Adding Key Study Personnel (KSP) to an Approved IACUC Protocol
When you wish to add an addendum to either add or remove Key Study Personnel (KSP) to/from an existing approved protocol this document details that process.
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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 Add Personnel to an Approved Protocol.
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4. Select Add New Form.
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5. The first section of the form will display. The Principal Investigator (PI), Study Title, and Protocol Number will be automatically populated.

6. Select Save and Continue to the Next Section.
[image: image7.png]2 iRIS Contact Information

2.1 All personnel being added must have an account in iRTS and must create their own accounts and enter their own contact information into the iRIS
system. The IACUC requires everyone listed on a protocal to have up-to-date contact information within the RIS system.
To create an account in RIS personnel must point their internet browsers to https://cortex.case.edu and enter their CaseID and network password. An
account will be created for that individual by the system. Once the individual accepts the End User License Agreement they must update their account

information by selecting the My Assistant tab from their home page then select My Account Information. At a minimum personnel must enter their
email address and contact phone. All other information is optional. Once the contact information has been completed select Save Changes.

**If contact information is not completed, this form cannot be processed and approval of vour addendum mav be delaved**

Have you added your Contact Information into iRIS?

OYes QMo





iRIS Contact Information – Please read the statement but know that all personnel being added must have an account in iRIS and must create their own accounts and enter their own contact information into the iRIS system. The IACUC requires everyone listed on a protocol to have up-to-date contact information within the iRIS system. 
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To create an account in iRIS personnel must point their internet browsers to https://cortex.case.edu and enter their CaseID and network password. An account will be created for that individual by the system. Once the individual accepts the End User License Agreement they must update their account information by selecting the My Assistant tab from their home page and then select My Account Information. At a minimum personnel must enter their email address and contact phone. All other information is optional. Once the contact information has been completed select Save Changes.
**If contact information is not completed, this form cannot be processed and approval of your addendum may be delayed**
7. After you’ve confirmed that personnel being added have an account in iRIS and have completed their contact information select the Yes radio button. Select Save and Continue to the Next Section.
8. Add/Remove Key Study Personnel
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3.1 Please indicate any Investigators/Study Staff to be added or removed by using the appropriate Add buttons below.
If there are Key Study Personnel (KSP) that need to be removed, use the last question in this section.

For newly added personnel you must create a revision of the application, including in detail the duties and procedures they will be
performing within the relevant sections. (i.e. (If applicable) In the Application: Euthanasia section, In the Subsections (if applicable)
Non-Surgical Procedures Requiring Anesthesia, Non-Survival Surgery, Survival Surgery, Muitiple Survival Surgeries, SOP for Satelite
Labs Housing of Rodents.)

“Please add a Principal Investigator for the study:

&, Add
If applicable, please select the Protocol Staff personnel:
#) Additional Investigators & Add
8) Research Staff &, Add
*Please add a Study Contact:

&, Add
The Study Contact(s) will receive all important system notifications along with the Principal Investigator. (e.. The study
contact(s) are typically either the Study Coordinator or the Principal Investigator themselves).
If applicable, please add a Responsible Investigator:

&, Add
Please select any existing Personnel you wish to remove:

&, Add

3.2 Please check all that apply:

O Breeding / Maintain Animal Colony
[ "Special Techniques' i.e. blood collection, gavage, toe clip, cervical dislocation, tail snip

[ chemical / Biclogical Hazards / Volatile Gases




**Adding personnel to the protocol is similar to the method of listing study personnel when your protocol was initially submitted.
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9. Select the Add button next to the proper field (Research Staff, Study Contact, etc) and then enter the last name of the individual you would like in the Search User Directory section to add and select Find.
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The listing of the person’s name appears that you wish to add.

10. Select the [image: image12.png]Select User



 checkmark to the left of the person’s name to select the user you would like to add from the list. 
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11. Next, from the drop-down, please select the role of the KSP being added.
12. If you are removing KSP from your study complete the section at the bottom of the page and select the Add button. 
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13. Select the checkbox next to the person or persons you wish to remove from the protocol and select the [image: image16.png]


 button in the upper right corner of the window.
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14. Complete Section 3.2 – Read and check all that apply.
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4.1 Note: To be added to a protocol you must be enrolled in the Occupational Health Program. To enroll you must:
1. Complete the University Health Service Occupational Health Medical History Form.
2. Complete the Occupational Health for Investigative Staff online training module.

Have you completed the Case Western Reserve University Health Service Occupational Health Medical History Form?
If not please contact Occupational Health Services at (216) 368-6720.

Oves Ono




15. Occupational Health Program – This section lists the requirements for the Occupational Health Program. Read the associated question and answer Yes or No, then 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.




16. 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”.
[image: image20.png]tle: Hp=ardous: Forms, S3fety Attach Study Application

cibox to select the application(s) to attach.

ve Attachments to attach or unattach forms.
lete Revision button to delete the selected application.

Form Name

[E—"

‘Application

@ | study Application (Version 1.0)

‘Add Revision





17.  Select the Add Revision button on the far right of the above window.
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18. 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.
**NOTE – You cannot add KSP to section 3.0 of the revised application. You’ve already added KSP within the Addendum form and by design the application does not allow you to add/remove KSP from a revised application. Essentially you can skip Section 3.0 within the application revision**
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For each of the personnel participating in this study, list their training or level of experience relevant to this study. See helpicon for specific criteria.

All questions with an " * * are considered required questions and need to be completed!

5.1 Please make a selection below:
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& Addanewrow| B Delete selected row(s) |





19. Next in the revised application you must enter the Training & Qualifications for Key Study Personnel in Section 5.0. 

20. To add training a qualifications for KSP added select the Add a new row button.
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21. Because the KSP were just added to the addendum and not officially approved KSP names will not appear in the drop-down. Therefore you must type the name of the KSP into the blank text box under the statement “If KSP Not in the Drop-down, please add their name below.” If more than one person has been added you will need to add as many rows as necessary to enter and complete training information requirement.

If the KSP being added will be performing Euthanasia on animals you must enter their information in the Euthanasia section of the revised application. In addition if any surgeries or other procedures are being performed that the added KSP will be part of you must navigate to that specific section of the revised application or associated subsections and enter KSP information there as well. 

Select Save and Continue to Next Section through the revised application and all appropriate subsections until you’ve completed the revised application.
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22.  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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2.0 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 here.

Select the Green Bar below to create a revision of the protocol:
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23.  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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24. Attach any additional Study Documents if necessary. Once all additional documents are uploaded select Save and Continue to the Next Section.
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25.  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. 
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26. 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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27. 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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