
How to Create and Submit a 
Reportable Event

ePIRATE Training



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

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


Click on IRB Studies



Click on “Approved” or 
“Certified Exempt” based on 
the level of review used for 

the initial study.



Find the study you wish to 
create a reportable event for 
and click the name to access 

the main study workspace



Click “New Reportable Event”



Click “Edit Reportable Event”



Fill in all relevant 
information. Red 
asterisks mean

that there must be an 
answer provided.

A set of options will appear in this 
area of each screen view.  

The Exit button will 
return you to the main 

study workspace.  You will 
be prompted to save 

before exiting the form.

The Save 
button will save 

your work on 
the current 
screen view.

The Continue button 
will save your work 
and take you to the 

next page that needs 
to be completed.







Once you have completed the form 
click “Submit Reportable Event”



Click “OK” to submit the 
reportable event for review
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