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Known issue with the New elRB’s "Devices" section

Instead of the intended options, you will see a list of device names in Question 2 of the "Devices"
section. This is an issue for New Studies and for Modifications to studies using devices. (See screenshot
at the end of this message.)

Even if you select a device from the list, the error prevents you from moving forward.
The vendor is working on a solution. We will update you as soon as we know the repair timeline.
In the meantime, please do the following if modifying or submitting a study using a Device:

e Make sure you have copies of all of your device information
e Say "No" to the Device question in "Scope of Research," so the Device section does not appear
e Under "Local Site Documents," attach device information in a document, along with other
device attachments.
o Include, as applicable: name of Sponsor, IDE number, justification for IDE exemption,
justification for non-significant-risk device, and/or device instructions.
e Please log a comment to your analyst alerting them that you experienced this error and
followed the above guidance. Thank you!
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http://irb.emory.edu/documents/Emory_IRB_Checklist-IDE_Exempt-NSRD-SRD.docx
http://irb.emory.edu/documents/Emory_IRB_Checklist-IDE_Exempt-NSRD-SRD.docx

