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1. Self-Registration

Applicants will self — register for the system as per below screenshots:

|cgpy

Vidatum Academic
Username

Password
[J Logout when the browser close

Forgot password?
Register

ICGP4.0.2.0

Registration

First Name *
Emma
Last Name *
Joe
Email *
emjoe77@gmail.com
ICGP Membership Number

123456

Please leave blank if you do not have an ICGP Membership number
Password *

Confirm Password *
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Once the applicant has registered, they will receive an email to activate their account on

the ICGP Research Ethics system.

*Please note to check your ‘SPAM’ folder if you do not receive an activation email

shafig.far@vidatum.com

() Remember Me

Forgot password?
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2. Creating an Ethics Review

To create an Ethics Review submission, click on the blue “New Ethics Application” button on the top right-hand

side of the page. Type in the “Project Title” name and click the blue “Submit” button.

|<9F’p Vidatum ACademic coess  Home  Submissions o B
e
e hnd Type Period Date Status
Stagel:
New Ethics Application
Stage 2:
Submission
|Ssi‘ DEC#H Ti¢la Turma Dasiad MNada ﬂ.q.--)(— ‘
New Ethics Review
Project Title * -
ewer.
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3. Ethics Review Form

The navigation panel at the top of the page allows users to go through different sections of the ethics form. As
shown by the red arrow on the screenshot.

IMPORTANT NOTICE: Please ensure to read all instructions below on ‘Saving’.

Section A Section B Section C Section D Section E Section F Section G Section H Section |

Section J Section K Section L

General Information

Ethics Review Code : 1286
A1. Title of the Research Study *

General Information
Please complete Sections

Testing 18th May A to Section L, in order to

submit your application.
AZ. 1s this » multi:site study? = All mandatory and other

- Please Select -- - required documentation
can be uploaded in
Section L. For further
information, FAQs, and
templates for ethics
applications, please see
the ICGP website

https://www.icgp.ie/go/res
earch/research_ethics

Principal Investigator Details

When moving between sections, please make use of the “SAVE” button, found at the top righthand side of the
page, so that progress when filling out a form is not lost. The system will warn users when trying to move between

sections without saving, in this case as per below example, please ensure to choose ‘NO’ or you will lose the work.

) Unsaved work

Are you sure you want to leave before saving
your work?

YES NO &=

Please click ‘NO’
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Ethics Review Form — Submission, Workflow and Visibility

Submission:
The red “Errors” button on the top righthand side of the page, will act as a guide for the user and will show any

outstanding fields or documents needed to complete the submission. As shown with the red arrow on the
screenshot.
lcgpp Vidatum Academic ceszo  Home Submissions Reporting Administration 2o Welcome

Section A Section B Section € Section D Section E Section F Section G Section H Section |

& Ethics Review
Section J Section K Section L

© Awaiting Review

Please complete Section A

$ Administer Submissions Please complete Section B

General Information
Please complete Section C

Please complete Section D
Ethics Review Code : 1286
AL Title of the Research Study *

Please complete Section E
Please complete Section F
Testing 18th May

Please complete Section G
A2.Is this & multi-site study? *

S Please complete Section H
Please complete Section |
Please complete Section J
Please complete Section K
Please complete Section L
Please upload certificate of indemnity/insurance A e
Please upload the DPIA screening form
Please upload the Pl CV
Please upload the local committee checklist
Principal Investigator Details Please upload the local committee signatory page

Please upload the protocol document

A2(E). f not a Mult

Uy, please name the P with Overal responsiity 10r CONGLKE of this smgle-site study

Principal Investigator

Details of the Principal

P1 Name *

When all mandatory fields and Sections have been completed, the red “Errors” button will turn into a blue
“Submit” button. This has now noted that the user has completed the application and it is ready for the user to

press the blue “Submit” button. As shown with the red arrow on the screenshot.

Vidatum Academic xeeeozs  Home  Submissions Reporting Administration :° Welcome

Section A Section B Section C Section D Section E Section F Section G Section H Section |
& Ethics Review
Section J Section K Section L
@ Awaiting Review E— m

& Administer Submissions

Additional Ethical Issues

L1(A). Does this project raise any additional ethical issues? *
Additional Ethical Issues

v Record any additional

ethical issues here

Ethics Review Attachments
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Once the user presses the blue “Submit” button the user will be directed to the last stage of the application which
is to confirm and submit the user has understood all terms and information in this process. Once completed, the
user can now press the blue “Submit” button for the application to go through the approval process in the
workflow.

As shown on the below screenshot with the red arrow.

Confirm and Submit Ethics Application

Submission
Checklist © By checking this box, | confirm that the information in this Submission Checklist

research ethics application, including any supporting Please tick each check-box
documentation is, to the best of my knowledge, complete to ensure that the proposal
and correct. will be submitted.

@ By checking this box, | confirm that | am responsible for
notifying ICGP Research Ethics Committee of any
amendments, minor or major, to the study and therefore
the terms of the ethical approval through the amendments
procedure.

© By checking this box, | confirm that | have read and
understood the ICGP's procedure for reporting any adverse
events relating to the project to the University's Research
Ethics Committee

@ By checking this box, | confirm that | have read and
understood ICGP’s policy on Research Ethics and
Regulations on Research Practice

_

Workflow:

Vidatum Ethics — ICGP Workflow

Applicant REC Admin retiag

Notify | Reviewer 3 (PP1 i
v v spplicable) >
Complete Assign
form and Re lewer*(Committee 23 Collate comments
Submit members) Dedsion
4 A
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Visibility of Applications
Who can see the users Application:

e Please note the people able to view the users REC Ethics Application will be as follows:
o REC Admin —receiving the submission
o REC Reviewer —receiving the submission from REC Admin
o  REC Chair —receiving the submission from REC Admin

e Please note the assigned Reviewer and REC Chair to the users application will be able to see all relevant
information submitted online and through documentation provided in Section L by the Applicant.

e Please note in the case of an unprecedented absence of a Reviewer already assigned to the user’s
application, the next steps taken are either the REC Admin, REC Chair or a reassigned REC Committee
Reviewer will be required to log in as the assigned absent Reviewer which will allow access to the users
submitted application.



4. Amendments/Clarifications/Study Completion Notification

Helpdesk: academic@vidatum.com

Form:

Responding to requests for Clarifications:

The user will receive an email notification from Vidatum software to state you have a task to action.
A letter requesting clarifications will be visible in ‘Section L’ of the user’s application.

The user will then be required to attach a clarifications document in Section L with all required
information or further documentation needed.

All further documentation can be added in Section L and choosing the option for the document called
‘Other Documentation’ to upload.

Once all documentation has been uploaded the user will then re-submit their application to which the
REC Administrator will receive notification for review.

The REC Administrator will then send the further documentation to the reviewers for review.

Uploading Amendments Request Form:

The user will need to attach the Amendments Request form in ‘Section L” with all required information
or further documentation needed.

All further documentation can be added in ‘Section L" and choosing the option for the document called
‘Other Documentation’ to upload.

Once all documentation has been uploaded the user will then email research@icgp.ie notifying of this

request.

The REC Administrator will then send the further documentation to the reviewers for review.

Uploading Study Completion Notification Form:

The user will need to attach the Study Completion form in ‘Section L’ with all required information or
further documentation needed.

All further documentation can be added in ‘Section L" and choosing the option for the document called
‘Other Documentation’ to upload.

Once all documentation has been uploaded the user will then email research@icgp.ie notifying of their
completion.

The REC Administrator will then update the applicant’s details with same.
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5. Ethics Approval

When a user submits their application, the user will receive an email notification on the submission (please note
to check ‘Spam’ Inbox, if you do not receive the email). The system will automatically send the user an updated
email notification on each stage of the review process. The user can click on the Project Title ‘link’, as shown on
the below Screenshot 1 with the red arrow. This will direct the user to the application that is required review or
has been marked approved. As per the below on Screenshot 2 with the red arrow.

Screenshot 1.

Search [ o}

Your Profile

You can search all active profiles, research publications,

‘ User’s Name and projects by keyword:
4

Last Updated:
. .
pi =
Publish Profile
Username
Notifications and Tasks = ’
Notifications@) Tasks €
_— System Notifications 8
Subject Actions There are no notifications to display
@ Your ethics application has been approved [ o) _
@ An ethics application requires your review §o

Screenshot 2.
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Notifications@@) Tasks €5

tie

Message

Subject Subject: iol

. 1 Your ethics application has been approved
@ Your ethics applicatic

. o Message:
@ An ethics applicatior

The following ethics application has been approved. Please note the Application Number for reference
@ Your ethics applicatic

below:
@ An ethics applicatior o Record ID: 1484
hi licati e PIName: user’sname
@ Your ethics applicati¢ e Project Title: 20th June - Testing Comments New Application _

@ An ethics applicatior ¥ Ethica Tape: HERAN

: e Th licati i he ICGP Ethi ;
@ Your ethics applicatic e application can be reviewed on the ICGP Ethics system.

Send At:

An ethics applicatior
® IC5 appiicat 21/06/2023 1:33:25 PM

Your ethics application 1

@ An ethics appliCAtion. .y s ymesssmssss

The user can also view updates on their “Ethics Review” page under the Submissions Icon. This page will list all
the users previously submitted Ethics Reviews and the user will be able to view them in a read-only format. As

shown on the below screenshot with the red arrow.

© Anatrg Rrvew

Submisson
RIFE Tt Type  Percsd Date Status
1206 Testing 18th May Human Ovem a
Filter by Status
Approved 1063 Testing 1 N 01 0N2023 18046/2023 LISy ee—y ™ a
—~
© onnt
) Pending Approval 1280 Testing email notfications Human W0A/2023 [y p— - a
o
Rejected .
Filter by Keyword 1200 GBian Test T Ovem a a
n 1284 Vidatum Human Onom a

e
Clicking on the person profile “=mm“ button will allow the user to view which stage of approval the ethics review

is on. As shown on the below screenshot with the red arrow.
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Ethics

P hics Review

© Awatng Review

Search
Submission
RIF® Tithe Type Period Date Status
1286 esting 18th May Human Ovem n
Fllter by Status T Sl l
Approved 1063 Testing 1 Haman  0103/2023 1806/2023 ELTTT R— .
-
0 onnt e fe

Example of reviewing preview:

Ethics Approval and Comments

Submission Title: Emma sending as Applicant for testing 19th June
Details

Pl: Emma Smith

Status: REC Admin (Post Review)

Current Ethics
Approval Role / Approver Date Status Current Ethics Approval Status

Status This section contains the status of

REC Admin each of the required approvals for

Emma Smith 19/06/2023 220:30 PM ‘:') this timesheet.

Ethics Reviewer -
1 :21: W
Approver Name Withheld RANG/2023, 22129 FWA )

Ethics Reviewer -
1 :23:23 PM Y
Approver Name Withheld 9/06/2023 22323 ‘)

REC Admin
Emma Smith

Ethics Chair
Approver Name Withheld

&



6. Applicants next steps: Actioning responses received from
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REC Committee

Decision response:

Next steps on receiving a ‘Decision’ response:

The user will receive a notification, which they can view on their “Ethics Review” page under the
Submissions Icon.

A decision letter will be attached in Section L for the user’s review.

Replying to a Decision response:

The user will note that their application will be back in Draft form.

Please review the decision response letter from the REC Committee stated in Section L, responding as
required i.e., amending the user’s form/documents, complete the response form and uploading all
further attachments needed to Section L.

Once a user has added all documentation and responses to Section L the user will now be required to
re-submit the application.

The application will then go through the same process and be delivered to the REC Administrator to send
to the REC Committee for review.

A REC Committee response to the decision letter will then be communicated to the user through a
decision letter being attached to Section L and notified of this by the REC Administrator on an online

email notification to your submission.

Clarifications required:

Next steps on receiving a ‘Clarifications’ required:

If clarifications are required by the user, they will be required to update their application form and any
other required materials, also attaching a clarifications response form outlining the changes made.
Once all information required is updated and all relevant documentation is attached in the Section L, the
user will then submit their application.

This will be sent to the REC Administrator who will then forward to the REC Committee for further review.

Replying to a Clarifications response:

The user will note that their application will be back in Draft form.
Please review the clarifications response letter from the REC Committee stated in Section L, responding
as required i.e., amending the user’s form/documents, complete the response form and uploading all

further attachments needed to Section L.
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Once a user has added all documentation and responses to Section L the user will now be required to
re-submit the application.

The application will then go through the same process and be delivered to the REC Administrator to send
to the REC Committee for review.

A REC Committee response to those clarifications will then be communicated to the user through a
decision letter being attached to Section L and notified of this by the REC Administrator on an online

email notification to your submission.

Amendments requests:

Next steps on submitting ‘Amendments' requests:

For any amendment requests the user will be required to upload an amendment request form to Section
L of the already approved application.

The REC Administrator will then forward the amendment request for consideration to the REC
Committee.

The user will then receive an email notification from the REC administrator with a request for further

information or approval.

Replying to an Amendments response:

The user will note that their application will be back in Draft form.

Please review the amendments request response letter from the REC Committee stated in Section L,
responding as required i.e., amending the user’s form/documents, complete the response form and
uploading all further attachments needed to Section L.

Once a user has added all documentation and responses to Section L the user will now be required to
re-submit the application.

The application will then go through the same process and be delivered to the REC Administrator to send
to the REC Committee for review.

A REC Committee response to those amendments will then be communicated to the user through a
decision letter being attached to Section L and notified of this by the REC Administrator on an online

email notification to your submission.
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7. Contact

Questions/Queries:

*Please email research@icgp.ie with any questions or queries you may have.




