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Glossary

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

CRO Contract Research Organisation (may actas local sponsor for non -Australian entities).
CTA Clinical Trial Approval scheme(s ¢ h e me 6 s p r eQliriical Gireal Eremptien (CTX))
CTN Clinical Trial Notification scheme

CTRA Clinical Trial Research Agreement

Ccv 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

1B 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
acrossjurisdictions. Australian Capital Territory, New South Wales, Northern Territory,
Queensland, South Australia, Tasmania, Victoriaand Western Australia participate in NMA

PI Principal Investigator. Responsible for the projectata site
PICF ParticipantInformation 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

1.1 About ERM

ERM is a paperless information management system for completion, submission and storage of:
1 ethicsapplications
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, contractresearch organisations
etc.). It is also used by research office administrators and ethics committee members to managethe review,

processing and approval/authorisation of all applications.

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

ERM is used forall ethics and research governance/SSAapplications to public health organisations in Victoria
and Queensland. Some private health organisationsalsouseERMi f or detai l s, consult the orgar

research office.

Who uses Ethical Review Manager (ERM)

ERM can be used by anyoneinvolved with an ethics or research governance/SSAapplication, 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.

1.2 Create an account

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

To Log in:
Note: Online Forms was the precursor to ERM. Online Forms accountholders may already have an ERM
accountand 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 sentto the entered email address
Select the activation link in the email
Click Login

o o M w D

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

Login

ethics™

Government Exceptional People. Exceptional Care.

ERM Applications

Login
Email Address

Password

Login | NewUser [

1. Enter your email address and password

2. SelectLogin

Forgotten password
When loggingin as an applicant, ifthe password entered is incorrectan
error message will appear
1  Select Forgotten Password
Enter the email address ofthe accountto be signed into

1
§  Select Reset Password
1

Forgotten Password

A link to reset your password will be emailed to you

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

Password

=

A Message box will be displayed confirming the password change

\

Select the link to return to thelogin page

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

Changing password

1 Log in with usual accountdetails

1  Selectthe accountname located on top-right of browser

Beta Test Moae Ms Cathesine Famington ~
Work Area v Change Password
- Work Area
ﬁ N gi Logout
Home | Nofifications Gene*al
ctons v Notifications Signatures Transfers Shared
a0 a0
[ ]
Create Folder Delefe Folder Create Project 2 4 O O 2 3
N - =1
1 Select Change Password
ORIA | Jobs
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1 A ChangePassword message box will be displayed
Enter old and new password RHange Passwors

Old Password

1 Select Change Password

New Password

Confirm New Password

Changing personal details

Log in with usual accountdetails

Select the accountname located on top-right of browser e T AT

Select Personal Details Tite

Ms

1
1
1
1

A Change Personal Details message box will be displayed

First Name

Enter changesto personaldetails Postcode

M  Select Change Details \ ——

Unavaliable

Log out

Prof Major Researcher ~

Work Area Change Password

Work Area Personal Details

ft O .@
Home Notifications G enera |

1 Selectarrow at rightedge ofaccountname

1 SelectLogout

1.3 ERM forms

Actions HREA 31
s M

Project Duplicate
orm Project Tree «»
<: > Project
Delete Form Share ]

—_— Main Form

Ethics Amendment Request VIC - 01/04/2021 ]ﬁ Sub form

b S 2

Roles Transfer Form

& Site Specific Assessment (SSA) VIC - Administrator Use Only ] ﬁ

Sub form
f |—‘ Site Governance Amendment Request - ;
& ] Sub form
Completeness  Submit
heck
~ 2] Action Required Status Review Reference Date Modified
| 4
Refresh NMA Project Yes Not Submitted N/A 01/04/2021 15:03

1 ERM isbased onforms. The applicantcreates aproject and a main form simultaneously

1 Fromthe main form, the applicantcan create sub-forms e.g. Ethics Amendment Request, SSA form.
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1 Fromsome sub-forms (SSA and LNR VIC SSA) further sub-forms can be created e.g. Site Governance

Amendment Request, Site Progress Reportand Site Notification Form

1 A summary of theforms availablein ERM is displayed in the tables below.

Main forms

There isonly one main formfor each project.

Form

Description

Human Research Ethics
Application (HREA)

Ethics application form

Victorian Low/Negligible Risk
Application Form
(LNR VIC)

Ethics application formforlow or negligible risk research in Victoria; used at
selected organisations only

Quality Assurance Application
Form (QA)

Applicationformfor quality assurance or clinical auditin Victoria; used at
selected organisations only

Minimal Dataset Form (MDF)

Proxy for an ethics applicationform; used when the ethics review was
performed in a state/territory thatdoes notuse 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 notin ERM norreviewed under NMA; allows creation of Sub-
form(s) in ERM for Victoriaonly

Sub-forms forinitial application

Form

Description

Victorian Specific Module
(VSM)

Required as partof the ethics applicationwhen the HREA is utilised and the
research projectinvolves asitein Victoria; addresses Victorian legislation

Site Specific Assessment
(SSA)

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

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

Research governance applicationform; one LNR VIC SSA is required for each
site participatingin aresearch project

Sub-forms for post approval

Form

Description

Ethics Amendment Request

Request ethical approval forachangeto thedesign or conductofaresearch
projecte.g.the protocol, PICF or changeto personnel

Safety Report

Reporta safety event to thereviewing ethics committee

Annual Safety Report

Reportto the reviewing ethics committee on the safety profile ofan
interventional clinical trial

Serious Breach Report

Reporta serious breach to thereviewing ethics committee
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Suspected Breach Report Reporta suspected breach to the reviewing ethics committee

Reportto the reviewing ethics committee on the progress ofaresearch

ProjectProgress Report project (atleast annually, may be more frequentif requested)

For a multi-site project, reportthe closure of one participating site to the

Site Closure Report L . :
reviewing ethics committee

Reportto the reviewing ethics committee on the progress ofaresearch

ProjectFinal R r . . . .
ojectFinalReport projectatthe time ofits completion

Reportto the reviewing ethics committee on any matters for which thereis not

Project Notification Form o .
a specific post-approval form available

Sub-forms for post authorisation

Form Description

ComplaintReport Report a research project compl aofficet t

Non-serious Breach/Deviation | Reportanon-s er i ous br each/deviation to thé¢
Report

I f requested by the sitebds r es eauditottheg

Site AuditReport .
research project

Report to the siteds research governe

Site Notification Form . . .
isnota specific post-approval form available

Report to the siteds research govern
project (atleast annually, may be more frequentif requested)

(o}

Site Progress Report

Notify the research governance officer of either an amendmentthat has been
approved by the reviewing ethics committee or a governance-only amendment
that does notrequire ethical approval

Site Governance Amendment
Request
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2 Work Area

The Work Area is the ERM home page. The left side ofthe screen displays the Actions pane with action buttons

bel ow. The right of the screen displays an overview of projec

Work Area + Work Area
#* 5

e (General

Actiop=py Notifications Signatures Transfers Shared

-0 -0
:reate-Fnlde— DEIEEG Ider 5 ,I ’I ,‘ 7
© O |

Create  Delete Project Folders

Project
ug “;] Archive
D;pl\cala Transfer 1 9
roject
Projects
ransfer
Projec tle Lus
Project Title
2.1 Actions

There are six action buttons underthe Actions pane

o

ICreate Project|

Delete Project

Create a new project

Delete a project (onlypossibleifthe main formhas not been submitted via ERM)

- Create a bespokefolder for storage of projects

Create Folder|

=2 Delete a folder (only possibleifthe folder is empty)

Delete Folder

:/_,I Permanently transfer a projectto a colleague

Transfer

Duplicate an existing project

@B

Duplicate
Project
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2.2 General

There are fourtiles in the General section. Ifthe tile displays ared number, itmay contain items thatrequire

attention.

Notifications

Work Area

General

Notifications Signatures Transfers Shared

5 1 1 17

- Contain messages that are sentto the user fromthe Research Office:
0 queries orrequest forinformation regarding an application
0 Approval letters

- Messages automatically generated by ERM e.g. form updates

- Messages from other research team members/collaborators
o theuser hasbeen assigned alevel of accessto a form
o0 achangeintheaccess status of a form
0 an electronic signature has been requested
o aformhasbeen signed electronically by the signatory

Signature - Contain requests fromcolleagues to digitally signan application i.e. arequest for an
electronic signature

Transfers - Contain requests to transfer a projectto another ERM user

Shared - Contain information aboutforms and level of access another ERM user has shared with you

2.3 Folders

Displays bespoke folders for storage of projects.

2.4 Projects

T Projects in the usero6s BPRMctaccount are | isted under
1T To access a project begi n SdaghpRrojegts text leox.[Belectja projeéctfiromthe t | e i n t
listdisplayed. User can also search for projects in search section

Work Area

Work Area

General

W
~J

8 /' Search Projects
rojects

1 The projectwillopenunder aProject Tree
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Actions HREA 31

Project Duplicate X / PrOjeCt Tree
ol Project Tree w

rm
Delete Form Share
b S 2
Roles Transfer Form
o Site Governance Amendment Request -
v S=A
Comé)leteness Submit
heck
~ (57 Action Required Status Review Reference Date Modified
R
Refresh NMA Project Yes Not Submitted N/A 01/04/2021 15:03

2.5 Actions pane

There are eleven possible action buttons available under the Action pane on the leftside ofthe screen. The
actions are listed below:

sh

Project

L+

Create Sub-
form

Go to the Project overview

Create a Sub-form fromthe main forme.g. SSA

Enable collaborators to view, editand manage the form

Share

Enable collaborators to view, editand manage the form

Identify mandatory questions within the formthatrequireinformation to be entered

Completeness]
heck

Submit the application to the reviewing organisation.
.1‘. Note: the reviewing organisation mustbe selected within the form, in order for the submission
) to be directed to that organisation.
Submit
Refresh
' |
R’
Refresh
o Record thatthe projectfalls within the National Mutual Acceptance (NMA) scheme.
(&4 Information on NMAis available on the Clinical Trials and Research website.
NMA Project
ﬁ Generate a PDF of theform for printing or save as softcopy
View as POF
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Correspond

Paid

Import Xml

S

ERMA

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

Importa HREA created on a differentwebsite e.g. hrea.gov.au, as an Xml file in to ERM

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

Beta Test Mode

Actons Arun’'s HREA 73198

h O <

b FA © s

&

Comespond  Import Xl [ Action Required Status Review Reference Date Modified NMA ]

Action Required - ifany actions are required by the user

Action Required Explanation
To run a 6Completeness Checko to ident

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

No The formis ready to be submitted or has been submitted.

Status - indicates the status ofthe form

Status

Explanation

Not Submitted

The applicationis 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 ofan application, the previous submission (v1) becomes

Archived 6archiveddé and is no | onger the most r g
becomes (v2)

Validated The applicationis 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

Applicant user guide to ERM. April 2021
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Review Reference i uniqueidentification code

This uniqueidentification code for aform is generated when an applicationis submitted in ERM.
Itis composed of six parts -
i ¢ £ o ¥ |
e.g. HREC/74950/VICTEST-2021-257683(v1)

Component Description Examples
1 | Applicationtype Identifies the type of application form HREA, LNR VIC, MDF, SSA
i i ificati 74950
2 | ERM ProjectID The unique identification number for the

research project

3 | Organisation/hospital The organisation/hospital to which this formwas | Austin, RCH, VICTEST
code submitted

Can changewhen anew form
4 | Year Year of submission version is submitted in the
following year

System identifier for the particular submission of 257683

5 | Submission number 4
this form

6 | Version number Version number to track submission history vlitov2tov3

Application Type - identifies the type of application/form submitted

Ethics Application (the HREA)
LNR application
Quality Assurance

1
1
1
T SSA

Date Modified - Displays the mostrecentdate a form was updated

NMA - Whether the research project/application will be reviewed under National Mutual Acceptance (NMA)
scheme ornot.

2.7 Tab functions

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

Project Tree v
Actions 74
o |@® HREA31
Project Create |
Subform e HREA ‘
I Ethics Amendment Request VIC - 01/04/2021
< X
Share Roles | @ Site Specific Assessment (SSA)_VIC - Administrator Use Only
{ Site Governance Amendment Request -
FA
llump\ﬂ((mt:ss Submit
Check
Action Required Status Review Reference Date Modified NMA

oo &

s Not Submitted N/A 31/03/2021 14:05 Project is for NMA
Refresh NMA Project

-
bu
Navigation Documents Signatures Collaborators Submissions Correspondence History
View as PDF  Correspond
. . . Jobs,
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Tab Explanation
Navigation Applicationformis completed under Navigation tab
Documents Displays all supporting documents that have been uploaded within the form

Note: Documents are notuploaded under this tab; documents are uploaded withinthe relevant
section oftheform

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

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

Submissions Shows a history ofall submissionsthat have been made via ERM

Correspondence Displays arecord ofthe communication between the user and thereviewingor gani s at

research office

History An auditable history ofactions; ifthe form has been submitted, an archived version ofthe
submission is available here.

Each tab is described below:

Navigation
1 The Navigation tabdisplaysthe sectionsand associated questions withinthe form. Sections will become
accessible orinaccessible depending on the information relative to the application

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

Documents

1 The Documents tab displays currentsupporting documents thathave been uploaded intoaform. The details
displayed indicate the documenttype, name, file name, version date and number
A column of checkboxes allowsdocuments to be selected or deselected

Select any combination ofdocuments to either open as a PDF in a new browser using the View Selected
button or download as a ZIP fileusing the Download Selected button

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

69893
s © .
el (0 1os s o
Action Required Status Review Reference Date Modified NMA
i Bar
) Document Name File Name Version Date Version size
= ‘
a 13/10/2020 1
L] S
/] 12
] " acke
]
g 11 nts
i : ) bs,
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Signature

1 Displays ahistory of all digital signatures that have been applied to the form and shows all signature requests
1 Signatures are notapplied in this tab. To sign aform, use the Navigation tabto access the relevant section
for signature requests
Actions Navigation Documents I Signatures l Collaborators Submissions Correspondence History RQQ1
Project Create Signatures
Subform =
< k_ Type Signatory Email Signed Date Validity
Share Roles Co-ordinating Principal Investigator/Researcher major.researcher101010@gmail.com 17/10/2020 16:11 Valid
Co-ordinating Principal Investigator/Researcher major.researcher101010@gmail.com 17/10/2020 15:38 Invalid
&
R Co-ordinating Principal Investigator/Researcher major.researcher101010@gmail.com 17/10/2020 15:11 Invalid
ium[-\mﬂ'ms: Submit
St Co-ordinating Principal Investigator/Researcher maijor.researcher101010@gmail.com 17/10/2020 14:44 Invalid
R .
NMAProject Viewas PDF  Signature Requests
é Type Signatory Email Requested Date Status Response Date Action
Correspond | Import Xml Co-ordinating Principal Investigator/Researcher major.researcher101010@gmail.com 17/10/2020 16:00 Signed 17/10/2020 16:11
Collaborators
1 Displays all members of the research team who have access to the application/form
f§f To view a coll aboratordés ERM emai l acc oeamitwillbel i ck on t
displayed
A 5 HREA
ctions - -
Victorian Specific Module (VSM) 700‘
Eg‘a o e Specific Assessment (SSA) VIC -
Project Create
Subform
< . .
Action Required Status Review Reference Date Modified NMA
Share Roles
Yes Not Submitted N/A 02/04/2021 10:45 Project is not for NMA
FA
'ulvm\\ﬂg&)us:‘ Submit
Navigation Documents Signatures Submissions Correspondence History
S -
NMA Project ' View as PDF
Collaborators
N +.
- i~ Name Access Edit Permissions
Correspond = Import Xmli
Prof Ann Researcher Read, Write, Submit, Share, Create all sub forms, Receive notifications Edit Permissions
Prof M. Happy < major.researcher101010@gmail.com Edit Pe ns )
1 The Edit Permissions button indicatethe Share sw== action was used to assignh others access to the form
1 The EditPermissions (greyed out) button indicate the Roles + action was used to assign access to the form
1 Theformownercan only editthe permissions under the collaboratorstab for each collaborator ifthe access
was assigned usingthe Share action; otherwise use Roles + to edit permissions when Roles + is used
Submissions
1 Displaysthe Review Reference e.g. HREC/72733/VICTEST-2021-246469(v3)
1 Displaysthecurrentstatus ofthe application forme.g. Approved
1 The Committee that will/has reviewed the application e.g. VICTestl
1  Select View as PDF - action button to view, download or printthe pdffroma new browser tab as required
. . . Jobs,
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Actions

h O

Create
Subform No

View as PDF

Correspond | Import Xmi .

Action Required

Navigation

Submissions

Status Review Reference
Approved
Documents Signatures

ew Reference

HREC/72733/VICTEST-2021-246469(v3)

Date Modified

05/01/2021 11:57

Collaborators Subm Correspondence

727

NMA

Project is for NMA

History

Correspondence

Di spl ays a

It has no write/send message function

Use the Correspond

Office only after a form has been submitted

Date Status Committee Pc
HREC/T2733/VICTEST-2021-246469(v3) 05/01/2021 Approved VICTestt View as POF
HREC/T2733/VICTEST-2020-246311(v2) 31/12/2020 Archived VICTest1 View as POF
record of the communication between t

button under the Actions paneto write and send a message to the Research

Actions 7 4
| @ HREA 31
h O (R
Project Create
Subform
Action Required Status Review Reference Date Modified NMA
Share Roles
No Submitted HREC/74950/VICTEST-2021-257683(v1) 02/04/2021 12:19 Project is for NM|
Navigation Documents Signatures Collaborators Submissions History
Import Xmi Recall
Correspondence
User Date Message Attachment
Ms Catherine Farrington 02/04/2021 CPI GV pending

History

1 Displays an audittrail of the applicationform. The user actions arerecorded including actionsfromthe

Research Office once an application/form has been submitted

1  Attachments can be downloaded and viewed if an action includes submitting aform

Actions »
Projsct  Creats Sub-

‘form

x 8

Roles  Completensss
heck

~ =

o L)
Refesh  vawan p0r
&

Corraspond  Import Xaml

@ ste Nouncation Form
< — oam Request
Shars
Form Status Review Reference
4+
[ ] Recalled NiA
Submit
= Navigation Documents
Print

Form History

0.07 Ms Catherine Farringlon
0926 Ms Catnenne Famngton
0925 Ms Cathering Farington

161002018 1112 Ms Catherine Farrington

=

Application Type

Ethics Application

aborators Submissions

Date Modified

7HOM2016 09:26

Comespondence

Correspondence Sent
The form nas been upaates
Form stalus changed from Submitted o Recalied

Form submitied

NMA

Froject is for NMA

Downioad
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2.8 ERM Reference Numbers

Project ID:

1 Isthe uniqueidentification number for a research project
1 Generated when you create a project in ERM

1 Usedto identify theresearch project

Review Reference:

1 Istheuniqueidentification code for aform submission

1 Generated when you submit the form in ERM

Actions
HREA 31 _ —> 74950
§ o ProjectID
Project Create
Subform Project Tree w
< b @ HREA31 |
Share Roles
HREA | Review Reference
(] = /
View as PDF  Correspond
Action Required Status Review Reference Date Modified NMA
‘*a T No Submitted HREC/74950/VICTEST-2021-257683(v1) 02/04/2021 12:19 Project is for NMA
Import Xml Recall
Navigation Documents Signatures Collaborators Submissions Correspondence History
# Show Inactive Sectio
1 Composed ofsix parts - i ¢ £ o ¥ |

e.g. HREC/74950/VICTEST-2021-257683(v1)

Component Description Example
i Applicationtype Identifies the type of application form the HREA
¢ Proiect ID The unique identification number for the research | 74950
] project
L . The organisation/hospital to whichthis formwas | VICTEST

£ Organisation/hospital code submitted

: Year Year of submission 2021

v Submission number Id_entlfles the particular submission (version) of 257683
thisform

| Version number Version number vi
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3 TheHREA form

3.1 Createa HREA

Log into ERM and go to the Work Area

Select the Create Project button underthe Actions pane

Work Area w
.« - Work Area
Home Notifications
General
il Notifications Signatures Transfers Shared
an Py
|| ]
ireate Folder Delete Folder 3 ’| ’| ’] 7
Folders
Archive

1 Enter the ProjectTitle

Create Project
1  Select the jurisdictionwherethe application will be reviewed

Project Title (maximum 200 characters):*

January Project

1  Select HREA from the Main Form options

Select Jurisdiction

Victoria v
1 Select Create button to create the project Han fom
HREA M
1 The Project Tree will display the newly created projectand HREA
Actions =
HREA 02 [
&'h o ProjectTree
Project Create /
Subform Project Tree
< &
© HREAD2 | 4= . .
e o | treace | Project Title
A
Completeness  Submit
heck Action Required Status Review Reference Date Modified NMA
C (67 Yes Not Submitted N/A 02/04/2021 13:17 Project is not for NMA
Refresh NMA Project
ﬂ Navigation Documents Signatures Collaborators Submissions Correspondence History
View as PDF | Correspond
3. ¥ Show Ing
L7 HREA

3.2 Completethe HREA

1  Workingunder the Navigation tab, the ERM Filter Questions and Introduction are mandatory questions to be
completed

1 Ifthe projectinvolves asitein Victoria, a Victorian Specific Module (VSM) must be completed if certain
features apply to theresearch project
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Actions Will this ethics application involve a site or data in Victoria?

@®
@

* Yes

Previous

7
@
a

X
m |

Navigale  View as PDF

¥  Collection, use and/or disclosure of personal and/or health information

A\
N,

None of the above

Documents | Signatures

upload the VSM below.

I
1A

Victorian Specific Module

®

ave

2

L

No /
Select the features that are applicable to this research project:

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

Removal of tissue or bload from a living or deceased adult or child, or performance of a post mortem

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

1 Refer to the Victorian Specific Module (VSM) section in the manual for detailed instructions on completing the

VSM

1 In Section 1 ofthe HREA Introduction, selectthe Acknowledge and Continue button to open therest ofthe

HREA to completethe application
1 Tosave yourwork select the Save button under the Actions pane

1  Selecting Previous and Next buttons will also save your work

3.3 Importa HREA

Shar Roles

Actions v

2

‘®

¢ 7

If the HREA has already been completed on another website (NHMRC), the HREA form can be imported into

ERM as an xmlfile.

9  Details to obtain the xml file are available in ERM Frequently Asked Questions HREA section

1 Create the projectand HREA Main Form in ERM as previouslydescribed
ERM Fil
'4

T Complete the ter Questions and

Click on the Navigation button under the Actions pane
Select Import Xml button

An Import from Xml text box will be displayed

= -4 -4 A

Select Upload button

1 The xmlfile will overwrite all existing answers in the HREA in ERM

q

Import from Xml|

NOTE: documents and signatures will not be imported. Once the import is

complete, please review the application and click on the Completeness Check button

to identify questions that require your attention

CAUTION: Importing the XML file will overwrite ALL existing answers in your

HREA.
Upload

Close

1  Signatures and documents will notbe imported in the xml file therefore supporting documents will need to be

uploaded in to the ERM HREA and signatures will need to be obtained again.

3.4 Upload documents

1  Supporting documentsto beincluded in the application are uploaded in Section 4 of the HREA

>
f SelectNavigate

Upload

1 Inthebottom section ofthe HREA, select Upload
Protocol to be uploaded to the HREA
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https://au.forms.ethicalreviewmanager.com/Personalisation/DisplayPage/10

Actions

O

Previous Next

4 i@
m ||

Navigate | View as PDF

A\
S,

Documents = Signatures

3
A

Save Share

HREA

Attachments

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

« |Itis 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

Upload Document .
Press Upload Document to attach the protocol fromyour local drive

Otherdocuments e.g. Participant Information Consent Form can be uploaded to the application by

responding Yesto Q 4.2

Actions

© ©

Previous Next

1 &

Navigate  View as PDF

g 7

Documents = Signatures

B <

)

o

o

o

2 &

Roles Collaborators

8 &

Completeness  Submit

« This may include attachment of:

participant information and consent forms,
questionnaires,

report forms,

advertising materials,

data management plans (see National Statement Chapter 3.1),

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

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

» Consult with your institution's research/ethics office for advice on the necessary documentation.

Save Share * Yes

No

A drop-down listof Supporting Documents will be displayed

Upload D t .
Press Upload Document to attach the selected Supporting

Documentfrom yourlocal drive

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

Attach any other relevant documents associated with conducting your research project. optional

« Ensure that you give meaningful and unique names to your files before uploading them.
e The document name field is editable Enter the descrintion in the document name field The date and version fields are |

]

Curriculum vitae (CV) or resume of investigator/researcher
Drug data sheet

Form of indemnity

Licence for dealing with a genetically modified organism
GP/eonsultant information

Institutional biosafety committee (IBC) approval
Investigator brochure or reference safety information
Invitation to participant

Letter of support

NSW privacy form

Participant documentation e.g. diary, wallet card
Participant infarmation and consent form

Peer review

Pratacol (Tracked)

Questionnaire

Radiation: letter re standard care

Radiation: medical physicist's report

Report forms

Statistician comments

Westarn Australian specific module

Other project-related documentation

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

. M Upload Document ) .
Multiple documents ofthe same documenttype can be added by selectlng multiple times

Specify the version and date of each documentto differentiate the documents within the same document type

e.g. Sub-study PICFs
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Curriculum vitae

Type Document Name File Name Version Date

Curriculum vitag

Participant information and consent forms

Dr Jones CV Dr Jones CV.docx 01/01/2018

Type Document Name File Name

Participant information and consent form

Upload Document

PICFs Dec 2017 PICFs Dec 2017.decx

Version Date

311202017 1.3

Version Size View Delete
125KB Download
Version size View Delete
4746 KB Download

1 Documents will also be displayed underthe Documents tab

1  Select therelevantcheckbox fordocumenttype

1 Selectthe View Selected button to open thedocumentas a PDF in a new browser or select the Download

Selected button to download thedocumentas a ZIP file

Actions Action Required Status. Review Reference
g o Yes Not Submitted N/A
Project Create
Subform

Share Roles

- Documents
Completeness ~ Submit

Check 1

7~

" (ﬁ) v Type Document Name

Refresh  NMA Project v Protocol December Holidays protocol

v Participant information and consent form PICF Master December 2020

ﬁ v Form Form

View as PDF  Correspond

S

Showing 1 to 3 of 3 entries

Date Modified NMA

75001

02/04/2021 13:39 Project is not for NMA

Submissions Correspondence History

File Name Version Date Version Size
December Holidays protocol.docx 01/12/2020 1 11.5KB
PICF Master Dacember 2020.docx 01/12/2020 1 12.2 KB

Form.pdf

[ View Selected Download Selected ]

3.5 Assignaccess to the HREA

&

1 Select Roles+ button under the Actions pane

. Project Tree w
Actions !
Project Create
Subform
< | &
Share Roles Action Required Status Review Reference Date Modified NMA
* Yes Not Submitted N/A 02/04/2021 13:39 Project is not
&
Comé)leleness Submit
heck
7~ o Navigation Documents Signatures Collaborators Submissions Correspondence History
[ =4 54
Refresh NMA Project
4
= HREA
View as PDF | Correspond Section Questions
ERM Module | ERM Filter Questions
L 4
. . . Jobs,
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1 Adropdownlistwill display the differentlevels of access to the HREA HREA Share (read, write, submit)

HREA Share (read-only)i to view HREA including uploaded documents HREA Share (read-only)

HREA Share (read, write) i to viewand editthe form HREA Share (read, write)

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

HREA Share (read, write, submit) T to view, write and submit forms HREA Share (read, write, submit)

T Enter the coll aboratoro6s email address and select the
Share Roles

Sharing a form enables others fo 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 email

major.researcher101010@gmail.com HREA Share (read-only) v
HREA Share (read-only)
Note: This form has not yet been shared with anyone HREA Share (read, write)

HREA Share (read, create subforms)

HREA Share (read, write, submit)

f  Select Share Role button

M1  Otherresearch team members can be added using the button

If the collaborator does not have an ERM account

T Amessage will be displayed if the coll aboratordés emai l

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@dnhs.vic.gov.au / HREA Share (read-only) v

User does not exist on the system E

Select the Invite ﬁ button to invite the collaborator to create an ERM account

Thisraises 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:

1  The collaboratorwill receive an email notificationinvitingthemto share the projectand alink to ERM to
create an account. The collaborator should also notify the project owner when their ERM accounthas been

activated

7] New~ 5] Reply ~ SElReplytoAll v [ Foward~ B~ [+ {f Displyr Q @ More~

donotreply to: Multisite.ethics 27102/2018 10:00 AM

Show Details

( ‘\ Please log in to ERM - Invitation from Ms Catherine Farrington

Project Title: January Project
Project ID: 50965

Ms Catherine Farrington would like to share the above project with you but it appears that your email is not in the system.

Please go to ERM and select New User. Follow the prompts. Please inform Catherine shen you have logged in so that they can share the project and assign your access permissions.
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1 The projectowner will need to repeatthe steps to assign the collaborator access to the HREA as described

in Give access

&

9§  Select Roles + button under the Actions pane

Project Tree v

Actions
5'2] o © HREAO02 |
Project Create ‘
Subform HREA

Share Action Required Status Review Reference Date Modified NMA

Not Submitted N/A 02/04/2021 13:39 Project is not

Completeness  Submit
Check

ey’ o Navigation Documents Signatures Collaborators Submissions Correspondence History
[ 24
Refresh NMA Project

& HREA

View as PDF  Correspond Section Questions

ERM Module | ERM Filter Questions

B

Accept access
1 The collaboratore.g.the Pl will receive an email notification ontheir assignedrole for the project

1  The collaboratorlogs into ERM

 Fromthe Work Area thecollaborator selects Notifications tile

Work Area «

Work Area
”
Home | Noticato General
Actions «
Signatures Shared

a & O 1

e Folder Delete Folder Creat

(=] @ 2
petete Project Dupiicate Transfer Folders

1 Select the Message title to open the message

7 ¥ ™ WIS COUTCTITC TarTEtorT CrRE UuT TOTTT ST Geeess W0, e, wtc/ TVOTTC Ly LAY —
None January Project

v ¥ Ms Catherine Farrington has assigned you a role n ther project

Message
1 A Message text box will be displayed o T Gy et
Date 25/01/2019 16:14

Select View Form

Ms Catherine Farrington has assigned you a role in their

project
G

The projectand formwill be displayed. Supporting documents attached to the form can also be viewed

The collaboratorcan editand submit sub-forms e.g. the SSA for their site depending on the level ofaccess

assigned by the projectowner

Manage access

1 Thelevel ofaccess previously assignedto aresearch member can be modified in the following way if
Roles + has been used

X

f  Highlighttherelevantformin the Project Tree and selectthe Roles +  button under the Actions pane
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1 AsShareRolest extbox will be displayed showing the formds | evel
collaborator e.g. HREA read only
1 Select Remove
Share Roles
Sharing a form enables others 1o 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 e (read-only) M
Name Role em sion
Ms Amanda Walpole HREA Share (read-only) Remove
Share Role: Close
The Share Roles page staysto allowthelevel of access to be modified
Enter the coll aboratordéds ERM emai l address and new | evel
Select Share Role
Share Roles
Sharing a form enables ofhers to viewledit the same form depending on the level of access you give them. Please select the users you wish o share this form with

Note:

This form has notyet been

snared with anyone

1 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 applicantto enter the names of members

of theresearch

team who are signingthe application.

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

1 A declaration may be completed by each of the researchers/investigators
T Consult your institutionés policy for guidance on whether
the CPI can sign on behalfofthe research team
Actions Investigator Team Declarations
@ @ This declaration must be completed by each of the researchers/in ig. s or, where applicable, one ber on
Previous Next behalf of the research team.
« Consult your institution’s policy for guidance on whether all members must sign this application or whether one member
4 ﬁ 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).
Navigate | View as PDF « 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
é N application.
/ « You must identify which researchers/investigators will be providing evidence or wet ink signatures. Upload any
Documents = Signatures supporting documents and enter the relevant details for those researchers/investigators before requesting
electronic signatures/electronically signing the application as this will lock the form.
Save Share
1 P Indicate which members must sign this application Signature required by CPI
+
b 1 Chief Investigator/Researcher /
Roles Collaborators
¥  Coordinating Principal Investigator/Researcher
4 Lead Investigator/Researcher ] i i
&= ¥ Principal Investigator 7 Signature reqU|red by Pl
C(m}ixm:rmess Submit Assaciate/A \W/Sub-/Cao-Investinatar/Researcher
Signatures
The HREA form questions /information must be complete, before doing signatures
Any change to the HREA form will invalidate signatures
. . . Jobs,
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The applicantmustindicate how each member will be signingthe application before requesting any electronic

S

ignatures.

Using a combination of signature methods, electronic signatures should be sought LAST as the
application/form will be locked once an electronic signature request has been made Multiple

electronic signatures can occur

There are three signature methods available:

1
1

I f a wet ink signature is preferred, sel

Ifadocument i s used to endorse agreement,

agreement then attach the evidence e.g. a PDF ofan email

For electronic signature select OEI

electronically signthe declaration within the application using ERM

sel

ectronic

ect

ect

6 We t i

* Signatories must have an ERM account to provide an electronic signature

n k
6Upl oad

signoatur ed

Actions

@®
®

Previous

Y

Navigate

\

Documents

Completeness
Chack

Next

m ||

)

View as PDF

N,

Signatures

A

I, (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;

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

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

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
educational program.

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

Share
ks « 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).

2

Collaborators

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

*

a=a
Submit

Upload other evidence

Wet ink sign after printing

The HREA form owner may requestsignatures as follows:

1.

1

1

Select W

To use Wet ink sighature

et ink sign after printing

C inating Principal q er

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;

« | have familiarised myself with, considered and addressed in this application any relevant legislation, regulations, research guidelines and organisational
policies;
All relevant financial and non-financial interests of the project team have been disclosed; and

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 if in this and those with the student’s educational program.

Q4.7 How will the Coordinating Princip: er 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’)

Upload other evidence

@ Wet ink sign after printing

Sign here:

Date:

YWe t
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=
1 UsingtheView as PDF === action button, custom printthe page and obtain the signature fromthe CPI /

PIl. Save to yourlocal drive as a pdf
Navigate to last section ofthe HREA to find |  Upload

Upload then opens Q 4.2 to attach the Declaration page
T Sel &etstéd ot her rel evant Otbhe projecthreldedamd usnelne at i ® n o6

.
Select Upload document to attach the signature documentto the HREA

The uploaded signature documentwill be displayed with the documentand 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 project-related documentation ] CPI signature CP!I signature.pdf 19/08/2018 1 155.5 KB Download

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

1T Select o6Upload other evidencebd

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")

[ = Upload other evidence]

Wet ink sign after printing

Upload signature

Upload Document

1  Select Upload Document to attach the signature documentfromyourlocal drive

1  The Signature documentwill be displayed with documentand file names and versions

= You can use the ERM 'reguest/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 1 125 KB Download

3. Torequest an Electronic Signature

i i Request Signature i
1  Select Electronic signature and a button will appear

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

= You can use the ERM ‘regquest/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

Electronic signature

Regquest Signature
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1 Torequest an electronic signature fromthe Coordinating Principal Investigator / Principal Investigator, select

Request Signature

Request Signature button

1 The systemperforms a completeness check to highlightany incomplete sections that need to be completed.
Each incomplete itemwill be displayed as alink to the relevant section
1 When allrequired sections ofthe HREA have been completed select Request Signature

T Enter the signatorydéds ERM emai Requedtdr e

Request a signature

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

nd sel

o=

1  The requested signatorywill receive an email notification with the signature

request, a message and link to ERM Log in/Sighatures 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:

http://au forms ethicalreviewm anager com/Signatures/Index

The signatorylogs into ERM

Fromthe Work Area the signatory selects Notifications or Signatures tileto open the signature request

Work Area «
. Work Area
Home Notifications General
Actions w
Notifications Signatures Shared

=0 -0

A § O
Freate Foider Delete Foider Create Project /I
elete Project Duplicate Transfer Folders

Requested Date
12/1212018 15:38

1 New requests are highlighted

Work Area v Cirnat
e Signatures
Home  Nodfications
Type Project Title Requesting User Message Requested Date Status Action
I"'-"P‘HJ'I':‘ :'II'(IS':'IIf'\ES'QIC'EESSHIZ'\H Ocl Ms Cathesing rET[;{E] ZSF:CJ[‘F:M sgn e HREA] 1212 ;!CﬂJESLb]
viing Depariment Ms Cathesing Famngion invalidated
. . View Form . L
9 Under the Action tab, selectView Form to review the application
/.
. . ) Sign .
1 Forendorsementofthe application, select Sign button underthe Actions pane
. . . bs,
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Actions H REA 752&;‘ B
© @

Previous Next a Read access Only.
4 = ERM Filter Questions @

Navigate | View as PDF

f x In which jurisdiction will your ethics application be submitted for review?

S Beiect Queensland Health

Victoria

Mater
Cnmé:\e[eness
heck
Project Title CHANGES TO THIS FIELD WILL UPDATE THE TITLE FOR THE ENTIRE PROJECT o
HREA 02
1 A Sign Form text boxis displayed Sign Form

The signatoryenters their ERM log in details to sign the form ,
Please enter your login details in order to sign this form:

Select Sign m button -

1 The Status has changed from Requested to Signed

r atu
Project Project Requested Response
Type Title (=] Requesting User Message Date " Date Status Action
Co-ordinating Principal HREA 02 75001 Ms Catherine Please sign the 02/04/2021 02/04/2021 Signed PDF being
Investigator/Researcher Farrington HREA 14:50 14:55 Generated

1 The applicantreceives an email notificationindicating the signature request has been accepted by the
sighatory i.e.theformhas been signed

See advice on acceptance ofelectronic signatures using ERM on the

Clinical trial research webpage

Consultwith the reviewing organisation for their policy on accepting electronic authorisation.

To request multiple signatures - when the applicant / form owner requests authorisation from other investigators
1 Repeat the signatory processfor electronic signatures from other research members if required e.g. Principal
Investigator ifindicated on the Investigator Team Declarations in the HREA

1 Oncethe signature process is complete the formis locked

Actions T

HREA
© ®

Proviocs |  Next & This form has been locked thrt

h signatures/requests

XA
u ||

Navioats. | View.as POF Declaration - Cl/CPl/Lead Investigator

A\
N,

Documents ~ Signatures

Coordinating Principal | ig / cher

®
-
3

R
A

Unlock I, (insert name)

certify that:

:
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The formcan be unlocked for further editing by selecting the Unlock """ putton under the Actions pane

The formmust open forthe Unlock action button to be available

A Unlock form text box is displayed noting this actionwill invalidate any Unlock Form
Slg natures on theform Performing this action will Invalidate any Signatures on the form_ Are you sure?
1 Select Confirm to unlock the form cancel

9 The formis unlocked for editing

Form unlocked
—

© @

Previous Next

17 =

Navigate | View as PDF

Declaration - CI/CPIl/Lead Investigator

»
é / Coordinating Principal Investigator/Researcher

Documents | Signatures

I, (insert name)
B <

Save Share certify that:
« All information in this application and supporting documentation is correct and as complete as possible;
L’- a * | have read and addressed in this application the requirements of the National Statement and any other relevant
guidelines;

Roles Collaborators

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

Completethe editsin the form
Repeat the signatory processfor electronic signatures from research team members

The applicationis ready for submission
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4 Submission and review processi HREA

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

Forthe initial application submission ensurethe formis complete and all documents are uploaded and
signatures completed.

To note, as the projecttitle cannot be changed once approved, ensure thetitleis correct before submitting or
resubmitting the application.

4.1 Submission

‘-l
Submit

Navigate to the Actions pane and selectthe Submit button

The system performs a completeness check to highlightany incomplete sections.

If complete, the form is ready to be submitted Subiit
Submit
1 Select the Submit - button Complte Yo £ ek e sty b b

T~

m Chose:
1 The systemwill automatically submit the application to the HREC/ethics review body selected in Q 4.3 of the
HREA
Application type HRECthe HREA
ERMProject ID 74950
Organisation/hospital code VICTEST
Year 2021 year ofsubmission
Submission number 257683- submission version number
Version number vl

1 Following the submission, auniqueidentification codeis generated.
Itis composed of six parts - e.g. HREC/74950/VICTEST-2021-257683(v1)

Form Status

Submitted

1 The Form Status ofthe application becomes Submitted

Recall an application

Any changes made to the submission will INVALIDATE all electronic signatures

and will require all signature requests again

Oncethe application has been submitted, a recall option becomes available
The formcan be recalled until the submission is actioned by the Research Office

The recall removes the submitted apmdciouctati on from the Resea

Rocan

1 Selectthe Recall button underthe Actions Pane to recall the submission and make any changes/
additions

ala

Submit

1 Selectthe Submit button again. The application will be resubmitted.
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4.2 Respondingto a query from the Research Office

If an applicationis queried by the Research Office for further clarification, changes or additions e.g. supporting

documents, theformis unlocked for the applicantto complete the edits/revisions.

The form Status has changed from Gubmitted 6to &Queried 6-

Action Required Status Review Reference Date Modified NMA

Yes Queried HREC/74950/VICTEST-2021-257691(v3) 02/04/2021 17:15

Project is for NMA

1 The applicantis advised viaan ERM email of importantinformationregardingtheir application

donotreply@infonetica net

D

IMPORTANT INFORMATION re De

Lattar.pef

X

Dear Investigator,

Application Type HREG
Project 1D 49968
Review Reference HREC/49968/DEF-2018-160008(v1)

Kind regards.

E T Meeting E3 Ta b 1 Rules - [ || m |b wd S Find
T lgnore Led Td B3 can. MoneNote | |0 = A (o Related -
. Delete Archive Reply Reply Forward - Mave Assign  Mark Categorize Follow Translate
s Junk , -
> i [ Mare - cr =% EPActions = | policy - Unread " e S s setect -
Delate Respona Quick steps w move Tags Eaiting

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

T A O6QuUEtHIi cs
include details for further information to be prov

Applicati

To access the Query

f IntheWork Area, click on the Notifications tile

ond |l etter

ided viaERM

(pdf

Default Committee-VIC Human Research Ethics Committee

QUERY - ETHICS APPLICATION

14 Decemter 2018

Ouar
Project Tie Crcernter ok

Project 10 49968

Review Retesence. HRECMSSEA/DEF-2018-160008(v1)
Local Reterence Number

Thank you for submetting an erecs Commetee-VIC Human Commee
(HREC) The appication has been assessed and £ 5 notof 3 y SN for T reviem Some.
‘changes are recuared in Order o he Jpphcation 1 proceed K rview by the HREC

Informaton 1o be Prowded
Crange answer 1 quesion 42 and ugioad PICF
skt Prosocs

E£at Quessarvare

Sutamession

Praase provce e requeste nfaration v ERM 25 500n 26 possile. n order K o SCS JoEACION 1
orogress

2 spectied wove.

Please 38t e sfics Xk ation fom i ERM an revise T 600G KcLmentztan
For changes 10 s.gporing documentaion, ensure that

« 3 version ates anor version rumbers Jre Lpdded

« 3 ¥ackes changes copy s upicaded 1o ERM
Pi6a58 Suomt the FQUESISX Informanan using ERM In Orer or The 200ACI0on 1 be ConSoered 3 he nest
HIREC mesting. I3 response i submatted afler s date, your eicS JppACaton wil be Jiocated 10 3 ter

¥ you requie any Rather oo, please CoNtact us va he ERM Comespond bufion or

Work Area v

Work Area

Carishal /

Number of unread messagesis 1

Folders

8

Projects

Transfer Shared

0 7
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1
1

1

Select the Message titleto open and viewthe message

Notifications
Search
Start End
Display 100 notificat
=3
Message Attachment ¢ Project Short Title Time
v ed None January Project 14/02/2019 %
v ™ DrBernice Da al u None February Project 07/02/2019 %
v | Your form has red by Ms Abigall None Jan Project 07/02/2019 x
v I~ Dr Berr r form shy pss to: Read, Write, Submit None March Project 04/02/2019 ®
v ™ DrBernice Davies 1 you a role In thelr proje None February Project 01/02/2019 %
v ~ Information Is required ng your application, Please refer to the attached letter rd New Years Eve 14/01/2019 x
Message
. . . . Project Short Title New Years Eve
A Message box will be displayed allowingthe user to viewthe form Date 1410112019 1:18 P
. View Form . -
Press View Form - to be directed to the relevantform SRR T Please
refer to the attached letter.
| ez -
The formwill open under the Navigation tab
Werk area > December Holidays
ﬁ
Home Nowicutions Praje e v

Select Reviewers Comments

under the Actions pane

A text box will be displayed ofthe Overall Reviewer Panel Comments (e.g.3 comments)

Overall Reviewer Panel Comments

—

f(:ommen:
Please edit the questionnaire.

This application will not be reviewed until you provide a protocol

This project requires a participant information and consent form. Please provide it.

Supporting documentrequiring editS [, qrusus commens

Date Added Submission
14/12/2018 at 09:16 AM Latest Submission
14/12/2018 at 09:15 AM Latest Submission
14/12/2018 at 09:14 AM Latest Submission

Close

Select a commentto be directed to the relevantsection in theformi.e. to Q 4.2 Are there any other

relevant documents associated with conducting your research project?

As the query requires a new version of adocument, the original version should be deleted, and the new

version uploaded into the form. Deleted/previous documentversions are automatically archived. See

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

Delete

Applicant user guide to ERM. April 2021
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Teer reviow
4 Protocol (Tracked)
11 hd A ¥ Questionnaire
$  Submit Radiation: letter re standard care

Radiation: medical physicist's report
) Report forms
Statistician comments
Western Australian specific module
Other project-related documentation

Questionnaires

Questionnaire December Questionnaire December Questionnaire.docx 17/12/2018 12.4 KB Download
1 Select Upload Document to upload therevised (new) version ofthe documentwith the correct

version number and date

1 Previousdocumentversionsare archived in Submitted Documents and viewed in the Project Overview

screen

Project Overview - Jan Project

1 The HREA nowincludes the latestversion ready for resubmission

%  Questionnaire
Radiation: letter re standard care
Radiation: medical physicist's report
Report forms
Statistician comments
Western Australian specific module
Other project-related documentation

Questionnaires
Type Document Name File Name Version Date Version Size View Delete
Questionnaire December Questionnaire December Questionnaire. docx 311272018 13 124 K8 Download

1 Continueto completethe 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 signatures

1 Oncetherevisions/additions have been completed, theformand / or supporting documents can be
resubmitted

T The system will automatically search for a completed el ectr
selected in Q 4.7 ofthe HREA in the previous submission

1 Ifthe CPl isnotrequired to complete the Declaration page, proceed to Q 4.7 ofthe HREA
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1  Select Wet ink sign after printing. This will reset the signature method to enable the systemto resubmit the
application

To resubmit the form what signature/s are required?
The CPI signs. For minor changes the Research Office has all signatures on the initial sub

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

ala
B . Submit .
1 IntheActions paneselectthe Submit button to resubmit
Actions Form of indemnity
@ 4 GP/consultant information
o e Institutional biosafety committes (IBC) approval
Investigator brochure ar reference safety information
> Invitation to participant
& Letter of support
Participant documentation e g diary, wallet card
M < 3 ©  Participent information and cansent form
Save Share Roles Peer raview

Protocal (Tracked)

#  Questionnaire
Radiation’ letter re standard care
Radiation: medical physicist's report
Report forms
Statistician comments
Wastern Australian specific module
Oiher project-related documentation

Participant informalion and consent forms

e Documantbams  Fie ame Version Dxte Version - view —

Deee

T The Research Office will receive the submission
1 The applicationis assigned to aHREC meeting

1 Following the HREC review there may be an information requestfromthe Ethics Committee

4.3 Ethics Committee review request

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

The form Status has changed from Gubmitted6to dnformation Requested 6

1 The applicantis advised viaan ERM email of importantinformationregarding the application

R Ignore x D :,] E’;‘ﬂ ﬁ:\4 B2 Meeting  [¥7 validation Work... £3 To Manager V| CaRules- E E“Q, I“ = xd P Find Q
e e Rt(" . (I' . ')d Sim - E3 Team Email v Done Move onsots o ration | 7 T BReted~
. . Delete Archive Reply Reply Forwar _ ove ssign  Mark Categorize Follow Translate oom
& Junk i EfMore~ |t Reply&Delete ¥ Create New <70 EPAdions | policy Unread - Up- <[5 select~
Delete Respond Quick Steps 1 Move Tags & Editing Zoom
o) donotreply@infonetica.net © Catherine M Farrington (DHHS) 01 M

IMPORTANT INFORMATION re December Holidays

Letter.pdf .
KB

Dear Investigator,

Please refer to the attached letter for important information from Default Committes-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 regards,
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Defaut AG Hurman Research Ethice Comaities
l REQUEST FOR FURTHER INFORMATION l

T A O6Redoufugherl nf or mati oné |l etter (pdf) I incl

details for further information to be provided via ERM

Respond to arequest for furtherinformation from the Ethics Committee

1 Depending ontherequest, the applicantcan amend the HREA and add new documents
1 Loginto ERM account

9 IntheWork Area, click on the Notifications tile

1

Select the Message title to open and view the message

etk Aree Notifications

# 2 Search
ome peations
start

Message

. . . . Project Short Title D« ber Holid:
1 A Message box will be displayed allowing the userto viewthe form s

Press View Form to be directed to the relevantform

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

E Close
1 The HREA, will open underthe Navigation tab
Work Ares December Holidays
ok
sh
<: Re: Dat NmA
-
=
p—
1 Select Reviewers Comments "™ undertheActions pane
1 A textboxwill be displayed ofthe Overall Reviewer Panel Comments
ORIA | Jobs
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Overall Reviewer Panel Comments

Date Agded
'S will Be abie 10 understana 17122018 31 1348 P L

The protacal Is nice but nesds more detall Bbout the methadelogy 17/12/2018 &t 1346 PM Latest Submission

Close

1 Selecta commente.g. a comment requesting moreinformationin the protocol, to be directed to the relevant
sectionintheformi.e. Q 4.1 Attach the Project Description/Protocol to your HREA

1 Therequestrequires a new version ofaprotocol. The original version should be deleted, and the new
version uploaded into the form. Deleted/previous documentversions are automatically archived. See
Archived documents for further information onhow to access archived documents.

Delete
1 Select Delete to delete the original version

Actions Attachments

@
@

Z
]
-3

Previous

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

A
m |

Navigate | View as PDF « |t is 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

A\
N,

Documents = Signatures Type Document Name File Name Version Date | Version| Size View Delete
|'IJ'] <. Protocol  December Holidays protocol December Holidays protocol. docx 01/12/2020 1 11.5 KB Download
1 Select Upload Document to upload therevised (new) version ofthe protocol with the correct

version number and date
1 The HREA nowincludes the latestversion ready for resubmission

Actions Attachments
© O <
Previous Next
4 - Q4.1 Attach the Project Description/Protocol to your HREA. *

Navigate | View as PDF « Itis 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
¢ 7

Documents = Signatures Version
Type Document Name File Name Date Version| Size View Delete
December Holidays protocol December Holidays protocol version 2 14.2
m ‘<: Protocol rER VAP 31112/2020 |2 Download
version 2 (clean) (clean).docx KB
Save Share

1 Continueto completethe other requests as instructed in the Overall Reviewer Panel Comments as above

4

Submit

1 IntheActions paneselectthe Submit button to resubmit

1  The reviewing Research Office will receive the resubmission

Approved Applications

1  Applicants areinformed of decisions by the HREC via email using ERM. If the application has been
approved, theformislocked
Log onto ERM and click on Notifications tile
A formal approval letter fromthe HREC can be downloaded by the applicant

If the applicationreview outcomeis 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 amulti-centre human research projectcan be provided across seven

participating states/territories.

If the applicationis to be reviewed under the NMA scheme, this needs to be recorded in ERM for reporting

purposes.

1 When completingthe HREA, select Yes to Q 4.6 Will this application be reviewed under the National

Mutual Acceptance scheme?

Navi

1 Navigate

back to the Actions pane and select NMA Project

Actions

Hh O

Project Create
Subform

HREA 02

Project Tree

< &

@ HREA02
Share Roles
HREA
L
Comé)leteness Submit
heck Action Required Status Review Reference Date Modified NMA
K (57 Yes Not Submitted N/A 02/04/2021 14:49 Project is not for NMA
Refresh NMA Project
E Navigation Documents Signatures Collaborators Submissions Correspondence History
View as PDF | Correspond
1 A NMA Projecttext box will be displayed NMA Project

1  Select Project is NMA from thedrop-down list

Select Save
1 TheForm Status Tablewi | | be updated
Applicant user guide to ERM. April 2021 39 0f 107
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6 Victorian Specific Module

For each projectthatutilises the HREA form and has a site in Victoria, the Victorian Specific Module (VSM)
must be completed if certain research features of the projectapply as indicated in the HREA i ERM Filter

Questions. In theseinstances, the VSM is mandatory when the HREA is used. It addresses Victorian legislative

requirements.

The VSM is submitted to thereviewing HREC as part ofthe ethics application. The following steps also apply if
the ethics reviewis in QLD but select Victoriawhen creating the VSM sub-form.

In ERM:

The VSM iscreated as a sub-form ofthe HREA

o
i Highlightthe HREA in the Project Tree and select the Create Sub-form ““%="  button underthe Actions
pane
Actions HREA 02 7
Subform Project Tree v
HREA
Completeness  Submit
heck Action Required Status Review Reference Date Modified NMA
s ()() Yes Not Submitted N/A 02/04/2021 17:38 Project is for NMA
Refresh NMA Project
E Navigation Documents Signatures Collaborators Submissions Correspondence History
View as PDF | Correspond
1 A Create Sub-formtext box will be displayed Create Sub-form
Select the Victorian Specific Module (VSM) fromthe drop-down list J—
Select Create e !
Select the sub-form that you would like to apply to this form
1 The VSM will appearin the Project Tree as a sub-form ofthe HREA Vicoran Speciic Modue (VSH) B
1 Completeall applicable sections ofthe VSM form -
Teale lose
Actions HREA 02 7
Project Duplicate
orm Project Tree w

° .<: O HREA 02
Delete Form Share

ﬂ LE‘ Victorian Specific Module (VSM), ]]

Transfer Form Comé)\steness

4 ~

=y K Action Required Status Review Reference Date Modified NMA
Sl Reiesy Yes Not Submitted N/A 02/04/2021 17:47 Project is for NMA
A .
NMA Project | View as PDF
Navigation Documents Signatures Collaborators Submissions Correspondence History
. . . Jobs,
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1 IntheVSM, selectView as PDF action button to generate a pdfand save to yourlocal drive

@A“‘“S@ Victorian Specific Module (VSM)

Blood

7| =

Navigate | View as PDF

é / ® Yes

No
Documents = Signatures

3.1(a) Will the research involve the collection of blood from an adult?

ERM Filter Questions

1 Return to the HREA (highlightin Project Tree) and go to the section
Actions REA02
@ HREA02 7!
h O | EE
Project Create ‘ | Victorian Specific Module
Subform ——
< X
Share Roles Action Required Status Review Reference Date Modified NMA
ve: Not Submitted N/A 02/04/2021 17:38 Project is for NMA
A
[3nn‘L1’1'Ilt;I$;'.n‘.'. Submit
~ Fe) Navigation Documents Signatures Collaborators Correspondence History
L5 ¢
Refresh  NMA Project
# Show Inact|
-
View as PDF  Correspond Questions
+.
& ntroduction  HREC Directory
Upload Document
1 Select Upload Document to upload the pdfofthe VSM
1 The VSM isattached to the HREA as a supportingdocument
Actions
@ R @ Will this ethics application involve a site or data in Victoria?
Previous Next
4 — ® Yes
Ly i
Navigate  View as PDF
Select the features that are applicable to this research project:
N
& / Recruitment of adult research participants who do not have decision making capacity
Documents = Signatures @ 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

m <: None of the above

Save Share 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.
x&- a Victorian Specific Module
Roles  Collaborators
Type Document Name File Name Version Date Version  Size View Delete
&
Victorian specific module (VSM) VSM VSM.pdf 02/04/2021 1 226.6 KB Download

Completeness  Submit

1 WhentheHREA is complete and all supporting documents are uploaded (including the VSM) and signatures

aa
obtained, Submit the HREA
aa

1 Return to the VSM in the Project Tree and Submit the VSM

1 Ifeditsto the VSM are requested by thereviewing HREC, the Research Office will unlock the form
aa

Submit

1 Completethe edits and select Submit
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7 Victorian Low and Negligible Risk application
(LNR VIC)

Fora single-sitelow and negligible (LNR) research project, the LNR VIC applicationform may be utilised instead
of the HREA. A Victorian Specific Moduleis notrequired for project utilisingthe LNR VIC applicationform.

Some reviewing HRECs may not accept the LNR VIC; always discuss the research project with the
reviewing organisationds Research Of fi ce Ildweriskoresearcbr elat i ng an
project.

7.1 Createa LNR VIC form

1 Loginto ERM and go to the Work Area

1  Select Create Project button under the Actions pane

Work Area w
Work Area
Home Notifications:
‘ General
atons Notifications Signatures Transfers Shared
- -—
| ]
reate Folder Delete Foider 3 ’| '] ’] 7
Folders
Archive

Enter the Project Title Create Project

Select Victoriaas the reviewing jurisdiction Project Tile (maximum 200 characters)*
LNR January

Select LNR VIC fromthe Main Form options

Select Jurisdiction

Select Create button to create the project Victoria v

Main Form
LNR VIC v

1  The Project Tree will display the newly created projectand LNR VIC

= =4 -—a -a

Actions H =
LNR April 1
Project Create
: Subform Project Tree w
< © LNR April
Share  Completeness
Check LNR VIC
7~
é L=
Submit Refresh
Action Required Status Review Reference Date Modified NMA
(5) E Yes Not Submitted N/A 04/04/2021 12:07 Project is not for NMA
NMA Project  View as PDF
Navigation Documents Signatures Collaborators Submissions Correspondence History
Corres, i
C # Show Ing
. . . Jobs,
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7.2 Completethe LNR VIC

T Working under t he IdtMductiog settipnoproddes aadiop-dawh listof HRECs that will
acceptthe LNR VIC form. Review this section before completingthe form. If your organisation is notlisted,
contactyourresearch office for guidance.

1 Continueto complete each section relevantto your application

7.3 Upload documents

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

Other supportingdocuments can be uploaded by selecting the Supporting Documents hyperlink
Supporting Documents | Jocated in the last section ofthe LNR VIC

Upload D t . .
Press Upload Document to attach the selected Supporting Documentfromyourlocal drive

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

. . Upload Document . .
Multiple documents ofthe same documenttype can be added by selectlng multiple times

Specify the version and date to differentiate the documents within the same documenttype

Actions LNR VIC
© ®

Supporting Documents

17 &

Navigate | View as PDF

@ /’ Type Document Name File Name Version Date Version Size View Delete
01/04/2021 1 12.5 KB Download

Upload any other supporting documents

Documents | Signatures Other  Signature document Signature document.docx

B < Upload Document

7.4 Assignaccess to the LNR VIC form

In ERM, the project owner can mattee LNR VIC form available to other research team members.

Using theSharefunction, the project owner assigns other collaboratspecifidevels of access to
the LNR VIC form.

1 SelecltheShare button under the Actions pane

fetions LNR April 7
Project Create
Subform Project Tree w

< | @ LNR April

Share ~ompleteness
Check LNRVIC
4+ ‘s |

=l | &)
Submit Refresh
Action Required Status Review Reference Date Modified NMA

()(3 E Yes Not Submitted NIA 04/04/2021 12:07 Project is not for NMA
NMA Project  View as PDF

Navigation Documents Signatures Collaborators Submissions Correspondence History
Correspond

C # Show Ing

Applicant user guide to ERM. April 2021 43 of 107 z s:tgmA é?f;’ncts

Government and Regions



T ASharet extbox will be displayed. Enter the coll aboratoroés ER

assign thelevel ofaccess Share
Sharing a form enables others to view/edit the same form depending on the level of
E access you give them. Please select the users you wish to share this form with
ﬂ SeleCt Sh are Collaborator email
¥ Read
v Write
. . . . . . v Submit
§ The collaboratorwill receive an email notification of their @  Share
. ¥ Create all sub forms
assigned accessto theform ¢ Receive noffications

Share Close

7.5 Applying signatures
Declaration
The Principal Investigator is required to signthe Declaration page forthe LNR VIC submission.

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

f Consult your instituti o nh&rallmpemdensmustsigothisapplicattbaorwhethes n wh e

the Pl can sign on behalfoftheresearch team

Actions

Statement
@ @ Declaration of Principal Investigator
Previous Next
= | certify that:
4 E « All information is correct and as complete as possible.
Navigate | View as PDF « | have had access to and read the National Statement on Ethical Conduct in Human Research (NHMRC, 2007) and the

research will 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,
Documents | Signatures 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

\
N

‘>
A

Share

a 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
Collaborators Completeness ' " N N
Chec emergencies and contingencies related to the research that may arise.
4 <
= i Signature required by Pl
Submit Request Signature g q y

An electronic signatureis obtained using ERM.
The signatorymusthave an ERM accountto provide an electronic signature

An electronic signature should be sought LAST as the application/formwill be locked once the electronic
signature requesthas been made.
The LNR VIC form owner may request signatures as follows:
To use Wet ink signature =
1 UsingtheView as PDF =™ button fromthe Actions pane, custom printthe Declaration page and obtain

the signature fromthe PI. Scan and save to yourlocal drive as a pdf

Supporting Documents

Navigate to last section ofthe LNR VIC to find the Supporting Documents hyperlink

Supporting Documents opens to attach the Declaration page

. .
Select Upload document to upload the signed Declarationpageto the LNR VIC

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

LNR VIC
@

@®

Previous Next
Supporting Documents
Navigate | View as PDF Upload any other supporting documents

Type Document Name File Name Version Date

Y
N

Documents | Signatures Other  Signature document 01/04/2021

Upload Document

Signature document.docx

3
A

Version Size View Delete
1 12.5 KB Download

To Upload other evidence 1 to attach an email copy / letter to indicate agreement

1 Navigate to last section ofthe LNR VIC to find the Supporting Documents hyperlink

1 Supporting Documents opens to attach the signature document

1 Continue as described aboveto Upload the pdfdocumentto the LNR VIC

To request an Electronic Signature

Request Signature

Select Request Signature button

Supporting Documents

The system performs a completeness check to highlightany incomplete sections that need to be completed

1 When all sections have been completed, select Request Signature

T Enter the signatoryés ERRdquesnai I ad

T

1 The signatorywill receive an email notification for asignature, a message
and a linkto ERM Log In page
The signatorylogsin to ERM

Request a signature

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

Entera ptional, max 800 characters;

Fromthe Work Area thesignatory selects Signatures tile to open the request

Work Area v W k A
Home | Notifications General
Actions + — :
Notifications Signatures Transfers Shared
a0 )
R B O
Create Folder| Delete Folder Create Project ,I 1 5
@ @&
Delete Project  Duplicate | Transfer Folders
Project
1 New requests are highlighted
. . View Form . . .
f  Underthe Action tab, select View Form to reviewthe application
Signatures
Project Project Requested Response
Type Title [+ Requesting User Message Date " | pate Status Action
Principal Investigator LNR April 75014 Ms Catherine Please sign the LNR | 04/04/2021 Requested | \jew Form
Farrington form 13:27
Co-ordinating Principal HREA 02 75001 Ms Catherine Please sign the HREA  02/04/2021 02/04/2021 Invalidated
Investigator/Researcher Farrington 14:50 14:56
. . . Jobs,
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/7
Sign

1 Forendorsementoftheapplication, select Sign button under the Actions pane

Actions 7

LNR VIC
© O
1 &

Navigate  View as PDF

/ x Guidance
Son fejact The Victorian Low and Negligible Risk Ethics Application Form (LNR VIC) can be used for a single-site low/negligible risk

research project in Victoria only.

Information

J
v Some Human Research Ethics Committees (HRECs) or ethics review bodies do not accept the LNR VIC. At these
(C "”L’I"‘\“‘j}l”'fv‘- 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).

1 A Sign Form text boxis displayed. The signatory enters their ERM log in details to sign the form

Select Sign m button

The applicantreceives an email notification indicating the signature request has been accepted
Repeat the signatory processfor electronic signatures from other members if required e.g.
Associate Investigator ifindicated in the Research Team in the LNR VIC

1 Oncethe signatureis completethe applicationis ready for submission

Applicant user guide to ERM. April 2021 46 0f 107 ORIA | Jobs

State Precmct§
Government and Regions



8 Submission and review processi LNRVIC

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

8.1 Submission

ala

1 Navigate to the Actions pane and selectthe Submit  =*™  button

1 The systemperforms a completeness check to highlightany incomplete sections

If complete, the form is ready to be submitted

Submit -
1 Selectthe Submit - button Stbmit
Complete Your 2 s complee and ready losubi
1 The systemwill automatically submit the application to the e
HREC/ethics reviewbodyselect ed i n the 6l ntroducti ond

section ofthe LNR VIC form

1 Following submission, aunique identification codeis generated.
Itis composed of six parts 1 e.g. LNR/61791/DEF-2020-202467 (v1)

Applicationtype LNR

ERM ProjectID 61791

Organisation/hospital code DEF

Year 2020- year of submission
Submission number 202467 - submission version number
Version number vl

Recall an application

Any changes made tothe submission will INVALIDATE all electronic signatures

and will require all signature requests again

Oncethe application has been submitted, a recall option becomes available
The formcan be recalled until the submission is actioned by the Research Office

The recall removes the submitted application from the Resea

Rocan

1  Selectthe Recall button underthe Actions Pane to recall the submission and make any changes/

additions

ala

Submit

1  Selectthe Submit button again. The application will be resubmitted
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If an applicationis queried by the Research Office for further clarification or changes, additions (e.g. supporting

documents):

1 The applicantis advised viaan ERM email of importantinformationregarding their application

)

T A O6QUERWICS APPLI CATI ONDd

information to be providedviaERM

etter

1 The formwill be unlocked to allowtheapplicantto completetherevisions/

additions as requested

To access the Query

f IntheWork Area, click on the Notifications tile

(pdf) Resear ch

b Work Area
Lo
Notifca thon eneral
w oW o 8]

1  Select the Message title to open and view the message

Tnid Notifications

1
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8.2 Respondingto a query from the Research Office
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