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Investigator’s Agreement
PROTOCOL NAME:
     
The mandate of the Research Review Board Inc. (the “Board”) is to determine that the Application Submission (the “Submission”) and the Study contemplated therein (the “Study”), meet adequate standards of scientific rigor and that the rights and welfare of the Study Candidates are reasonably and adequately protected.  The Board may approve the Submission, approve the Submission subject to modifications or conditions, or reject the Submission entirely.  The Board is compliant with the composition, operation, and responsibilities of ICH Guidelines for Good Clinical Practice (“GCP”) as stated in Section 3, item 3.1-3.4 and the Canadian Food and Drugs Act, Division 5, Section C.05.001, as amended.

Approval by the Board to conduct research on human subjects is limited to the conditions and details outlined in the Submission.  It is the responsibility of the Qualified/Principal Investigator (the “Investigator”) and Sponsor to determine that Study Investigators and all Study Staff have the required certification, training, clinical skills and resources to undertake the Study.  The Investigator assumes the responsibility for ensuring the standards of GCP are upheld during the Study at the Investigator’s Study Centre (the “Centre”).

The Investigator assumes full responsibility for the appointment and supervision of the Sub-Investigator(s)/Co-Investigator(s).  The Investigator undertakes to furnish the Board with evidence of qualifications of all Sub-Investigator(s)/Co-Investigator(s).

The Investigator hereby declares that he/she has not submitted any portion of this Study to another research ethics board.  Further, the Investigator declares that none of the Sub-Investigator(s)/Co-Investigator(s) identified in this Submission have been designated as Qualified/Principal Investigator/Sub-Investigator/Co-Investigators for this Study under another submission to another research ethics board.  The Investigator also declares that he/she will not assign any Sub-Investigator/Co-Investigator who has previously been identified as an Investigator or Sub-Investigator/Co-Investigator for this Study under another submission.

The Investigator will notify the Board Chair in writing should any unexpected results, serious adverse events, complications, or complaints arise.  Any new information learned about potential risks must also be communicated to the Board. The Board Chair must be notified immediately in writing of any changes or deviations regarding the Submission, the Protocol or the Consent Form during the course of the trial.

The Investigator agrees to comply with all the reporting requirements of the Board, as well as all applicable legislation and legislative rules and regulations (collectively, the “Requirements”).  The Board reserves the right to ensure compliance with the Requirements which may include an audit.  Failure to comply with the Requirements may result in the withdrawal of the Board’s approval of the Submission and the Study, or withdrawal of approval for specific sites.

The Investigator shall at all times maintain in effect and pay for, or ensure there is in place through the Sponsor, insurance coverage in forms and in amounts sufficient to satisfy any and all claims which may arise from the Submission and the conduct of the Study.

The Board shall not be liable for any adverse experience of any kind that might arise during or after the Study. 

The Board requires the investigator and site to operate according to the standards and regulatory guidelines established by the International Conference on Harmonization (ICH) on Good Clinical Practice, in addition to those independently required by Health Canada Therapeutic Products Directorate Regulations and/or FDA requirements, as the case may be, governing clinical studies.  The Investigator acknowledges that deviations from ICH guidelines and/or federal regulations or activity that may be associated with harm to subjects may result in suspension or cancellation of the site and investigator’s participation in the study.

By signing this Agreement, the Investigator acknowledges that he/she has read this Agreement, has fully understood the terms and conditions contained herein and agrees to be bound thereby. 

______________________________

     ________________________
Signature of Investigator



Date 

     _________________________
Name Printed

_______________________________

     ________________________
Signature of Witness
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     _________________________
Name Printed
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Effective January 1, 2012
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Effective January 1, 2012

