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Introduction to the Integrated Research Information System (iRIS™)
What is iRIS™?   

iRIS™ (Integrated Research Information System) is a web-based suite of applications designed to process research studies.  Research study documents will be submitted, reviewed and stored electronically in iRIS™.  The goal is for iRIS™ to automate the submission and review processes and to provide a system to compile data and monitor research studies.  

How Do I Get to iRIS™?  

Since iRIS™ is a web-based program, you can access it from any computer that has internet access. You can access iRIS™ at:  https://cortex.case.edu
Contact Information
For any questions or comments, contact 
Mariesa Malinowski
Cancer IRB Administrative Director

Case Western Reserve University, School of Medicine

(216) 368-3771
Mariesa.Malinowski@case.edu
OR

Mark E. Tennant

iRIS System Administrator

Case Western Reserve University - School of Medicine

Mark.Tennant@case.edu
(216) 368-1102
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Welcome to iRIS™
Your Home Page

When you log in to iRIS™, your Home page will display. 
You will see your account name and department at the top. You cannot change this information. Contact your iRIS™ System Administrator if this information is incorrect.
Any tasks or correspondence requiring your attention will appear here. Click on any of the four grey tabs to see a list of tasks or correspondence.
No matter where you are in the iRIS™ system, you can return to the home page by selecting the “home” icon located in the upper right-hand corner of the screen.
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Important Tips

iRIS Navigation

Never click the “Back” button on your internet browser to navigate within iRIS™. To return to the previous page in iRIS, click the grey “Back” button in the upper right. 
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In order to save what you have entered or edited on a page, click on “save changes” before moving away from each page.
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Pop-up blocking
In order to view outcome letters and other documents in iRIS™, you must have your browser set to allow pop-ups or you will get a “Pop-up blocked” message as below.   
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To allow pop-ups, right click to change your settings (on the “Pop-up blocked” message above); OR On Internet Explorer, select “Tools”, select “Internet Options”, then Click on the “Privacy” tab and change your Pop-up blocker settings here.  If you set your browser to “Always Allow Pop-ups from This Site”, this will eliminate the need to right click every time a “pop-up” occurs in iRIS and will keep the pop-up blocker intact for all other sites.
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WORD 2007 Conflicts

You may encounter conflicts with Word 2007 documents. Word 2007 can open Word 2003 docs but 2003 cannot open 2007 docs without a compatibility pack. You can recognize a Word 2007 document because it ends in “.docx” or “.docm”. By using the Compatibility Pack for the 2007 Office system, one can open, edit some items, and save Office Word 2007 documents in previous versions of Word. 
It is best to resave any Word 2007 documents you have into an older version of Word before uploading them into the system.  Avoid uploading Word 2007 documents into the iRIS™ system altogether.
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Designating Signoffs
When you have completed the protocol application and gone through all sections of the submission packet, you will see a screen letting you know that you have completed the submission packet. 

If you are ready to assign the personnel that needs to sign off on the submission, click “signoff and submit” (2 locations – clicking on either is fine). 
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You will be asked if you require additional routing for approval. 

Selecting “No” will bypass your opportunity to view the personnel designated to sign off on the submission. The submission will be sent to those individuals indicated in the study shell. 

Selecting “Yes” will allow you to view the sign​offs that have been designated for this submission and add additional sign​offs if you choose. 
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After clicking “Yes”, you will be shown a list containing the Principal Investigator, any Co-investigators and any Research Support staff that were selected as part of the study shell (questions 3.1, 3.2A and 3.2B). 

The box next to the Principal Investigator will be selected by default. If any of the additional Key Study Personnel need to sign off on the submission, check the box next to their name and click on “save and continue”. 
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The next screen will show you the list of personnel indicated in the study shell as being necessary for department approval (study shell question 3.5). 

Again, you must check the box next to the name of the person who needs to sign off on the submission. 

If you need to add any additional people for sign off, you can do so by clicking “add signoff”. You can then “find” and select the person you wish to add, just as you did when selecting personnel for the study shell. 

If you add multiple people for sign off, you can select the order in which they will receive the submission for electronic signature. 
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Once you click on “Save and Continue”, you will see a screen summarizing the sign​offs that have been selected for the submission. If you are satisfied with the designated sign​offs, select “Yes” and then “Save and Continue”. 
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In the study record’s Submissions tab, you can see where the submission is in the sign​off process. 

To view tracking details, click on the “Track Location” symbol. 
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You can see the date and time each step of the sign off process has occurred. 
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Signing Off on a Submission 
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When the study’s Principal Investigator logs into the iRIS™ system, they will see an incomplete task on their Home Page. 

After clicking on the “Open” symbol, the PI can see the contents of the submission. 

They can open the study documents and/or select and print portions of the submission packet. There is also a section for the Principal Investigator to add comments regarding the submission. 
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The Principal Investigator can approve or deny the submission and then apply their electronic signature. Their electronic signature is their user name and password they used to log in to the iRIS system. 

Once the Principal Investigator has signed off on the submission, it will be routed to the next person designated in the sign​off order. 
Once all sign​offs have been completed, the submission packet will be routed to the IRB office. 

Department Chair – iRIS™ Sign-Off Procedure

As a department chair when you receive an email requesting that you sign-off on a protocol your electronic signature is needed as part of the Case Cancer IRB protocol submission process. This document details how all department chairs complete this process.
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When you log into the iRIS™ system at https://cortex.case.edu you will be directed to your home page, i.e. the initial starting point for the sign off process. You will see the task(s) listed and in this case the Task Type is Submission Routing Signoff. To begin the process from the Open column, select the [image: image17.png]


icon. 
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Your sign-off page will look something like the slide above. If you would like to view any of the associated documentation of the protocol you can simply select the open icon [image: image19.png]


from the Open column.  If not simply select the Approve radio button, add your iRIS™ UserID in the User ID textbox as well as your iRIS™ password in the Password textbox and select the Save Signoff button below the two textboxes. This will route the document to the Case Cancer office and remove the task from your home page.
Signoff Availability – Designating an alternate signoff

When you would like another person in your department to sign-off on any iRIS documentation that requires and electronic signature it can easily done with a few click of your mouse.

Next, from the left side of the window select My Assistant, then My Account Information. 
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Again from the left side of the window select Signoff Availability. 
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Then Select the No radio button at the top of the page next to the I am Available for reviewing submissions for signoff: statement. The default is Yes, so again, please select No.
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Alternates can be setup here for signoff by clicking the Add button.  Select the Add button in the upper right corner of the window.
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The Search User Directory page displays:
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**Important – Anyone that you designate as an alternate sign-off MUST have an iRIS account.

Select the iRIS Database radio button, then type the last name and first name of the person you would like to designate as your alternate sign-off then select the Find button.
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Next, select the [image: image27.png]Select User



 ‘check’ to give the user the ability to sign-off.
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From the Role dropdown menu select the proper role for the user. Next select Save Changes or if need be, add another user repeating the same process.
That user will then appear in the list with an order number.  The role for the alternate can be selected and the order number can be edited.  To delete a user from the list, check the box next to their name and click the Delete button.  
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If your role (set up with the Case Cancer IRB System Administrator) is a Designated Department Reviewer then the tab Department Reviewer Alternate Signoff tab will appear here.  

Department Reviewer Alternate Signoff

The user who is given this role can setup the departments for which they are the designated reviewer and any alternates for the task here.  This list contains all the departments that the user has access to.  Any departments that the user has been chosen to be the designated reviewer for (set up with the Case Cancer IRB System Administrator) when they were first given this role will appear selected under the Department Reviewer column.  To become a designated department reviewer for any other departments, click the checkbox under the Department Reviewer column next to the desired department and select your role.  To designate who will sign off when you set yourself unavailable for signoff, click the [image: image30.emf]

icon in the corresponding column.  Add a user and search the user directory for the desired user and select them to serve as your alternate.  Click the Save changes button to save the settings.  To remove yourself from being the department reviewer for a particular department, simply uncheck the box and click Save changes.  
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When a study that is associated to any of the selected departments is submitted to the review board, then this user will need to sign off on that submission.  For example, the Administrator user has been given this role and been assigned to be the designated department reviewer for the CA-GH-Oncology department and given the role Department chair.  
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When a study is created and associated to the CA-GH-Oncology department and then submitted to the review board for Initial Submission Review, then Admin Administrator will be included in the signoff list by default with the role given in User Accounts.   
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Frequently Asked Questions

What file types can be uploaded into iRIS™?

Consent Forms must be in either RTF (rich text format) or DOC (Microsoft Word). Study documents can include DOC (Microsoft Word), WPD (WordPerfect), RTF (rich text format), PDF (Adobe), XLS (Microsoft Excel), TXT (text format), and others. The best guideline to follow as to what types of file you upload into your study documents is to make sure you are using a file format that is common. If a reviewer doesn’t have the software to open your document(s), then they can’t review them. Don’t use Word 2007 as others may not be able to open your documents. 
Can I reply to the iRIS™ e-mails I receive? 
No, you cannot. Each iRIS™ e-mail comes from an unattended mailbox and your reply to it will bounce back. These emails are only to notify you of a task requiring your attention in the iRIS™ system. 
I can’t open documents in iRIS™. 

There are three possible solutions for this 

1. The security settings in your internet browser may be prohibiting documents from being downloaded to your computer. To check theses settings in Windows XP, open your browser to your home page. Click on Tools, Internet Options. Click on the Security tab (the 2nd one from the left), and the Custom Level button near the bottom of the dialog box. You will see a list of all security settings that are customizable. The settings are divided into groups. You need to scroll down the list until you see the group heading “Active X Controls and Plugins”. Scroll through that list and make sure that all of the selections are “enabled”. The next group heading is “Downloads”. Scroll through this list making sure all selections (excluding ‘Download unsigned ActiveX controls’ and ‘Initialize and script ActiveX controls not marked as safe’) are “enabled”. Click OK at the bottom of the dialog box. Answer yes to “Are you sure you want to change security settings for this zone?” Click OK to exit the Internet Options box. 
2. Your internet browser may be set to block pop-ups. To change this setting, click on Tools, Pop-Up Blocker, and Turn off Pop-Up Blocker. You can use the same steps to re-enable the pop-up blocker once you have finished your work in iRIS™. 
3. You may have inadvertently downloaded a foreign toolbar that has a pop-up blocker. It is advisable that you only use the tool bar(s) that are part of your Internet browser software. Some examples of foreign toolbars are the Yahoo! Tool Bar, Real Search Tool Bar, and Google Tool Bar. To remove these tool bars, you will actually have to uninstall the program from your computer. To do this, click on Start, Control Panel, and Add/Remove Programs. This will give you a listing of all the software that has installed on your computer in alphabetical order. Scroll through the list until you find the appropriate tool bar, highlight the program by clicking on it, and then click on the “Change/Remove” button on the right hand side of the screen. 
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I have received an email from iRIS™ that I need to signoff on a submission. How do I do that? 
When you log in to iRIS™, you will see the “Incomplete Task” on your homepage. Click on the ‘Open’ icon to the left of the study title. This will take you directly to the signoff sheet. Your user ID and password is your electronic signature.
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