IRIS GUIDE

Revision Requests

Respond to revisions and corrections requested by the IRB or ORRC.

Office of Regulatory Research Compliance
theorrc@howard.edu



iRIS Guide: Revision Requests

iRIS Guide

Revisions and Corrections

Notification for correction

When a submission is received by the ORRC, a Compliance Officer reviews the submission for
completeness. In cases where the submission is incomplete, the ORRC may send an email through the
iRIS to notify the research team of what changes are recommended to ensure that the , the ORRC
ensures that that submission includes all necessary items prior

Notification for revision

Stipulations
Attaching documents

When you log into iRIS, go to the Study Assistant Workspace. You may switch workspaces by hovering
over the My Workspaces dropdown under the iRIS logo. Whenever you want to manage your studies,
be sure to use the Study Assistant Workspace. To review IRB submissions and perform other IRB-related
activities go to the IRB Assistant workspace.

My Workspaces = Study Assistant
Research Workspace %
Conflict of Interest >
Study Assistant p |

When you get to the Study Assistant Workspace, scroll down to the Tasks panel (The label may say All
Tasks or Study Tasks). Ensure that the Study Task tab is selected so that you may see details on each
task. Use the RB Number column to find the IRB number of the study you wish to work on. The Task
Type column indicates the type of tasks that are awaiting an action from you. Once you have found the
task that you wish to work on, open the task clicking on the icon in the Click to open column.
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Stu dy Tasks Outstanding Completed

Search

Task List: [sybmission R G
All Tasks Study Tasks Project Tasks ) | ubmission Response |
Review Board: | Al v|

Filter By : [—-none-- v|

3 result({s) found.. 1-3

dlck Dk ——
Task Type Rl _— & Review Board RB Number

e BB 08/19/2023 LS Test Study o
0 D’ 01:43:47 PM [ Re0E =
Response LS Test  Smith, f : No Priorit
EDT Howard University IRE IRB-2022-0280 Y
Study Lesroy A.
07/10/2023 ooy Copy of Test 2
O 22:1‘:?;”11 20:57 AM K. = e > e
R EDT : Smis, Howard University IRB [IRB-2022-0291 No Priority

Lesroy A.

You will be sent to the IRB - Review Response Form, where you may respond to each stipulation. Scroll
down the page to find the stipulations that you need to respond to. Depending on the stipulation, you
may be asked to revise the application, revise a document that was previously submitted, add a new
document, answer a specific question, or you may be given a recommendation that needs no response.

Below is an example of a requests that may be asked of you. For all stipulations, read the description of
the stipulation to find out what is being asked of you.

Revise the IRB Application or other Form

1.

2.

Read the edits that are being requested and click on the Revise Existing button in the Actions
column.

A stipulation 1 out of 3:

Description:

Update section 5.18 of the IRB Application to include the units being referenced.

Stipulation Type: (Stipulation must be addressed)

E e

Links to
Coinponeits IRB Application (Version 1.0) [ =

Section: Form Al: Greater than Minimal

bt e il Risk or Form C1: Minimal Risk

ftemns that are Existing Question: Feasibility of study including

linked to this projections for accrual of

Attach ] Complete g
stipulation) Gt n participants (total and Howard

University) and timeline for
accrual:

A new, editable version of the IRB Application will be created. A link to the new version of the
application will be listed in the Component Name column. Click on the link to open the
application and make the necessary edits. When done, save the changes to return to the IRB -
Review Response Form.

Page 2 of 6



iRIS Guide: Revision Requests

= Action
Les 1o St _

Components —— :
[:,J il.?%nppircatlon (Version [ CDn‘lpmeApplicaﬁon Version ]

(These ars ths Modify %

Hena i Action S -

EfnsAhat S5 isti == IRB Application (Version — - l
litvkad to this M:':;:fnt Complete L,] 1.0) ny ( @ Complete Action () Incomplete Action

stiglakion) Section: General Information

Revise a Document

1. Read the description to find out what document should be changed and what changes should be
made to it. Update the document outside of iRIS.

h Stipulation 3 out of 3:

Description:

Update the consent form to include all required elements. Use the template provided on the ORRC website for reference.

Stipulation Type: (Stipulation must be addressed)

Links to
Components Component Name

(Thase arz the : =

tams that are M?dffy Actaon Study Consent Test Clean Consent
i i Femng feut Form (Version 1.0)

linked to this Attachment L8011 (502 *

stipulation)

2. Anew version of the document will be created and listed in the Component Name column. Click
on the link of the new version to upload the updated document.

Links to Component Name Action
Components

(These'ars the

Maodify
Existing
Attachment

ACERin D, Study Consent Consent Document (Version 1.1) [ Compare Consent Version }

Complete

Study Consent Consent Document (Version 1.0) @ Complete Action (O Incomplete Action

3. The document window will open that includes details on the document. Scroll down to find a
Check-Out button. Click on the button to check out the document, which saves the current
version of the document to your computer so that you may revise. The Check-Out button will

change into a Check-In button.

Check-out the Document to
your workstation for editing:

Check-out Document... |

4. Once the required revision have been made to the document, click on the Check-In button to

attach the updated document. Then click on the Save Consent button to complete the process.

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

Revert to the document stored |
in iRIS.

Undo Check-out Document... |

Add a Document

1. Read the description to find out what document to add. Click on the Add Document button in
the Action column.
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A Stipulation 2 out of 3:

Description:

The CV/biosketch/resume of the PI is missing. Please attach.

Stipulation Type: (Stipulation must be addressed)
Links to

Components Action
_
(These ar= the iid Action
tems: that are Acld. e Not Please add the Study Document

linkad to this Attachment

Complete

stipulation]

2. Click on the Upload a New Document Not on the List button found on the right side of the
window.

Upload a New Document Mot on the List ]

3. Addthe document by dragging it into the space indicated or by clicking on the upload area and
searching for the document. Ensure that a category is given to the document. A description can
be given to the document to identify it from other similar documents. Once the upload is done,
click on the Save Document button.

Study Document Add:

“Select the document to upload:

#Version Number: |1 .0
Version Date: [11/0312023
Sponsor Version: | |

ry: |—none— v

Description:

Close, don't save any changes ] [ %ﬁm

Add Additional Documents
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1. For each stipulation, the system only allows one document to be added. However, if multiple
documents need to be added for one stipulation, additional documents may be added in the
Submission File section. Scroll to find the Submission File section. This section lists all
documents and forms that have been attached to the study. Click on the Add New Component
button to add a document.

1.4 Submission File

The following is a list of documents associated with this application request, all of which are hyperlinks to viewable versions of these documents (c
the mouse on the document name to open/view the document), Open and finalize any document listed as incomplete,

The IRBE Application is titled "IRB Application" followed by a version number; a Medification Application can be found under "Submission Forms." Se
"Modify" in the upper right-hand corner to see this list of documents with the option to revise your IRB Application or modification, which will be
necessary to respond.

Show submission component(s) in round: | 2 Current Round v [ Items in Folder View Mdﬁw%mmw Create POF Packet

Indude in PDF Packet
Compare to View in Revise/ | All Submission Components
Last Approved | Separate Window Attach

Submission Form(s)

M Howard University IRE - IRB - Review Response Form - (Version 1.0
- (Incomplete))

(] @ Initial Review Submission - (Version 1.0)

2. Indicate if the document being added is an informed consent/assent document or another type
of document.

O Informed Consent

O other Study Document

3. Depending on the type of document click on the appropriate button to add a document.

I Add/Ravise Consent ‘ ‘ Add Multiple Documents | ‘ Add/Revise Document ‘

4. Click on the Upload a New Document Not on the List button found on the right side of the
window. Or the Choose File button for multiple documents.

l Upload a New Consent Not on the List ‘ [ Upload a Mew Document Mot on the List |

Study Document Add Multiple: X
[ mmﬂ&wﬂs} } [ Save Documents ]
T T e e -
.0 [-nene-- - || Choose File | No file chosen
.0 | | | | [=none- ~ || Choose File | Nofile chosen
0 | | | | \ —-none-- v || Choose File | Nao file chosen
I:I.O [ | [ | [=nene- ~ || Choose File | Nofile chosen
.0 [ | [ | [=nene- +|[ Choose File | Mo file chosen

5. Save the uploads.

For each stipulation, ensure that you indicate if you accept the stipulation or not. If you have accepted
the stipulation and have edited or added an item, select the Complete Action option in the Actions
column to indicate that the action has been completed. In the textbox, ensure that you explain how you
addressed the stipulation or explain why you do not accept the stipulation. You may provide any other
information related to the stipulation as well.
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- Action

Components
IRB Application (Version Noa .
S — - E/J 1.1) Compare Application Version
il Sl odi = )
items that zre Existing Action IRB Application (Version o S !
finkee £ this Attachment Rael 1.0) @ Complete Action () Incomplete Action
<Ay Section: General Information
Do you
accept this O N/a @ yas O no
Stipulation?
aal B ' u = Xz x? Verdana - 1 - 4 1~ 9~
Er E 2y E E % o - = )
» Explain how you addressed the stipulation.
» Click on the Complete Action option to complete the action.
+ Indicate if you accept the stipulation or not. If you do not accept the stipulation, explain why in this
textbox.
Provide an

explanation
on how you
addressed
this
Stipulation:

Once all stipulations have been addressed, click on the Save and Continue to Next Section button
located at the top-right of the page then Signoff on the submission.

Save Section J { Save and Continue to Next Section

Page 6 of 6



