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To ensure an accurate and streamlined review of your Addendum Application, please provide the following information:

1) State what is being proposed and where in the protocol and/or consent what was changed.

	


2) Provide the rationale/justification for the change.

	


3) State what impact the change has on risks to participants.  Please state the number of currently enrolled participants and if the change in risk will require re-consent.  If the changes will not require re-consent, please state why.

	


4) State whether the change has an impact on the scientific integrity of the study, (i.e. decreases, increases, no impact).

	


5) List the documents included with the application that have been modified (consent forms, flyers, data collection forms, surveys). State what has been changed in each modified document.
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