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Logging In

1. iris.louisville.edu
2. Loginto iRIS with your assigned UofL userid and password. This will be the same password that
is used to login to ULink.
a. Ifyou are not a UofL employee (ex. KyOne employees, Norton employees, etc..) please
contact the Human Subjects Protection Program Office for instructions on how to obtain
a sponsored account.

Log In

Welcome to

UserlD:
IRIS '
I Password:
integrated
Research
|Log In |

Information System

System/Browser Requirements

LOGIN Issues? go to https://iris.support.louisville.eduljira/servicedesk/customer/portal/t

Terms of Use | Privacy Statement
Copyright © 2001-2016 iMedRIS Data Corpora

tion. All rights reserved
Version 10.03 Build 451 Updated 2018/04/18 14:19

Completing the Attestation and Disclosure Form (ADF)
1. Perthe University policy section 3.2, all research personnel are required to complete the
Attestation and Disclosure Form (formerly the Conflict of Interest Form)
2. On the left of the page, hover the mouse over Conflict of Interest Forms
Select Attestation and Disclosure Form
4. Select Add a New Form

w
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M My Assistant

Uploading a CV
1. Hover the pointer over “My Assistant”
2. Click on “My Account Information”

_
1r

3. Click on “Biosketch, CV, Pubs”

Profile *Last Name:

Position/ Title:

Relationship to the

4. Click “Add CV or Biosketch”

Kemlwel Edit |Dnr.llnentType |Versinn Date |Tlﬂe View Document

Mo CV has been added

Publications

Remove Edit Publication Type :i:;::aﬁnn ‘ Publication Title A.tt:_nlent

Mo Publication has been added.
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Enter in the title of the CV

Enter a version date (today’s date)
Click “Upload”

Browse for your CV on your computer
. Click “Save Selected File”

10. Click “Save Uploaded File to iRIS”

© o N oY

Q Save Uploaded file to IRIS

Edit the Document You Selected.

# Curriculum Vitae (CV)
*Document Type:

Biosketch
*Title:
Version Date: v
Upload...
Load the document into iRIS: Name View the Document Download the Document

No Document has been uploaded.

Creating a New Study Submission

This process is repeated for submitting a Not Human Subject Research (NHSR) application, Institutional
Authorization Agreement (IAA), and Emergency Use application.

1. Hover the pointer over “Study Assistant” on the left of the page
2. Select “Add a New Study”

™ My Assistant
™ cConflict of Interest Forms
M My Grants and Contracts
™ Study Assistant ~  Add a New Study
E Change your default Department o My Studies
‘ Unpin Study Assistant from the Content Dashboard
I

3. Select “IRB Study Application”
4. Select “Start selected Application”
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(=) Cancel and Return Q Start selected Application

Please select a New Study Application from the list below:

Study Forms:
IRB Study Application
IACUC Application
IBC Registration

5. Enter the full study title and the Short Study Title

6. Select “Save and Continue”

7. NOTE: The department of the person entering in the study will populate in this section. That
might not be the same department as the Principal Investigator (Pl). You MUST add the PI’s
department and then select it as the primary department. You MUST ALSO add any other
institutional department. For example, Norton Healthcare, KyOne Health, ULH/James Graham
Brown Cancer Center.

2.0 Add Department(s)

2.1 List the departments associated with this study. Add the Principal Investigator's department as the
PRIMARY DEPARTMENT. For research conducted at a Norton facility add: Norton Healthcare. For
research conducted at a Jewish Hospital / KyOne facility add: Ky One Health. For research conducted at
University Hospital /James Graham Brown Cancer Center add: University Hospital:

Primary Add o Remove
Dept? Department Name T

8. Select Save and Continue
9. Add the PI, Additional Investigators and Research Support Staff.
a. NOTE: Research conducted at KyOne Health and Norton’s facilities must include them as

the Study Contact.
10. The rest of the questions will branch depending on the specifics of your study

Routing the Submission for Signoff (Pl, Scientific Reviewer, and
Department Chair)

1. After you select sign off and submit you will be prompted to add the Key Personnel required for

routing and signoff.
a. NOTE: The Pl is the only person that is required to be included in this section.

2. Select Save and Continue
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Select the Key Persannel required for routing and signott
Chech the boxws mext to the names of the personnel required for rewteg acd signaff

e Approved Name Rale
2
~ 2

3. You are required to include a scientific reviewer and department chair sign off for all human
subjects research submissions except for NHSR, Continuing Review, and Emergency Use

submissions.
a. For some departments, this will be the same person. Please visit our website for a
complete list.

4. If your Department Chair and Scientific Reviewer are not already listed on this page you must
select “Add Signoff.” Also, if the assigned persons here are incorrect you must change it to
reflect the accurate individuals.

() Pkt Femoes S | () sl am-duhl
ek e adiinl proscone | srpierd bor siating and sqasd
o

o banes rat 83 he amern of the paronrsl reqered for reting ard sgrof,

Agproved Mama, ke

5. Once those individuals have been selected, choose their correct role from the drop down list.

6. NOTE: The order does matter! The scientific reviewer must be selected as 1 and the Department
Chair must be listed as 2. This is the order in which they will sign off after the Pl signs off.

7. Mark the check boxes next to each name under the column “Include in signoff”

8. Select “Save and Continue”

Checking the Status of the Study

1. Once you have submitted, to check the where the study is in the review process click on “Study
Assistant.”

™ My Assistant

™ cConflict of Interest Forms
™ My Grants and Contracts
™ Study Assistant =  Add a New Study

3 Change your default Department - My studies

‘ Unpin Study Assistant from the Content Dashboard
I
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2. Click “My Studies”

3. Select the pencil and paper icon under “Click to open”

ViewHistory  Clicktoopen  View Datails IRE

z| Study IRB Number

Status

N Pending - Submitted for Inital YRS
25 Review

\ Pending - Submitted for Inital YN
23] Review

Expiration

Short Study Title
Principal
Investigator

Study Title

Expedited Bio Singleton, User
TEST Expedited Bio
7B DRUG Singleton, User

TEST Full Board Drug
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Copy Study

®
®

Delete Study  Hide

)
)

4. Click on the magnifying glass and paper icon, under the “Outstanding Submissions” section.

Study Status: IRE Number : 16.0325

TEST Expedited Bio

ﬂ w Study Management

Protocol Items

Protocol Items

® submissions History

/

Initial Review Submission Packet

®  study Application
v App ® Study Correspondenc
® 1informed Consent
5
®  Other Study Documents i;,\ Dutstanding Submission(s)
e
® cContract Documents Track Ref Request: T Process
Location | Number | =9 = Submission
Submission Forms -
= Click on the hyperink to edit/view the submission.
\ET Nl 355010 . P
_ for Initial Review Submission Packet Submission
r—"

Serious Adverse Event Reporting Form

IRB Amendment Form

IRB Continuing Review Application

IRB Deviation /Violation/Misc.

IRB Emergency Use Followup Report

IRB UPIRTSO Form

5. This section allows you to see where in the review pipeline your study is. If you select the people
icons you can see if the PI, Scientific Reviewer, or Department Chair has signed off.
a. Note: The date on the top is the date that the submission was received. The date on the
bottom is when the task was completed (ex. The top date is the date the Pl received it
to sign off. The bottom date is the date the Pl signed off on the submission.).

Status View Details

¥
<1

Routing
Assignment
List

¥

Date Received / Date Completed

06/08/2016 11:41 AM EDT

06/08/2016 11:40 AM EDT
06/08/2016 11:40 AM EDT

06/08/2016 11:41 AM EDT

06/08/2016 11:41 AM EDT

06/08/2016 11:40 AM EDT
06/08/2016 11:40 AM EDT

A48 © 06
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Answering Stipulations

1. Click to open the study
2. Located in “Outstanding Submissions,” click on “Respond to Review” to open the Review
Response Form

Required

IRB Expiration Date: | 05/08/2017

E w Study Management

Protocol Items

Protocol Items
® Submissions History

Study Application
e v Aee ® Sstudy Correspondence
®  Informed Consent
- 24
Other Study Documents | Qutstanding Submission(s)
® Contract Documents Track Ref - o Process
Location R Submission
Submission Forms
N Click on the hyperlink to edit/view the submission.
S oo Bl Institutional Review Board has requested a Respond
In Submission Response for Initial Review to Review
. ) o Process Submission Packet
Initial Review Submission Packet

Serious Adverse Event Reporting Form

IRB Amendment Form

IRB Continuing Review Application

IRB Deviation/Violation/Misc.

IRB Emergency Use Followup Report

IRB UPIRTSO Form

To Remove an Attachment
1. Click “Remove Component”
2. Accept or Deny the stipulation
3. Provide an explanation on how you addressed the stipulation

Version 9/7/2016
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/% Stipulation 1 out of 4:

Description:

Please remove Study Doc Two

Stipulation Type: (Stipulation must be addressed)

k=t Operation Component Name A Status
Components o
_' . . 2 H Study Document Study Doc Two  (Version 1.0) o c
smove Remove Component Pending
Attachment
Do you
accept this N/A Yes No
Stipulation?
O & @M & mE B I U x, X215 5 Auv A- = iE
[ - - Size ~| BB [ =z
Provide an
explanation
on how you
addressed
this
Stipulation:
To Edit a Document
H “ H H ”
1. Click “Revise Linked
/[ stipulation 2 out of 4:
Description:
Please edit Consent One
Stipulation Type: (Stipulation must be addressed)
Operation Cn':::l":“t Action Status
Links to
Components . . .
Study &Rmulhnd Revise or select the consent linked by the review board.
@ Consent
. = | Consent o . . . c
Modify = One & Add/Select Existing Revise or select a consent previously uploaded to this study.
Existing (Version Pending
Attachment 1.0) onaNcannsl:nt Upload a new consent and attach to this correction.
Do you
accept this N/A Yes No
Stipulation?
O%E@E WG a @t BI U= x x2 =
[ ~ || Font - Size ~| BB [ =z
Provide an

explanation
on how you
addressed
this
Stipulation:

2. On the pop up window, select “Create Revision”
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Select Existing or Create Revised Study Consent X
Selact Shnu_rall Edit Version Title Checked Out Cre_a_ie
Versions By Revision
Already b &
Submitted = 1.0 Consent One

3. Select “Check-out Document”

Study Consent Revision: X

*Consent Title: |Consent One

Version Number: |1 -1

*Wersion Date: |07/14/2016 '
Category: | --nons-—- ¥
* Language: | English hd

* Reconsent =
Required: Yes Mo

+* Reconsent Reason:

Description:

Check-out the
Document to your
workstation for
editing:

Check-out Document...

-

D Save Consent

4. Wait until the document downloads
a. For Chrome users: This document will download to the bottom of the screen.
b. For Internet Explorer users:
c. For Firefox users:
d. For Safari users:
5. Click to open the document that has just downloaded
6. Select “Complete Check Out”

Version 9/7/2016
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Download the Study Document [4]Back
INSTRUCTIONS
Step 1:
If your browser blocks pop - ups, then after a few moments a bar similar to the one shown below may appear in your
browser.

% To help protect your security, Internst Explorer blocked this site From downloading files to your computer, Click here for options..,

Simply click on the bar and a small drop down list will appear. Click Download File from the list of options.

what's the Risk?

More infarmation

Step 2:

In a few moments, your browser will prompt you to either Open or Save the file (see example below).

Mote: this is not the actual File Download box, it is only a picture. In order to Check - out the document and editit, you
will need to Save it to your workstation.

| Complete Checkout |

D e wirnt 1 e ez this filn?.

o Hane. st _doc.mentz--dumeys2. doc
] Tupe Hicrusoft word Cuerd, 29,58
FIo 86.280 42146

Cancel |

Comn [ som ] (oo ]

i e bl ;
am oea cospueet | you de ot st e scace. do el cpom 6
‘e i Tl Whal's Hie b7

To do so, click Save. This will open up a window similar to the one shown below that allows you to choose where in your
workstation you would like to save the document.

Once you've selected where you will save the document, click Sawve. After this, the Download Complete box will appear
as shown below. From here you can choose to open the document to edit it, open the folder that contains the document,
or Close the Download Complete box to edit the document later.

Step 3:

IT IS WVERY IMPORTANT that after you've saved the file to your workstation and closed the Download Complete box that
you click the Complete Checkout button in iRI5. This allows you to check the document (or upload the document) back
into iRIS once you've finished editing it.

To cancel the Document Check - Out, click Cancel. Mote: If you've already saved the file to your computer, the file will
remain in your computer, however you will simply lose the option of checking the document back in.

7. Make your revisions to the document and save somewhere on your computer
8. Select “Check-in Document” and update the “Version Date” If re-consenting is required please
fill out that portion as well.

Consent Title: |Consent One

*Wersion Date: 07142016

Category: --nong-- ¥
Description:
e
*Wersion Number: |1 .1
* Language: | English v
* Reconsent Required: Yes ® No
Reconsent Reason:
A
This document is currently checked out by. User Singleton at 07/14/2016 02:01 PM EQ
Check-in when you are done editing to upload the document back | Chec k-in Dot ument |
into iRIS.
Revert to the document stored in iRIS. | Unde Check-out Document. .. |
Comments:
e

Version 9/7/2016
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9. Select “Choose File” to browse your computer for the file

[ Upload Document - Google Chrome Elﬂlg

https://iris-user.louisville.edu/UploadDocument.jsp? USER_ID=170278&ID=14928&TYPE-

Document Location: | Choose File Nogos&n

Instruction: Uploading a document into IRIS™ requires locating the document on the
computer. Once you have located the document click on the 'Save selected file' button. The
buttons will become disabled. If the document is a large document the window will stay in place
until the upload operation has completed.

ESmsﬂecmdﬁle | ocamel |

10. Select “Save selected file”

11. Once back to the Review Response Submission Form, you will see that the stipulation has been
completed with a green check mark.

12. Accept or Deny the stipulation

13. Provide an explanation on how you addressed the stipulation.

/% stipulation 2 out of 4:

Description:

Please edit Consent One

Stipulation Type: (Stipulation must be addressed)

Operation Component Name Action Status
Links to
Components @ -
{iThese ane the _‘«__J Study Consent Consent One (Version 1.0) ¢
items that are linked Madify % @Cﬂm&mt\lusnn |
to this stipulation) Existing S Study Consent Consent One (Version 1.1) Completed
Attachment n

Do you
accept this ' NfA ' Yes ' No
Stipulation?

O & 55 @ & 468 B T U =sex, X? 1= = A A~

O | Format - || Font ~| Size ~| @B B A
Provide an
explanation
B _
addressed
this
Stipulation:

Version 9/7/2016



To edit the Application
1. Click “Revise Existing”

& Stipulation 2 out of 4:

Description:

Please edit section 4 of the application.

Stipulation Type: (Stipulation must be addressed)

Operation Component Name

Links to
Components @ IRB Study
[Thess zre the = icati
nked | Modify | 3 ?\'::r:ic:,t]'i“” &mumpmmﬂ
stipu lztion ) Existing ’
Attachment
Do you
accept this N/A Yes No
Stipulation?
U%EEMGGASMEB I U= x x2 =i
O Format - | Font - size ~ | B B B
Provide an

explanation
on how you
addressed
this
Stipulation:

2. Click “Ok” to adding a revision.

iris-user.louisville.edu says:

Confirm the adding a revision.
Are you sure you want to create a revision?

Action

= A~

Cancel

3. Make the change to the section that needs to be revised
4. Click “Save and Continue to Next Section” until you are routed back to the Review Response

Submission Form

Version 9/7/2016
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A\ Stipulation 2 out of 4:

Description:

Please edit section 4 of the application.

Stipulation Type: (Stipulation must be addressed)

Links to Operation Component Name Action
Components N
(These are the @ :=_| IRBE Study Application (Version 1.3)
Modify % @C pare Application Vi
Existing IRB Study Application (Version 1.4)
Attachment -

Do you
accept this N/A Yes No
Stipulation?
O¥E@EEmoma®BEBITI UsSxxX* == A- A
© || Format - || Font - || Size ~ | & HA H

Provide an
explanation

on how you
addressed
this

Stipulation:

5. Accept or Deny the stipulation
6. Provide an explanation on how you addressed the stipulation

To add a New Document
1. Scroll down to the bottom of the Review Response Submission Form
2. You will see the Revised Submission Materials section
3. Click “Revise Submission”

Revised Submission Materials

use the below submission components to modify the items for revision.

&

. . Create PDF
Revise Submission Packet

2

A

Expand Compare
All Ttem(s)

Include all S <

Previous Rounds & Currently Attached

Compare in
PDF Pachket

Submission Form(s)

Review Response Submission Form - (Version 1.0 (Incomplete)) (Parent of the submission
package) - Submitted in round(s) Currently attached

= = Initial Review Submission Packet - (Version 2.0) - Submitted in round(s) Currently attached,1
0 (] - IRB Study Application - (Version 1.4) - Submitted in round(s) Currently attached

Consent One (English) - (Version 1.1) - Submitted in round(s) Currently attached
Consent Four (English) - (Version 1.0) - Submitted in round(s) Currently attached,i
Consent Three (English) - (Version 1.0) - Submitted in round(s) Currently attached,1
Consent Two (English) - (Version 1.0) - Submitted in round(s) Currently attached,1
Document(s)

o J Study Doc Two - (Version 1.0) - Submitted in round(s) Currently attached,1

00 00006

I (W] Study Doc One - (Version 1.0) - Submitted in round(s) Currently attached,1

Version 9/7/2016
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4. Click “Ok” to adding a new revision

iris-user.louisville.edu says:

Confirm the adding a revision.

Are you sure you want to create a revision?
F

110

Prevent this page from creating additional dialogs.

5. Scroll down to either “Consent and HIPAA Documents” or “Other Study Documents”
6. Click on “Add a New Consent” or “Add a New Document”

Consent and HIPAA Documents

1.11 * Attach all Informed Consent and HIPAA documents for this protocol:

When possible, attach Word documents instead of PDFs.

Page |16

& Select or Revise Existing

Detach Version Title

0 1.0 Consent Four
0 1.0 Consent Three
0 1.0 Consent Two
0 1.1 Consent One

Add a New Consent
-

Category Language  pErOn O ome
English
Enaglish
Enaglish
Enalish

Checked View
Out Document

@

70.86 KB

©

62.12 KB

52.00 KB

&

2,21 MB

1.12

Other Study Documents

1.14 Attach all other study documents (e.g. research proposal or protocol,
recruitment materials, data collection forms, study handouts or othe

., billing compliance form, investigators brochure,

cuments related to this submission):

& Select or Revise Existing

Detach Wersion Title

o 1.0 Study Doc Twa

9 1.0 Study Doc One

Version 9/7/2016

Add a New Document
w

Category

Expiration
Date

T

Document
Outcome

. Add Multiple Documents
w

View
Document

&

363.44
KB

&

134.04
KB

Checked Out
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7. Title the consent/document
8. Select “Choose File” to upload the document
9. Click “Save Document”

Study Consent Add: ﬂ

*Consent Title: |

*Salect the consent

to upload: Choose File | Mo file chosen

*Wersion Number:

I
(=]

*Version Date: |07/14/2016 B
Category:
* Language:

* Reconsent @
Required: ~Yes = MNo

* Reconsent Reason:

Description:

10. Click “Save and Continue to Next Section”

11. Click “Exit Form”

12. Accept or Deny the stipulation

13. Provide an explanation on how you addressed the stipulation

A\ stipulation 4 out of 4:

Description:

Please add Assent One
Stipulation Type: (Stipulation must be addressed)
Do you
acceptthis . N/A ' Yes ' No
Stipulation?

O M M a 8 B I U aex, x2 1= Ar A~
O | Format  ~ || Font - Size ~ | B E A

Provide an
explanation
on how you
addressed
this

stipulation: _

Version 9/7/2016
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Finding Stamped Documents
NOTE: You must ALWAYS use the most current stamped documents when consenting subjects.

™ My Assistant

™ Conflict of Interest Forms
™ My Grants and Contracts
M sStudy Assistant ~  Add a New Study

E Change your default Department - My Studies

‘ Unpin Study Assistant from the Content Dashboard
I

1. Click “My Studies”
2. Select the pencil and paper icon under “Click to open”

Vi Click t Vi d Short Study Title . . Detet

= —— ol gl Sy IRB Principa opy elete o,

History open Details 2 Status IRB Number Expiration Investigator Study  Study s
Study Title

EXPEDITED KES 2/8/2016 Singleton, Kristyn E Elizabeth @
Approved 16.0290 02/14/2017 4 ) ! @
EXPEDITED KES 2/8/2016

Full board test - 5-9-2016 Dearinger, User @
Approved 16.0311 0s/08/2017 . 9= @

fFull board test - 5-9-2016 - BAD

3. Click on Informed Consent or Other Study Documents
4. Click on the PDF icon to access your stamped documents.
a. The most recent document will have the most recent approval date.

- = e Create a
i LES Edit/ e Version Language UnApproved  Approved e Approval Eanae Checked Out By Revised Hide
History View Consent Consent Outcome Date Date T

Partial Waiver 5-10-2016
= 05/10/2016 English @ Approved 05/09/2016 |05/08/2017 Add Revision

Consent 5-9-2016 @]
(R} English @ Add Revision @

1.1
05/09/2016

Submitting an Amendment

The following are the most common amendments that are received but, this is not an exhaustive list.
Please look to Appendix A for a more comprehensive list.

Personnel Change
1. Select IRB Amendment Form once you have opened the study you wish to submit the
amendment for

Version 9/7/2016



IRB Expiration Date: | 05/08/2017

IRE Number ¢ o032 Study Title

E w Study Management

Protocol Items

Protocal Items

L] Study Application

® Informed Consent

®  Other Study Documents

®  Contract Documents /

Submission Forms

® Initial Review Submission Packet

®  Serious Adverse Event Repﬁﬂrm

® IRB Amendment Form

® B Continuing Review Application

® [RB Deviation/Violation/Misc.

® Ire Emergency Use Followup Report

® IRB UPIRTSO Form

2. Select “Add a New Form”

Page |19

List of records associated with form: IRE Amendment Form.
To view previous versions click on the folder icon

4 result(s) found...

3. Continue with the form and select “Personnel Change” for question 1.2

4, Select “Save and Continue”

5. This screen will populate the box for you to add or remove personnel.

- Add a New Form @ Compare Two Versions

o Delete Selected Form(s)

a. NOTE: YOU DO NOT HAVE TO ADD EVERYONE THAT WAS ALREADY APPROVED ON THE
STUDY EXCEPT FOR THE PI. This is only for new, unapproved team members.
6. Depending on the role of the individual, select the section to add the personnel but clicking on

the “Add” button

a. NOTE: If the individual you are adding is going to be making any submissions in iRIS (ex.
a regulatory coordinator or study coordinator) add them to Research Staff and give

them the designation of KSP in the drop down box.

b. NOTE: Please ensure that the individuals you are adding have already completed their

required training, attached their CV, and submitted their ADF.

Version 9/7/2016
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1.0 B Amendment
, 2.0 Personnel Change
2.0 B personnel change

3.0 B Attachments 2.1 Personnel Change (please be sure to update Waivers and/or Consents when you add or remove personnel)

“Please add a Principal Investigator for the study:

Add
LY
If applicable, please select the Protocol Staff personnel:
A) Additional Investigators Add
-~
B) Research Staff Add o Remove
A
Singleton, User
KSP r
“Please add a Study Contact:
Add
v
The Project Contact{s) will receive all important system notifications along with the
Principal Investigator. (e.g. The project contact(s) are typically either the Study
Coordinator or the Principal Investigator themselves).
Please select any existing Personnel you wish to remove:
Select
-~

7. Toremove personnel from the study, click on the “Select” button at the bottom of the box.
8. Choose the individual you wish to remove.

Q Save Selections
E Name Role on the Study
User Dearinger Principal Investigator
r User Dearinger Study Contact
User Singletan Co-Investigator

9. Select “Save Selections”
10. Select “Save and Continue”

sy Print Friendly Esavesecﬁon E Save and Continue to Next Section
Section view of the Form ‘ ‘ Entire view of the Form ‘
1.0 B Amendment
2.0 personnel Change
2.0 B personnel Change
3.0 B Attachments 2.1 Personnel Change (please be sure to update Waivers and/or Consents when you add or remove personnel)
“Please add a Principal Investigator for the study:
Add
LT

If applicable, please select the Protocol Staff personnel:

A) Additional Investigators Add

B) Research Staff Add o Remove

singleton, User
KsP v

“Please add a Study Contact:

Add
LT
The Project Contact(s) will receive all impertant system notifications along with the
Principal Investigator. (e.g. The project contact(s) typically either the study
Coordinator or the Principal Investigator themselves).
Please select any existing Personnel you wish to remove:
Dearinger, User Study Contact ) Select o De-select

Version 9/7/2016



Protocol Change (Application Change)

1. After opening a study, select “IRB Amendment Form.”

IRB Expiration Date: | 05/08/2017

IRS umber ! roosa |:smdv Tt

E w Study Management

Protocol Ttems

Protocol Items

®  Study Application

® Informed Consent

®  Other Study Documents /

® Contract Documents /

Submission Forms

Initial Review Submission Packet

Serious Adverse Event Repﬁmnl

IRB Amendment Form

IRB Deviation/Violation/Misc.

IRB Emergency Use Followup Report

®
L]
L]
® Ire Continuing Review Application
L]
®
®

IRB UPIRTSO Form

2. Select “Add a New Form”
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List of records associated with form: IRB Amendment Form.
e To view previous versions click on the folder icon | .

4 result(s) found...

3. Continue with the form and select “Protocol Change” for question 1.2
4. Answer the following questions as they pertain to your study

LT Add a New Form [@ Compare Two Versions

o Delete Selected Form(s)

5. If this study is changing anything in the application (ex. study sites, study billing information,
enrollment of special populations—prisoners, wards of state, etc., funding source) you MUST

edit the application.

a. Select the “Click here to attach the application” button for question 2.4

2.4 Application changes

& Click here to attach the application.

Mo Application has been associated with this submission.

b. Select “Add Revision”
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(X

(+]

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

Create a
Form Name Approved Revised
Application

Show Edit/

TEEE Rewv. View

%
IRE Study Application (Version 1.2) Ma @
o Add Revision

c. Select “Ok” to the popup asking you to acknowledge creating a new version of the
application

Confirm the adding a revision.
Are you sure you want to create a revision?

d. Make any needed changes to application.
i. NOTE: Some changes (ex. adding special population groups) will require you to
answer additional questions that you did not have to answer before.
e. Click “Save and Continue to Next Section” until you reach the end of the initial
application
f. The new application will be now be attached with a new version number

2.4 Application changes

& Click here to attach the application.

Show Edit/

Rew. View Version Title

Remove

[x] ) 1.3 IRB Study Application (Wersion 1.3) - Attached

Version 9/7/2016



Page |23

6. If this Protocol/Application Amendment also changes something in the written protocol or the
informed consent you MUST attach this as well
a. Select “Save and Continue to Next Section” from section 2 of the amendment form

g Print Friendly g Save Section E save and Continue to Next Section

Section view of the Form | ‘ Entire view of the Form |

1.0 B Amendment

. 3.0 Attachments
2.0 B Protocol Change

3.0 B Attachments 3.1 Please attach (if applicable):

Revised Protocol

Revised Consent Forms

Revised Assent Forms

Revised Preamble

Revised HIPAA Documents (don't forget to make personnel changes on the Partial Waiver form)
Revised Investigator's Brochure

DSMB Report

External SAE Report

Any other documents related to this amendment

When possible, attach Word documents instead of PDFs.

&S)electorkevise Existing Add a New Document . - Add Multiple Documents

Expiration  Document Checked Out View

Detach Version Title Category Date Outcome Document

Mo Document(s) have been attached to this form.

b. To edit an already existing document (approved with a previous submission) click
“Select or Revise Existing”
Select “Create Revision” on the document you wish to edit
Change the version date to the current date
Select “Check Out Document”
Wait until the document downloads to your computer
i. For Chrome Users: This document will download to the bottom of the screen.
ii. For Internet Explorer Users: Select “Open” to the pop-up at the bottom of the
screen. You can also click “Save” to save a copy on your computer. You will then
have to go to that location to access the document.
iii. For Firefox Users: Select “Open with: Microsoft Word” and then select “Ok”
iv. For Safari Users:
g. Click to open the document that has just downloaded
h. Select “Complete Check Out”

-~ 0 a0
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Download the Study Document [4]Back
INSTRUCTIONS
Step 1:
If your browser blocks pop - ups, then after a few moments a bar similar to the one shown below may appear in your
browser.

% 7o help protect your security, Intermet Explarer blocked this site from downloading Files o your computer, Click here for options. .

Simply click on the bar and a small drop down list will appear. Click Download File from the list of options.

Step 2:

In a few moments, your browser will prompt you to either Open or Save the file (see example below).

Mote: this is not the actual File Download box, it is only & picture. In order to Check - out the document and edit it, you
will need to Save it to your workstation.

| Complete Checkout |

D you want 10 open an v thiz filn?

Ej Mans: study_doouments--d_mmye2.doc.
Tipe Mool Word Ducurerk, 23,508 cancel
Fuo 6627042146

Com Lo o]

i s i
Fam 1F s i ok bt dant
tamn o corpates f rou rowren. dapel apon

To do so, click Save. This will open up a window similar to the one shown below that allows you to choose where in your
workstation you would like to save the document.

Once you've selected where you will save the document, click Sawve. After this, the Download Complete box will appear
as shown below. From here you can choose to open the document to edit it, open the folder that contains the document,
or Close the Download Complete box to edit the document later.

Step 3:

IT 15 VERY IMPORTAMNT that after you've saved the file to your workstation and closed the Download Complete box that
you click the Complete Checkout button in iRIS. This allows you to check the document (or upload the document) back
into iRIS once you've finished editing it.

To cancel the Document Check - Out, click Cancel. Note: If you've already saved the file to your computer, the file will
remain in your computer, however you will simply lose the option of checking the document back in.

i. Make your revisions to the document and save somewhere on your computer
j.  Select “Check-in Document”

Study Document Revision: X

*Document Title: |Protocol revised 5-2-2018
Version Number: (2 -1

* Varsion Date: |D5/092018

Category: | Protocol v

Description:

This document is
currently checked User Singleton at 06/10/2016
out by.

Check-in when you
are done editing
upload the document
back into iRIS.

Chet k-in Document... |

Revert to the
decument stored in
iRIS.

Undo Check-out Document... |

Comments:

k. Select “Choose File” to browse your computer for the file
I.  Select “Save selected file”
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Document Location: | Choose File | Mo file chosen

Instruction: Uploading a document into iRIS™ requires locating the document on the computer. Once you have located the
document click on the 'Save selected file' button. The buttons will become disabled. If the document is a large document the
window will stay in place until the upload operation has completed.

Q Save selected file @ Cancel

m. To add a new document that was not previously submitted/reviewed select “Add a New
Document”

sy Print Friendly Q Save Section E Save and Continue to Next Section

Section view of the Form | | Entire view of the Form |

1.0 B Amendment

, 3.0 Attachments
2.0 B protocol Change

3.0 B Attachments 3.1 Please attach (if applicable):

Revised Protocol

Revised Consent Forms

Revised Assent Forms

Revised Preamble

Revised HIPAA Documents (don't forget to make personnel changes on the Partial Waiver form)
Revised Investigator's Brochure

DSMB Report

External SAE Report

Any other documents related to this amendment

When possible, attach Word documents instead of PDFs.

&Sdectnr Revise Existing vMIIa New Document ‘. - Add Multiple Documents
" - Expiration Document View
Detach Version Title Category Date Outcome Checked QOut Document
-
2.1 Protocol revised 5-9-2016  Protocol
52.50 KB

n. Enter the document title, upload the document, and Select “Save Document”
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Study Document Add: i[

*Document Title: | |

*Select the document to
upload:

Wersion Number: -E|
* Wersion Date: 05102018 '

Choose File | Mo file chosen

Category: |--none-- v
Description:
A
Comments:
A

7. Once the documents have been added/revised select “Save and Continue to Next Section”
8. Answer the rest of the questions and submit

Study Closure

1. Open the study, click “IRB Amendment Form”

TRE Number roosa |:St“dv e

IRBE Expiration Date: | 05/08/2017

Ew Study Management

Protocol Ttems

Protocol Items

e Study Application

® Informed Consent

®  Other Study Documents /

® contract Documents /

Submission Forms

Initial Review Submission Packet

Serious Adverse Event Repﬁmm

IRB Amendment Form

IRB Continuing Review Application

IRB Deviation/Violation/Misc.

IRB Emergency Use Followup Report

IRB UPIRTSO Form
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2. Select “Add a New Form”

@Cwyﬁmnl (L) Add a New Form | [[B) compare Two versi |_Q,J_r e—

List of records associated with form: IRE Amendment Form.
To view previous versions click on the folder icon *

4 result(s) found...

3. Continue with the form and select “Study Closure” for question 1.2
4. Answer the following questions as they pertain to your study

Training—Submitting a Ticket for Update

If you have completed the required Human Subjects and HIPAA trainings (see HSPPO website) and iRIS
is still indicating that you do not have adequate training, please use the instructions below to file a
ticket to get this resolved.

1. Click on either the “Help” button or My Assistant—Custom Links—Submit iRIS Issue

iRIS
0 integrated
Research
® Infosmation System

L

Reports

Grant Add a New Project My Projects

Opportunities
Study Assistant
F 4
Add a New Study My Studies

2. This will route to the following page.
a. You must log in with your UofL userid and password. Just like you would log into iRIS.
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Login

Username
|

Password

¥ Keep me logged in

Forgotten your password?

JIRA Service Desk (2.59) - Aflassian

WAtlassian

3. Click on “Training Update Request”

UNIVERSITY OF irisHelpcenter

LOU'SVI LI_E. iRIS Issues

Welcomel You can raise a RIS Issues request from the options provided.

‘ Q, Find a solution

Add a Sponsor
Use this option to request that a new sponsor be added to iRIS

iRIS User

Module Administration

Report Login Problem
Use this option to report inability to log into RIS

Training Update Request
Use this option to request that training be updated in iRIS

System Administration

Report IRIS Issue
Use this option to report a non-functional aspect of IRIS

Ask a Question
Use this option to ask a general iRIS question.
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4. Describe what you are requesting in the box. If you have completed your CITI training, attach your
completion report in the “Attachment” section.

5. Click “Create”

6. You will receive a response to your UofL email address

iRIS Help Center / IRIS Issues
% Training Update Request

Describe the training information that is missing from iRIS

Please provide as much detail as possible, including the name(s) of
individual(s) completing the training, course titles, approximate
completion date(s). affected study(ies)

Attachment (optional) @_

% Choose file(s) Please attach any completion reports or other documentation of

completed training that can assist in the resolution of the issue.
m Cancel ?_

Training—iRIS Report for Personnel Training/CV/ADF

The easiest way to check a member of your study team’s training, CVs, or Attestation and Disclosure
form is to run the report out of iRIS. Note: An individual’s CV will not appear if they did not enter the
version date.

1. LogintoiRIS
2. Click on “My Grants and Contracts”
3. Click on “Reports”

® My Assistant g

4. Click “Current Training,” any of the ADF reports, or “Active CVs—within the last two years”
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Reports

Run Reports / /

ADF Status - Grouped by Department B

[4]Back

Active CVs - within last two yrs

Current ADF Submissions - Dept Groups User Resume

Current ADFs - Dept/ Covered Person Sorted
Current ADFs - Dept/Submission Date Sorted
Current ADFs- Dept/U of L ID Sorted

Current Training

W mWm m m

5. Click “Run Report”

Current Training N ek
Helpful Informati

Run Report |
Display Report as: (® ppp HTML Excel

6. The PDF will pop up in a separate screen. Scroll through or click Ctrl+F (Mac Command+F) to
look up the individual.

Training—Apex Reports
Apex reports is another option for research teams to check the training of individuals in their

department. This report has the ability to search with more criteria. Similar with iRIS Reports, you
cannot search by name.

1. Go tothe website: https://apex.louisville.edu
2. Login with your UL userid and password.

3. Currently there are two reports that are available: Current ADF Status and Current Research
Training

UofL APEX Available Reports

IRIS Reports
Welcome to U¢ Current ADF Status

Current Research Trainin .
Ifyou are new to Uofl | 9 onstantly working to add new

reports to this site. Ifyo ssistance, please contact
Dave Baugh. Have a greataayr

Set Screen Reader Mode On

release 1.0

4. Select a report. Enter in the search criteria you wish to use and click refresh.
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Home Current Research Training
e Parameters Refresh Print Reset
UofL ID Department v Training v
Separate Category

multiple IDs
with a comma

Expire v unit/ v
Days School

Training—Adding Personnel to a Study
You can check training for individuals that you are trying to add to your protocol; this can be at the
time of initial submission or during a personnel amendment.

1. Inthe “Assign key study personnel (KSP) access to the study” section (this is located in both the
initial application and the amendment form), click on the “Add User” button.

s Print Friendly Q Save Section E Save and Continue to Next Section

Section view of Application ‘ | Entire view of the Application |

1.0 B General Information
2.0 (B Setup Department(s) 3.0 Assign key study personnel(KSP) access to the study

Access

3.0 Grant Key Personnel 3.1 * Please add a Principal Investigator for the study:

access to the study

4.0 B RESEARCH NATURE AND Add User
APPLICATION TYPES b

5.0 B sponsor
3.2 If applicable, please select the Research Staff personnel:
6.0 B sTuDY SITES

7.0 TR TR A) Additional Investigators Add User Add Group
w wr

B) Research Support Staff Add User Add Group
- LV

3.3 * Please add a Study Contact:

Add User ollemove
W
The Study Contact{s) will receive all important system notifications along with
the Principal Investigator. (e.g. The project contact{s) are typically either the
Study Coordinator or the Principal Investigator themselves).
2. Search for the individual.
Last Name: | :(Ynu may enter a partial name to search)
First Name:
o] Directory by v ﬁ Find
a‘ Browse/Find: Department: All Departments

® RIS Database
LDAP Directory

Search From:

3. Click on the “Training” icon next to the person that you are adding.
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Last Name: (You may enter a partial name to search)

First Name:

- Directory by ; .
B Browse/ Find: Department: All Departments E

iRIS Database
LDAP Directory

Search From:

Check for
Multiple Use

¢ fi e Exec VPR - Research (primary)

Training User Name Department Email

4. Look for the sections that say Human Subjects. If there is a green dot, which means that training
is current. You can see the approval and expiration date under the title.

Rule 12 a

HIPAL Privacy - Students and Instructors (may include non-Covered Companent) -
Basic Course

Human Subjects Rule 1 Active

. GEAR Session: Protecting Human Subject Participants

Rule 2

. Group 1.Biomedical Research Investigators and Key Personnel. - Basic Course

( 03/28/2015 - 03/28/2019)
= Rule 3

. Group 1.Biomedical Research Investigators and Key Personnel. - Refresher 2 Course
Rule 4
. Group 1.Biomedical Research Investigators and Key Personnel. - Refresher 3 Course
Rule 5
. Group 1.Biomedical Research Investigators and Key Personnel. - Refresher 4 Course
Rule 6
. Group 1.Biomedical Research Investigators and Key Personnel. - Refresher Course
Rule 7
. Group 2.Social behavioral or educational researchers - Basic Course
Rule 8
. Group 2.Social behavioral or educational researchers - Refresher 2 Course
Rule 9
. Group 2.Social behavioral or educational researchers - Refresher 3 Course
Rule 10
Group 2.Social behavioral or educational researchers - Refresher 4 Course
Rule 11
. Group 2.5ocial behavioral or educational researchers - Refresher Course
Rule 12
. Group 3: Undergraduate Students - Stage 1
Rule 13
. Human Subjects and HIPAA-Research - Undergraduates - Stage 1
Rule 14
. Human Subjects and HIPAA-Research - Undergraduates - Stage 1
Rule 15
Human Subjects and HIPAA-Research - Biomedical Research - Basic Course
Rule 16
. Human Subjects and HIPAA-Research - Biomedical Research - Refresher Course
Rule 17

Human Subjects and HIPAA-Research - Biomedical Research - Basic Course
( 03/28/2015 - 03/28/2019)

Rule 18

. Human Subjects and HIPAA-Research - Biomedical Research - Refresher 2 Course
Rule 19

. Human Subjects and HIPAA-Research - Biomedical Research - Refresher 3 Course
Rule 20

. Human Subjects and HIPAA-Research - Biomedical Research - Refresher 4 Course
Rule 21

. Human Subjects and HIPAA-Research - Biomedical Research - Refresher Course

Rule 22

. Human Subjects and HIPAA-Research - Social Behavioral or Educational Research -
Basic Course

Rule 23

. Human Subjects and HIPAA-Research - Social Behavioral or Educational Research -
Refresher Course

Rule 24

. Human Subjects and HIPAA-Research - Social Behavioral or Educational Research -
Basic Course

Rule 25

. Human Subjects and HIPAA-Research - Social Behavioral or Educational Research -
Refresher 2 Course
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Adding a Sponsor to iRIS

If you notice that your sponsor information (name) is not pulling up in the application form, the
sponsor may not be in the system. You must request that the sponsor be added to iRIS by submitting
a ticket to the iRIS administrators.

1. Click on the “Help” button or My Assistant—Custom Links—Submit iRIS Issue

2. This route will take you to the following page.
a. You must log in with your UofL userid and password. Just like you would in iRIS.

Login

Usermame
Password

| |

¥ Keep me logged in

Forgotten your password?

JIRA Service Desk (258) - Aflassian

WhAtlassian

3. Click on “Add a Sponsor”
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UNIVERSITY OF rsHepcenter

LOU'SVI LLE‘ iRIS Issues

Welcomel You can raise a iRIS Issues request from the options provided.

‘ Q, Find a solution

Add a Sponsor
Use this option to request that a new sponsor be added to iRIS

iRIS User

IModule Administration

Report Login Problem

System Administration Use this option to report inability to log into iRIS

Use this option to request that training be updated in iRIS

Report IRIS Issue
Use this option to report a non-functional aspect of iRIS

% Training Update Request

@D Ask a Question
Use this option to ask a general iRIS guestion.

4. Include the name of the entity, full address, and web address, if applicable.

Click “Create”

6. You will be notified by the System Administration team via UL email once this task has been
completed.

ol

’ iRIS Help Center / iRIS Issues

Add a Sponsor

Description

| Please provide the following: full legal name of entity; full address; web
address, if applicable.
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Submitting a Continuing Review (CR)

1. Click “Study Assistant”

2. Click “My Studies”

3. Click “Open”

4. Click “IRB Continuing Review Application” to open a CR form.

Submission Forms

Initial Review Submission Packet

Serious Adverse Event Reporting Form

IRE Amendment Form

IRBE Continuing Review Application

IRBE Deviation/Violation / Misc.

IRE Emergency Use Followup Report

IRE UPIRTS0 Form

5. Click “Add a New Form”

@Cﬂwﬁ)nﬂ UMdaNﬂanm’l @Cﬂmﬁuﬂlﬂshns o[&lz!iehdni Form(s)

List of records associated with form: IRE Continuing Review Application.
To view previous versions click on the folder icon [ .

? recultiel frund

6. Answer the questions as they pertain to your study.

7. NOTE: If there are any changes to study personnel please update this in the CR application.
There is a questions specifically for this. If you study as a Complete/Partial Waiver, please attach
an updated copy of your document with the accurate listing of study team members.

Submitting a Deviation
1. Click “Study Assistant”
2. Click “My Studies”
3. Click “Open”
4. Click “IRB Deviation/Violation/Misc”
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Submission Forms

Initial Review Submission Packet

Serious Adverse Event Reporting Form

IRE Amendment Form

IRE Continuing Review Application

IRE Deviation/Violation / Misc.

IREB Emergency Use Followup Report

IRE UPIRTSO Form

5. Click “Add a New Form”

f’a&wﬁuml 0MdaNmﬁmn| @mmrmvﬂsinns| € elete Selected Form(s)

List of records associated with form: IRB Continuing Review Application.
To view previous versions click on the folder icon [ 0.

? recultf=) froand

6. Answer the questions as they pertain to your study

Submitting an Unanticipated Problem Involving Risks to Subjects or

Others
1. Click “Study Assistant”
2. Click “My Studies”
3. Click “Open”
4. Click “IRB UPIRTSO Form”
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Submission Forms

Initial Review Submission Packet

Serious Adverse Event Reporting Form

IRE Amendment Form

IRE Continuing Review Application

IRE Deviation/Violation / Misc.

IREB Emergency Use Followup Report

IRE UPIRTSO Form

5. Click “Add a New Form”

@Cowﬁ)rm UMdaNchorm @Corrmﬁm\fuﬁons oDcl:IESdndnd Form(s)

List of records associated with form: IRB Continuing Review Application.
To view previous versions click on the folder icon [ 0.

? recultf=) froand

6. Answer the questions as they pertain to your study

Appendix A--Link to IRB Resources

Please use the links below to access helpful links for guiding your through the policies and regulations of
human subjects research. If you have any questions please call the University of Louisville Human
Subjects Protection Program Office, 502.852.5188 or email hsppofc@Ilouisville.edu

UofL Human Subjects Protection Program Office--http://louisville.edu/research/humansubjects/

Biomedical Templates (ex. Consent and Research Authorization, Assents, HIPAA Complete Waiver,
Billing Compliance Table, etc.)-- http://louisville.edu/research/humansubjects/templates/biomedical-
forms

Social/Behavioral/Educational Templates (ex. Preamble, Informed Consent, Info for research
conducted in JCPS system, Certification of Accuracy for Translation, etc.)--
http://louisville.edu/research/humansubjects/templates/sbe-forms

Sponsored Account Form--
http://louisville.edu/research/humansubjects/templates/SponsoredAccountRequestForm 2142014.pdf

Guides (Internal and External Policies and Instructions) —
http://louisville.edu/research/humansubjects/policies/guides
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Guides

#001 Additional Protections for Minors — FDA #017 Informed Consent- Dos and Don'ts

#002 Additional Protections for Minors- OHRP #018 Informed Consent- Minors

#003 Additional Protections for Pregnant Women, Fetuses, and Neonates #019 Informed Consent- Required Criteria

#004 Additional Protections for Research Involving Prisoners #020 Informed Consent- Waiver of Consent

#005 Definitions #021 Informed Consent- Optional Consent within Main Consent
#006 Approved Sources of Public Use Data #022 IRB- Approval Criteria

#007 Common Terms and Acronyms #023 IRB- Events that Require Prompt Reporting to the IRB
#008 Conflicting Interests of IRB Members #024 IRB- Review Fees

#009 Emergency Use of a Test Article #025 Is My Project Research?

#010 Exempt Review Categories #026 What Qualifies as Human Subjects Research?

#011 Expedited Review Categories #027 Quality Assurance - Quality Improvement

#012 FDA- Special Considerations for the Oversight of Research of FDA-Regulated #028 Significant and Non-Significant Devices

Drugs or Devices
#029 Recruitment Tools

#013 FDA-IND Application Guidance
#030 Paying Human Subjects

#014 Federal Agencies- Additional Reporting Requirements
#031 Utilizing the NCI CIRB-Guidance for Investigators

#015 Federal Grants and IRB Review
#032 Acronyms and Hyperlinks

#016 HIPAA and PHI
#033 Documents Stamped by the IRB

Human Research Protection Program Policy Manual (IRB Investigator’s Guide and IRB SOPs) --
http://louisville.edu/research/humansubjects/policies/hrpp-policies

IRB Submission Life Cycle-- http://louisville.edu/research/humansubjects/lifecycle

(ex. Consent Process Documentation example, SAE Log Template, Eligility Checklist, Drug Dispensing
Log, etc.)-- http://louisville.edu/research/humansubjects/qip
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