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Glossary

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

CRO Contract Research Organisation (may act as local sponsor for non-Australian entities).
CTA Clinical Trial Approval scheme (s ¢ h e sipeedious name Clinical Trial Exemption (CTX))
CTN Clinical Trial Notification scheme

CTRA Clinical Trial Research Agreement

CcVv Curriculum Vitae

FDA Food and Drug Administration (in USA)

GCP Good Clinical Practice

HREA Human Research Ethics Application

HREC Human Research Ethics Committee that has been certified under the NHMRC National

Certification Scheme, and be a Certified Reviewing HREC under the NMA scheme

B Investigator Brochure

ICH-GCP International Conference on Harmonisation i Good Clinical Practice

LARF Legacy Application Replacement Form

LNR Low and Negligible Risk application

MDF Minimal Dataset Form

NHMRC National Health Medical Research Council

NMA 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

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

QA Quality Assurance application

RGO Research Governance Officer

SSA Site Specific Assessment

VSM Victorian Specific Module
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1 Introduction

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

ERM is a paperless information management system for completion, submission and storage of:
1 ethics applications
1 research governance/site specific assessment (SSA) applications
1 post-approval (ethics) forms
1

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 alsouse ERMif or detail s, consult the orgail
research office.

Who uses Ethical Review Manager (ERM)

ERM can be used by anyone involved with an ethics or research governance/SSA application, including:
1  Coordinating Principal Investigator (or delegate/s)

1 Principal Investigators (or delegate/s)

1  Sponsors/Contract Research Organisations/Trial Coordinators

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

Go to the ERM website https://au.forms.ethicalreviewmanager.com/

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
Log in with your email address and password

IR S

Applicant user guide to ERM. June 2022 60f 116 ORIA | Jobs

State Procmct_s
Government and Regions


https://au.forms.ethicalreviewmanager.com/
https://au.forms.ethicalreviewmanager.com/

Login

ERM Applications Help ~

=
“ethics rm

cﬂ’mcll:er VORIA
research pote

Queensland
Government

Log in

Email Address™

Password®

L ]

& =eRler your password
New User Forgotten Password

1. Enter your email address and password
2. SelectLogin

Forgotten password
When logging in as an applicant, if the password entered is incorrect an error message will appear

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

Alink to reset your password will be emailed to you

1
1 Select Reset Password
1

An email will be sent with a link to change the password. Enter the new

password and select Reset Password '

1 A Message box will be displayed confirming the password change
Select the link to return to the login page
four password has SUCEESSfU\“y been reset, please click here to return to 10gIn page
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Changing password

1 Log in with usual account details

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

Beta Tesi Mode Ms Parmeet Kaur (parmeet.kaur@ecodev.vic.gov.au) v

m & O WorkArea
Create Folder Delete Folder Create Project
° ﬂa + Notifications Signatures Transfers
Delete Project D};‘ﬁ,‘;g{e Move Project 3
0
A

Transfer

Change Password

Personal Details

Notifications

Shal Logout

0 3

1 Select Change Password

1 A Change Password message box will be displayed
Enter old and new password

1 Select Change Password

Changing personal details

1 Log in with usual account details
Select the account name located on top-right of browser

Select Personal Details

= =4 =4

A Change Personal Details message box will be displayed

\

Enter changes to personal details

1 Select Change Details

Log out

ications

Change Password

Old Password
New Password

Confirm New Password

Change Personal Details

Title

Ms

First Name

Posicode

Country

Unavaiiable

Beta Test Mode Ms Parmeet Kaur (parmeet.kaur@ecodev.vic.gov.au) v

Change Password

-0 -0
- - o \NO rk A re a Personal Details
|Create Folder Delete Folder Create Project Notifications
Q GE + Notifications Signatures Transfers Shal (Logcut\
1 Select arrow at right edge of account name
1 Select Logout
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1.3 ERM forms

fh O <

Project Cre;ne Sub Share

Project Tree

HREA practice 11

84413

arm
) 3

Roles

& =

View as PDF Correspond

+. =
& +
Import Xml Recall

@ HREA practice 11

'@ HREA | »

—» Project

Main Form
[ victorian Specific Module (VSM) ‘

@ Site Specific Assessment (SSA) VIC - Administrator Use Only -

| | Site Governance Amendment Request -

No

Sub Forms
Ethics Amendment Request VIC -
Action Required on Form Status Review Reference Date Modified NMA

Submitted HREC/84413/DEF-2022-301182(v1) 15/02/2022 14:50

Project is for NMA

ERM is based on forms. The applicant creates a project and a main form simultaneously

From the main form, the applicant can create sub-forms e.g. Ethics Amendment Request, SSA form.

From some sub-forms (SSA and LNR VIC SSA) further sub-forms can be created e.g. Site Governance

Amendment Request, Site Progress Report and Site Notification Form

1 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/Negligible Risk
Application Form
(LNR VIC)

Ethics application form for low or negligible 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

Applicant user guide to ERM. June 2022
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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 Assessment
(SSA)

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

Victorian Low/Negligible Risk
Site Specific Assessment
(LNR VIC SSA)

Research governance application form; one LNR 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

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

Complaint Report

Report a research project compl aint

Non-serious Breach/Deviation
Report

Reportanon-seri ous breach/ deviation to th

Site Audit Report

I f requested by the siteds r es eadiafthe
research project
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Report to the sitebs research govern
is not a specific post-approval form available

Site Notification Form

Report to the siteds research govern

Site Progress Report . .
! 9 P project (at least annually, may be more frequent if requested)

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

Site Governance Amendment
Request
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Government and Regions



2 Work Area

The Work Area is the ERM home page. The left side of the screen displays the Actions pane with action buttons
bel ow. The right of the screen displays an overview of proje

-0 -0
W W O | WorkArea
Create Folder Delete Folder Create Project| -
° ng .%. Notifications Signatures Transfers Shared
Delete Project ““"‘D‘;{;‘:‘l“ Move Project 3 O O 3
A L
umns‘m / Vs
Project Folders
All Projects Practice
(U
Projects
Project Title Project ID , Owner Date Created Date Modified Transfer Status

> ctice 85074 Ms Parmeet Kaur 09/03/2022 09:01 09/03/

2.1 Actions

There are seven action buttons under the Actions pane

o

ICreate Project]

Delete Projec]

Create a new project

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

° Create a bespoke folder for storage of projects
Pt

Create Folder|

° Delete a folder (only possible if the folder is empty)

Delete Folder

Permanently transfer a project to a colleague

"2

Transfer

Duplicate an existing project

@B

Duplicate
Project
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Move a Project filed in Folders to the Work Area. The Project will be listed with other current
‘_I_, projects under Project Title
Move Project
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
General
Notifications Signatures Transfers Shared
Notifications - Contain messages that are sent to the user from the Research Office:
0 queries or request for information regarding an application
o Approval letters
- Messages automatically generated by ERM e.g. form updates
- Messages from other research team members/collaborators
o the user has been assigned a level of access to a form
0 achange in the access status of a form
o0 an electronic signature has been requested
o aform has been signed electronically by the signatory
Signature - Contain requests from colleagues to digitally sign an application i.e. a request for an
electronic signature
Transfers - Contain requests to transfer a project to another ERM user
Shared - Contain information about forms and level of access another ERM user has shared with you
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

24 0

2.4 Projects

1T Projects in the userds PrBjdttsaccount are | isted under
T To access a project begi nSearghpProfegts texhbex. Peled ¢ ppoject tosnthei t 1 e i n t
list displayed. User can also search for projects in search section
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-0 -t
w & O WorkArea
(Create Folder Delete Folder Create Project
° ﬂg ._i_’ Notifications Signatures Transfers Shared
Delete Project D;,DUEE_“ Move Project 3 O O 3
A
Transfer
Project Folders
All Projects Practice
Search Projects
Projects /
Project Title Project ID , Owner Date Created Date Modified Transfer Status
> MDF 84414 Ms Parmeet Kaur 15/02/2022 14:51
> 1k r 84413 IMs Parmeet Kaur 4:34 7!
Projects
Proj
Project Title ProjectID , Owner Date Created Date Modified Transfer Status
> MDF 84414 Ms Parmeet Kaur 15/02/2022 14:51 15/02/2022 14:55
v v IREA practice 11 84413 Ms Parmeet Kaur 15/02/2022 14:34 17/02/2022 15:07
Form Form
Form Title Reference Review Reference App Type Status Owner
Arrow to
expand T s HREC/84413/DEF-2022-  Ethics cubmiteg  Ms Parmeet
Project ' 301182(v1) Application o - Kaur
N/A N/A N/A Unsubmitted Ms EE””OCL
Kaur
N/A N/A N/A Unsubmitted Vs Parmest
Kaur
1  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.
T Each row includes a |link directly to that formdés index pag
1  The project will open under a Project Tree
Applicant user guide to ERM. June 2022 14 of 116 ORIA | Jobs

State 2
Government and Regions



h M @ HREA practice 11 84413
Saclest D*%\rcn;;\le Delete Form .

o < L‘F Project Tree / PI’OJeCt Tree
o " | Share | Roles (@ HREA pracice 11|

V2 F (o tmea)

Completeness
Transfer Form Check Submit

Victorian Specific Module (VSM) |

i (5) — Site Specific Assessment (SSA) VIC - Administrator Use Only -
~/ E

Refresh NMA Project View as PDF

Action Required on Form Status Review Reference Date Modified NMA

Yes Not Submitted N/A 09/03/2022 10:40 Project is for NMA
Correspond

2.5 Actions pane

There are eleven possible action buttons available under the Action pane on the left side of the screen. The
actions are listed below:

sh

Project

L+

Create Sub-
form

Go to the Project overview

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

Enable collaborators to view, edit and manage the form

Share

Enable collaborators to view, edit and manage the form

Identify mandatory questions within the form that require information to be entered

Completeness|

heck
Submit the application to the reviewing organisation.
.1_‘. Note: the reviewing organisation must be selected within the form, in order for the submission
to be directed to that organisation.
Submit
Refresh
' |
R
Refresh
Record that the project falls within the National Mutual Acceptance (NMA) scheme.
(57 Information on NMA is available on the Clinical Trials and Research website.

NMA Project

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

Correspond

S

Import Xml

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 in to ERM

The Form status bar has five columns which displays the current activity of the form

Action Required - if any actions are required by the user

Action Required Explanation
To run a 6Completeness ChesettiGnst o i dent i

Yes To identify whether comments have been added by the reviewing Research Office if
returned for resubmission or if therebs
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

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

Queried The application has been queried by the Research Office for further clarification or
edits
If there is a resubmission of an application, the previous submission (v1) becomes

Archived 6archivedd and is no longer the most re
becomes (v2)

Validated The application is ready for review by the ethics committee

Information Requested The ethics committee has requested further clarification or information

Approved The application has been approved by the reviewing ethics committee
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