend, or terminate an investigator's privileges to conduct research at the VA NWIHCS if it finds that research is not being conducted in accordance with these regulations. The IRB is required to report noncompliance resulting in suspension or termination to pertinent agency officials (i.e., VA Headquarters, FDA, OHRP).

1A.	Request for Continuing Review: (Check one item OR complete 1B if the project is closed).
[bookmark: Check1]|_|	Project is Active and human subjects are being enrolled; records or specimens are being reviewed or collected.
|_|	Project is Active; no human subjects were enrolled or no records or specimens were reviewed or collected.  Please explain your plans for recruitment and continuation of the study: 
	     	
[bookmark: Text8]|_|	Project is Active for patient follow-up only; patient accrual was closed on:      
|_|	Project remains Active for data analysis and manuscript preparation.
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1B.	Request for Closure: (Check one and update the abstract as specified in question 15) 
|_|	Project has closed and data analysis has been completed.
|_|	Project is closed; study was never initiated.

2.	Master Human Subject Enrollment List.  The investigator must maintain a list of all subjects from whom informed consent has been obtained.
a)	Please certify that all subjects entered onto the master list of subjects for the study signed an informed consent prior to undergoing any study interactions or interventions, unless the IRB has granted a waiver of informed consent (38 CFR 16.116(c) and (d)), or a waiver of the signed informed consent form (38 CFR 16.117(c)(1)):  |_| Yes   |_| No   |_| NA

b.	Did the IRB grant a waiver of the requirement to maintain a Master Human Subjects Enrollment List? |_| Yes   |_| No  (Previously approved by IRB through documented waiver of criterion 16.117( c)(1).

3.	Patient Enrollment. Insert number of human subjects consented or medical records reviewed/collected. These numbers should coincide with the Master Human Subject Enrollment List (Appendix UU).
a.	Total number of human subjects approved (since the later of study initiation or approved amendment) by the IRB for this project:      .  
Note: If more subjects have been enrolled and/or records or specimens were reviewed or collected than were approved, please submit a Report of Problem form.

b.	Enrollment:

	Enrollment at VA NWIHCS:
	Enrolled during last approval period
	Enrolled since initial IRB approval

	|_|  
	Check if your project utilizes records or specimens versus human subjects.  When the application asks for the number of subjects, document the number of records or specimens that have been reviewed or collected.

	#1
	How many subjects were consented?
	     
	     

	#2
	How many subjects withdrew or were withdrawn by the research team from the study after data collection had begun?
	
	

	
	a. Consented screen failure(s):
	[bookmark: last2a]     
	[bookmark: initial2a]     

	
	b. Voluntary (by subject):
	[bookmark: last2b]     
	[bookmark: initial2b]     

	
	c. Involuntary (by PI):
	[bookmark: last2c]     
	[bookmark: initial2c]     

	
	d. Other reason (explain):      
	[bookmark: last2d]     
	[bookmark: initial2d]     

	#3
	Total number of subjects enrolled in the study (cannot exceed the number in 3a.):  
(#1 - #2a =  #3)
	[bookmark: last3]0
	[bookmark: initial3]0


	
[bookmark: Text13]	Comments, if applicable:       

c.	Racial/Ethnic Makeup of subjects, by ethnic origin, since initial IRB approval of the study:

	
	American Indian
	Asian or Pacific Islander
	Black
	Hispanic
	White
	Other or Unknown
	Total
	

	Male:
	     
	     
	     
	     
	     
	     
	[bookmark: mt]  0
	

	Female:
	     
	     
	     
	     
	     
	     
	[bookmark: ft]  0
	

	Total
	0
	0
	0
	0
	0
	0
	  0
	*


* Total should be total number of subjects consented less any consented screen failure(s) and match #3 (above, total enrolled since initiation.
Comments, if applicable:       	

4.	Vulnerable Populations.  Complete the following:
a.	Does this project enroll any categorically vulnerable populations (i.e. pregnant women, prisoners, mentally disabled or impaired decision making capability, economically or educationally disadvantaged, children, and/or subjects who lack decision-making capacity)? |_| Yes   |_| No

b.	Have there been any changes regarding the use of vulnerable populations?
|_| No
|_| Yes	If yes, explain:      	

c.	If applicable, list the safeguards in place to protect the rights and welfare of the vulnerable subjects.
|_| NA
     	

d.	If applicable, complete the enrollment figures below:
|_| NA
[bookmark: preg][bookmark: Pris][bookmark: Men][bookmark: Eco]Pregnant Women:       + Prisoners:       + Mentally Disabled or Impaired Decision Making Capability:       + Economically or Educationally Disadvantaged:       + 
[bookmark: child]Children:       = Total: 0

5.	Study Personnel. 
a.	Please list yourself and the members of your Research Team. Designate the type of appointment (VA employee or WOC). Identify study roles at the VA NWIHCS and telephone numbers. Indicate the date of VA human subject protection education (CITI). VA CITI training should be completed every 730 days at the CITI website at www.citiprogram.org.

	Name
	Appointment
(VA or WOC)
	Study Role
	Phone No.
	VA CITI
(mm/dd/yy)


      / ID:      


	
	
	
	
	




b.	Have there been any additions in personnel not previously reported?
|_| No
|_| Yes	If yes, document the changes by submitting an Amendment/Revised Protocol Reporting Form (Appendix MM).

c.	Please list all personnel who have left the project since the last continuing review.

	Name
	Study Role
	Date Departed


      / ID:      


	
	
	




[bookmark: Check2]6.	Conflict of Interest. Have any possible Conflict of Interest issues concerning this project been identified?
|_| No
|_| Yes	If yes, please describe:      	
If a conflict has been identified since the last IRB review, please complete and attach the Financial Conflict of Interest Statement (Appendix S). Appendix D, NWIHCS Memo No. 151-11 Conflict of Interest in Research, may also be consulted. 

7.	Data Security.  Has there been a change in data collection, data use, data storage, data transmission and/or data disposition?  Has there been a change in the Data Use Agreement form?
|_| No
|_| Yes	If yes, please submit a revised and completed Data Security Checklist (Appendix NN).
	     	

8.	Informed Consent. Please attach the following items. 
a.	Copy of current informed consent form (with current IRB approval initials and date).  |_| Yes   |_| NA

b.	Copy of the current HIPAA Authorization document.  |_| Yes   |_| NA
c.	Did you make any changes to the consent form or HIPAA authorization that were not reviewed and approved by the IRB, prior to this continuing review?  |_| Yes   |_| No   |_| NA   If yes, document the changes by submitting an Amendment/Revised Protocol Reporting Form (Appendix MM).

9.	Amendments.
a.	Were all amendments submitted to the IRB prior to this continuing review?  
|_| None to Submit	
|_| Yes
|_| No	If no, provide an explanation:      	

b.	List all amendments or modifications to the research since the last IRB initial or continuing review and approval.  |_| None submitted. You may also submit the list as a separate attachment.

	Brief Description
	IRB
Approval Date



	
	




10.	Investigational Drug or Device.
a.	Does this project involve an investigational drug or device?  |_| Yes   |_| No
b.	Is the drug/device study still considered investigational?  |_| Yes   |_| No   |_| NA
	If yes, have there been any changes or updates to the investigator’s brochure, package insert or product information for the device(s) and/or drug(s)?
|_| No
|_| Yes	If yes, please describe:      	

11.	Data Safety Monitoring Plan.
a.	Did the original protocol submission include a research plan for monitoring the data?
|_| No
[bookmark: Check17]|_| Yes	If yes, and there were no changes to the monitoring plan, please check this box |_|
	If yes, and there were changes to the monitoring plan, please describe any changes below: 
[bookmark: Text6]In regard to who will monitor the data?       	
[bookmark: Text7]What data will be monitored?      	
How frequently the data will be monitored?      	
What analyses will be performed?      	
What decision rules (e.g. stopping rules) will be considered?      	
Will unexpected harms be detected promptly?      	

b.	Attach any summaries, recommendations, or minutes of DMC, DSMB, or DSMC meetings (if applicable) or findings based on information collected by the data and safety monitoring plan submitted in the initial proposal.  |_| Attached  |_| None to Report

12.	 Provide information on problems, complications, and/or external site monitoring.

a.	Have all identified unanticipated internal or local SAEs, whether related or unrelated to the research, been reported as required to the IRB since the last review (refer to VHA Handbook 1058.01)?
|_| None to Report
|_| Yes  Provide a summary and attach the “Adverse Events ReportingLog”
|_| No   Provide an explanation, summary, and attach the “Adverse Events Reporting Log”
     	

b.	Have all sponsor AE reports, describing a safety problem for which action at the facility level may be warranted, been reported to the IRB?
|_| None to Report
|_| Yes  Provide a summary and attach the “Safety Reports Received From Sponsor”
|_| No   Provide an explanation, summary, and attach the “Safety Reports Received from Sponsor”
     	

c.	Have there been any adverse events or unanticipated problems involving risks to participants or others?
	|_| None to Report
|_| Yes	If yes, provide a summary and attach “Adverse Events Reporting Log” and/or “Safety Reports Received from Sponsor.”
     	

d.	Where there any complaints about the research since the last IRB review?  
	|_| No
|_| Yes	If yes, please describe:
     	

e.	External Site Monitoring.
1)	Were all External Site Monitoring Visit Reports reported as required to the IRB?
|_| None to Report
|_| Yes
|_| No	If no, provide an explanation and submit the report(s) using the External Site Monitoring Visit Report/Checklist (Appendix I). 
     	

2)	Provide a summary of any reports that resulted in suspicions or concerns of serious non-compliance with the study protocol, IRB requirements or applicable regulations and policies.
|_| None to report
     	


13.	New Scientific Findings/Recent Literature.  Is there any new relevant literature, not available when the protocol was submitted, that changes either risks or benefits associated with the continuation of the study. Provide a summary of any publications that are attached for the IRB Committee.
|_| No
|_| Yes	If yes, please attach the information and discuss the impact on the research or change in the risk/benefit ratio in question.
     	


14.	Risks/Benefits.  Given the results to date and the summary of recent literature (if any), has the relationship between the study risks and benefits changed since the last renewal? 
[bookmark: Check11]|_|  No
[bookmark: Check12][bookmark: Text9]|_|  Yes	If yes, please analyze how adverse events, protocol modifications, and results from other studies affect the risk/benefit ratio.
     	

15.	Abstract. Review the current abstract which has been provided to you.  UPDATE the “FINDINGS” to include the most recent continuing review period.  The “FINDINGS” section MUST BE UPDATED with any scientific findings to date.  In addition, if this is a final report provide the “IMPACT/SIGNIFICANCE” of the research. The Abstract Guidelines (Appendix R) include tips and guidelines for your reference).  You may also submit the updated abstract via e-mail to the IRB Coordinator at Denise.Olsen@va.gov.

[bookmark: Text10]a.	Findings:	     	

[bookmark: Text11]b.	Impact/Significance (only include with final reports):       	

16.	Project Data Sheet (PDS). Please review the data on the PDS which has been provided to you.  If ANY of the information on the PDS has changed since the previous report, please make the changes on the current PDS and return it with the IRB Continuing Review Submission Form. If you modify the MeSH terms, please ensure that the MeSH terms are consistent with the website: http://www.nlm.nih.gov/mesh/Mbrowser.html. Please attach the updated PDS form.

a.	Have there been any changes, since the last report, with respect to the source (or the sufficiency) of funding, the need for space, the need for equipment and supplies, and/or the personnel involved? 
[bookmark: Check13]|_|  No
[bookmark: Check14][bookmark: Text12]|_|  Yes	If yes, please summarize the changes.
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(ONLY THE PRINCIPAL INVESTIGATOR IS AUTHORIZED TO SIGN)
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image1.jpeg
Defining
Mﬁ EXCELLENCE

CARE | in the 21st Century





