	VA NYHHS REQUEST FOR CONTINUED APPROVAL OF STUDIES IN DATA ANALYSIS



VA New York Harbor Healthcare System
Request for Continued Approval of Studies in Data Analysis
Use this form if:

1. The study enrolled human participants, but there has been no contact with study subjects during the last review period and no future contact is planned and the study was previously approved for conversion to database only by the IRB.  However, the study remains open for continuing, on site data analysis and or manuscript preparation. 
or
2. The study uses only existing databases (e.g., administrative, genetic, biological).
The Institutional Review Board (IRB) is responsible for assuring that the health, rights, and welfare of subjects involved in research are being protected during their participation in a research project.  As a part of that responsibility, IRB must conduct a purposeful continuing review of the research at intervals appropriate to the degree of risk, but not less than once per year.  The responsibility for continuing review is as important as the initial review.  After the project has begun and subjects enrolled, the research may change, unanticipated problems may be discovered, and adverse events may appear.  This is when risks can be re-evaluated and the risk/benefit ratio reassessed.

To maintain compliance, the completed forms must be returned to the IRB Office 10 business days prior to the expiration date of the current IRB approval (stated on your IRB renewal notice).  It is the Investigator’s responsibility to complete and return the form along with the required documentation before the approval expires.  
Failure to receive continuing approval by the expiration date will result in a lapse of study approval and render the protocol inactive. Interventions and Interactions with new or existing participants may not continue until the project obtains approval by the full committee.  

If the safety of currently enrolled research subjects will be jeopardized by a lapse in study approval (automatic expiration), the PI must contact the IRB office immediately.  Approval to continue may be granted only by a Co-Chair of the IRB.

Amendments at the time of Continuing Review

If you submit an amendment to the IRB at the same time as a request for continued approval, you must submit the amendment as a separate set of paperwork using a VANYHHS amendment form.   The review and approval of an amendment requires a separate and distinct committee action, with a separate approval of each modification. 

A final report is required upon completion, termination or cancellation of any study.
	PI:           
	MIRB#:            
	EXP DATE:            

	PROJECT TITLE:            
Primary Email:           
Secondary Email:           

	SPONSOR:                                     ADMINISTRATOR OF FUNDING:            


I.  PROJECT STATUS

 FORMCHECKBOX 

Continuing Approval for Database Studies: Project uses existing data and has an approved waiver of informed consent and waiver of HIPAA authorization.
 FORMCHECKBOX 

Continuing Approval for Studies in Data Analysis: Project will remain open for data or sample analysis and manuscript preparation only. Participants were enrolled with an informed consent. Enrollment and follow up are completed.
 FORMCHECKBOX 

Close Project:  Data analysis complete, all anticipated manuscripts accepted for publication.
II. ENROLLMENT


	Lines 1 and 2 should be completed for multi-site studies ONLY
	Most Recent
Period
	Entire Study
Period

	1. 
Total number of subjects anticipated at all sites for entire study period 
	 
	     

	2. 
Total number of subjects consented at all sites to date (do not include in the number entered, subjects who were consented but found ineligible during subsequent screening phase)
	 
	     

	Lines 3 through 9 apply to local site only
	
	

	3. 
Total number of subjects authorized for entire study period
	 
	     

	4. 
Total number of subjects consented or entered in database
	     
	     

	5. 
Total number of male subjects consented (enter DNC for “Data Not Collected”)
	     
	     

	6. 
Total number of female subjects consented (enter DNC for “Data Not Collected”)
	     
	     

	7. 
Total number of non-veterans consented (enter DNC for “Data Not Collected”)
	     
	     

	8. 
Total number of minority candidates consented (enter DNC for “Data Not Collected”)
	     
	     

	9. If you answered DNC in any line above, explain in the text box below why these data have not been collected.

     


	Lines 10 through 16 should be completed ONLY for studies with direct participant contact (not chart reviews) and are for local site only
	Most Recent
Period
	Entire Study
Period

	10.
Total number of subjects consented (same as line 4 above)
	
	     

	11.
Total number of subjects found ineligible to continue in protocol (i.e. randomization, further testing, observation) after consenting and protocol based screening.
	
	     

	12.
Number of subjects lost to follow-up 
This includes participants who have not appeared for regularly scheduled study visits and you are unable to contact, those who have died and those who have moved.
	     
	     

	13.
Number of subjects withdrawn or terminated at the request of the PI
	     
	     

	14.
Number subjects withdrawn at their own request 
	     
	     


III.   STUDY ASSESSMENT SINCE THE LAST IRB CONTINUING/INITIAL REVIEW
 
1.
Have there been any changes in study hypotheses?  

 FORMCHECKBOX 

Yes
Provide date(s) of IRB approval and description of the amendments in the text boxes below.
 FORMCHECKBOX 

No

	mm/yy
	 Hit enter within a cell to add lines 


2. 
Have there been any changes in study methodology?   

 FORMCHECKBOX 

Yes
Provide date(s) of IRB approval and description of the amendments in the text boxes below.
 FORMCHECKBOX 

No

	mm/yy
	 Hit enter within a cell to add lines 


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

Yes
Provide date(s) of IRB approval and description of the amendment in the text boxes below.
 FORMCHECKBOX 

No
	Date
	Description

	mm/yy
	 Hit enter within a cell to add lines 


3a. 
Please identify where any electronic data will be stored: 

 FORMCHECKBOX 

NYHHS network folder
 FORMCHECKBOX 

Other:           
 FORMCHECKBOX 

N/A
Specify the full location name (including network/server name) where the data are stored, as applicable.           
3b. 
For hard copy data, identify the building and room number in which it will be store:           
 FORMCHECKBOX 

N/A
4. 
Have there been any changes in the conduct of the study or its funding that might now be considered to present a conflict of interest? 

 FORMCHECKBOX 

Yes
Provide an explanation of those changes in the text box below.
 FORMCHECKBOX 

No 

          
5. 
Is there new information available regarding the research project that may change the risk/benefit ratio (e.g., new identified risk to subjects or to others, long term effects)? 

 FORMCHECKBOX 

Yes
Provide an explanation of the new information in the text box below.
 FORMCHECKBOX 

No 

          
5. 
If the study, enrolls vulnerable individuals has there been any change in the procedures to protect them? 

 FORMCHECKBOX 

Yes
Provide an explanation of the new information in the text box below.
 FORMCHECKBOX 

No 
 FORMCHECKBOX 

Not applicable 

          
6.  
Has this study been monitored on-site by the VA, FDA, NIH, coordinating group, contract research organization, industrial/commercial sponsor or other external group during the most recent approval period?  
 FORMCHECKBOX 

Yes
 Answer question 6.
 FORMCHECKBOX 

No 
Skip to question 7. 
7.
Have all received written reports regarding the results of and responses to external site monitoring visits been submitted to the IRB for their review?  

 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No
Explain why not in the text box below.
          
8.
Have there been any protocol deviations/violations or acts of non-compliance with applicable regulations? 

Note: All sponsor or CSP audit reports identifying potential serious issues, serious issues or significant non-compliance, must be forwarded to the IRB immediately upon their receipt by the PI.
 FORMCHECKBOX 

Yes 
Describe each incident and steps taken to prevent recurrence in the text box below.
 FORMCHECKBOX 

No 
          
Please note that questions 8 and 9 must be answered because the IRB is required to waive the requirement of informed consent and HIPAA authorization at each continuing review.

9.  FORMCHECKBOX 
 The study continues to require a waiver of the consent process (pertains to all studies in data analysis)  

10.  FORMCHECKBOX 
 The study continues to require a waiver of HIPAA authorization (pertains to all studies in data analysis)  
IV.  PROTECTED HEALTH INFORMATION

1.
Does the study data contain PHI? 

 FORMCHECKBOX 

Yes 
Complete questions 2 and 3.
 FORMCHECKBOX 

No 
Skip to section IV.
          
2.
Has PHI been disclosed outside the Veterans Health Administration during the most recent review period without IRB approval? Note: if data is stripped of all 18 HIPAA identifiers but if any member of the research team has access to a code that can be used to link the data back to the subject then the data is not considered de-identified and rules for protection of identified data must be followed.
 FORMCHECKBOX 

Yes Provide an explanation including to whom the PHI was disclosed and for what purposes in the text box below.
 FORMCHECKBOX 

No 
          
2a.  Are there plans to disclose PHI outside the Veterans Health Administration during the coming review period?
 FORMCHECKBOX 
   Yes     If yes, please note that an amendment to that effect must be submitted to the IRB.  

 FORMCHECKBOX 
  No     
3. Have there been changes in the collection, storage, or use of VA-sensitive research data for this project? 
 FORMCHECKBOX 
   Yes     If yes, please explain in text box below.  

 FORMCHECKBOX 
  No   
          
V.  OFFICIAL VA RESEARCH CREDENTIALING & TRAINING

Provide the information below for all study staff assigned to work on this protocol.  Indicate their roles (e.g., consultant, data analyst, coordinator, etc.) location (off-site or on-site at VA NYHHS), and provide copies of their most recent training certificates:

1.  VA Privacy and Information Security Awareness and Rules of Behavior (must be taken once per year, e.g. taken in January 2009 expires in January 2010 etc.)

2.  Privacy and HIPAA Training (must be taken once per year, e.g. taken in January 2009 expires in January 2010 etc.)
3.  CITI (must be taken once every two years, e.g. taken in January 2009 expires in January 2011 etc.)

1a.  For Department of Defense (DoD) sponsored research please submit copies of all DoD mandated training certificates.
	Name
	Role in Study
	Location: On-site/ Off-site
	VA Research Credentialed? Yes/No
	Training certificates attached Yes/No
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	


If you need to add more people use a separate sheet.

V.  SCIENTIFIC AND RESOURCE REVIEW  SECTION

1. Have there been any major budgetary changes?  If yes, please explain:

 FORMCHECKBOX 
 Yes    Provide an explanation             
 FORMCHECKBOX 
 No

2. Have all required personnel been assigned (VA hire, IPA, Personnel Contract, WOC)?

If no, please explain:

 FORMCHECKBOX 
 Yes    
 FORMCHECKBOX 
 No   Provide an explanation             
3. Have there been adequate supplies available to conduct the research?

If no, please explain:

 FORMCHECKBOX 
 Yes    
 FORMCHECKBOX 
 No   Provide an explanation             
4. Was adequate space available to conduct the research?

If no, please explain:

 FORMCHECKBOX 
 Yes    
 FORMCHECKBOX 
 No   Provide an explanation             
5. Have you described the progress of the study to date and/or findings of the study in the updated study abstract under the findings heading?

 FORMCHECKBOX 
 Yes    
 FORMCHECKBOX 
 No   Provide an explanation             
6. Have there been any other issues that may have affected the progress of this research project?

 FORMCHECKBOX 
 Yes    Provide an explanation             
 FORMCHECKBOX 
 No   

7. Since the last Continuing Review of this project, have there been any changes in the Conflict of Interest (COI) statement related to the PI or any other personnel listed on the project, that may influence the conduct of this research project?  If yes, please include a copy of the new Conflict of Interest Statement.

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  Copy attached.
 FORMCHECKBOX 
 No   

VI.  ATTACHMENTS

The following attachment is submitted with this review:
 FORMCHECKBOX 
    A  protocol summary, which can be in the form of an abstract.
 FORMCHECKBOX 
    A list of all amendments to the protocol since the last IRB initial or continuing review      approval, if not listed in Section III.

 FORMCHECKBOX 

An updated abstract in VA RDIS format describing research findings to date. Note: The abstract must be dated. (for template see appendix I)

 FORMCHECKBOX 

 Please attach copies of all reprints in association with this research study (e.g., manuscripts, text book chapters, posters, abstract, etc.) accepted for publication since the time of the last continuing review approval.  

VII.
PRINCIPAL INVESTIGATOR’S CERTIFICATION

 FORMCHECKBOX 
 I am aware that all research projects using human subjects must receive prior approval by the IRB, that any change in human use requires prior approval by the IRB, that a signed consent form must be obtained from each subject before entry into the study, that continued human use approval requires at least annual review, and that a copy of all consent forms and study related documents including data and administrative correspondence must be retained by the Principal Investigator for three (3) years after the study has terminated or longer if required by federal regulations.  This form, together with any requested additional information is submitted in compliance with these regulations.

 INVESTIGATOR COMPLIANCE & ASSURANCE FORM

 FORMCHECKBOX 

I certify that all persons involved in this proposed research have received approved training in Research Compliance and Assurance Issues.  Documentation of said training is attached.

 FORMCHECKBOX 

I understand that as PI, I am responsible for protecting the rights and welfare of human research subjects, and for complying with all applicable provisions of the VABHS assurance requirements.

 FORMCHECKBOX 

I am familiar with:

The ethical principles of human subject research

The requirements of federal regulations and applicable state laws in conducting human subject research

The VA NYHHS assurance requirements and institutional policies and procedures for the protection of human subjects

 FORMCHECKBOX 

I agree to conduct all research in accordance with IRB approved protocols and to comply with all IRB determinations.

 FORMCHECKBOX 

I will comply with all internal audits.

 FORMCHECKBOX 

I understand that serious or continuing non-compliance pertaining to my research studies (including suspensions or terminations) and unanticipated problems involving risks to subjects or others, will be reported to the following: 

· ORO, OHRP, FDA, and/or any other applicable regulatory agencies

· Study sponsors including DoD

· The department at the affiliate institution(s) where I hold an academic appointment. 

 FORMCHECKBOX 

I agree to report on the progress of approved research to the IRB, in accordance with IRB established time frames (no less than once per year) in the manner prescribed by the IRB, to include risks to subjects where applicable. 

 FORMCHECKBOX 

I will promptly report to the IRB any unanticipated injuries, incidents, serious adverse events, or problems involving risks to subjects or others involved in the protocol.

 FORMCHECKBOX 

I agree to promptly report proposed changes in previously approved human subject research activities to the IRB, and to refrain from implementing those changes until IRB approval has been granted.

 FORMCHECKBOX 

I will report any protocol deviation to the IRB

 FORMCHECKBOX 

I will not initiate changes without IRB review and approval, except where necessary to eliminate apparent immediate hazards to the subject.

 FORMCHECKBOX 

I will promptly provide a final report on this protocol to the IRB at the completion of the study as required.


I understand and agree to abide by all items outlined above in the conduct of human studies research at the VA New York Harbor Healthcare System

	          













Date:           

	Principal Investigator


APPENDIX I

ABSTRACT GUIDELINES
The following information should be included in each abstract limited to 500 words or less:

1.
Objective(s): The abstract should begin with a clear statement of the precise objective or question addressed in the study. If more than one objective is addressed, the main objective should be indicated and only key secondary objectives stated.

2.
Research Design: Describe the design of the study indicating, as appropriate, use of randomization, blinding, criterion standards for diagnostic tests, temporal direction (retrospective or prospective), economic evaluations (cost‑effectiveness/cost‑benefit analysis), etc.

3.
Methodology: Indicate the methods used. For clinical studies, indicate the study setting, including the level of clinical care (for example, primary or tertiary; private practice or institutional). State selection procedures, entry criteria, and numbers of study subjects entering and finishing the study. Describe the essential features of any interventions (if applicable), including the method and duration of administration. The primary study outcome measure(s) should be indicated as planned before data collection began. If the hypothesis being reported was formulated during or after data collection, this fact should be clearly stated.

4.
Findings: The main result of the study should be given. Describe measurements that are not evident from the nature of the main results and indicate any blinding. If possible, the results should be accompanied by confidence intervals (most often the 95% interval) and the exact level of statistical significance. For comparative studies, confidence intervals should relate to the differences between groups. Absolute values should be indicated when risk changes or effect sizes are given. State only those conclusions of the study that are supported directly by data, along with their clinical application (avoiding overgeneralization) or whether additional study is required before the information should be used in usual clinical settings. Equal emphasis must be given to positive and negative findings of equal scientific merit.

5.
Clinical Relationships: For all basic science projects, include a statement describing the project's possible clinical relationship.

6. 
Impact/Significance: Include this item only with the abstract narrative of final reports. Discuss the anticipated contributions of the proposed study in terms of products or outcomes; i.e., how the study results may be used in the VA health care system.
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