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This tutorial shows you how to create and submit a
reportable event in ePIRATE.

Reportable events include protocol deviations,
unanticipated problems and data safety monitoring board
(DSMB) reports.

Because they are the most common of the three, this
tutorial is primarily focused on protocol deviations.
However, the same general steps would be used for
unanticipated problems and DSMB reports as well. You
would simply complete different screen views in the smart
form.

Unanticipated problems are significant events and are
generally rare. Please see the UMCIRB SOP on this topic for
more information
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https://rede.ecu.edu/umcirb/wp-content/pv-uploads/sites/457/2019/05/UMCIRB-SOP-Unanticipated-Problems-Involving-Risks-to-Participants-and-Others-Revised-1-15-2021.pdf
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Application Version

Information Click on Dashboard in the upper left hand corner of this screen to create a

study, create and edit your Profile, and perform other actions on existing
research studies.

*UPGRADE NOTIFICATION: ePIRATE was upgraded on Wednesday,
March 17, 2021. The biggest change that existing users will notice is with the
look of the IRB application smartform. The “Jump To" menu has moved to the
left side of the screen and several other navigation tools on the application pages
have been moved. Please review the following 5 minute tutorial explaining this
newest upgrade: ePIRATE Upgrade
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Submit Reportable Event

Reportable Event Submission

| certify that all information provided in this form represents an accurate description of the Reportable Event and meets the definitions set forth in the UMCIREB procedures for reporting an
event.

Please note that once you click OK you will no longer be able to edit the Reportable Event form. After submission, you will receive an email notifying you of the current state of review or if
changes/more information are required by you.

If you are ready to submit this Reportable Event, click OK. Otherwize, click Cancel.

Click “OK” to submit the —

reportable event for review




	How to Create and Submit a Reportable Event
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12

