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Principal Investigator:       
Project Title:       
MIRB #:      
Date Form Completed:       
Instructions:

Submit this form and any additional documents to the Research Office by the due date indicated in the Continuing Review Reminder email. 
Required Additional Documents:

1. Research Financial Conflict of Interest Statement – Submit this form for the PI and each Co-PI, and/or co-investigator/sub-investigator working on this research at the VA NYHHS or while an employee (salaried, IPA or WOC) of the VA NYHHS. 

2. An updated study abstract. Update the Findings to Date section to reflect the current enrollment and any other findings to date, including interim analysis. This document must have a version date on it. Please provide this document in Word format.

3. The currently approved protocol - If there are changes to the protocol being submitted with this CRQ, also submit a Project Modification Form.
4. Current Research Protocol Staff Report
If applicable, the following documents should be included.
5. Consent Form(s) & HIPAA Authorization – Submit the currently approved informed consent form (ICF) and, if applicable, the separate HIPAA Authorization form. A revised version date is not needed if no changes have been made to the ICF since the last continuing review. If you have made changes to the ICF that have not been approved by the IRB, please update the version date and use track changes to indicate revisions, submit a clean version and submit with a Project Modification Form.
6. If there is a Data Monitoring Committee or Data and Safety Monitoring Board for this study, please submit all summaries, recommendations, and minutes of DMC meetings, since last continuing review.
7. Summary of all internal or local SAEs, since last continuing review. Please use Local Serious Adverse Event and Unanticipated Problems Log available on internet site.
8. Summary of all unanticipated problems involving risks to subjects or others, since last continuing review. Please use Local Serious Adverse Event and Unanticipated Problems Log available on internet site.

9. Current Investigator’s Brochure for FDA regulated research.
10. Privacy and Data Security Plan if you have not previously submitted this form or if there has been any change in the collection, disclosure, or storage of VA sensitive information since the last review.
11. If study has been determined to entail biosafety risk to participants or staff, it requires continuing review by the Subcommittee on Research Safety and a Continuing Review Questionnaire for Subcommittee for Research Safety should be submitted.

	A. Study Status at the VA NYHHS:  Please choose a response that best describes your study status.  If none are applicable, check “other” and explain.

	 FORMCHECKBOX 

	Prospective recruitment/enrollment has not started

	 FORMCHECKBOX 

	Open to prospective recruitment/enrollment:  
      FORMCHECKBOX 
  Active:  Participants enrolled and/or randomized and/or undergoing interventions
      FORMCHECKBOX 
  No participants enrolled and/or randomized

	 FORMCHECKBOX 

	Closed to prospective enrollment:  
      FORMCHECKBOX 
  Participants undergoing interventions
      FORMCHECKBOX 
  Participants in follow-up
	Date Enrollment Closed:

     

	 FORMCHECKBOX 

	Study completed, no active follow up, but still open for data analysis and manuscript publication

	 FORMCHECKBOX 

	Study completed, all analysis and publications completed – Close administrative files

	 FORMCHECKBOX 

	Database or chart review study – Project uses existing data and has an approved waiver of informed consent and waiver of HIPAA authorization. Continuing to review charts or specimens.

	 FORMCHECKBOX 

	Other, explain:       


	B. Participant Information

	1. As applicable, indicate the number of participants and/or records and/or specimens entered (check appropriate box below) for the review period and since the inception of the study.  Also provide information on withdrawals during this review period.  
2. Total target of participants to be enrolled, records reviewed or specimens analyzed for entire study:      
3. Expected date of study completion:      
In table below, check appropriate box in left hand column if 1) prospective direct participant contact study, 2) database only study, or) study using existing human specimens and answer questions in that section.
Enrollment Type
Since study inception
During this review period

For studies with prospective direct participant contact
 FORMCHECKBOX 

Number of participants who consented:

        

     
Number of screen failures (consented but did not qualify for randomization):
        

     
Number randomized:

     
     
Number of participants withdrawn or lost to follow up:

     
     
Number of participants who have completed protocol:
     
     
Number of participants still active:
     
     
Number withdrawn during this review period:

a. Lost to follow-up:       
b. Clinical/Safety reasons:       
c. Non-adherence to protocol:       
d. Participant died:       
e. Ineligibility:       
f. Participant decision:      
g. Other:       
Is this a multicenter study?  FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes, if yes give total enrollment for all sites, if available:      
For Database Studies:
 FORMCHECKBOX 

Number records enrolled:

        

     
Number of records withdrawn:

        

     
If applicable, reason(s) for withdrawal(s):       
For studies using human specimens:
 FORMCHECKBOX 

Number specimens enrolled:

        

     
Number of specimens withdrawn:

        

     
If applicable, reason(s) for withdrawal(s):       



	4. Enter the cumulative participant gender and minority status for the VA NYHHS site only.

 FORMCHECKBOX 
  The study enrolled human subjects but gender and minority status were not collected.

4a. Race

Females

Males

Sex/Gender unknown or not reported

Total

American Indian or Alaska Native

     
     
     
     
Asian

     
     
     
     
Black or African American

     
     
     
     
Native Hawaiian or Other Pacific Islander

     
     
     
     
White

     
     
     
     
More than one race

     
     
     
     
Unknown or not reported

     
     
     
     
4b. Ethnicity 

Hispanic or Latino

     
     
     
     
Not Hispanic or Latino

     
     
     
     
Unknown or not reported

     
     
     
     
*The Ethnic Categories total must equal the Racial Categories total.


	5.Number of participants considered to be members of vulnerable populations specifically targeted for recruitment in this study:
 FORMCHECKBOX 
 Check here and do not complete following table if vulnerable populations were not specifically targeted.
Females

Males

Sex/Gender Unknown or not reported

Total

Pregnant women

     
     
     
     
Prisoners

     
     
     
     
Children

     
     
     
     
Individuals who lack decision making capacity

     
     
     
     
VA Employees
     
     
     
     
Trainees
     
     
     
     
Economically or socially disadvantaged
     
     
     
     



	C. Informed Consent and HIPAA Authorization
	Yes
	No

	1. Does this study have waivers of informed consent and HIPAA authorization to screen and recruit?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. What type of informed consent was used?

 FORMCHECKBOX 
  Written consent form
 FORMCHECKBOX 
  Short form: Information Summary/Oral Presentation

 FORMCHECKBOX 
  Waiver of documentation of informed consent

 FORMCHECKBOX 
  None:  Waiver of informed consent

	3. If applicable, include the currently approved ICF.

 FORMCHECKBOX 
  Not applicable      FORMCHECKBOX 
  Attached

	4. What type of HIPAA authorization was used?

 FORMCHECKBOX 
  Written HIPAA authorization

 FORMCHECKBOX 
  None:  Waiver of HIPAA authorization

	5. If applicable, include the currently approved HIPAA authorization.

 FORMCHECKBOX 
 Not applicable      FORMCHECKBOX 
 Attached


	D. Modifications since last Continuing Review
	Yes
	No

	1. Have there been any changes in study hypotheses?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Have there been any changes in study methodology?   
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Have there been any changes in methods used to protect confidentiality, i.e. how are subject records safeguarded and secured?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Have there been any changes in data sharing?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Have there been any other changes to the protocol or consent form?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. If No to all questions 1-5, skip to Section F.

7. If YES to any question 1-5 above, have all such changes previously been submitted as amendments and are listed in Section E below?

If No to question 7:
 FORMCHECKBOX 
 Modification materials attached

 FORMCHECKBOX 
 Modification materials will be sent as a separate submission
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If YES to question 3 or 4 above, please submit a Privacy and Data Security Plan


	E. Project Modifications

	1. Provide a list of all modifications to the project since last IRB initial or continuing review, whichever is most recent.  If more space is needed, attach additional page(s) as necessary.
 FORMCHECKBOX 
 There have been no modifications since the last IRB review.

Modification Approval Date

Brief Description of Modification
     
     
     
     
     
     



	F. Data Safety Monitoring and Risk / Benefit Assessment
	Yes
	No
	N/A

	1. Have there been any local Serious Adverse Events (SAEs) in this review period?

If yes, attach a summary/list of all SAEs that have occurred during the review period.

 FORMCHECKBOX 
 A listing of all local SAEs is attached. 

2. Regulations require that all local, SAEs that are unanticipated and related to the research must be reported to the IRB within 5-business days of the study team learning of the event. Please confirm that all unanticipated and related SAEs have been submitted to the IRB.
If NO, attach the local, unanticipated and related SAE reports.
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 


	3. Have there been any unanticipated problems involving risks to subjects or others during the review period?

If yes, attach a summary/list of all unanticipated problems that have occurred during the review period. You may use the Local Serious Adverse Event and Unanticipated Problems Log for this purpose.
 FORMCHECKBOX 
 A listing of unanticipated problems is attached.

All local unanticipated problems that required 5-business day reporting have already been submitted to the IRB.  
If NO, attach the Serious Unanticipated Problem - Serious Unanticipated Adverse Event Report Form
	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 


	4. Does a data monitoring committee (DMC) or data and safety monitoring board (DSMB) exist?
5. Have there been any summaries, recommendations, or minutes from DMC/DSMB meetings or findings based on information collected by the data and safety monitoring plan during the review period?  
If Yes,

 FORMCHECKBOX 
 Report is attached.

 FORMCHECKBOX 
 Report is pending. Date of pending review:      
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 


	6. Have there been any subject claims of injury or complaints regarding the research since the last Continuing Review and/or Initial Review?

If yes, describe:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Is there new information available that may change the risk / benefit ratio (e.g. new identified risk to subject or others, long term effects)?

If yes, describe:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	G. Is this study part of a multi-center research project?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	If yes:

1. VA NYHHS is the lead site & other sites’ IRB initial approvals were/will be submitted.

2. If available, relevant multi-center trial report(s) since last review period are attached.  
 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 



	H. Overview / Findings
	Yes
	No

	1. Since the last Continuing Review have there been any new scientific or relevant findings in the literature that may impact the research?

If yes, provide summary:      
2.  Have there been any study publications since the last and/or initial review?  If Yes, please attach publications.
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 



Expedited Review Process
Studies that are no more than minimal risk and have previously been reviewed by the expedited review process may be eligible for continuing review by the expedited review process. In addition, expedited review may be requested if:

1. No subjects have been enrolled and no additional risks have been identified; or
2. The research is permanently closed to the enrollment of new subjects; and

a. All subjects have completed all research-related interventions; and/or

b. The research remains active only for long-term follow-up of subjects; and/or

c. The remaining research activities are limited to data analysis.
Type of review requested:

 FORMCHECKBOX 

Full IRB, study does not meet criteria for expedited review.

 FORMCHECKBOX 

Expedited review. Please complete Request for Expedited Review Form
