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FYI:
• This session will be recorded
• This PowerPoint will be made available on our website
• I will pause for questions periodically 



Resources
• UM IRB Cayuse Human Ethics page
• Cayuse Help Center – lots of helpful videos and articles  



What is Cayuse Human Ethics (HE)? 
• Cayuse Human Ethics is UM’s new electronic IRB protocol submission and review 

platform

• Paperless electronic approvals and management of IRB protocols from initial 
submission to closure 

• Go Live Date: January 1, 2024

• Last day for paper/email submissions for new projects: February 1, 2024



Logging into Cayuse IRB
• Link is on the IRB website 
• SSO – use your NetID and password to log in
• Non-UM (main campus) PIs/collaborators and students need to request access
• Choose Human Ethics module from drop down menu 



Cayuse HE Dashboard

Shows status of your submission

Notifications appear here! Click bell to view  

Shows all your studies Shows all tasks you need to 
complete Shows your submissions

Shows your approved 
studies Shows your expiring studies Shows your expired studies



Studies vs. Submissions
• STUDY refers to your entire research project

• SUBMISSION refers to specific applications within a study – e.g., initial submission, 
modification, renewal, closure, etc. 



Submission Statuses
• In-Draft = submission is still being worked on by the study team

• Awaiting Authorization = submission needs to be certified by PI, Co-PI, and/or 
Faculty Sponsor

• Pre-Review = submission is being reviewed by the IRB Analyst

• Under Review = submission is under review by a designated IRB reviewer, IRB 
Chair, or IRB Committee. 



Creating a 
New Study 
and Initial 
Submission



Creating a New Study
To create a new study, click the New Study button in the top right 
corner of your dashboard



Study Title 
Enter a title for your study (up to 600 characters), then click the Blue 
Checkmark/Save button 



Begin Your Application
To begin working on your study, click New Submission to add the Initial submission for your study



Editing an Initial Submission
Click the Edit button – this will take you into the IRB 
application

The person who creates the study is added as the 
Primary Contact by default (different than PI). You can 
change this when you edit the application if needed

Before starting an application: 
• Have all study documents ready to upload, including 

but not limited to informed consents and 
advertising materials (flyers, emails, etc.)

• Be prepared to upload all Ethics training 
documentation! 



Completing Your Protocol

Navigate 
sections 

here

Navigate 
sections 

here

Don’t forget to Save 
your work! 

Questions marked with 
a red star are required



TIP!
• Cayuse does not automatically save your work!

• Remember to click the green save button in the top right or bottom right of the form

• The UM IRB office recommends drafting the main portions of the application in a 
Word document as well, so the submission is saved twice 



Adding Personnel 
• Find People button – searches the UM Cayuse system only
• Other Personnel – free form text box to add additional or non-UM team members 

• PIs, Co-PIs, and Faculty Supervisors 
will be required to certify 
submissions



Research on Indian Reservation 
and/or with Native Americans 

Please read all 
instructions 
first before 
completing 
this section 



Reliance Agreements For Expedited 
and Full Board 
studies only – 
if you are not 

sure what 
your study 
is/will be, 

contact the 
IRB office.



Reliance Agreements

• Name of Reviewing IRB
• Reviewing IRB point of 

contact
• Name of Lead Site
• Lead Site PI Name
• Consent/Assent forms
• Study documents 

(recruitment, study 
instruments, etc.)

• Reviewing IRB approvals



Human Subjects Research Determinations
• Submit one of these if you are 

unsure if your project requires IRB 
oversight

• Fill out Basic Information page like 
normal; you will choose this option 
at the end of that section

• If your project is determined to be 
Human Subjects Research, you will 
be asked to complete an IRB 
application



Section 118 Determinations
• Submit one of these if your project 

will/may involve human subjects in the 
future BUT:

• Future protocol development 
must take place first, AND

• You need documentation of IRB 
review in order to release grant 
funds

• Fill out Basic Information page like 
normal; you will choose this option at 
the end of that section

• A formal IRB application must be 
submitted and approved before any 
work with human subjects begin



Completing the Submission 

• When all 
questions are 
answered and 
documents are 
uploaded, click 
the Complete 
Submission 
button 



Certifying the Submission
• All PIs and Co-PIs must certify a submission
• All Faculty Sponsors must certify their students’ 

submissions



After Certification: Now What? 
• Pre-Review = the submission is being reviewed by the IRB office for completeness 
• Under Review = the submission is being formally reviewed by the IRB office/IRB Chair/IRB Committee  



Addressing IRB Comments 

• Comments can come during either the pre-
review or review

• You will receive a notification that your study 
has been reopened



Addressing IRB Comments
Accessing Comments

• Look for little bubbles next to each 
section of the application

• Bubbles indicate which sections 
have comments, and the number 
indicates how many comments are 
in that section

• Scroll through the application and 
you will see areas where the pre-
reviewer or reviewer have made 
their comments



Addressing IRB Comments Addressing Comments
• Make the requested changes to the 

application and/or study materials

• You can reply to reviewer 
comments if needed

• Upload new versions of any study 
materials, if needed, and remove 
old versions

• Each comment must be marked as 
“addressed” in order to complete 
the resubmission process

• You will have to recertify your study 
before resubmitting for review

• Don’t forget to click Save!!



Review Complete 

You can access approval letters, decisions, 
and task history in the tabs here



Possible IRB Decisions

• Approved
• Requires Changes
• Disapproved
• Suspended 
• Withdrawn 
• Closed 
• Expired



Final Tips for Completing Initial 
Submissions:
• Answer all questions thoroughly and completely 

• Attach all of the required documents 

• Don’t forget to Save! 

• You will receive email notifications throughout the pre-review/review processes

• Email or call the IRB office with questions 



Submitting 
Modifications, 
Renewals, Closures, 
and Incidents



Modifications • You will be asked to describe the Modification
• You can make changes to the original application details, which will 

be reviewed by the IRB office



Modifications 

Make changes to the sections on 
the left-hand side



Incident Reports
• Incident Reports = reporting 

unanticipated problems, adverse 
events, and non-compliance

• Must be submitted within 5 
working days of the event

• Process is very similar to 
submitting a Modification



Renewals and Closures  
• Only required if your project has an 

expiration or administrative check-in date 
issued by the IRB



Frequently Asked 
Questions



FAQs
• What about my study that is already in progress? 

– Current in-progress studies will continue to utilize the paper/email application system for 
amendments, renewals, and closures. These studies will not be migrated to Cayuse HE. 

• Will my Cayuse HE application link to my grant information from Sponsored 
Projects? 

– No, at this time Cayuse HE will not link to any Sponsored Projects information. However, this is a 
feature that we are hoping to implement in the near future, so stay tuned! 

• What if I have already started an IRB application using the old system?
– No worries! We are accepting paper/email applications until February 1, 2024 just in case you 

have already started an application. 



FAQs
• Do I still need to complete Human Ethics Training? 

– YES. All research team members must have up-to-date CITI or UM Ethics training (within the 
past three years) and you will be asked to upload these certificates into the initial submission 
form. 

• Do I still need to use UM IRB’s templates for consent forms? 
– HIGHLY RECOMMENDED. These templates will continue to be available on the IRB website 

and you can upload these to your Cayuse submission. 



Questions? 
Contact: 

UM IRB Office
irb@umt.edu
406-243-6672
ISB 104 – 8am – 5pm or by appointment


