CRIHB Institutional Review Board

Request for Continuation of Research Approval

Cover Page

Date of Request:  __ __ / __ __ / __ __  
Protocol Approval Number: ____________
Date of Prior Approval: __ __ / __ __ / __ __  
For uninterrupted data collection, analysis and reporting activities, a request for Continuation of your Research Approval must be submitted if any change is made in the Research protocol affecting participants or their health information, or 11 months after approval, (whichever comes first) until the research is complete.  The Institutional Review Board needs at least one month to review any changes to the Research. If one year has passed since the last approval date, the law requires that you stop data collection, analysis and reporting activities until the Continuation request is approved.
Identifying Information
1.  Name and Title of Principal Researcher:  _____________________________________________ 
     ______________________________________________________________________________

2.  Organization Represented by Researcher: ____________________________________________

3.  Principal Researcher Address: _____________________________________________________

     ______________________________________________________________________________

    Telephone Number: ______________________________________________________________

    Email Address: __________________________________________________________________

4.  Beginning and Ending Dates of the Project: ___________________________________________
5.  Source(s) of funding for the research:________________________________________________
     ______________________________________________________________________________

INSTRUCTIONS

Complete items 1 through 10, then: Attach written assurances signed by staff who view any protected health information that they will not re-used or disclosed the information to any other person or entity, except as required by the HIPAA Privacy Regulation, for authorized oversight of the research project, or for other research as permitted by the Privacy Regulation.

Attach a copy of any Progress Report sent to the funder(s), or other documents detailing changes mentioned in this cover page. Include any changes in documents and procedures for obtaining Informed Consent, or survey instruments or other instruments for Data Collection.

Submit these Research Cover Pages with the attachments to:


Susan Dahl, IRB Chair


CA Rural Indian Health Board


4400 Auburn Blvd, Suite 200


Sacramento, CA  95841

Research Project

6.  Description of Research progress (include the number of participants enrolled; number of participants refusing to participate; number starting but dropping out; and number for whom data collection is complete): 

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

7.  Description of any changes in the Research Objectives or Activities that affect individuals or communities included in the research:

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

8.  Description of all adverse events, grievances or complaints involving any participants or their data that have occurred, as well as any precautions that are being taken as a result.

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

Changes in Risks
9.  Describe any changes in the potential risks of the research to the individual and communities involved in the research with the changes.

      ​​​​​​_______________________________________________________________________________

      ​​​​​​_______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

10.  Describe any change in the plan for protecting personal health information, or the plan to destroy identifying information connected with personal health information.

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________

     _______________________________________________________________________________
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