
Reporting an Adverse Event in iRIS 
 

 
 

iRIS Support 713-500-3800 
 

 
 Log into iRIS at http://iris.uth.tmc.edu using your UT ID and Password. 

 
 To locate the study, click on My Studies. 

 

 
 

 

 
 

 Click the Open icon to access the study. 
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http://iris.uth.tmc.edu/


 
 Your screen will look something like this: 

 

 
 

 Click on Adverse Events. 
 

 Click on Add New Form. 
 

 
 

 Type in the date of the adverse event or use the calendar to select the date. 
 

 
 If this is an Initial report click on Initial. 
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 If this is a follow-up select follow-up and click to link. 
 Your screen will look something like this: 

 

 
 

 Click the radio button in front of the adverse event to link a follow-up report to an initial 
report.  

 

 
 

 Click Save and Continue to the Next Section when you have finished. 
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 Use these definitions to determine the severity of the adverse event. 
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Using the Text Editor 
 

 
 

 Click here to access the text editor brings up this screen: 
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 When you have finished typing in your text, click OK. 
 When you have finished answering these questions, click Save and Continue to the Next 

Section in the top right corner of the screen. 
 

 If the PI is entering the adverse event this screen will appear: 
 

 
 Click Sign and Submit. 

 
 Your screen will look something like this: 

 

 
 Click Approve. 
 Click here to sign the document. 
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 Type in your UT password to sign the document. 
 

 
 Click Save. 

 
 

 Click Save Signoff. 
 

 
 
 
 
 

 The Workflow – Submission Tracking screen will appear. 
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 If the Study Coordinator is entering the adverse event this screen will appear because 
the PI must sign and submit the adverse event report: 

 

 
 

 Click Notify the Principal Investigator. 
 
 

 
 

 Click OK. 
 
 

 An iRIS task will appear on the PI’s home page. 
 

 
 

 When the PI clicks on the Open Task icon the Submission Signoff Sheet will appear. 
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