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Glossary

CPI

CRO

CTA

CTN
CTRA
Cv
FDA
GCP
HREA
HREC

1B
ICH-GCP
LARF
MDF
NHMRC
NMA

PI
PICF
QA
RGO
SSA
VSM

Coordinating Principal Investigator. Overall responsibility for the research project
and submits the project for scientific and ethical review

Contract Research Organisation (may act as local sponsor for non-Australian
entities).

Clinical Trial Approval scheme ( schemeds previous name
(CTX))

Clinical Trial Notification scheme
Clinical Trial Research Agreement
Curriculum Vitae

Food and Drug Administration (in USA)
Good Clinical Practice

Human Research Ethics Application

Human Research Ethics Committee that has been certified under the NHMRC
National Certification Scheme, and be a Certified Reviewing HREC under the NMA
scheme

Investigator Brochure

International Conference on Harmonisation i Good Clinical Practice
Legacy Application Replacement Form

Minimal Dataset Form

National Health Medical Research Council

National Mutual Acceptance (NMA) is a system for mutual acceptance of scientific
and ethical review of multi-centre human research projects conducted in publicly
funded health services across jurisdictions. Australian Capital Territory, New South
Wales, Northern Territory, Queensland, South Australia, Tasmania, Victoria and
Western Australia participate in NMA

Principal Investigator. Responsible for the project at a site
Participant Information Consent Form

Quality Assurance application

Research Governance Officer

Site Specific Assessment

Victorian Specific Module
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1 Introduction

Ethical Review Manager (ERM): https://au.forms.ethicalreviewmanager.com/

1.1 About ERM

ERM is a paperless information management system for completion, submission and storage of:

w ethics applications

w research governance/site specific assessment (SSA) applications
w post-approval (ethics) forms

w post-authorisation (research governance) forms.

ERM is used by research applicants (researchers, trial coordinators, sponsors, contract research
organisations etc.). It is also used by Research Office administrators and ethics committee
members to manage the review, processing and approval/authorisation of all applications.

The communication features of ERM ensure that the entire life-cycle of a research project can be
managed within the ERM system.

ERM is used for all ethics and research governance/SSA applications to public health organisations
in Victoria and Queensland. Some private health organisations also use ERM i for details, consult
t he or ga Réssaech Offcen 6 s

Who uses Ethical Review Manager (ERM)

ERM can be used by anyone involved with an ethics or research governance/SSA application,
including:

w Coordinating Principal Investigator (or delegate/s)
w Principal Investigators (or delegate/s)
w Sponsors/Contract Research Organisations/Trial Coordinators

ERM is a secure password-protected website. Each user must create their own private account.

1.2 Create an account

To Log in: Click

Note: Online Forms was the precursor to ERM. Online Forms account holders may already have an
ERM account and can use the same login details.

For users with no previous Online Forms account:
1. Select New User
Enter the information and agree to the Terms and Conditions.
Click Register and a verification email is sent to the entered email address
Select the activation link in the email

Click Log in

o o~ w DN

Log in with your email address and password
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https://au.forms.ethicalreviewmanager.com/
https://au.forms.ethicalreviewmanager.com/

Applicant user guide to ERM  January 2026 8

Log in

Bookmark the ERM Splash page to keep up to date with recent updates and outages

ERM Applications ~ Help -

=
_ethics rm

cEF'mc:l:er ORIA
research Sate e
Queensland
Government
Log in
Email Address*
Password*

2 eenler your password
New User Forgotten Password

1. Enter your email address and password

2. SelectlLogin

Forgotten password

When logging in as an applicant, if the password entered is Forgotten Password

incorrect an error message will appear
A link to reset your password will be emailed to you

w Select Forgotten Password
Enter the email address of the account to be signed into

w
w Select Reset Password
w

An email will be sent with a link to change the password. Enter the new password and select
Reset Password

w A Message box will be displayed confirming the password change
w Select the link to return to the login page

Your password has successfully been reset, please click here to return to login page

OFFICIAL
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Changing password

w Log in with usual account details

w Select the account name located on top-right of browser

i i L
infonetica Work Area
B WorkArea

[©) Projects

[ Contacts

o) 0

& Transfers

w Select Change Password

w A Change Password message box will be displayed

w Enter old and new password
w Select Change Password

Changing personal details

Log in with usual account details

Select the account name located on top-right of browser

Select Personal Details

Enter changes to personal details

()
()
()
w A Change Personal Details message box will be displayed
()
()

Select Change Details

\

»
|

Change Password

Old Password

Confirm New Password

Change Personal Details

Title
Ms

First Name

Pasicode

Log out

infonetica ¢ Work Area e + @
@ workArea assword
() Projects Signatures Transfers Shared

[E Contacts

o e O O O

& Transters

w Select arrow at right edge of account name

w Select Logout
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1.3 ERM forms
' HREA practice 11 we + @
o‘ Project Overview
= Project Tree Overview
- & - — 4’ Project Title
- © HREA —’ Main Form

|
|

- Sub Forms

w ERM is based on forms . The applicant creates a project and a main form simultaneously
w From the main form , the applicant can create sub -forms e.g. Ethics Amendment Request, SSA

form.

w From some sub-forms (SSA and Low Risk VIC SSA) further sub-forms can be created e.g. Site
Governance Amendment Request, Site Progress Report and Site Notification Form

w A summary of the forms available in ERM is displayed in the tables below.

Main forms

There is only one main form for each project.

Form

Description

Human Research Ethics
Application (HREA)

Ethics application form

Victorian Low Risk Form
Risk VIC)

(Low

Ethics application form for low risk research in Victoria; used
at selected organisations only

Quality Assurance Application

Form (QA)

Application form for quality assurance or clinical audit in
Victoria; used at selected organisations only

Minimal Dataset Form (MDF)

Proxy for an ethics application form; used when the ethics
review was performed in a state/territory that does not use
ERM,; allows creation of SSA form(s) in ERM

Legacy Application Replacement

Form (LARF)

Proxy for an ethics application form; used when an old
project (approved before July 2018) is not in ERM nor
reviewed under NMA,; allows creation of Sub-form(s) in ERM
for Victoria only

Sub-forms for initial application

Form

Description

Victorian Specific
Module (VSM)

Required as part of the ethics application when the HREA is utilised and
the research project involves a site in Victoria; addresses Victorian

legislation

Site Specific

Research governance application form; one SSA is required for each site

OFFICIAL
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Form

Description

Assessment (SSA)

participating in a research project

Victorian Low Risk
Site Specific
Assessment (Low
Risk VIC SSA)

Research governance application form; one Low Risk VIC SSA is
required for each site participating in a research project

Sub-forms for post approval

Form

Description

Ethics Amendment
Request

Request ethical approval for a change to the design or conduct of a
research project e.g. the protocol, PICF or change to personnel

Safety Report

Report a safety event to the reviewing ethics committee

Annual Safety Report

Report to the reviewing ethics committee on the safety profile of an
interventional clinical trial

Serious Breach
Report

Report a serious breach to the reviewing ethics committee

Suspected Breach
Report

Report a suspected breach to the reviewing ethics committee

Project Progress
Report

Report to the reviewing ethics committee on the progress of a research
project (at least annually, may be more frequent if requested)

Site Closure Report

For a multi-site project, report the closure of one participating site to the
reviewing ethics committee

Project Final Report

Report to the reviewing ethics committee on the progress of a research
project at the time of its completion

Low Risk Notification

Report to the reviewing ethics committee on post reporting requirements;
amendments, progress reports, site audit reports and a final report.

Project Notification
Form

Report to the reviewing ethics committee on any matters for which there
is not a specific post-approval form available

Sub-forms for post authorisation

Form Description

Combplaint Report Report a research project compl ai
P P officer

Non-serious Reportanon-s eri ous breach/ deviation to

Breach/Deviation officer

Report

Site Audit Report I f requested by the sitebds resear
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Form

Description

audit of the research project

Site Notification Form

Report to the siteb6s research gov
there is not a specific post-approval form available

Site Progress Report

Report to the siteb6s research gov
research project (at least annually, may be more frequent if requested)

or can be adapted and used as a Site Final Reporttor eport t o
research governance office on the progress of a research project at the
time of its completion

Site Governance
Amendment Request

Notify the research governance officer of either an amendment that has
been approved by the reviewing ethics committee or a governance-only
amendment that does not require ethical approval

OFFICIAL




Applicant user guide to ERM

January 2026

2 Work Area

The Work Area is the ERM home page. The middle part of the screen displays the Actions pane

withactonbut t ons bel ow. The right of the screen
ERM account.

" | Work Area 02| @
3 0 0

t

Project Folders

10

Projects

All Projects Approved projec

«+ Move Project | & Transfer

‘ (GRS (O Create Folder | [3) Delete Folder | (O Delete Project | [3 Duplicate Project

Project Title

Project ID v Owner Date Created Date Modified

58491 Ms Agnes ¥ 8/12/2025 1211 8/12/2025 1223

2.1 Actions

There are seven action buttons under the Actions pane

(® Create Project

3 Create Folder
31 Delete Folder

© Delete Project

(3! Duplicate Project

«+» Move Project

& Transfer

Create a new project
Create a bespoke folder for storage of projects
Delete a folder (only possible if the folder is empty)

Delete a project (only possible if the main form has not been submitted via
ERM)

Duplicate an existing project

Move a Project filed in Folders to the Work Area. The Project will be listed
with other current projects under Project Title

Permanently transfer a project to a colleague

OFFICIAL
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2.2 General

There are four tiles in the General section. If the tile displays a red number, it may contain items
that require attention.

Work Area

Notifications Signatures Transfers Shared

3 O O O

Notifications

w Contain messages that are sent to the user from the Research Office:
¢ queries or request for information regarding an application
¢ approval letters
w Messages automatically generated by ERM e.g. form updates
w Messages from other research team members/collaborators
¢ the user has been assigned a level of access to a form
¢ a change in the access status of a form
¢ an electronic signature has been requested
¢ aform has been signed electronically by the signatory

Signature

w Contain requests from colleagues to digitally sign an application i.e. a request for an electronic
signature

Transfers

w Contain requests to transfer a project to another ERM user

Shared
w Contain information about forms and level of access another ERM user has shared with you
m Work Area Hover eursor Dveri icon
B
) Notifications Signatures Transfers Shared
N 3 O O O
-4

Side Menu
w Hover cursor over Izlto open side navigation bar

w Side navigation bar can be locked in place or unlocked by clicking on

OFFICIAL
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infonetica [O]
B WorkArea
[£) Projects Transfers Shared
Contacts
S Signatures O O
& Transfers

S

Practice

2.3 Folders

Displays bespoke folders for storage of projects.

All Projects folder is automatically created when at least one project is stored in a folder.

Project Folders

All Projects Practice

] O

2.4 Projects

1 Projects in the userods PErfddtsaccount are | isted unc
access a project begi nSearghpriojacts texhbex. Jeleadbg ect s t i

1T To
project from the list displayed. User can also search for projects in search section
Work Area
Notifications Signatures Transfers Shared
3 @) @) O
Project Folders
All Projects Approved project
10 @)
Projects
| SearchProjects
« [ Create Folder | | [ Delete Folder
Project Title Project ID v Owner Date Created
> HREA O 58491 Ms Agnes ¥ 18/12/2025 1211

OFFICIAL
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Projects

(@ Create Project Create Folder [ Delete Folder (3 Delete Project | [§ Duplicate Project  +» Move Project

Project Title Project ID v Owner Date Created Date Modified
v HREA pract 58446 23/10/2025 17:36 24/10/2025 09:42
/'
Form Title Form Referance Review Reterence App Type Status Form Owner
Arrow to EA NIA N/A Unsubmitted
expand
Project ctorian Specific Module (VSM) /A
t k Insubmitied 15 Agn:
® Insubmitted 15 Agn.
h bmitted 15 Ag

w To expand a Project from the Projects list, select the arrow next to the Project Title .
Created/associated forms will be displayed with their form reference, review reference,
application type, status and name of the form owner
wEach row includes a Iink directly to that for mébs

w The project will open under a Project Tree

! HREA practice 11 w0 0 @

 Go Back to Work Area
®

Project Overview -|
8 -
@ e 47_,_,-——-* Project Tree verviow -
e

o m

2

O Gl ®s Project | < Share | 2 Roles | @ CompletenessCheck | ., Submit  ( Refresh | | = More

2.5 Actions pane

There are eleven possible action buttons available under the Actions pane, with some available
under More button. The actions are listed below, in no particular order:

4, submit | Sybmit the application to the reviewing organisation.

Note: the reviewing organisation must be selected within the form , in order for
the submission to be directed to that organisation.

0 cmeness ek [dentify mandatory questions within the form that require information to be entered

Create a Sub-form from the main form e.g. SSA
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ts Project

=, Share

o)
2 Roles

(* Refresh

& NMA Project

bt View as PDF

Correspond

oy Import Xml

= More

Go to the Project overview

Enable collaborators to view, edit and manage the form

Enable collaborators to view, edit and manage the form

Refresh

Record that the project falls within the National Mutual Acceptance (NMA)
scheme. Information on NMA is available on the Clinical Trials and Research
website.

Generate a PDF of the form for printing or save as soft copy

Communicate directly with the Research Office selected as the reviewing
organisation within the form only after the form has been submitted

Import a HREA created on a different website e.g. hrea.gov.au, as an Xml file into
ERM

Expand to reveal some of the above action buttons

OFFICIAL
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2.6 Overview panel

The Overview panel has information which displays the current activity of the form.

HREA 02 = e + @

€ Go Back to Work Area
Project Overview|

roject Tree Overview

°

A
[CRSCEERTYINY | %2 Project < Share | | 2, Roles | @ Completeness Check 1, Submit ' Refresh = More T

HUDEA

Overview — Overview +

Overview panel can be hidden or displayed by clicking on or

Action Required - if any actions are required by the user

Action Required Explanation

To run a 6Completeness Checko6 to

Yes To identify whether comments have been added by the reviewing
Research Office if returned for
preventing the form from being submitted.

No The form is ready to be submitted or has been submitted.

Status - indicates the status of the form

Status Explanation
Not Submitted The application is still in progress
Submitted The application has been submitted to the reviewing organisation

The application has been recalled by the user to make changes and is
Recalled only possible if the reviewing organisation has not started processing
the application

The application has been queried by the Research Office for further

ueried L .
Q clarification or edits

If there is a resubmission of an application, the previous submission
Archived (vl) becomes o6archivedd and is n
The most recent submission becomes (v2)

Validated The application is ready for review by the ethics committee

Information . . . . .
The ethics committee has requested further clarification or information

Requested

Approved The application has been approved by the reviewing ethics committee
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Review Reference 1 unique identification code
This unique identification code for a form is generated when an application is submitted in ERM.

It is composed of six parts -

i ¢ £ o ¥ |
e.g. HREC/74950/VICTEST-2021-257683(v1)
Component Description Examples
1 L - L HREA, Low Risk VIC,
Application type Identifies the type of application form MDF, SSA
2 ERM Project ID The unique |qlent|f|cat|on number for the | 74950
research project
3 Organisation/hospital | The organisation/hospital to which this Austin, RCH,
code form was submitted VICTEST
4 Can change when a
Year Year of submission new form version is
submitted in the
following year
5 I System identifier for the particular 257683
Submission number o .
submission of this form
6 . Version number to track submission V1tov2tov3
Version number history

Application Type - Identifies the type of application/form submitted

w Ethics Application (the HREA)
w Low Risk application

w Quality Assurance

w SSA

Date Modified - Displays the most recent date a form was updated

NMA - Whether the research project/application will be reviewed under National Mutual Acceptance
(NMA) scheme or not.
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2.7 Tab functions

HREA practice 11 o @ » @

 Go Back to Work Area

Project Overview |

Overview

[OYTUSENNE o Project || < Share 2} Roles | @ Complsteness Check | 1, Submit || (' Refresh = More

& NMA Project

3 View as PDF

Correspond
HREA

Section Questions

&, Import Xml

There are seven tabs that cover specific aspects of the application and its submission process

Tab Explanation

Navigation Application form is completed under Navigation tab

Documents Displays all supporting documents that have been uploaded within the
form

Note: Documents are not uploaded under this tab; documents are
uploaded within the relevant section of the form

Signatures Shows a history of all digital signatures that have been applied to the
form, and all signature requests

Collaborators Displays members of the research team and their level of access to the
form

Submissions Shows a history of all submissions that have been made via ERM

Correspondence Displays a record of the communication between the user and the

revi ewi ng o Regeanch Gffiaet i on 6 s

History An auditable history of actions; if the form has been submitted, an
archived version of the submission is available here.

Each tab is described below:

Navigation

w The Navigation tab displays the sections and associated questions within the form. Sections will
become accessible or inaccessible depending on the information relative to the application

w Questions are hyperlinked (in blue) for quick navigation to the relevant section within the form

Documents

w The Documents tab displays current supporting documents that have been uploaded into a form.
The details displayed indicate the document type, name, file name, version date and number
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w A column of checkboxes allows documents to be selected or deselected

w Select any combination of documents to either open as a PDF in a new browser using the View
Selected button or download as a ZIP file using the Download Selected button

w A Search Bar is available to filter documents and find specific documents types e.g. PICFs

[CETNETCYS | B Project < Share | @) Roles @ Completeness Check 1, Submit | (O Refresh = More
Documents
—
a4
| Tree Decurmnent Name File Hame Virsion Size Dewnload
Form Form Form pdf -DI
] Pratocal o 4.2 K -[.I
tigip ] t F tici .- 4 t 4 ;, -C i
{FORMATION AND CONSENT FORM atic 1 consent fo 025 4.2 KB m
5 g ta d of 4 entri
[ovsoves  omromssowie |

Signature

w Displays a history of all digital signatures that have been applied to the form and shows all

signature requests

w Signatures are not applied in this tab. To sign a form, use the Navigation tab to access the

relevant section for signature requests

Signature Requests

Type Signatory Email Requested Date

Co-ordinating Principal Investigator/Researcher multisite.ethics@safercarevic.gov.au 24/10/2025 13:50

[OYECETET TN | T Project || <. Share | @), Roles | @ Completeness Check | A4, Submit | (' Refresh =
Navigation Documents Collaborators Submissions History
Signatures
Type Signatory Email Signed Date Validity
Co-ordinating Principal Investigator/Researcher multisite.ethics@safercare.vic.gov.au 24/10/2025 13:59 Invalid

Status Response Date Action

Invalidated 24/10/2025 13:59

Cancel

Collaborators

w Displays all members of the research team who have access to the application/form

wTo view a coll aborator 6s

be displayed
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@(:rmcSubForm fs Project <% Share 25 Roles © Completeness Check X, Submit C Refresh = More

Name Access /Fdr( Permissions

o multisite ethics@safercarevicgovau oo Notfications
. S

w The Edit Permissions button indicate the Share '~ *** action was used to assign others
access to the form

w The Edit Permissions (greyed out) button indicate the Roles + action was used to assign access
to the form

w The form owner can only edit the permissions under the collaborators tab for each collaborator if
the access was assigned using the Share action; otherwise use Roles + to edit permissions
when Roles + is used

Submissions

w Displays the Review Reference e.g. HREC/72733/VICTEST-2021-246469(v3)
w Displays the current status of the application form e.g. Approved

w The Committee that will/has reviewed the application e.g. VICTestl

w Select View as PDF  * V™ **" action button to view, download or print the pdf from a new

browser tab as required

(ORECECET Il | &2 Project | < Share | @) Roles | & ViewasPDF | (& ImportXml | | & Recall

Navigation Documents Signatures Collaborators Submissions History

ubmissions

Review Reference Date Status Committee pdf
HREC/58446/VICTEST-2025-188353(v]) 24/10/2025 Submitted VICTestl P EIE
Correspondence

wDisplays a record of the communication between th
Research Office
w It has no write/send message function

w Use the Correspond button under the Actions pane to write and send a message
to the Research Office only after a form has been submitted
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Project

Project Tree

Note: Mo ¢

© HREA

HREA practice 11

€ Go Back to Work Area

Correspondence

[Cl Tl fs Project | < Share 2 Roles @ Completeness Check | 1, Submit | Refresh

@ NMA Project

i View as PDF

respond
New Correspondence

o, Import Xmi

EN )

Overview -|

Overview

History

w Displays an audit trail of the application form. The user actions are recorded including actions
from the Research Office once an application/form has been submitted

Navigation

Form History

Date

221PM
211PM
2:09 PM
209 PM
2:01PM

1:59 PM

Documents

Ms Agnes Vii

Ms Agnes Yii

Ms Agnes Yii

Ms Agnes Yii

Ms Agnes Yii

Dr Multi Site

Signatures Collaborators Submissions History

Description

Form submitted

Form shared with Dr Multi Site. Access permissions are Read, Write, Submit, Share, Create all sub forms, Receive notifications

Dr Multi Site all permissions were removed

Dr Multi Site has been given a HREA Share (read, create subforms) role

Form Unlocked and signatures invalidated

Form Signed

Attachment
Download
Download
Download
Download
Download
Download

2.8 ERM Reference Numbers

Project ID:

w Is the unique identification number for a research project
w Generated when you create a project in ERM
w Used to identify the research project

Review Reference:

w Is the unique identification code for a form submission

w Generated when you submit the form

in ERM
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HREA practice 11

& Go Back to Work Area

Projact

equast
Review Reference

@ HREA practice 1l .
Project 1D b
@ HREA \.

Overview

—_—

~
% Project | < Share | 2 Roles | (3 ViewasPDF | B Comespond | | &, ImportXml | = More e
w Composed of six parts - i ¢ £ o ¥ !
e.g. HREC/74950/VICTEST-2021-257683(v1)
Component Description Example
Application type Identifies the type of application form the
. The unique identification number for the 74950
Project ID .
research project
Organisation/hospital The organisation/hospital to which this VICTEST
code form was submitted
o 2021
Year Year of submission
o Identifies the particular submission 257683
Submission number . :
(version) of this form
Version number Version number vl
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3 The HREA form

3.1 Create a HREA

w Log into ERM and go to the Work Area
w Select the Create Project button under the Actions pane

25

Work Area

Shared

O

Transfers

O

Notifications Signatures

3

Project Folders

All Projects

10

Approved project

O

Projects

[ORCIEENINEY| | (3 Create Folder || [ Delete Folder | | (O Delete Project

O Duplicate Project

%+ Move Project

BEA @ @ N

& Transfer

w Enter the Project Title

w Select the jurisdiction where the application will be reviewed

w Select HREA from the Main Form options

w Select Create button to create the project

w The Project Tree will display the newly created project and HREA

Create Project

Project Title (maximum 200 characters):

January Project
Select Jurisdiction
Victoria

Main Form

HREA

Close

' HREAO2

& Go Back to Wark Area

Project

2 - _ Project Trae

L.

N OUEEADE | o Project Title
F-.

< Share | 2 Roles

HREA

& Completeness Check

X Submit

 Refresh = More
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3.2 Complete the HREA

w Working under the Navigation tab, the ERM Filter Questions and Introduction are mandatory
guestions to be completed

w If the project involves a site in Victoria, a Victorian Specific Module (VSM) must be completed if
certain features apply to the research project

«c) Navigate [3 ViewasPDF @ Documents @ Signatures = Save < Share | 2} Roles = More
Will this ethics application involve a site in Victoria? 0
*® Yos
Ne

Select the features that are applicable to this research project: <f————

Recruitment of adult research participants who do not have decision making capacity

Collection, use and/or disclosure of personal and/or health information
Removal of tissue or blood from a living or deceased adult or child, or performance of a post mortem
None of the above

The Victorian Specitic Module (VSM) is required. Create the VSM as a Sub-form of this HREA. Before submitting this HREA, upload the VSM below.

Victorian Specific Module

Major sponsor type 0

Study type

completing the VSM

w In Section 1 of the HREA Introduction, select the Acknowledge and Continue button to open
the rest of the HREA to complete the application

w To save your work select the Save button under the Actions pane

«<] Navigate {2 View as PDF & Documents .#= Signatures < Share 25 Roles = More

w Selecting Previous and Next buttons will also save your work

€ Previous Next >

3.3 Import a HREA

If the HREA has already been completed on another website (NHMRC), the HREA form can be
imported into ERM as an xml file.

w Details to obtain the xml file are available in ERM Frequently Asked Questions HREA section
w Create the project and HREA Main Form in ERM as previously described
wComplete the ERM Filter Questions and conti

«] Navigate

w Click on the Navigat e button under the Actions pane

OFFICIAL
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Import from Xml

NOTE: documents and signatures will not be imported. O
application and click on the Comy
uire your attention

complete, please re

w Select Import Xml button R
CAUTION: Importing the XML file will overwrite ALL existing answers in your
w An Import from Xml text box will be displayed

w Select Upload button

w The xml file will overwrite all existing answers in the HREA in ERM =

oy Import Xml

€

Signatures and documents will not be imported in the xml file therefore supporting documents
will need to be uploaded into the ERM HREA and signatures will need to be obtained again.

.4 Upload documents

Supporting documents to be included in the application are uploaded in Section 4 of the HREA

Select Navigate = ""**°" button under the Actions pane to go to the Work Area

In the bottom section of the HREA, select Upload  w=| to be directed to Attachments Q 4.1
for e.g. the Protocol to be uploaded to the HREA

e e e Ww

" HREA practice 11

@ Project

i) <] Navigate 2 View as PDF & Documents g~ Signatures [® Save < Share e}
R

Jre

Al Attachments

Q4.1 Attach the Project Description/Protocol to your HREA. *

e [tis recommended that you use one of the templates provided in the HREA for your Project Description/Protocol.
¢ Individual attachments are limited to 10 MB in size.

Upload Document

w Press Upload Document to attach the protocol from your local drive

w Other documents e.g. Participant Information Consent Form can be uploaded to the application
by responding Yes to Q 4.2

' HREA practice 11

Project

«C) Navigate | | [3 ViewasPDF | & Documents | .g- Signatures | [3) Save | < Share 2} Roles | = More ! Track Chal

B8 ®

Q4.2 Are there any other relevant documents associated with conducting your research project?

L

* This may include attachment of:
o participant information and consent forms,
© gquestionnaires,
o report forms,
© advertising materials,
© data management plans (see National Statement Chapter 3.1),
o ethically defensible plans for the communication of research findings or results to participants (see National Statement Chapters 3.1, 3.2 and 3.3, as appropriate, for
guidance on the content of ethically defensible plans),
© authorisations, approvals, letters of support or other clearances, and/or
o other project-related documentation specific to your institution and/or jurisdiction.
s Consult with your institution’s research/ethics office for advice on the necessary documentation.

® Yes
O No
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w A drop-down list of Supporting Documents will be displayed

Select the specific supporting document types to be uploaded.

Advertising material
Case report form
Copy of ethics approval
Cover latter

Curriculum vitae (CV) or resume of investigator/researcher
Data management plans
Drug data sheet
Ethically defensible plans
Evidence of Clinical Trial Natification (CTN)
Form of indemnity
GRfc
Institutional biosafety committee (IBC) approval
Investigator brochure or reference safety information
Invitation to participant
Letter of support
Licence for dealing with a genetically modified organism
NSW privacy form

information

Participant documentation eg. diary, wallet card
Participant information and consent form
B Participant information and consent form (Tracked)
Peer review
Protocol (Tracked)
Questionnaire

]

Radiation: letter re standard care
Radiation: medical physicist’s report
Report forms

w Press Upload Document to attach the selected Supporting Document from your

local drive

w Uploaded documents will be displayed under their type, name, file name and version
w Multiple documents of the same document type can be added by selecting multiple

times

w Specify the version and date of each document to differentiate the documents within the same
document type e.g. Sub-study PICFs

Type

Upload Docurment

Tree

PARTICIPANT INFORMATION AND CONSENT
FORM (TRACKED)

Upload Document:

Participant information and consent forms

Document Name

Participant information and consent forms (Tracked)

Dacument Name

Participont informatian and consent form  Pasticipant mformation and consent forr

Version Dat
150412025
Filo N
torm Pt
File Name.
ion and consant P formation

(TRACKED) docx

<« Previous Next

>

Dsleta

nDate Version Size  View Delete

w Documents will also be displayed under the Documents

€

Select the relevant checkbox for document type

& Documents

tab

28

w Select the View Selected button to open the document as a PDF in a new browser or select the
Download Selected button to download the document as a ZIP file

Documents

Participant information and consent form

PARTICIPANT INFORMATION AND CONSENT FORM
(TRACKED)

Currk

Version

Date Versian Size Dawnload
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3.5 Assign access to the HREA
2 Roles .

w Select Roles+ button under the Actions pane

i HREA pra_al:_:tice n = @ 0 @

'El‘ Progect Cverview —

@ Overviow B

h @ HREA gracs

& o . )

) HEA
(ORI B Froject | <3 Share @ Completeness Check %, Submit " Refresh | = Mo
HREA o '

w A dropdown list will display the different levels of access to the HREA
HREA Share (read-only) i to view HREA including uploaded documents

HREA Share (read, write) T to view and edit the form

HREA Share (read, create subforms) i to view, create subforms

(SSA)

HREA Share (read, write, submit) i to view, write and submit

forms

T Enter the

col |

aborator o6s

emai

HREA Share (read, write, submit)

HREA Share (read-only)
HREA Share (read, write)
HREA Share (read, create subforms)

HREA Share (read, write, submit)

address and

Share Roles

with:

Collaborator email

Note: Th

< form has

major.researcher101010@gmail.com

Sharing a form enables others to view/edit the same form depending on the level of access you give them. Please select the users you wish to share this form

HREA Share (read-only)

HREA Share (read-only)

e HREA Share (read, write)

HREA Share (read, create subforms)

HREA Share (read, write, submit)

w Select Share Role button

w Other research team members can be added using the &8 button

If the collaborator does not have an ERM account

w A

message will be displayed if the coll
Share Roles
Sharing a form enables others to view/edit the same form depending on the level of access you give them. Please select the users you wish to share this form with:
Multisite ethics@dhhs vic.gov.au HREA Share (read-only) v
User does not exist on the system ﬁ /
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1 Select the Invite 3 button to invite the collaborator to create an ERM account

9  This raises a green bar across the screen advising the collaborator has been successfully invited

User has been successfully invited.

Share

Sharing a form enables others to view/edit the same form depending on the level of
access you give them. Please select the users you wish to share this form with:

w The collaborator will receive an email notification inviting them to share the project and a link to
ERM to create an account. The collaborator should also notify the project owner when their ERM
account has been activated

I New= 1Replr~ SERephioMl» EFoward~ @+ - [ Disslayr O+ @ More-

‘ PPlease log in 1o ERM - Invitation from Ms Catherine Faminglon
..._.' donotreply o Muliste ehics 270202019 1000 AM

Project T Jammary Project
Project ID) 50965

Ms Catherine Farrington would Be to share the above project with you but i appears that your emal is not in fhe system.

Please go to ERM and sclect New Usex. Follow the promgpts. Please inform Catherine when you have logged in so thatthey can share the project and assign your access pemmissions.

w The project owner will need to repeat the steps to assign the collaborator access to the HREA as
described in Give access

)
23 Roles

w Select Roles + button under the Actions pane

! HREA practice 11

& Go Back to Work Area

B
Praject
&)
Project Tree
B

L

(@ Create Sub Form [IRSELI TS SEE-TEUS @ Completeness Check 1, Submit  (* Refresh | = Mare

Accept access

w The collaborator e.g. the PI will receive an email notification on their assigned role for the project

Role for HREA Testing
« .
° donotreply @infonetica.net €3 Reply ) Reply All | —> Forwg|

To © Catherine M Farrington (DJPR) 942 AM
Project Title: HREA Testing
Project ID: 82240
Form Name: HREA
Mrs Nimani Cameron has given you a role for the above form in Ethical Review Manager (ERM).

The form permissions you have been given are:

*+  Read,Create All Sub Forms,Receive Notifications.

To view the form, go to https://au.forms.ethic. i com/Project/Index/342068. Use the 'C ' tab to review permissions.

For guidance, refer to the ERM Help area.

This is a system-generated email. Please do not reply.
https://au.form: i .com
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w The collaborator logs into ERM
w From the Work Area the collaborator selects Notifications tile

Work Area

Notifications Signatures Transfers Shared

3 O O O

Project Folders

All Projects Approved project

10 O

w Select the Messa%e title to OHen the messag;_e
0 ' 1

v s Catherine Farrington has assigned you a role n thir project None ~ January Project
w A Message text box will be displayed. Select View Form Message
w The project and form will be displayed. Supporting documents attached PO i

to the form can also be viewed
w The collaborator can edit and submit sub-forms e.g. the SSA for their
site depending on the level of access assigned by the project owner =) oo

Ms Catherine Farrington has assigned you a role in their
project

Manage access

w The level of access previously assigned to a research member can be modified in the following
way if Roles + has been used

23 Roles

w Highlight the relevant form in the Project Tree and select the Roles + button under the
Actions pane

w AShareRolest ext box wi || be displayed showing the form
assigned to the collaborator e.g. HREA read only

w Select Remove

Share Roles X

Sharing a form enables others to view/edit the same form depending on the level of access you give them. Please select the users you wish to share this form with:

HREA Share (read-only) v
Remove All

Name Role Given on Remove | Permissions
Ms Catherine HREA Share (read-only) HREA

) Remove Remove
Farrington
Mrs Nimani SS8A Roles (Read,Write,Submit,Create Sub  Site Specific Assessment (SSA) VIC -

- Remove Remove

Cameron forms) Administrator Use Only -

Share Role Close

OFFICIAL



Applicant user guide to ERM  January 2026 32

w The Share Roles page stays to allow the level of access to be modified
wEnter the collaboratords ERM email address and ne
w Select Share Role

Share Roles pd

Sharing a form enables others to view/edit the same form depending on the level of access you give them. Please select the users you wish to share this form with:

Collaborator ema I HREA Share (read, create subforms) VI

Note: This form has not yet been shared with anyone

Share Role Close

w The collaborator will receive an email notification informing them of the change in their access
3.6 Applying signatures

Declaration

The National Health and Medical Research Council HREA requires the applicant to enter the names
of members of the research team who are signing the application.

w The Coordinating Principal Investigator is required to sign the Declaration for the HREA
submission

w A declaration may be completed by each of the researchers/investigators

wConsult your institutionds policy for guidance on
or whether the CPI can sign on behalf of the research team

Investigator Team Declarations @

This declaration must be completed by each of the researchers/ir i or, where licable, one ber on behalf of the research team.

+ Consult your institution’s policy for guidance on whether all members must sign this application or whether one member can sign on behalf of the research team.

« ‘You can upload evidence of the other researchers/investigators' agreement to this declaration (e.g. a PDF of an email).

* You can have researchers/investigators sign this application after it is completed and printed (i.e. a ‘wet ink’ signature).

* You can use the request signature feature to have other researchers/investigators complete their declaration within this application.

* You must identify which researchers/investigators will be providing evidence or wet ink signatures. Upload any supporting documents and enter the relevant
details for those researchers/investigators before requesting electronic signaturesfelectronically signing the application as this will lock the form

Indicate which members must sign this appli

Signature required by CPI
Chief Investigator/ Researcher /7 | 2n: q by |

Coordinating Principal Investigator/Researcher
Lead Investigator/ Researcher

Principal Ir igator
Associate/Assistant/Sub-/Co
Investigator/Researcher
Cther

— ‘ Signature required by Pl ‘

This system requires you to enter the names of members who are signing this application. You must also indicate how the member will be signing, and upload any
signature documents prior to requesting any electronic signatures. The application will be locked (read only) once you have signed/requested electronic signatures.

Signatures

The HREA form questions / information must be complete, before doing signatures

Any change to the HREA form will invalidate signatures

The applicant must indicate how each member will be signing the application before requesting any
electronic signatures.
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been made Multiple electronic signatures can occur

Using a combination of signature methods, e  lectronic signatures should be sought
LAST as the applicat ion/form will be locked once an electronic signature request has

There are three signature methods available:

wlf a wet ink signature is preferred, sel
completed
wlf a document is used to endor se

investigatoro6s agreement then attach

wFor electronic signature select

ect 6 We't

agreement, selec

0 EI

function to electronically sign the declaration within the application using ERM
* Signatories must have an ERM account to provide an electronic signature

I, (insert name)
certify that;
= Allinformaticn in this application and supporting documentation is correct and as complete as possible;
guidelines;
guidelines and organisational policies;

« All relevant financial and non-financial interests of the project team have been disclosed: and

educational program.

Q4.7 How will the Coordinating Principal ig: ler agree to these terms?

« You can use the ERM ‘request/sign’ function to electronically sign this application.
« Select ‘Upload other evidence’ to upload and attach other evidence, such as an email
« Select ‘Sign after printing' if you intend to sign the HREA after it is printed (i.e. ‘wet ink’ signature).

Upload other evidence

Electronic signature (in place of HREA 'sign on screen’) J

Wet ink sign after printing

« | have read and addressed in this application the requirements of the National Statement and any other relevant

« | have familiarised myself with, considered and addressed in this application any relevant legislation, regulations, research

« In the capacity of a supervisor, as applicable, | have reviewed this application and | will provide appropriate supervision to
the student(s) in accordance with the arrangements specified in this application and those associated with the student’s

The HREA form owner may request signatures as follows:
1. To use Wet ink signature

w Select Wet ink sign after printingd

t he

evidence

ectronic sighna

Coordinating Principal Investigator/Researcher

1, (insert name)

certify that:
= All information in this application and supporting documentation is correct and as complete as possible;
« | have read and addressed in this application the requirements of the National Statement and any other relevant guidelines;

policies;
« All relevant financial and non-financial interests of the project team have been disclosed; and

* | have familiarised myself with, considered and addressed in this application any relevant legislation, regulations, research guidelines and organisational

arrangements specified in this application and those associated with the student’s educational program.

Q4.7 How will the Coordinating Principal Investigator/Researcher agree to these terms?

* You can use the ERM ‘request/sign’ function to electronically sign this application
= Select ‘Upload other evidence’ to upload and attach other evidence, such as an email.
« Select ‘Sign after printing’ if you intend to sign the HREA after it is printed (i.e. ‘wet ink” signature).

Electronic signature (in place of HREA 'sign on screen')

pload other evidence
* Wet ink sign after printing

Sign here:

Date

= In the capacity of a supervisor, as applicable, | have reviewed this application and I will provide appropriate supervision to the student(s) in accordance with the

wWet ink sign after prbiock{atbotprd of screenpt es a

i+ View as PDF

w Using the View as PDF
from the CPI/PI. Save to your local drive as a pdf

Upload
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w Navigate to last section of the HREA to find

w Upload then opens Q 4.2 to attach the Declaration page

wSel &/etd@ other relevant thecpwjer rted adredl delcaante nd at i
()

()

Select Upload document to attach the signature document to the HREA

The uploaded signature document will be displayed with the document and file name and
versions

@ Other project-related documentation

Other project-related documentation specific to your institution and/or jurisdiction

Type Document Name File Name Version Date Version Size View Delete
[ Other projeci-related documentation ] CPI signature CPI signature. pdf 19/08/2018 1 155.5KB Download

2. To Upload other evidence i to attach an email copy / letter to indicate agreement

wSelect O6Upload other evidenceb

Q4.7 How will the Coordinating Principal Investigator/Researcher agree to these terms?

= You can use the ERM ‘request/sign' function to electronically sign this application.
= Select 'Upload other evidence’ to upload and attach other evidence, such as an email.
= Select ‘Sign after printing’ if you intend to sign the HREA after it is printed (i.e. ‘'wet inkK’ signature)._

Electronic signature (in place of HREA "sign on screen')

[ = Upload other evidence

Wet ink sign after printing

Upload signature

Upload Document

w Select Upload Document to attach the signature document from your local drive
w The Signature document will be displayed with document and file names and versions

* You can use the ERM request/sign’ function to electronically sign this application.
* Select ‘Upload other evidence’ to upload and attach other evidence, such as an email
« Select 'Sign after printing’ if you intend to sign the HREA after it is printed (i.e. ‘wet ink’ signature).

Electronic signature (in place of HREA 'sign on screen’)
® Upload other evidence
Wet ink sign after printing

Upload signature

Type Document Name File Name Version Date Version size View Delete
Signature Signature for Professor Smith Signature for Professor Smith.docx 19/08/2018 1 12.5 KB Download

3. To request an Electronic Signature

1 Select Electronic signature and a = "esSorELE button will appear

Q4.7 How will the Coordinating Principal Investigator/Researcher agree to these terms?

= You can use the ERM ‘request/sign’ function to electronically sign this application.
= Select ‘Upload other evidence’ to upload and attach other evidence, such as an email.
= Select ‘Sign after printing’ If you intend to sign the HREA after it is printed (i.e. ‘wet ink’ signature).

= Electronic signature (in place of HREA 'sign on Screeh')]

Upload other evidence
Wet ink sign after printing

Electronic signature

Request Signature
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w To request an electronic signature from the Coordinating Principal Investigator / Principal
Investigator, select Request Signature — ISESEEESEN button

35

w The system performs a completeness check to highlight any incomplete sections that need to be

completed. Each incomplete item will be displayed as a link to the relevant section

w When all required sections of the HREA have been completed select Request Signature

Request a signature

wEnter the signatoryds ERM e maiRequesdd

Enter the email address of the person you want to sign this form

w The requested signatory will receive an email notification with the signature request, a message

and link to ERM Log in/Signatures page

You have received a signature request from Ms Jane
Citizen with a message.

Could you please sign this HREA?

To view your outstanding signature requests, click on the
following link:

w The signatory logs into ERM

w From the Work Area the signatory selects Notifications or Signatures tile to open the signature

request

Work Area

Notifications Signatures Transfers Shared

12 1 1 1

w New requests will be at the top

' Signatures
®

=)

Project Title Project ID Requesting User Message Requested Date v Response Date Status

¢ g
o 3
g 3

Co-ordinating Principal Investigator/Ressarcher IREA practice 58448 Ms Agnes ¥ 24/10/2025 1350 2401012025 13:59 nvalidated

w Under the Action tab, select View Form to review the application

d= Sign

w For endorsement of the application, select Sign button under the Actions pane
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Project

) Navigate [ ViewasPDF | g« Sign | X Reject @ Completeness Check & Track Changes o 2
verview

8 Read access only.

ERM Filter Questions @

HREA practice 11 s @

+ 0

Overview

w A Sign Form text box is displayed
w The signatory enters their ERM log in details to sign the
form

w Select Sign m button

Sign Form

Please enter your login details in order to sign this form:

. E Close
w The Status has changed from Requested to Signed
L Signatures wn @ & @
B
B
B
. Type Project Title Project ID Requesting User Message Requested Date + Response Date Status Action
F-3 Co-ordinating Principal Investigator/Researcher HREA practice 11 58446 Ms Agnes ¥ 2710/2025 16:18 28/10/2025 1247 Signed d

w The applicant receives an email notification indicating the signature request has been accepted
by the signatory i.e. the form has been signed

Form Signed for HREA TESTING
donotreply @infonetica.net 3 Reply
To @ Catherine M Farrington (DJPR)
Dear Ms Farrington,
Project Title: HREA TESTING
Project ID: 82131
Form Name: Ethics Amendment Request VIC

The form has been signed by Mrs Nimani Cameron.

To view the status of your signature requests, go to: http://au.forms.ethicalreviewmanager.com/Signatures/Index

This is a system-generated email. Please do not reply.
https://au.forms.ethicalreviewmanager.com

See advice on acceptance of electronic signatures using ERM on the

Consult with the reviewing organisation for their policy on accepting electronic authorisation.

To request multiple signatures - when the applicant / form owner requests authorisation from other
investigators

w Repeat the signatory process for electronic signatures from other research members if required
e.g. Principal Investigator if indicated on the Investigator Team Declarations in the HREA
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w Once the signature process is complete the form is locked

HREA practice 11
Project
«C] Navigate fe Viewas PDF = & Documents | ge Signatures & Unlock <. Share 25 Roles = More F Track Changes
8 This form has been locked through signatures/requests
Declaration - CI/CPI/Lead Investigator @
Coordinating Principal Investigator/Researcher o

& Unlock

w The form can be unlocked for further editing by selecting the Unlock button under the

Actions pane

The form must open for the Unlock action button to be available

A Unlock form text box is displayed noting this action will invalidate any signatures on the form
Select Confirm to unlock the form Unlock Form

The form is unlocked for editing Fetorming this action il invaiale any signalures o the form. At you sue?

Form unlocked
E] Project
& «7) Navigate | [} ViewasPDF | & Documents | | .J= Signatures = [3) Save | | < Share | &) Roles | = More ' Track Changes Overview
~
fan BASIC INFO
a8

ERM Filter Questions @ Project Title

Project Id
blolltodiosion Ll " fomilon be oeieaa

w Complete the edits in the form
w Repeat the signatory process for electronic signatures from research team members
w The application is ready for submission
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4 Submission and review process T HREA

In ERM the submission and review processes are similar for all forms.

For the initial application submission ensure the form is complete and all documents are uploaded
and signatures completed.

To note, as the project title cannot be changed once approved, ensure the title is correct before
submitting or resubmitting the application.

4.1 Submission

2, Submit

w Navigate to the Actions pane and select the Submit button

w The system performs a completeness check to highlight any incomplete sections.

38

w If complete, the form is ready to be submitted

Submit
w Select the Submit button

\ ‘Complete: Yo om & oumckte 2nd eady o subni

w The system will automatically submit the application to the HREC/ethics review body selected in

Q 4.3 of the HREA

Application type HREC - the HREA

ERM Project ID 74950

Organisation/hospital code VICTEST

Year 2021- year of submission

Submission number 257683 - submission version number
Version number vl

w Following the submission, a unique identification code is generated.
It is composed of six parts - e.g. HREC/74950/VICTEST-2021-257683(v1)

Submitted

w The Form Status of the application under Overview becomes Submitted ~
Recall an application

Any changes made to the submission will INVALIDATE all electronic signatures

and will require all signature requests again

Once the application has been submitted, a recall option becomes available
The form can be recalled until the submission is actioned by the Research Office
The recall removes the submitted applicati

& Recall = More

€ € € ¢

Select the Recall button under
additions

1, Submit

w Select the Submit button again. The application will be resubmitted.
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4.2 Responding to a query from the Research Office

If an application is queried by the Research Office for further clarification, changes or additions e.g.
supporting documents, the form is unlocked for the applicant to complete the edits/revisions.

The form Status has

changed

from 6Submittedoé to

Overview

BASIC INFO

Project

HREA practice Tl
58446
HREA

Queried

HREC/58446/VICTEST-2025-
188359(v2)

28/10/2025

Yes

w The applicant is advised via an ERM email of important information regarding their application

EZ Meeting | ¥

CSim -

Web page
= Team Email

Y Y

' Done

s Delete Arch Reply Reply F d o
Sosunk- Delete Archive | Reply Reply Forward co ' | peply s Delete
Delete Respond Quick Steps
) donotreply@infonetica.net © Catherine M Farrington (DHHS)

IMPORTANT INFORMATION re December Holidays

Letter.pdf
11K

Dear Investigator,

Application Type HREC
Project ID 49968
Review Reference HREC/49968/DEF-2018-160008(v1)

Kind regards,

E3 To Manager

¥ Create New

% %5 Rules -

E L/_' 3 =. [ ¥ P Find
0 onenote a= [2) Related -
_ Move T Assign Mark Categorize Follow  Translate Zoom
hd - [EPActions~ | palicy ~ Unread > b > [+ Select -
) Move Tags ] Editing Zoom
1

Please refer to the attached letter for important information fram Default Committee-VIC regarding your recent application for research project December Holidays

WA O0QiEtRICS

information to be provided via ERM

Applicationo| |
Research Office will include details for further

et tDe@uI‘quomm(te@ll(a-lqina) Reseaf(chrEltms ﬁqmmi‘{eeh e

[ QUERY - ETHICS APPLICATION ]

14 December 2018

Dear ,
Project Title December Holidays
Project ID 49968

Review Reference
Local Reference Number

HREC/49968/DEF-2018-180008(v1)

Thank you for submitting an ethics application to Default Committee-VIC Human Research Ethics Committee
(HREC). The application has been assessed and it is not of a safisfaciory standard for ethical review. Some
changes are required in order for the application to proceed for review by the HREC.

Information to be Provided

Change answer to question 4.2 and upload PICF,

Upload Protocol,

Edit Questionnaire.

Submission

Please provide the requested information via ERM as soon as possible, in order for your ethics application to
progress.

Please alter the ethics application form in ERM and revise the supporting documentation as specified above.
For changes to supporting documentation, ensure that:

« all version dates and/or version numbers are updated

+ atracked-changes copy is uploaded to ERM.
Please submit the requested information using ERM in order for the application to be considered at the next
HREC meeting. If a response is submitted affer this date, your ethics application will be allocated to a later
meeting.

If you require any further information, please contact us via the ERM ‘Comespond' button or .
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To access the Query

In the Work Area, click on the Notifications tile

w Select the Message title to open and view the message

Work Area

Number of unread messages is 1

o

Project Folders

27

Al Projects Practice

Notifications

L S A R §
LR EE BB

w A Message box will be displayed allowing the user to view the form

Press View Form to be directed to the relevant

form

w The form will open under the Navigation tab

Message

Date

Project Short Title  HREA practice 11

28/10/2025 4:19 PM

Information is required regarding your application. Please
refer to the attached letter.

close

»

B

L

HREA practice 11

& Go Back to Work Area

Project

2, Roles | | @ Completeness Check | | 2, Submit

[CEENPETASN  t Project | <2 Share

C Refresh | = More

wn @ » @

Overview

w Select Reviewers Comments
w A text box will be displayed of the Overall Reviewer Panel Comments

OFFICIAL
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Overall Reviewer Panel Comments

Supporting document requiring edits

Title Comment o

Date Added Submission

Close

w Select a comment to be directed to the relevant section in the form i.e. to Q 4.1 Attach the
Project Description/Protocol  to your HREA

w As the query requires a new version of a document, the original version should be deleted, and
the new version uploaded into the form. Deleted/previous document versions are automatically

41

archived. See Archived documents for further information on how to access archived documents.

Delete

w Delete to delete the original version

Q4.1 Attach the Project Description/Protocol to your HREA. *

® Individual attachments are limited to 10 MB in size.

Type Document Name File Name

Protocol Protocol Protocol.docx

Version Date

20/10/2025

Version

1

e [tis recommended that you use one of the templates provided in the HREA for your Project Description/Protocol.

Size

14.2KB

View Delete

-0

1 Select Upload Document

the correct version number and date

to upload the revised (new) version of the document with

Previous document versions are archived in Submitted Documents and viewed in the Project

Overview screen

Project Overview - HREA practice 11

Submitted Documents

HREA

Download

Download

w The HREA now includes the latest version ready for resubmission
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Q4.1 Attach the Project Description/Protocol to your HREA. *

e+ |tis recommended that you use one of the templates provided in the HREA for your Project Description/Protocol.
¢ Individual attachments are limited to 10 MB in size.

Type Document Name File Name Version Date Version Size View Delete

Protocol Protocol - updated Protocol - updated.docx 30/10/2025 12 142KB

w Continue to complete the other queries as instructed in the Overall Reviewer Panel Comments
as above

Note amending a form and/or adding a new document will invalidate
any electronic signature s

w Once the revisions / additions have been completed, the form and / or supporting documents can
be resubmitted

wThe system will automatically search for a compl e
was selected in Q 4.7 of the HREA in the previous submission

w Ifthe CPI is not required to complete the Declaration page, proceed to Q 4.7 of the HREA

w Select Wet ink sign after printing.  This will reset the signature method to enable the system to
resubmit the application

w Inthe Actions pane, select the Submit button to resubmit
HREA practice 11

Project

© Completeness Check | | «5) Navigate | | & View as PDF | | @ Documents | | = More| | &f Track Changes

Generate HREA document @
Is your application complete and have you attached the Project Description/Protocol and any relevant supporting documents? *

@® Yes
O No

w The Research Office will receive the submission
w The application is assigned to a HREC meeting
w Following the HREC review there may be an information request from the Ethics Committee
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The CPI signs. For minor changes the Research Office has all signatures on the initial sub

To resubmit the form what signature/s are required?

Other Investigators to sign if a substantial change or required by local policy

Check with other Investigators and the Research Office policy before requesting

signatures and re -submission

4.3 Ethics Committee review request

Clarification or requests for further information from the reviewing Ethics Committee to the applicant
must be managed through ERM. The form is unlocked for the applicant to complete the
edits/revisions.

The

w The applicant is advised via an ERM email of important information regarding the application

w A

the HREC will include details for further information
to be provided via ERM

43

form Status has changed from 6Submittedd to

B Ignore x = [:ﬂ (ﬁ:’] t’;‘a [ Meeting | (%7 validation Work.. €3 To Manager Vo Rules e E [ I“ » xk OFind Q
o | B8 T (" . ')d M-~ E Team Email + Done " i OneNote » e < al Ta"' [ Relted~
2 junk- Delete Archive Rej eply Forwar - ove ~_ ssign Mark Categorize Follow  Translate com
o Junk W W B More- |2 Reply&Delete ¥ CresteNew N + [P Actions~ puhj. e Up~ [
Delete Respond Quick Steps [} Move Tags ] Editing Zoom
donotreply@infonetica.net © Catherine M Farrington (DHHS) U

= IMPORTANT INFORMATION re December Holidays

- Letter.pdf .
= 119k8

Dear Investigator,
Please refer to the attached letter for important information from Default Committee-VIC regarding your recent application for research project December Holidays

Application Type HREC
Project ID 49968
Review Reference HREC/49968/DEF-2018-160883(v2)

Kind rega rds,

O0RedouresFturther | nformafi

REQUEST FOR FURTHER INFORMATION
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Respond to a request for further information from the Ethics
Committee
w Depending on the request, the applicant can amend the HREA and add new documents
w Loginto ERM account
w Inthe Work Area, click on the Notifications tile
w Select the Message title to open and view the message

I Notifications L

Message X

w A Message box will be displayed allowing the user to view
the form

w Press View Form to be directed to the relevant form

w The HREA, will open under the Navigation tab

Project Short Title  HREA practice 11
Date 28/10/2025 4:19 PM

Information is required regarding your application. Please
refer to the attached letter.

Close

>

i HREA practice 11 e+ @
® :lﬁl:(ln o Owverview
\;I v Overview -
& @ HREA >
5
[OEEEEETEY i Project < Share | 2 Roles | @ Completeness Check | 1 Submit | (' Refresh = M r
w Select Reviewers Comments ~ ““““"** * ’ under the Overview pane
w A text box will be displayed of the Overall Reviewer Panel Comments
Overall Reviewer Panel Comments »
Supporting document requiring edits
Tite Commaent ,--—""--“ Date Added Submission

PICF needs to be updated

Close
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w Select a comment e.g. PICF needs to be updated, to be directed to the relevant section in the
form i.e. Participant information and consent forms

w The request requires a new version of a PICF. The original version should be deleted, and the
new version uploaded into the form. Deleted/previous document versions are automatically
archived. See Archived documents for further information on how to access archived documents.

Delete

w Select Delete to delete the original version

Participant information and consent forms

Type Document Name File Name Version Date |Version| Size View Delete

Participant information and consent form  Participant information and consent form  Participant information and consent form.docx ~ 01/10/2025 1 143 KB

Upload Document

w Select Upload Document
correct version number and date

to upload the revised (new) version of the protocol with the

w The HREA now includes the latest version ready for resubmission

Participant information and consent forms

Version
Type Document Name File Name Date Version | Size View Delete

Participant information and consent  Participant information and consent form - Participant information and consent form - 30/10/2025 12 143 Tl Delete
form updated updated.docx KB

Upload Document

w Continue to complete the other requests as instructed in the Overall Reviewer Panel
Comments as above

w In the Actions pane, click on Submit button to resubmit
w The reviewing Research Office will receive the resubmission

Approved Applications

w Applicants are informed of decisions by the HREC via email using ERM. If the application has
been approved, the form is locked

w Log on to ERM and click on Notifications tile
w A formal approval letter from the HREC can be downloaded by the applicant

w If the application review outcome is not approved , applicants are also informed via email
through ERM.
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5 National Mutual Acceptance (NMA)
applications

NMA is a national system for mutual acceptance of scientific and ethical review of multi-centre
human research projects conducted in publicly funded health services across jurisdictions.

Single ethical and scientific review for a multi-centre human research project can be provided
across seven participating states/territories.

If ethical review is completed in a jurisdiction that does not use ERM (NSW, ACT, SA, WA, NT), a
Minimal Dataset Form (MDF) is created. From the ERM MDF, SSAs can be created as sub-forms

If the application is to be reviewed under the NMA scheme, this needs to be recorded in ERM for
reporting purposes.

® When completing the HREA, select Yes to Q 4.6 Will this application be reviewed under the
National Mutual Acceptance scheme?

. Navigat: . = More .
® Navigate <" pack to the Actions pane and select More then select NMA Project
@ NMA Project
' HREA practice 1l
+ Go Back to Work Area
B
Project
1]
B project T
i S5
- @ HRE.
e
o i) | #e Project | < Share | 2 Roles @ CompletenessCheck = 1 Submit  (* Refresh | = More
e NMA Project
i View as PDF
B Correspond
HREA
ok, Import Xml

w A NMA Project text box will be displayed NMA Project

w Select Project is NMA from the drop-down list Mk s profect a5 NHA 1t be reviewed under th National Ml Accaptance
scheme.

@ Select Save = e e

® The Overview panewi | | be updated to OPH B3 -
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6 Victorian Specific Module

For each project that utilises the HREA form and has a site in Victoria, the Victorian Specific
Module (VSM) must be completed if certain research features of the project apply as indicated in
the HREA 1 ERM Filter Questions. In these instances, the VSM is mandatory when the HREA is
used. It addresses Victorian legislative requirements.

The VSM is submitted to the reviewing HREC as part of the ethics application. The following steps
also apply if the ethics review is in QLD but select Victoria when creating the VSM sub-form.

In ERM:

w The VSM is created as a sub-form of the HREA

w Highlight the HREA in the Project Tree and select the Create Sub -form  ® “=***™™ | hytton
under the Actions pane
HREA 02

« Go Back to Work Area

Project

Project Tree

& HREA 02

HREA

EETCIE @ Completeness Check ||| () Create Sub Form | tg Project | < Share | = More

w A Create Sub -form text box will be displayed Create Sub-form

Select the Victorian Specific Module (VSM) from the drop-down select Jisieton
IISt Victoria v /

Se I eCt C reate Victorian Specific Module (VSM)

Select the sub-form that you would like to apply 1o this Tt

w The VSM will appear in the Project Tree as a sub-form of the =

Close

HREA
w Complete all applicable sections of the VSM form

HREA 02

¢ GoBack to Work Area

Project

Project Tree

& HREA 02

S HREA

Victorian Specific Module (VSM)

TN @ Completeness Check | | ¥ Project | [J) Duplicate Form | (O Delete Form = = More

w Inthe VSM, select View as PDF action button to generate a pdf and save to your local drive
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i

HREA 02
B Project
= «C] Navigate | [3 ViewasPDF | & Documents v Signatures | (3) Save | < Share 2 Roles = More
B .
DS
2

Information G)

Victorian Specific Module
For each research project that has a site in Victoria, the Victorian Specific Module (VSM) must be completed and submitted to the reviewing Human Research Ethics
Committee (HREC) as part of the ethics application.

The VSM addresses Victorian legislative requirements which are not addressed in the Human Research Ethics Application (HREA) form. Researchers have a legal as well as an
ethical obligation to consider the issues addressed in the VSM,

When you have completed all applicable sections of the VSM:
1Print ™ the VSM and save it as a PDF.

2.In the HREA form (in the Section ERM Madule)), upload (SIS the POF.
3. Complete the HREA (including supporting ments), sign it ically and submit & it to the reviewing HREC.

4.Submit & the VSM to the reviewing HREC.

w Return to the HREA (highlight in Project Tree) and go to the ERMFiercuesions | gaction
HREA 02

¢ Go Back to Work Area

Project

Project Tree

|© HREAO? |

@ HREA |

‘:{ Victorian Specific Module (VSM)

@ Completeness Check | | (¥) Create SubForm | fg Project | <! Share | = More

Navigation Documents Signatures Collaberators Submissions Correspondence History

Show Inactive Sections

HREA

Section Questions
ERM Module ERM Filter Questions
HREA Introduction Introduction | HREC Director

w Select Upload Document to upload the pdf of the VSM
w The VSM is attached to the HREA as a supporting document

Will this ethics application involve a site or data in Victoria?

® Yes
O No

Select the features that are applicable to this research project:
[ Recruitment of adult research participants who do not have decision making capacity
[J  Collection, use and/or disclosure of personal and/or health information

Removal of tissue or blood from a living or deceased adult or child, or performance of a post mortem
] None of the above

The Victorian Specific Module (VSM) is required. Create the VSM as a Sub-form of this HREA. Before submitting this HREA,
upload the VSM below.

Victorian Specific Module

Type Document Name File Name Version Date Version Size View Delete

Victorian specific module (VSM) VSM VSM.docx  01/04/2022 1 14.1 KB

w When the HREA is complete and all supporting documents are uploaded (including the VSM)
and signatures obtained, select Submit the HREA

w Return to the VSM in the Project Tree and Submit the VSM
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w If edits to the VSM are requested by the reviewing HREC, the Research Office will unlock the
foomand the form status changes to o6l nformation Reqg

w Complete the edits within the form

w From the VSM, select View as PDF action button to generate a pdf and save to your local drive

w Return to the HREA (highlight in the Project Tree), return to the section where the initial VSM
was uploaded (ERM Filter Questions) as a pdf

w Delete the previous VSM version and upload the revised version from your local drive to
the HREA

w Continue to make revisions to the HREA if requested by the Research Office

w Once the HREA is ready for resubmission, Submit the HREA

w Return to the VSM in the Project Tree and Submit the VSM.
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7 Victorian Low Risk Form (Low Risk VIC)
application

The Victorian Low Risk Form (Low Risk VIC) can be used for single-site low risk research projects
in Victoria only. A Victorian Specific Module is not required for projects utilising the Low Risk VIC
application form.

This form is not for ethics review. Before completing the Low Risk VIC Form, consult with
the reviewing organi seadnthenom-$RE @athevay focyour @djetti c
Some reviewing organisations may not accept the Low Risk Form.

7.1 Create a Low Risk VIC form

w Log into ERM and go to the Work Area

w Select Create Project button under the Actions pane
Work Area - e *+ 0

Project Folders

All Projects Approved project

10 O

Projects

et @ CreateFolder | [3 Delete Folder | () Delete Project | | (3 Duplicate Project | | +i+ Move Project & Transfer

Project Title Project ID 4 Owner Date Created Date Modified

> REA pr 58448 Ms Agnes ¥ 18/12/2025 125

w Enter the Project Title Createpmjw )
w Select Victoria as the reviewing jurisdiction
w Select Low Risk VIC from the Main Form options
w Select Create button to create the project
I P

w The Project Tree will display the newly created project and Low Risk VIC

Low Risk September

« Go Back to Work Area

Project

ERETLUNY | © Completeness Check | () Create SubForm B3 Project | <! Share = More

Navigation Documents Signatures Collabarators bmissions
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7.2 Complete the Low Risk VIC

wWorking under t he Inirddaction gsaction provides & @rdp-dowh listeof
reviewing organisations that will accept the Low Risk VIC form. Review this section before
completing the form. If your organisation is not listed, contact your Research Office for guidance.

w Continue to complete each section relevant to your application

7.3 Upload documents

w Sections within the form allow supporting documents e.g. protocol, questionnaire to be uploaded
into the form

w Other supporting documents can be uploaded by selecting the Supporting Documents hyperlink
Supporting Documents | Jocated in the last section of the Low Risk VIC

w Press Upload Document to attach the selected Supporting Document from your
local drive

w Uploaded documents will be displayed under their type, name, file name and version

w Multiple documents of the same document type can be added by selecting multiple
times

w Specify the version and date to differentiate the documents within the same document type

-

Low Risk September
Project

«) Navigate | [ ViewasPDF | & Documents g~ Signatures  [3) Save <, Share = &, Collaborators = More

K2 w

L

Supporting Documents @

Upload any other supporting documents

Type Document Name File Name Version Date Version Size View Delete

Other Wet-ink Signature - Signed 100ct2025 Wet-ink Signature - Signed 100ct2025.docx 10/10/2025 1 143KB

Upload Document

7.4 Assign access to the Low Risk VIC form

In ERM, the project owner can make the Low Risk VIC form available to other research team
members.

Using the Roles + function, the project owner assigns other collaborators specific levels of access
to the Low Risk VIC form.

23 Roles

w Select the Roles + button under the Actions pane
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Low Risk September
& Go Back to Work Area
]
Project
®
B proectes
1
@ Low Risk September
F3
PR
@ Create Sub Form h Project =, Share ,°." Roles @ Completeness Check X, Submit  Refresh = More
- Show Inactive Sections
Low Risk VIC

w AShare Rolest ext box will be displayed. Enter the coll a
Low Risk Roles

Share Roles X

Sharing a form enables others to view/edit the same form depending on the level of access you give them. Please select the users you wish te share this form with:

Low Risk Roles (Read, Write, Create subforms) v

Note: This form has not yet been shared with anyone

Share Role Close

w Select Share Role
w The collaborator will receive an email notification of their assigned access to the form

7.5 Applying signatures

Declaration
The Principal Investigator is required to sign the Declaration page for the Low Risk VIC submission.

w A declaration may be completed by other researchers/investigators e.g. Associate Investigators

wConsult your institutionds policy for guidance on
or whether the PI can sign on behalf of the research team

Statement g

Dx ion of Principal |

| certify that:

« All information is correct and as complete as possible.

« | have had access to and read the National Statement or
be conducted in accordance with the National Statement.

« | have consulted any relevant legislation and regulations, and the research will be conducted in accordance with these.

« | will immediately report to the HREC/non-HREC review body anything which might warrant review of the research, including:
serious or unexpected adverse effects on participants; complaints; proposed changes in the protocol; and unforseen events that
might affect continued ethical acceptability of the project

« | have attempted to identify all the risks related to the research that may arise in conducting this research and acknowledge my
obligations and the rights of participants.

« | will not continue the research if ethical approval or site authorisation is withdrawn and will comply with any special conditions
required by the HREC/non-HREC review body, including: conditions of approval stipulated by the HREC/non-HREC review body;
cooperate with monitoring requirements (at a minimum annual progress reports and a final report will be provided to the HREC/non-
HREC review body).

« | have the appropriate qualifications, training, experience and facilities to conduct the research and to deal with any emergencies
and contingencies related to the research that may arise.

ot in Human Research (NHMRC, 2023) and the research will

d

s Signature required by PI

An electronic signature is obtained using ERM.

The signatory must have an ERM account to provide an electronic signature

An electronic signature should be sought LAST as the application/form will be
locked once the electronic signature request has been made.

If the Al is unable to electronically sign the declaration page, other options are
available.
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The Low Risk VIC form owner may request signatures as follows:

To use Wet ink signature

= View as PDF

w Using the View as PDF button from the Actions pane, custom print the Declaration
page and obtain the signature from the Pl. Scan and save to your local drive as a pdf
w Navigate to last section of the Low Risk VIC to find the Supporting Documents hyperlink

w Supporting Documents opens to attach the Declaration page
w Select Upload document to upload the signed Declaration page to the Low
Risk VIC

w The uploaded signed Declaration page will be displayed with the document, file name and
version

Low Risk September

Project

«C) Navigate | [» ViewasPDF | @ Documents | g Signatures | [3) Save < Share 2. Collaborators | = More
Supporting Documents @
Upload any other supporting decuments
Type  DocumentName File Name Version Date Version  Size View Delete
Other  Wet-ink Signature - Signed 100ct2025 Wet-ink Signature - Signed 100ct2025.docx 10/10/2025 1 143K8
Upload Document

To Upload other evidence T to attach an email copy / letter to indicate
agreement

w Navigate to last section of the Low Risk VIC to find the Supporting Documents hyperlink

Supporting Documents

w Supporting Documents opens to attach the signature document
w Continue as described above to Upload the pdf document to the Low Risk VIC

To request an Electronic Signature

w Select Request Signature button

w The system performs a completeness check to highlight any incomplete sections that need to be
completed

w When all sections have been completed, select Request Signature _

wEnter the signatoryds ERMuestmai | d Request a signature

Enter the email address of the person you want to sign this form
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w The signatory will receive an email notification for a signature, a message and a link to ERM Log
In page

w The signatory logs in to ERM

w From the Work Area the signatory selects Signatures tile to open the request

'’ Work Area

®

() Notifications Signatures Transfers Shared

- 12 ] ] ]
=4

w New requests are highlighted

w Under the Action tab, select View Form to review the application

Signatures o 0 ¢ @
B
=
. PrjectT Prjectid Recuesting U Message Requested Dt Response statn Action
s
i

g Sign

w For endorsement of the application, select Sign button under the Actions pane

Low Risk September

Project

«) Navigate | | [ View as PDF X Reject | @ Completeness Check

8 Read access only.

Information @

Guidance

The Victorian Low and Negligible Risk Ethics Application Form (LNR VIC) can be used for a low/negligible risk research project in Victoria only.

Some reviewing Human Research Ethics Committees (HRECs) or ethics review bodies do not accept the LNR VIC. At these organisations, the Human Research Ethics
Application (HREA) form must be used for all ethics applications.

Before completing the LNR VIC, consult with the research office of the organisation that hosts the reviewing HREC or ethics review body.

All research must be conducted in compliance with the National Statement on Ethical Conduct in Human Research (NHMRC. 2007),

A Sign Form text box is displayed. The signatory enters their ERM log in details to sign the form
Select Sign m button

The applicant receives an email notification indicating the signature request has been accepted

Repeat the signatory process for electronic signatures from other members if required e.g.
Associate Investigator if indicated in the Research Team in the Low Risk VIC
w Once the signature is complete the application is ready for submission.
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8 Submission and review process T Low Risk
VIC

Initial application submission i ensure the Form is complete and all documents are
uploaded and signatures completed

8.

w
w

1 Submission

2, Submit

Navigate to the Actions pane and select the Submit button

The system performs a completeness check to Submit
highlight any incomplete sections

If complete, the form is ready to be submitted
Select the Submit button

Camplete Yo £ S ek ey o b

The system will automatically submit the application to the ethics review body selected in the
6l ntroduct i ohdvRslkMCfdmon of t he

Following submission, a unique identification code is generated.
It is composed of six parts i e.g. Low Risk VIC Form/112045/DEF-2024-445600(v1)

Application type Low Risk

ERM Project ID 112045

Organisation/hospital code DEF

Year 2024 i year of submission
Submission number 44560071 submission version number
Version number vl

Recall an application

€ € € ¢

w

Any changes made to the submission will INVALIDATE all electronic signatures

and will require all signature requests again

Once the application has been submitted, a recall option becomes available

The form can be recalled until the submission is actioned by the Research Office

The recall removes the submitted application
Select the Recall "' putton under the Actions pane to recall the submission and make any

changes / additions

Select the Submit button again. The application will be resubmitted

OFFICIAL
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8.2 Responding to a query from the Research Office

If an application is queried by the Research Office for further clarification or changes, additions (e.g.
supporting documents):

56

w The applicant is advised via an ERM email of important information regarding their application

w

File Message Help  Kofax PDF Q@ Tell me what
o Sreply B & < 2 o
o |9 B | S @ g3 |[F] [ 5| @
. Do e | O B | i | e | | e @ | 5 | g |
> > Forward Ch~ 5 App: B~ - Scheduling Poll |~ Insights | 54
Delere Bespord | Sermiy ity | Teams apps sl o Firet Time sddin|phis

Dear Investigator,
Please refer to the attached letter for important information from Default Committee-VIC regarding your recent application for research project Low Risk September.

Application Type  Low Risk VIC
Project ID 112151
Review Reference Low Risk VIC Form/112151/DEF-2024-446254(v2)

Kind regards,
Mrs Nimani Cameron
Default Committee-VIC

Re

A O QU-ERWRISKAPPLI CATI ON6 Il etter (pdf)
for further information to be provided via ERM

w The form will be unlocked to allow the applicant to complete the revisions / additions as

requested

To access the Query

from the

1 Inthe Work Area, click on the Notification tile
w Select the Message title to open and view the message
! Notifications e+ 0
. . . Message X
w A Message box will be displayed allowing the user to
view the form Project Short Title  Low Risk September
. VSRR 3 Date 31/10/2025 3:02 PM
w Press View Form to be directed to the
relevant form Information is required regarding your application. Please
. . refer to the attached letter.
w The Low Risk VIC form will open under the
Navigation tab. ‘ '
w Select Reviewers Comments ~ “eviewer Comments 2 2 Close

under the Overview pane
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w A text box will be displayed of the Overall Reviewer Panel Comments

€ €

€ € € €

January 2026
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Low Risk September

& Go Back to Work Area

Projact

Project Tree

(® Create Sub Form [IRSEZNEE

Low Risk VIC

Section

< Share

@ Completeness Check X, Submit

C Refresh

e NMA Project

Overview

= More

o+ O

Overview

Project is nat for NMA

Overall Reviewer Panel Comments

Comment

E.1(a) How will in

be obtained anc

ant process and how tha consent will be

Protocol requires edits

recorded

Date Added

Submission

7 Latest Submission

a5t Submission

Close

Select the comment to be directed to the relevant section in the form i.e. to Protocol
As the query requires a new version of a document , the original version should be deleted, and
the new version uploaded into the form. Previous document versions are automatically archived.

Delete

Select Delete

to delete the original version

Select Upload Document

the correct version number and date

Upload protocol
Type Document Name File Name Version Date Version Size View Delete
Protocol Protocol Pratocol.docx 31/10/2025 1 142 KB Download Delete

to upload the revised (new) version of the document with

Upload protocol

Type Document Name File Name

Pratocol Protocol - updated

Protocol - updated.docx

Version Date

31/10/2025

Version

12

Size

14.2KB

View

Delete

Continue to complete other queries if instructed in the Overall Reviewer Panel Comments
Once the revisions / additions have been completed, the form and / or supporting documents can

be resubmitted
N

Select Submit ~

Submit

The Research Office will receive the submission
The application is assigned to a Committee meeting
Following the Committee review there may be an information request from the Committee.

OFFICIAL

button under the Actions pane to resubmit the revised application



Applicant user guide to ERM  January 2026 58

8.3 Committee review request

Clarification or requests for further information from the reviewing Committee to the applicant must
be managed through ERM

w The applicant is advised via an ERM email of important information regarding the application

File Message  Help  Kofax PDF Q@ Tellr

t you want to do

= m 5| 9wy B s
Sensith

€ Raply Al (D ity | Shareto

ME E Q) |9

[l Delete Archive Editing | Immersive | Translate | Zoom Reply with Viva Ry
= —> Forvard Ly~ - Teams @ v - Scheduling Poll | Insights | 5
Delete Respond Sensitivity Language | Zoom Find Time Add-in  |phisl

IMPORTANT INFORMATION re Low Risk September 112151

D © Re % Reply Al | —> Forwar
° donotreply@infonetica net ® | © Reply ) Reply orvard

Cc @ Parmeet Kaur (SCV)

Dear Investigator,

Please refer to the attached letter for important information from Default Committee-VIC regarding your recent application for research project Low Risk September.

Application Type  Low Risk VIC
Project ID 112151
Review Reference Low Risk VIC Form/112151/DEF-2024-446293(v3)

Kind regards,
Mrs Nimani Cameron
Default Committee-VIC

This is a system-generated email, please do not reply.

WA OREQUEST FOR FURTHER | NFORMA Tdm@idee will iectudee r
requests for further information to be provided via ERM

w The form is unlocked to allow the applicant to complete the requests as outlined in the attached
letter

Respond to a request for further information from the Committee

w Depending on the request, the applicant can amend the Low Risk VIC form and add new
documents

w Log in to ERM account
w In the Work Area, click on the Notifications tile
w Select the Message title to open and view the message

(pdf)

- -

v ™ iefonmalion i requined fEGAITNG yOUr ApPACINON. Flease fefer 50 e attached leter 2 Low Risk Septermbes

Notifications o @ o @

w A message box will be displayed allowing the user to Message X
view the form

Project Short Title  Low Risk September

Press View Form to be directed to the pore 1012025 353 PM
relevant form Information s required regarding your aplication. lease

refer to the attached letter.

Ll »

- close
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w The Low Risk VIC will open under the Navigation tab

! LownRisk September w0 ¢ @
4 Go Back to Work Area
B .
Project Overview -
(]
B . Overview -
& e Risk
o Low Risk VIC >
% Project < Share | @ Completeness Check | | 1, Submit  (* Refresh c> NMAProject| = More
Sh LN
Low Risk VIC
Section Questions
w Select Reviewers Comments /@ =ommens 1> ynder the Actions pane
w A text box will be displayed of the Overall Reviewer Panel Comments
Overall Reviewer Panel Comments e
././
o~
/./
Title Commaent k Date Added Submission
Upload icipant information Please provide further clarity on tha information consant procass in the document i L LT
Clase

w Select the comment relating to the Committee request to be directed to the relevant section in
the form i.e. Upload Participant Information and Consent Form (PICF)

w The request requires a new version of a PICF. The original version should be deleted, and the
new version uploaded into the form. Previous document versions are automatically archived.

w Select Delete to delete the original version

Upload Participant Information and Consent Form (PICF)

Type Document Name File Name Version Date Version Size View Delete

Participant information and consent form  Participant information and consent form  Participant information and consent form.docx  20/10/2025 1 14.3 KB
Upload Document

w Select Upload Document to upload the revised (new) version of the PICF with the
correct version number and date
w The Low Risk VIC now includes the latest version ready for resubmission

Upload Participant Information and Consent Form (PICF)

Version
Type Document Name File Name Date Version| Size View Delete
Participant information and consent  Participant information and consent form - Participant information and consent form - 30/10/2025 12 14.3 Btz Delete
form updated updated.docx KB

Upload Document
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w Continue to complete other requests if instructed in the Overall Reviewer Panel Comments

Note amending a form and/or adding a new document will invalidate

any electronic signatures.

To re-submit the form what signature s are required?
1. For minor changes the Research Office has signatures from the initial submission
2. Check with the research office policy before requesting signature(s) for substantial

changes and resubmission

1, Submit

button to resubmit
w The reviewing Research Office will receive the resubmission

w In the Actions pane select Submit

Approved Applications

w Applicants are informed of decisions by the Committee via email using ERM. If the application
has been approved, the form is locked

w Logon to ERM and click on Noatifications tile
w A formal approval letter from the Committee can be downloaded by the applicant

w If the application review outcome is not approved , applicants are also informed via email
through ERM.

8.4 Low Risk Notification Form

Once a research project has been ethically approved, any changes to its design or conduct must be
reviewed by the ethics review body. Post approval information should also be submitted to the
reviewing organisation. The Low Risk Notification Form can be adapted for post approval reporting
requirements. The Low Risk Notification Form reports to the reviewing committee on post reporting
requirements; amendments, progress reports, site audit reports and a final report.

1 From the Low Risk VIC, select Create Sub -form button under the Actions pane

Low Risk September

& Go Back to Work Area

Project

© Completeness Check || (B Create Sub Form ||| T Project | ' < Share | | = More

Create Subform pd
1 A Create Sub -form box will be displayed

Select the sub-form that you would like to apply to this form

M Select Low Risk Notification Form from the
drop-down list

1 Select Create button —> Close

Low Risk Notification Form v

OFFICIAL



Applicant user guide to ERM  January 2026 61

1 The Project Tree will display the newly created Low Risk Notification Form

Low Risk September

& Go Back to Work Area

Project

Project Tree

© Low Risk September

& Low Risk VIC

Low Risk Notification Form -

@ Completeness Check | (¥) Create Sub Form | g Project

[ Duplicate Form | = More

1

Information from the Low Risk VIC will not automatically populate the Low Risk Notification
Form

8.5 Complete the Low Risk Notification Form

1
il

Complete the questions in the Low Risk Notification Form

For what purpose is this report being submitted?
Depending on the purpose of the report, documents can be

attached to the form O Amendment
O Progress Report
O Site Audit Report

O Final Report

Add or amend documents will allow for new versions of the documents to be attached e.g. PICF
or protocol

Low Risk Notification Form - Amendment

Project Title: Low Risk September

Amendment Category

Amendment Category

[J  Change investigator or personnel
Add or amend documents

il
il

Select Upload Document to attach the amendment documents form your local drive
Specific the version and date

OFFICIAL
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Add or amend documents

Describe change(s)

Document(s) to be amended

Participant information sheet and consent form (PICF)
Protocol
Other

Participant information sheet and consent form (PICF) (tracked changes version)

Type Document Name File Name

PICF  PICF - 01Feb2024-tracked PICF - 01Feb2024-4racked docx

Panticipant information sheet and consent form (PICF) (clean version)

Protocol {tracked changes version)

Upload Document

Protocol (clean varsion)

Type Document Hame File Hame

Protecal . 12Feb24. v2 doex o

Version Date

Delete

Version Size View Delete

Delete

individually or together

once

Download Selected button

to download as a zip file

62

Documents will be displayed under the Documents tab and can be viewed or downloaded

Select the checkbox for each corresponding document or all documents can be selected at

The View Selected button to open the document as a PDF in a new browser or select the

Documents
m - Type Document Name
Farm Fom
Protacol Protocol - 02Febd, v2
n PICF PICF - 01Feb2024-tracked

File Name ‘Version Date Version

Formn.padl
Protocol - 02Feb2d, v2 docx

020022024

PICF - 01Feb2024-racked. docx 01022024

Showing 1 to 3 of 3 entries

219KB

151 KB

Download

Download Selecte

| oo
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9 Site Specific Assessment (SSA)

The Victorian SSA form is used to address governance at a public health organisation in Victoria.

It is the responsibility of the site Principal Investigator to complete the Victorian SSA form for their
site, and to submit the form to the site Research Governance Officer (RGO).

9.

1 Create an SSA

w From the HREA or Low Risk VIC, select Create Sub -form button under the Actions pane

HREA 31

& Go Back to Work Area

Project

Project Tree

RAENEUTS | @ Completeness Check || () Create Sub Form ||| tg Project | < Share

= More

w A Create Sub -form box will be displayed Create Sub-form
w Select the jurisdiction Select Jursdiction
w SeIECt SSA VIC from the drOp-down |ISt S::::)T:]e sub-form that you would like to apply to this form
W Select Create button Site Specific Assessment (SSA) VIC
T —
W Close
w The Project Tree will display the newly created SSA

HREA 31

« _Go Back to Work Area

Project

Project Tree

@ HREA 31

© HREA

Site Specific Assessment (SSA) VIC -

@ Completeness Check @ Create Sub Form

g Project

[ Duplicate Form

= More

w Information from the HREA will not automatically populate the SSA
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9.2 Creating SSAs for sites

The SSA for a site is created by either the HREA (or Low Risk VIC) project owner or by assigning
this role to the site PI.

The creation and management of site SSAs in ERM should be determined by the CPI / delegate.
Both options (i) and (ii) are described below:
() HREA project owner

w The HREA project owner creates the SSA as sub-form of the HREA and becomes the SSA form
owner

w The HREA / SSA owner may start the SSA then assign responsibility for its completion and
submission to the site PI

w Highlight the SSA in the Project Tree

w Inthe Introduction section of the SSA form, complete question Q 1.4 to enter the name of the
site/organisation

w Select Roles+ button under the Actions pane

w A Share Roles text box will be displayed
Enter the coll aboratorés (SSARokes Pl ) emai l address ar
This level of access includes all of the following:

read

write

submit

create subforms e.g. Site Notification Form
receive notifications

N N NH NN

OFFICIAL











































































































































































