iRIS USER GUIDE

CWRU ADMINISTRATION OFFICE
case-ibc@case.edu

IBC Continuing Review Submission

e Continuing Reviews (CRs) must be reviewed and approved at an IBC meeting, which
occurs monthly. Itis important to determine the meeting date prior to the expiration of
the study.

e The CR submission should be received by the IBC office one month prior to the meeting
date.

How do | submit a Continuing Review?

Step 1 | Loginto iRIS: https://spartalBC.case.edu. On the Home screen, click My Studies on the
left, and open the study that is due for continuing review.

% @ Your current Department is Case Western Reserve University IBC and SBER IRB - SOM - Neurosciences

Worklist Filter: [ Continuing Review Due V|

Incomplete | Not Opened ” Previously Opened
c P
< No tasks fo nd
'—— My Appointments

My Studies Kl Back
display my Studies by: @Most Recently Used Studies: Find by IR Number: | @ Find ‘
Filter my Studies by study status:
IRB Number v {g1nciude Studies that have not been assigned an Find by short study Te: [ |[{@)md_|
1R8 Number

Show Hidden Studies O Yes ® no

result(s) found... 1-3

Short Study Title

Click to Study
open Status

IRB Expiration Date

Study Title

— —— &)
’ pa— : [i]

Examole - creating knockout/knackin cell lines to investiaate FRK sianalina in vivo

Step 2 |Onthe left-hand side of the screen, on the lower section, select IBC Continuing
Review form.

18C Number: 1BC-2020-327 [T o

PI:

Study Status: m e PRSI i - creating knockout/knockin cel lines to investigate ERK signaling in vivo
ru/oy/z021

Submissions Study Management

,E],c"'"" Approval Packet ‘

Protocol Items
® Ssubmissions History

_ ®  Study Correspondence

®  study Application
®  1nformed Consent » s Outstanding Submission(s)

®  Other Study Documents » Tk o Rl e RequestType

There are no outstanding submissions.

®  Continuing Review/ i ion Form

® 1nitial Review Submission Form

®  Unanticipated Problems, Deviations, Adverse Events Form

Step 3 | Click the button to Add a New Form.
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1BC-2020-327|

3C Nyphes IBC Amendment Form

m 18C2020:327 i
11/on/a02

[Deory vmmewronn‘ Compare Two Versions | ) Delete Selected Form(s)
List of records associated with form: IBC Amendment Form.

@ To view previous versions click on the folder icon

Edit/ Sub. Track Process Submission =3 5
m il L e “m

No records have been created.

) result(s) found...

E

Step 4 | Complete the Continuing Review Form. Click Save and Continue to move through
the pages.

Be sure to complete Section 4.2, providing an update from the last approval.

Step 5 | Ifyouneed to edit the protocol, please select one of the first 6 boxes.

Key Personnel —individuals who have iRIS accounts and access to the protocol
Lab/study Personnel — individuals who are conducting experiments but do not need
access to the protocol in iRIS

For Clinical Trials, you must check the “Clinical Trials Details” box in Section 5.1.

Summarize any changes to the protocol in the text box.
**All changes must also be made in the study application, see Step 7.

5.0 Additional Protocol Changes

5.1
Please note if any of the following areas of your approved protocol require updating:

If this is a clinical trial, please check 'Clinical Trial Details' below even if there have been no changes to the original protocol.

O Key Study Personnel (have account in iRIS)

O Funding source/new grant

[ Lsbfstudy personnel

(] StudyPlan/Design (the nature of the recombinant material/location of recombinant experiments)

[[] Recombinant Nucleic Acid Details {change in virus/pathogen/cel line/gene of interest)

r » ecies)
< [ Clincal Trials Details ’

5.2 If applicable, provide a detailed description of the proposed changes to the IBC protocol.
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upload any revised documents.

Complete the Clinical Trials Information page, and indicate if there are any study
team changes or changes to the approved IBC protocol. There are also sections to

6.1
How many patients have been enrolled in this study during the last year?

6.3 Was an adverse event report made?
No

6.4 To whom were the reports sent?

Do you need to update your approved protocol to reflect any modification made in the last year?

6.6
Do you need to make any changes to the study personnel listed on the approved protocol?

Oves ONo

6.7
Please use the

&sﬂmwm:m Mdauu{‘msgx

been atached to this

6.8
Please use the link below to attach additional ion related to the il ion of this study.

&Sﬁhﬂw&v&lm L+ ‘Add a New Document

No Document(s)

6.0 Clinical Trial Information

mm__n_mm e T

mm__ Spirscis owte -°°""'°"

Step 6

Changes to Study Personnel reflect any key personnel that will need access to the
study in iRIS. They must have an account in the IBC system to be added. Otherwise,
they can be added to the study team member page within the study application.

Step 7

application.

To edit the IBC study application, you will need to click the button to attach the
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| [ Entire view of the Form
8.0 protocol Modification
8

1
You indicated that certain areas of your IBC protocol require updating.

Please click the link below to be taken to a screen that will allow you to revise your application to reflect the changes you wish to make.
You do not need to alter any section other than that you wish to update. Your original and/or iously modified licati will remain h d and still be available to you.
& Click here to attach the application.

1 W has been associated with this submiass

8.2
Please click the link below to be taken to a screen that will allow you to upload your study documents.

‘P~

&Sdnwmiu&iﬁg ) Add a New Document L, Add Multiple Documents

mu__ ——— . E

No Document(s) have been attached to this form.

Then select “Add Revision”

Select the application that you would like to attach and then click Save Attachment & Save Attachment ‘

Create a
Approved | Revised
Application
Already : N
Submitted Study Application (Version 1.0) g

Add Revision

And Confirm.

Step 8

You will now have an editable study application, and you will need to select the
sections on the left that you need to update. Be sure to hit Save and Continue in
the upper right on each page there are changes.

BC Number:
n:

LB LPLER Study Application (Version 1.1)

~Pli|tﬁkndly‘ Qsavesem

E Save and Continue to Next Section
R ceoerat coformation |
2.0 [ SStupDseatment(s) 1.0 General Information
Access
3.0 [ GrantKey Personnel

access to the study

Section view of Application ‘

Entire view of the Application |

* Please enter the full title of your study:
4.0 [ Case Western Reserve

University Application

) Clerifcation of Need for Example - creating knockout/knockin cell lines to investigate ERK signaling in vivo
50 B Review by the cwRU 18C

CCWRU IBC - General
60 B reation

7.0 B cWRU I8C - Study Team

8.0 B cwRu IBC - Funding

CWRU IBC - Study
%0 B Description/Plan
i * Short Title For Your Reference Only:
CWRU IBC - Animal
1008 Details

example
CWRU IBC - Recombinant = This field allows you to enter an abbreviated version of the Study Title to quickly identify this study.

Nucleic
110 B L Recombinant

Material Det ...

12.0 B) Next steps:

B SWRU IRB has moved to

130 B gparta1e.case.edu
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Step 9 | Once you have completed the changes, hit Save and Continue through the end of
the form. You will then be taken back to the IBC Continuing Review, and will see the
revised application attached. Hit Save and Continue.

Step 10 | Complete the Compliance Verification page. Hit Save and Continue.

Step 11 | The form has been completed. If the Pl created the form, then there will be a
button to Signoff and Submit. If someone else created the form, there will be a
button to Notify Pl for signoff. The Pl can login to iRIS, and there will be a task on
the Home page for Submission Routing Signoff.

sy Print Friendly 4 Signoff and Submit

Entire view of the Form

Form has been Completed!

Instruction of Form has Been Completed Screen

Exit Form

by Signoff and Submit

Step 12 | At Signoff, no additional routing is needed.

Setup Signoff Submission Routing Kl Back

[ Save and Continue

Joes this submission require additional routing for approval?

YES - Click YES to select additional personnel for routing.

< ®  NO - Click NO to bypass selecting additional personnel for routing. >

Everything attached to the Continuing Review Submission form will be listed on the
signoff page. The Pl will need to click the button for “Approve” at the bottom of the
signoff page, and provide a CWRU ID and password. Hit Save Signoff in the upper
right.
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Submission Routing Signoff Kl Back

[ sove sionot|

Study Title: Example - creating knockout/knockin cell lines to investigate ERK signaling in vivo
Submission Reference Number: 012418

lude
Submission Component Name - Version
PDF Packet

Submission Form(s)

Submission Form(s):

1BC Amendment Form - (Version

This form requires your electronic ur
Please enter your User ID & Pasiior

i s2vesionott|

More questions? Contact the Institutional Biosafety Committee:
case-ibc@case.edu
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