PI Adding an Addendum to an Approved Protocol Using iRIS
When you are ready to add an addendum to an existing approved protocol that was submitted online through the iRIS system there is a simple way to add an addendum.
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1. Log into iRIS at https://cortex.case.edu. Go to the Study Assistant tab and select the My Studies option. 
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2. When you see the protocol that needs an addendum prepared, select the Open icon. 
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3. Select IACUC Addenda to an Approved Protocol.
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4. Select Add New Form.
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1.0 Addenda to an Approved Protocol

1.1 Principal Investigator:
Mark E Tennant

1.2 Project Title:

Copy of A rabbit model of contact lens associated corneal inflammation
1.3 Protocol Number:

1ACUC-10-032

1.4 Type of Amendment
Proposed change, check all that apply:

[ New Drug

[ tncrease in the number of animals

[ Add 3 new procedure.

[ Change in animal use location

[ Changing or adding a funding source

[ Add or change therapeutic/anesthetic agent
[ Change in method of euthanasia

[ Other (Please describe below)

1.5 Reason(s) for Amendment:
Please list reasons for amendment in the text area provided.

Use the next section of this form (‘Application Changes' ) to create a new revision of the protocol and make all changes within the body of the revis

protocol.





5. The Addenda to an Approved Protocol form will display. The Principal Investigator (PI), Project Title, and Protocol Number will be automatically populated.

6. Complete Section 1.4 - Type of Amendment and select/check all that apply.

7. Complete Sections 1.5 - Reason(s) for Amendment. Use the Text Editor to create the reasoning narrative. 
8. Select Save and Continue to the Next Section.
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2.0 B Application Changes
2.1 If this addendum involves changes that require information from the original Application to be revised, you can access the Application and created a revised version h

Select the Green Bar below to create a revision of the protocol:

o Application has been associated vith this submission.




9. Any changes to the protocol will need to be made in the body of the protocol submission. You must create a new revision of the protocol and that will be submitted with your addendum form. Select the green bar that says “Click here to attach the application”.
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10.  Select the Add Revision button on the far right of the above window.
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11. Select OK to add a revision. This may take a minute or two, but once the system creates the revision you will move through the application just like you did when it was first submitted. It will be an exact copy of what is currently in the system, you as the submitter will have to Save and Continue to the Next Section through each section. Once you get the appropriate section(s) make your additions, deletions, changes and continue to Save and Continue to the Next Section until you’ve gone through the entire application.
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12.  Once you’ve completed the application you are brought back to the above screen. Notice that the new version, (in the case Version 1.1 appears). Make sure the checkbox to the left is checked, then in the upper right corner select Save Attachments.
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2.1 If this addendum involves changes that require information from the original Application to be revised, you can access the Application and created a revised version here.
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13.  You are taken back to the Application Changes screen and notice the newest and latest version of the application is displayed. Select Save and Continue to the Next Section.
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14.  Attach any additional Study Documents if necessary. In the case of adding personnel to a protocol make sure the a FOAH form is downloaded from the IACUC web site, completed, then scanned onto your computer, then uploaded via this page. Once all additional documents are uploaded select Save and Continue to the Next Section.
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15.  If you are the Investigator or Study Contact select Signoff and Submit, or if you are completing the application work for the PI and he/she now needs to sign off, select Exit Form. [image: image14.png]T e e T T —
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16. By selecting Exit Form the Principal Investigator (PI) and he/she will be sent an email via the iRIS system and a task will appear on their homepage of iRIS indicating a request for signoff.
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17. Once the PI opens the task he/she will be presented with the above. If you are the Investigator or Study Contact you will immediately be sent to this same page for sign-off. 

Enter UserID and Password and select the Save Signoff button. The addendem will then be routed to the IACUC for processing.

**-Note – It is not necessary to route an amendment to the Dept Chairperson. Dept Chairperson signature/authorization is only recorded on an initial submission.**
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