	
	
	



HOW TO SUBMIT NEW INFORMATION FORM
Log into iMedRIS.
Once logged in you will land on the Study Assistant page. 
Go to the All Studies section on the bottom half of the page and locate the study in which new information is being reported. 
Click on the Forms Icon.
[image: ]
In the New Information Form section - click on Start a new Submission Icon. 
[image: ]
Click on [image: ]in the upper right-hand corner after completing each section. 
Section 1.6: Provide a brief description of the study status (i.e. Active-Exempt, Active-Non-Exempt Expedite Review, Active-Non-Exempt Full Board Review, etc.) The status can be found on the study assistant page. 
[image: ]
 Include the current number of subjects enrolled locally, any unexpected trends or occurrences, or other pertinent information that may facilitate IRB Review. 
Section 1.7: Identify what category this new information falls under. Click on the [image: ] icon to access a list of categories to choose from. Note that information that does not fall under any of the listed categories does not require reporting to the IRB. 
Section 1.8: Provide a brief description of the corrective action plan to prevent recurrence.
Section 1.9: Enter the date you became aware of this information by clicking on the [image: ] icon to navigate the calendar.
Section 1.10: Determine if this information indicates new or increased risk, or a safety issue for the study. 
Section1.11: Determine if the new information requires a revision to the protocol, if yes, attach both a clean and track changes version of the protocol by selecting Add a New Document. The revised protocol should have an updated date.
[image: ]
The system will prompt with the following screen:
[image: ]
Under What category is the document you are adding? Select Protocol – Clean Copy and/or Protocol – track changes copy. Next select I want to add a new Document that has not been uploaded for this study from the options prompted.
[image: ] [image: ] Drag and drop the protocol file into the dashed box and select [image: ] to attach. 
 
Section 1.12: Determine if the new information requires a revision to the informed consent, if yes, attach both a clean and track changes version of the informed consent by selecting Add a New Document. The revised informed consent should have an updated date. The same method as outlined above can be used as a guide to add the informed consent documents. 
Section 1.13: Attach copies of any other information or materials relevant to the IRB Review. The same method as outlined above can be used as a guide to add other relevant materials and/or documents. 
Select [image: ] and you will be prompted to Sign Off and Submit. 
The final page is the submission routing signoff. On the bottom of the page click Approve and then Save Signoff. 
[image: ]
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