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9.0.0.2.20120627.2.874785
NPS Institutional Review Board 
Continuing Review Form
(request approval extension)
  
Purpose: 
Continuing review is required prior to the expiration of a protocol to extend the approval period.  All interaction with subjects and analysis of data containing identifiable information must stop at expiration. 
 
Form Instructions:  
To request approval extension submit the following to IRB@nps.edu.  A IRB administrator will contact you if additional information is required.  MAC users please use Adobe Reader for Macintosh. Do not use Apple Preview.  Free Adobe reader can be found here.
 
1.  A completed Continuing Review Form signed by the Principal Investigator (PI).  
2.  A copy of the current consent form.
3. If applicable, a signed conflict of interest form and CITI ethics training certificate for additional researchers. 
3.  If requesting changes to the protocol submit an amendment form. Form can be found at www.nps.edu/research/IRB.htm. 
  
For questions regarding this form or process send an e-mail to IRB@nps.edu.                                                            Form Updated 2/27/17
A. Protocol Basics
B. Research Design and Procedures
1.  Provide a brief research summary to include the objectives of the research, research plan/methods, and findings to date including preliminary results. 
2.  Provide a summary of any new and relevant information, published or unpublished, that has come available since the last IRB review. Especially information that may affect the IRB's deliberation about the risks and benefits associated with the research.  
3.  Summarize any problems encountered during conduct of the research.  
C. Subject Enrollment
6. Have any subjects withdrawn or been excluded from the study?
7. Provide a summary of subject experiences and any complaints about the research since last IRB review. 
8. If vulnerable populations have been enrolled, describe the protections and if they are adequate.  Note: Vulnerable populations include military, DOD civilians, children, prisoners and pregnant women. If no vulnerable populations are enrolled state "NA" below. 
D. Research Risks
9. Provide a current risk to potential benefit assessment based on study results thus far.
10. Please describe what risks, side effects, or discomforts have been observed. Consider physical, psychological, social, and economic risks. 
11. Describe any unanticipated problems involving risks to human subjects or others (UPIRTSO) .  If no UPIRTSO's have occurred state "NA" below. 
12. Have or do any of the above risks require modification to the research protocol (recruitment, consent, study design, etc.)?
E. Additional Information
13. Has the protocol expired?
14.  Is there a change to the research personnel?  
Remove all student researchers after they have graduated.
Investigators Added
 Attach a Conflict of Interest Form and CITI ethics training completion reports for all investigators added to the protocol.
Name		
Title		
Dept.	
Roles and Responsibilities in the Research
Investigators Removed
The investigator must return all research data and consent forms to the PI.
15. Provide any additional information the IRB should consider.
F. Required Attachments
G. Principal Investigator Statement of Assurance
I certify that the information provided in this application is complete and accurate.  I understand that as the Principal Investigator (PI), I have ultimate responsibility for the conduct of the study, the activities of all other investigators listed on the protocol, the ethical performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to the study protocol.  I understand that human subject research activities, including recruitment, may not commence until the Institutional Review Board (IRB) completes its review and, if determined not to be exempt, the Institutional Official (IO) approves.  I will not implement changes to approved research without IRB and IO approval except when necessary to eliminate apparent immediate hazards to the subject and will submit an amendment to the IRB within 5 business days.  I will inform the IRB Chair or Vice Chair, and the Medical Monitor (if one is assigned) of any unanticipated problems involving risks to subjects or others (UPIRTSOs) within 24 hours. I will submit a UPIRTSO report form to the IRB within 5 business days.  I have no conflict of interest preventing me from performing this research.  I will maintain all research records on file. Records include but are not limited to: approved initial review protocol/amendments/ continuing reviews, CITI ethics training records for each member of the research team, correspondence with the IRB, research data and notes, consent forms, UPIRTSO reports, and research agreements.  I recognize that the IRB has the authority to observe (or have a third party observe) the consent process and the conduct of research, and to inspect all research records at any time.  I understand that a continuing review of the research must be reviewed by the IRB and approved by the IO before the expiration date or all research activities including interaction with subjects and personally identifiable data must stop.  I understand that I must submit a final report to the IRB upon expiration of the protocol for all non-exempt research. I have read, understand, and agree to follow the NPS Instruction on the Protection of Human Subjects. 
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