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BANNATYNE CAMPUS RESEARCH ETHICS BOARD

Request for Amendment /Changes to the Previously Approved Study

Refer to the guidelines: “Submission and Review Procedures for Amendment /Changes to the Previously Approved Study” prior to completing this form.  
All information must be typewritten in the space provided.  Do not reference pages in documents without briefly outlining information in this form.  Do not leave any section blank.  Indicate “Not applicable” by typing N/A.  A cover letter is not required for delegated review.
	1.  Date of Report:
	     

	2.  Ethics File Number:
	     

	3.  Sponsor Protocol Number:
	     

	4.  Sponsor:
	     

	5.  Protocol Title:
	

	6.  Principal Investigator:
	     

	7.  Number of participants (charts reviewed, surveys received, specimens collected,
     etc.) enrolled since initial Research Ethics Board (REB) approval:
	     


	Please review the guidelines titled, “Submission and Review Procedures for Amendment/Changes to the Previously Approved Study” to determine whether expedited/delegated or full board review is required.”

	8.  Indicate whether delegated or full board review is being requested for the amendment/changes being submitted.  
 FORMCHECKBOX 
  Delegated Review:
      If it is determined by the Chair that your amendment requires full board review you will be contacted to provide the additional copies of 
      relevant documents.
      Provide rationale why delegated review is being requested:
     
 FORMCHECKBOX 
  Full Board R​eview:  Note:  If your study is funded by a US Federal Agency (e.g. NIH, CDC, etc.) review of the amendment may
       require full board review unless the research remains active only for long-term follow-up of participants; participants have 
       completed all research related interventions or the remaining activities are limited to data analysis. 
       Indicate why full board review is required:
              FORMCHECKBOX 
 Sponsor requirement    FORMCHECKBOX 
 Major design change    FORMCHECKBOX 
 Open label extension    FORMCHECKBOX 
  Major change in inclusion/exclusion criteria

                 FORMCHECKBOX 
 Additional study procedures above minimal risk    FORMCHECKBOX 
 Addition of sensitive themes    FORMCHECKBOX 
 Addition of genetic sub-study
                 FORMCHECKBOX 
  Other:       


	9.  Did the initial protocol require a “No Objection Letter” (NOL) from Health Canada?                                      FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
      If Yes, please attach a copy of the “NOL” for this amendment or provide the sponsor’s rationale why this is not required.

     
Date of attached NOL:                            Pending/expected date: 
 FORMTEXT 

     
                     Notification only:  

	10.  List amended items:  If delegated review submit ONE copy of each. Tracked changed copies only. Clean copies are no longer
        required.  If full board review is required, please see the guidelines to determine the number of copies required. Please include the
        reference numbers, version numbers and/or dates on all documents.  Please complete the Updated Safety Information Form when 
        submitting a revised IB/product monograph.   The certificate of approval will include the listed documents and version numbers or 
        dates noted below.
Amended Documents
Reference Number/Version Number and/or Date

 FORMCHECKBOX 
  Protocol Amendment and/or Protocol Addendum
     
 FORMCHECKBOX 
  Participant Consent Form
     
 FORMCHECKBOX 
  Control Participant Consent Form
     
 FORMCHECKBOX 
  Tissue/Blood Consent Form
     
 FORMCHECKBOX 
  Other Consent Forms   
     
 FORMCHECKBOX 
  Letter of Invitation for Participation
     
 FORMCHECKBOX 
  Questionnaire, Tests, Surveys, Diaries, etc.
     
 FORMCHECKBOX 
  Recruitment Materials
     
 FORMCHECKBOX 
  Revised Budget
     
 FORMCHECKBOX 
  Advertisement, Posters, etc.
     
 FORMCHECKBOX 
  Other        
     
 FORMCHECKBOX 
  Other        
     
 FORMCHECKBOX 
  Other        
     



	11.  Briefly summarize the overall rationale for the amendment(s) in this section. Do not reference pages in documents without 
       briefly outlining information in this section.
     


	12a.  Categorize the type(s) of change(s) to the proposal:

 FORMCHECKBOX 
  Editorial or Administrative     FORMCHECKBOX 
  Scientific      FORMCHECKBOX 
  Therapy      FORMCHECKBOX 
  Eligibility     FORMCHECKBOX 
  ICF      FORMCHECKBOX 
  Recruitment Methods

 FORMCHECKBOX 
  Instrument      FORMCHECKBOX 
  Budget      FORMCHECKBOX 
 Addition of genetic sub-study   FORMCHECKBOX 
  Other

	12b. Summarize/describe any major changes to the study for which you are seeking approval in this application. (Each specific
        change should also be documented/explained in the amended protocol or protocol summary and clearly highlighted or underlined for 
        reviewers.)  Do not reference pages in documents without briefly outlining major change/information in this section.
     


	13a. Are the amendments/changes such that participants, still to be recruited to the study, will receive an amended consent form? 
         FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No
        If Yes, include the amended consent form with all changes clearly documented for review.  (Track changes in amended consent 
        form for ease of review by bolding new text and using strikethrough for deleted text.)
13b. Will participants enrolled in the study be formally re-consented with any information included in this amendment?
         FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No

        If Yes, describe how this information will be given to them and if appropriate, include the revised consent form or consent addendum. 
       Please note if this information will be made available to participants who have already completed the study.
     

	14.  Clinical Trial Registry
       Number (if applicable):

     
	NOTE:  If you are the lead Principal Investigator you must update your Clinical Trial Registry record promptly and also verify your record on the Registry at a minimum every 6 months to ensure publication of the study data will be accepted at a later date.  

Has the Clinical Trial Registry been updated with respect to this amendment?       FORMCHECKBOX 
 Yes         FORMCHECKBOX 
  No
      FORMCHECKBOX 
  I am not the lead Principal Investigator

	15.  The certificate of approval for the amendment/revised documents should be mailed to:
        (NOTE:  the certificate will be mailed to only one individual).
Name and Title:        
Phone Number:      
Address:
E-mail address (will be used to request clarifications only):  
Postal Code:       


	16.  Principal Investigator signature: ___________________________

Date:_________________

OR:  I have reviewed the amendment/changes with the Principal Investigator and he/she agrees with this submission.
Coordinator/Delegate Signature:  ______________________________

Date:  _______________________




Want to conduct a spell check prior to submitting?

The form is locked enabling you to tab to each question and check box with ease.  To conduct a spell check you must unprotect the document.  Go to “Tools” on the Tool Bar and in the drop down menu select “Unprotect Document”.  No password is required.  DO NOT DELETE QUESTIONS on this form OR THE SUBMISSION WILL BE RETURNED to the applicant.
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