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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 (scheme’s previous name Clinical Trial Exemption (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 —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:
e ethicsapplications
e research governance/site specific assessment (SSA) applications
e post-approval (ethics) forms

e 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 organisations also use ERM — for details, consultthe organisation’s

research office.

Who uses Ethical Review Manager (ERM)

ERM can be used by anyoneinvolved with an ethics or research governance/SSAapplication, including:
e Coordinating Principal Investigator (or delegate/s)

e Principal Investigators (or delegate/s)

e 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

e Select Forgotten Password

e Enter the email address oftheaccountto be signed into

e Select Reset Password

Forgotten Password

A link to reset your password will be emailed to you

e An email will be sent with alinkto changethe password. Enterthe new password and selectReset

Password

e A Messagebox will be displayed confirming the password change

\

e Selectthelinkto returnto thelogin page

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

Changing password

e Loginwith usual accountdetails

e  Select the 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
e Select Change Password
ORIA | Jobs
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e A Change Password message box will be displayed
Enter old and new password RHange Passwors

Old Password

e Select Change Password

New Password

Confirm New Password

Changing personal details

e Loginwith usual accountdetails
e Selectthe accountname located on top-right of browser e T AT
e Select Personal Details Tite

Ms

e A Change Personal Details message box will be displayed

First Name

Enter changesto personaldetails Postcode

e Select Change Details \ ——

Unavaliable

Log out

Prof Major Researcher ~

Work Area Change Password

Work Area Personal Details

ft O .@
Home Notifications G enera |

e Select arrow at rightedge ofaccountname

e 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

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

e Fromthe main form, the applicantcan create sub-forms e.g. Ethics Amendment Request, SSA form.
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e 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

e A summary of theforms available in 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 Reporta research project complaintto the site’s research governance officer

Non-serious Breach/Deviation | Reporta non-serious breach/deviation to the site’s research governance officer
Report

If requested by the site’s research governance officer, provide a self-audit of the

Site AuditReport .
research project

Reportto the site’s research governance officer on any matters for which there

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

Reportto the site’s research governance on the site’s progress of aresearch

Site Progress Report } )
g P project (atleast annually, may be more frequentif requested)

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

Applicant user guide to ERM. April 2021 10 of 107 SthIA é?f;’ncts
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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
below. Therightofthe screen displays an overview of projects in the user's ERM account.

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

Duplicate Transfer

Project ,] 9

Projects

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.
Work Area
General
Notifications Signatures Transfers Shared
Notifications - Contain messages that are sentto the user fromthe Research Office:
o queries orrequest forinformation regarding an application
o Approval letters
- Messages automatically generated by ERM e.g. form updates
- Messages from other research team members/collaborators
o theuser has been assigned alevel of accessto a form
o achangeintheaccess status of a form
o an electronic signature has been requested
o aform has been 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

. Projects in theuser's ERM accountare listed under Projects
. To access a projectbegin typingthe project’s titlein the Search Projects text box. Select a projectfromthe
listdisplayed. User can also search for projects in search section

Work Area

Work Area

General

W
~J

8 /' Search Projects
rojects

. 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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https://www2.health.vic.gov.au/about/clinical-trials-and-research/clinical-trial-research/national-mutual-acceptance

Communicate directly with the Research Office selected as the reviewing organisation within the

e form only after the form has been submitted

Correspond

S

Import Xml

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

ERMA

LR

Project Tree w

Refresh  NMA Project View as PDF

Al Arun's HREA

Beta Test Mode
73198

&
Comespond  Impart Xml [ Action Required

Status Review Reference Date Modified

Not Submitied NiA 01/02/2021 21:08

NMA
Project is not for NMA

Action Required - ifany actions are required by the user

Action Required

Explanation

Torun a ‘Completeness Check’to identify any incomplete sections
To identify whether comments have been added by the reviewing Research Office if

Yes
returned for resubmission orifthere’s any reason preventingthe formfrombeing
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 ‘archived’and is no longer the mostrecent submission. The mostrecentsubmission
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
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Review Reference — uniqueidentification code

This uniqueidentification code for aform is generated when an applicationis submitted in ERM.
Itis composed of six parts -
@ @ €) @ ® ®

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 .
this form

6 | Version number Version number to track submission history vlitov2tov3

Application Type - identifies the type of application/form submitted

e Ethics Application (the HREA)
e LNR application

e  Quality Assurance

e 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 thereviewing organisation’s

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

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

Documents

e The Documents tab displays currentsupporting documents thathave been uploaded intoaform. The details
displayed indicate the documenttype, name, file name, version date and number

e A column ofcheckboxes allowsdocuments to be selected or deselected

e Select any combinationofdocuments 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

e 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

e Displaysahistory ofall digital signatures thathave been applied to the form and shows all signature requests

e Signatures are notapplied in thistab. 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
A
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
g -
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
o Displays all members of the research team who have access to the application/form
e Toview a collaborator's ERM email account, click on the collaborator's name and their email will be
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
Y% +.
- st 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 t P ns )
e The Edit Permissions button indicatethe Share sw= action was used to assign others access to theform
e The EditPermissions (greyed out) button indicate the Roles + action was used to assign access to theform
e 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
e Displaysthe Review Reference e.g. HREC/72733/VICTEST-2021-246469(v3)
e Displaysthecurrentstatus ofthe application forme.g. Approved
e The Committee that will/has reviewed the application e.g. VICTest1
e Select View as PDF -~ action button to view, download or printthe pdffroma new browser tab as required
. . . Jobs,
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Actions

LH

View as PDF

Submissions

Correspond | Import Xmi Review Refer
Review Reference

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

Action Required Status Review Reference
Project Create
Subform No Approved
Navigation Documents Signatures

Date Modified

05/01/2021 11:57

Collaborators Subm Correspondence

€ Date Status Committee P
HREC/72733/VICTEST-2021-246469(v3) 05/01/2021 Approved VICTest! View as PDF
HREC/72733/VICTEST-2020-246311(v2) 31/12/2020 Archived VICTestt View as PDF

727

NMA

Project is for NMA

History

Correspondence

e Displays arecord ofthe communication between the user and the reviewing organisation’s research office

e Ithas no write/send message function

e Usethe Correspond
Office only after a form has been submitted

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

e Displays an audittrail of theapplicationform. The user actions arerecorded including actionsfromthe

Research Office once an application/form has been submitted

e Attachments can be downloaded and viewed if an action

includes submitting aform

Form History

Corraspond  Import Xaml

Ms Catherine Fartinglon
0uz6 Ms Camenne Farmngton
0825 Ms Caihering Farfington

161002018 1112 Ms Catherine Farrington

Application Type

Ethics Application

@ site Nowcanon Form
Actions v !
< — @AM Request
Project JIE71E Sub- ‘Share
orm
Form Status Review Reference
4+
h’ 1 Recalled A
Roles  Completeness  Submit
heck
~ - _—
L L) = Mavigation Documents Signatures Collabor:
Refrash  Myawaspor|  Print
&

Date Modified

7HOM2016 09:26

ators. Submissions  Comespandence

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:

e Is the uniqueidentification number for a research project
e Generated when you create a project in ERM

e Used to identify theresearch project

Review Reference:

e Isthe uniqueidentification code for aform submission

e 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
e Composed ofsix parts - ©) @ ® @ ® ®

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

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

® Organisation/hospital code submitted

@ Year Year of submission 2021

® 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

e Loginto ERM and go to the Work Area

e Selectthe 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

e Enter the ProjectTitle
Create Project

e Selectthe jurisdiction wherethe application will be reviewed

Project Title (maximum 200 characters):*

January Project

e Select HREA from the Main Form options

Select Jurisdiction

Victoria v
e Select Create button to create the project Han fom
HREA M
e The ProjectTree 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

e Workingunderthe Navigation tab, the ERM Filter Questions and Introduction are mandatory questions to be
completed

e 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 Next No /
4 -— Select the features that are applicable to this research project:
Navigale  View as PDF Recruitment of adult research participants who do not have decision making capacity

¥  Collection, use and/or disclosure of personal and/or health information
Removal of tissue or bload from a living or deceased adult or child, or performance of a post mortem

A\
N,

. None of the above
Documents  Signatures

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.

I
1A

Victorian Specific Module

®

ave

Ly 5 ExEmm

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

VSM
e In Section 1 ofthe HREA Introduction, selectthe Acknowledge and Continue button to open therest ofthe
HREA to completethe application Actions +

‘®

2

e Tosave yourwork select the Save button underthe Actions pane

¢ 7

-
e Selecting Previous and Next buttons will also save your work \ e
A < 2

Shar Roles

3.3 Importa HREA

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

ERM as an xmlfile.

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

e Create the projectand HREA Main Form in ERM as previouslydescribed Import from Xml

e Completethe ERM Filter Questions and continue to ‘HREA Introduction’

NOTE: documents and signatures will not be imported. Once the import is
complete, please review the application and click on the Completeness Check button

4 to identify questions that require your attention
o Cl | Cc k on th e N av | g at | on i bUttO nun d er th e AC tl ons p ane CAUTION: importing the XML file will overwrite ALL existing answers in your
HREA.
e Select Import Xml button =
Browse

e An Import from Xml text box will be displayed

e Select Upload button

Close

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

e 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

e Supporting documents to beincluded in the application are uploaded in Section 4 of the HREA

4
e Select Navigate """ putton under the Actions paneto go to the Work Area

Upload

e In thebottom section ofthe HREA, select Upload to be directed to Attachments Q 4.1 fore.g. the
Protocol to be uploaded to the HREA
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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),

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

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.

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

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

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

e Documents will also be displayed underthe Documents tab

. Select therelevantcheckbox fordocumenttype

e 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

&

e 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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e Adropdownlistwill display the differentlevels of access to the HREA HREA Share (read, write, submit)
HREA Share (read-only) —to view HREA including uploaded documents HREA Share (read-only)

HREA Share (read, write) —to view and editthe form HREA Share (read, write)

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

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

e Enter the collaborator’s email address and selectthe level ofaccess

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)

e Select Share Role button

e Otherresearch team members can be added using the button

If the collaborator does not have an ERM account

e A message will be displayedifthe collaborator's email does notexistin ERM

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

e Selectthe Invite ﬁ button to invite the collaborator to create an ERM account

e Thisraises a green bar across the screen advisingthe 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:

e The collaboratorwill receive an email notificationinvitingthemto sharethe 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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e The projectowner will need to repeatthe steps to assign the collaborator access to the HREA as described

in Give access

&

e SelectRoles + 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

e Thecollaboratore.g.the Pl will receive an email notification ontheir assignedrole for the project
e Thecollaboratorlogsinto ERM

. Fromthe Work Area thecollaborator selects Notifications tile

Work Area «

Work Area
@
Home | Notost General
M O 1
(=] Qs V2
peiete Project Duplicate  Transter Folders
e Select the Message title to open the message
7Y T WS CauTIE T g o CIrarmgey JUuT TOTTIT SIaTs aueess (0: T, WT/ TUTTE LAY —
v ¥ Ms Catherine Farrington has assigned you a role n ther project None ~ January Project
Message
e A Message text box will be displayed Project Shor Tile_ Januaey Project

Select View Form

Ms Catherine Farrington has assigned you a role in their

project
G

e Theprojectand formwill be displayed. Supporting documents attached to the form can also be viewed

e Thecollaboratorcan editand submitsub-forms e.g. the SSA fortheir sitedependingon the level of access

assigned by the projectowner

Manage access

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

X

e Highlighttherelevantformin the Project Tree and select the Roles +  button under the Actions pane
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e A Share Roles textbox will be displayed showing the form’s level of access that has been assigned to the

collaborator e.g. HREA read only

e Select Remove

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 (o share this form with
HREA e (read-only) M
Name Role mo m

Ms Amanda Walpole HREA Share (read-only)

e The Share Roles page stays to allowthelevel of access to be modified

e Enter the collaborator's ERM email address and new level of access e.g. read, create subforms

e Select Share Role

Share Roles

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

Note: This form has not yet been

snared with anyone

e 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.

e The Coordinating Principal Investigator is required to signthe Declaration for the HREA submission

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

e Consultyourinstitution’s policy for guidance on whether all members must sign this application or 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 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 /‘ 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
Indicate which members must sign this application Signature required by CPI
2 n
o Chief Investigator/Researcher
Roles Collaborators : X S ¢
¥  Coordinating Principal Investigator/Researcher
4 Lead Investigator/Researcher ] i i
&a ¥ Principal Investigator 7 Slgnatu re reqUIred by Pl
C(m}ixm:rmess Submit Assaciate/A \W/Sub-/Cao-Investinatar/Researcher
Signatures

Any change to the HREA form will invalidate signatures

The HREA form questions /information must be complete, before doing signatures
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The applicantmustindicate how each member will be signingthe application before requesting any electronic

signatures.

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:

e Ifawetinksignatureis preferred, select ‘Wet ink after printing’to sign after the HREA is completed

e Ifadocumentisused to endorse agreement, select ‘Upload other evidence’to reflectinvestigators

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

e Forelectronic signature select ‘Electronic signature’and use the ERM 'Request Signature / Sign'function to

electronically signthe declaration within the application using ERM

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

Completeness
Chack

« 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’)
’

Y Upload other evidence

Submit Wet ink sign after printing

Actions |, (insert name)
@ @ certify that:
Previous Next « 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;
4 E « | have familiarised myself with, considered and addressed in this application any relevant legislation, regulations, research
Navigate  View as PDF guidelines and organisational policies;
« All relevant financial and non-financial interests of the project team have been disclosed; and
Y « In the capacity of a supervisor, as applicable, | have reviewed this application and | will provide appropriate supervision to
é / the student(s) in accordance with the arrangements specified in this application and those associated with the student’s
Documents = Signatures educational program.
B < Q4.7 How will the Coordinating Principal Investigator/Researcher agree to these terms?
Save Share

The HREA form owner may requestsignatures as follows:

1. To use Wet ink signature

e Select Wet 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:

e ‘Wetink sign after printing’ creates a signature block (atbottom of screen)
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=
e UsingtheView as PDF === action button, custom printthe page and obtain the signature fromthe CPI /

PIl. Save to yourlocal drive as a pdf

e Navigate to last section ofthe HREA to find| Upload

e Upload then opens Q 4.2 to attach the Declaration page

e Select ‘Yes’ to otherrelevantdocuments and select ‘Other project-related documentation’

.
e Select Upload document to attach the signature documentto the HREA

e Theuploaded 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 —to attach an email copy / letter to indicate agreement

e Select ‘Upload otherevidence’

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_

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

[ = Upload other evidence]

Wet ink sign after printing

Upload signature

Upload Document

* Select ‘Sign after printing’ if you intend to sign the HREA after it is printed (i.e. ‘'wet ink’ signature).

e Select Upload Document to attach the signature documentfromyourlocal drive

e 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
e 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 ‘reguest/sign’ function to electronically sign this application.
= Select ‘Upload other evidence’ to upload and attach other evidence, such as an email.

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

Upload other evidence
Wet ink sign after printing

Electronic signature

Regquest Signature

= Select ‘Sign after printing’ if you intend to sign the HREA after it is printed (i.e. "wet ink’ signature).
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e Torequest an electronic signature fromthe Coordinating Principal Investigator / Principal Investigator, select

Request Signature

Request Signature button

e 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
e When all required sections ofthe HREA have been completed select Request Signature

e Enter the signatory’'s ERM email address and message and select Request

Request a signature

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

o=

e Therequested 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

e Thesignatorylogsinto ERM

e 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 -
A § O
Freate Folder Delete Folder Create Project /I
@ @&E <
elete Project Duplicate | Transfer Folders

Dcnices

Requested Date
12/1212018 15:38

. New requests are highlighted

il Signatures
Home  Notfcaions
Type Project Title Requesting User Message
Co-ormaling Principal ImesigaiorResearcher ] Ms Catherine Famngion ~ Can you piease sign e HREA] 12112
Ms Cathesing Famngion
. . View Form . L
. Underthe Action tab, selectView Form to review the application
/.
Sign
. Forendorsementofthe application, select Sign button underthe Actions pane
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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:r\_.ee[ggess
Project Title CHANGES TO THIS FIELD WILL UPDATE THE TITLE FOR THE ENTIRE PROJECT o
HREA 02
e 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 -

e 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

e The applicantreceives an email notification indicating 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
. 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

. 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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d'

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

3 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?
e  Select Confirm to unlock theform cancel

. The formis unlocked for editing

Form unlocked
—

© @

Previous Next

17 =

Navigate | View as PDF

Declaration - CI/CPIl/Lead Investigator

N
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

e Theapplicationis ready for submission
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4 Submission and review process — 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

e The systemperforms a completeness check to highlightany incomplete sections.

If complete, the form is ready to be submitted Subiit

Submit
Select the Submit -

button Conplt: Yo o g nd ey o b

T~

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

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

Form Status

Submitted

e 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

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

e Therecallremoves the submitted application fromthe Research Office’s ERM account

Rocan

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

additions

ala

Submit

e  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 ‘Submitted’ to ‘Queried’ -

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

e Theapplicantis advised viaan ERM email of importantinformationregarding their application

donotreply@infonetica net

D

IMPORTANT INFORMATION re De
=y Lattarpat
111 KB

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

e A ‘Query — Ethics Application’letter (pdf) from the Research Office will

include details for further information to be prov

To access the Query

. In the Work Area, click on the Notifications tile

Default Committee-VIC Human Research Ethics Committee

QUERY - ETHICS APPLICATION

ided viaERM

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
(4REC) The appicaton s been assessed and 1 5 ot of 3 Sstactony SN kr €V fevew Some
‘changes are recuared in Order o he Jpphcation 1 proceed K rview by the HREC
nformation 10 be Provded

Crange answer 1 question 4.2 and ugioad PICF

Ustoxs Protocas

£t Quessarvare

Subrression

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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Select the Message titleto open and viewthe message

Notifications

search

Start End
Display 100 notficatior
Please nly t ber of r rehi
Message Attachment

v ™ Your January Project has been upgraded None

v ™ DrBernice Davies 1 signature from you None

v ™ Yourform! ved by Ms Abigall Cooper None

v ™ DrBernice Da ed your form share access to: Read, Write, Submit None

v ™ DrBernice Davies 1 you a role In their project None

v ™ Information Is required regarding your application. Please refer to the attached letter r

Project Short Title
January Project
February Project

Jan Project

March Project
February Project

New Years Eve

14/02

2019
07/02/2019
07/02/2019
04/02/2019
01/02/2019

14/01/2019

f x x x x x x

Applicant user guide to ERM. April 2021

A Message box will be displayed allowingthe user to viewthe form

Press View Form to be directed to the relevantform

The formwill open under the Navigation tab

Message

Date

Project Short Title

New Years Eve

14/01/2019 1:18 PM

is required reg

refer to the attached letter.

g your

Please

| ) o

Work Ares w

December Holidays

—
Hh O S
<t 2+ Form stams Review Rararance Appicaon Type
Share Hetes Queriea A Finics Application
it [+
Submt Fefrezh [ — - - - Follahartars Ee—
L= T TS
HREA
JR—

ssction

Dats moainea

1372018 1475

A

Froject 15 nat for NRA

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

—

Supporting documentrequiring edits |,

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.

Date Added

14/12/2018 at 09:16 AM

14/12/2018 at 09:15 AM

14/12/2018 at 09:14 AM

Submission

Latest Submission

Latest Submission

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 to deletethe original version
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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
Select Upload Document to upload therevised (new) version ofthe documentwith the correct

version number and date

Previous documentversionsare archived in Submitted Documents and viewed in the Project Overview

screen

Project Overview - Jan Project

1%
.

@
El

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

Continueto complete the other queries as instructed in the Overall Reviewer Panel Comments as above

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

Oncethe revisions/additions have been completed, the formand / or supporting documents can be
resubmitted

The systemwill automatically search for a completed electronic signature if ‘Electronic signature’ was
selected in Q 4.7 ofthe HREA in the previous submission

If the CPI is notrequired to complete the Declaration page, proceed to Q 4.7 ofthe HREA
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e Select Wet ink sign after printing. This will reset the signature method to enable the systemto resubmit the
application

To re-submit the form what signature/s are required?
The CPl signs. For minor changes the Research Office has all signatures on the initial submission

Other Investigators tosignif a substantial change or required by local policy

Check with other Investigators and the Research Office policy before requesting signatures and re-
submission

ala
H . Submit .
e 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
= g Letter of support
- Documents  Signatures. NSW privacy form
Participant documentation e g diary, wallet card
M < 3 ©  Participent information and cansent form
Save Share Roles Peer review

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

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

e 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 ‘Submitted’ to ‘Information Requested’.

e 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 TEIm- 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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e A ‘Request for Further Information’ letter (pdf) fromthe HREC will include

details for further information to be provided via ERM

Defagtt e

2 Research Einice Comaitiee
l REQUEST FOR FURTHER INFORMATION l

Respond to arequest for furtherinformation from the Ethics Committee

e Depending ontherequest,the applicantcan amend the HREA and add new documents

e Loginto ERM account
. In the Work Area, click on the Notifications tile

e Selectthe Message title to open and view the message

etk Aree Notifications

#® 2

e A Message box will be displayed allowing the user to viewthe form

Press View Form to be directed to the relevantform

e The HREA, willopen underthe Navigation tab

Message

Project Short Title
Date

December Holidays
17212018 13:50

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

Work Area v

L

December Holidays

e Select Reviewers Comments underthe Actions pane

e Atextboxwill be displayed ofthe Overall Reviewer Panel Comments
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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

Select a 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

The requestrequires 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 furtherinformation onhow to access archived documents.

Delete
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
Select Upload Document to upload therevised (new) version ofthe protocol with the correct

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

Actions Attachments

© © <

Previous Next

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

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

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

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

4

Submit

In the Actions pane selectthe Submit button to resubmit

The reviewing Research Office will receive the resubmission

Approved Applications

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.

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

4

e Navigate  back tothe Actions paneand select NMA Project

Actions HREA 02 7
Project Create
Subform Project Tree

< & © )

Share Roles

HREA
A
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
¢ A NMA Projecttext box will be displayed NMA Project

Mark this project as NMA if it is o be reviewed under the National Mutual Acceptance
scheme.

Project is NMA

e Select Project is NMA from thedrop-down list

Close
Select Save m
e The Form Status Table will be updated to ‘Project is for NMA’
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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 — 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:

e The VSM iscreated as a sub-form ofthe HREA

o
. Highlightthe HREA in the Project Tree and select the Create Sub-form ““%="  button underthe Actions
pane
Actions HREA 02 7
Project Tree
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
e A Create Sub-formtext box will be displayed Create Sub-form
Select the Victorian Specific Module (VSM) fromthe drop-down list J—
Select Create - !
Select the sub-form that you would like to apply to this form
e The VSM will appearin the Project Tree as a sub-form ofthe HREA Vicoran Speciic Modue (VSH) B
e Completeall applicable sections ofthe VSM form 5
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

~

A 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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e IntheVSM, selectView as PDF action button to generate a pdfand save to yourlocal drive

Blood

7| =

Navigate | View as PDF

é / ® Yes

No
Documents = Signatures

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

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

ERM Filter Questions

e Return to the HREA (highlightin Project Tree) and go to the

Actions @ HREA02
E o L |@ HREA
Project Create ‘ | Victorian Specific Module (VSM)
Sublorm -

< &

Refresh NMA Project

-
View as PDF  Correspond Questions
&

ntroduction HREC Directary

Share Roles Action Required Status Review Reference Date Modified
Ye Not Submitted N/A
L
[3nl'|‘11lt\lnr'.n‘.'. Submit
Check
~ ’5) Navigation Documents Signatures Collaborators Submissions
54

NMA

Project is for NMA

History

# Show Inact|

e Select Upload Document to upload the pdfofthe VSM

e TheVSM is attached to the HREA as a supporting document

m <: None of the above

8 &

e Victorian specific module (VSM) VSM VSM.pdf 02/04/2021 1
(Completeness  Submit

Actions
S Will this ethics application involve a site or data in Victoria?
Previous Next
4 — ® Yes
E No
Navigate  View as PDF
Select the features that are applicable to this research project:
o
& / Recruitment of adult research participants who do not have decision making capacity
Documents = Signatures L4 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

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

Delete

Download

e WhentheHREA iscomplete and all supporting documents are uploaded (including the VSM) and signatures

aa
obtained, Submit the HREA
aa

e Return tothe VSM intheProject Tree and Submit the VSM

e Ifeditsto the VSM are requested by the reviewing HREC, the Research Office will unlock the form

4

Submit

e 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 organisation’s Research Office before creating an ethics application for a low risk research
project.

7.1 Createa LNR VIC form

Log into ERM and go to the Work Area

Select Create Project button underthe Actions pane

Work Area

Work Area
Y Notificatior
Home o~ 2l
atons Notifications Signatures Transfers
-— -
| ]
Folders
Archive

Shared

led

Enter the Project Title
Select Victoriaas the reviewing jurisdiction
Select LNR VIC fromthe Main Form options

Select Create button to create the project

\

The Project Tree will display the newly created projectand LNR VIC

Create Project

LNR January

Select Jurisdiction

Victoria v
Main Form
LNR VIC v

Project Title (maximum 200 characters):*

Actions

h O

Project Create
Subform

< & LNR April

Share

LNR April

Project Tree w

=g

LNR VIC
~
é [
Submit Refresh
Action Required Status
G — ,
& [ ] Not Submitted NIA
NMA Project  View as PDF
Signatures

one

LNR VIC

Review Reference

Collaborators

Date Modified

04/04/2021 12:07

=0

NMA

Project is not for NMA

History

Applicant user guide to ERM. April 2021
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7.2 Completethe LNR VIC

e Workingunderthe ‘Navigation’tab, the Introduction section provides adrop-down listof HRECs that will
acceptthe LNR VIC form. Review this section before completingthe form. If your organisation is notlisted,
contactyourresearch office for guidance.

e Continueto complete each section relevantto your application

7.3 Upload documents

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

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

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

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

. . Upload Document . .
e Multipledocuments ofthe same documenttype can be added by selectlng multiple times

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

" LNRVIC
Previous Next
Supporting Documents
Navigate | View as PDF Upload any other supporting documents
@ /’ Type Document Name File Name Version Date Version Size View Delete
Documents | Signatures Other Signature document Signature document.docx 01/04/2021 1 12.5 KB Download
B < Upload Document

7.4 Assignaccess to the LNR VIC form

In ERM, the project owner can make the LNR VIC form available to other researchteam members.

Using the Share function, the project owner assigns other collaborators specific levels of access to
the LNR VIC form.

<
e Select theShare 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
. . . Jobs,
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A Share textbox will be displayed. Enter the collaborator's ERM email address and select the checkboxes to

assign thelevel ofaccess Share

Select Share E

The collaboratorwill receive an email notification of their

assigned accessto theform

Declaration

Collaborator email

Read
Write
Submit
Share

Create all sub forms

(SIS SR S

Receive nofifications

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

Close

7.5 Applying signatures

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

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

Consultyourinstitution’s policy for guidance on whether all members must sign this application or whether

the Pl can sign on behalfoftheresearch team

Actions

Previous Next

Navigate | View as PDF

\
N

Documents = Signatures

‘>
A

Share

a8

2

>hec

*

Submit

Statement

Collaborators Completeness
&

Declaration of Principal Investigator

| certify that:

All information is correct and as complete as possible,
| 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,
including: serious or unexpected adverse effects on participants; complaints; proposed changes in the protocol; and
unforseen events that might affect continued ethical acceptability of the project.

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

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

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

<
44—

Request Signature

Signature required by Pl

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

To use Wet ink signature
Using the View as PDF "=™"

signature requesthas been made.

The LNR VIC form owner may request signatures as follows:

-

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

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

Supporting Documents

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

Applicant user guide to ERM. April 2021
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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 —to attach an email copy / letter to indicate agreement

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

e Supporting Documents opens to attach the signature document

e Continueas described aboveto Upload the pdfdocumentto the LNR VIC

To request an Electronic Signature

Request Signature

e Select Request Signature button

Supporting Documents

e The systemperforms a completeness check to highlightany incomplete sections that need to be completed

e When all sections have been completed, select Request Sighature

e Enter the signatory’s ERM email address and select Request

e The signatorywill receive an email notificationfor asignature, a message
and a linkto ERM Log In page
e Thesignatorylogsin to ERM

Request a signature

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

Entera ptional, max 800 characters;

e Fromthe Work Area the signatory selects Signatures tile to open therequest

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
e New requests are highlighted
. . View Form . . .
e 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 14:55
. . . Jobs,
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/7
Sign

e 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).

e 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

Oncethe signatureis completethe applicationis ready for submission
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8 Submission and review process - LNRVIC

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

8.1 Submission

ala

Submit

e Navigate to the Actions pane and selectthe Submit button
e The systemperforms a completeness check to highlightany incomplete sections

If complete, the form is ready to be submitted

Submit -
e Selectthe Submit - button Submit
Complete Your 2 s complee and ready losubi
e The systemwill automatically submit the application to the e

HREC/ethics review body selected in the ‘Introduction’
section ofthe LNR VIC form

e Following submission, auniqueidentificationcodeis generated.
Itis composed of six parts —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

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

e Therecall removes the submitted application fromthe Research Office’s ERM account

Rocan

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

additions

ala

Submit

e Selectthe Submit button again. The application will be resubmitted

State 2
Government and Regions
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8.2 Respondingto a query from the Research Office

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

e The applicantis advised viaan ERM email of importantinformationregarding their application

[F2 Meeting | (9l ERM 1 3 To Manage [ = Rules - = [T > | 3 O Find
(G e = | £ , [ raining 3 To Manager £ h
3‘5 o L € L € F‘ > sm- 1 Tearn Email ' Done Move. i Onenote A“ ! p 1.“ A 'a’l"t [ Retated - |
8 Junk~ Delete Archive | Reply Reply Forwar X ove % ONe ssign Mark Categorize Fallow | Transiate oo
9 Junk i [ More + 3 Reply & Delete # Create New + - [P Actions~ | palicy - Unread 7 Up= " 3 Select~
Delete Respond Quick Steps n Move Tags n kditing Zoom
donotreply@infonetica net © Catherine M Farrington (DHHS)
D

IMPORTANT INFORMATION re LNR January
n1 Letter pdf
12k8

Dear Investigator,

Please refer to the attached letter for important information from Default Committee-VIC regarding your recent application for research project LNR January
Application Type LNR

Project ID 50365

Review Reference LNR/S50365/0EF-2019-161972(v1)

Kind regards,

Ms Abigail Cooper

This Is a system-generated emall, please do not reply.

e A 'QUERY-ETHICS APPLICATION’ letter (pdf) fromthe Research Office will include details for further
information to be providedviaERM

Default Commitiee-VIC Human Research Ethics Committee

[ QUERY - ETHICS APPLIGATION ]
0 Janvary 2010
Dear
Project Tt -
ProjectID s0305
u )

Local Reference Number

e The formwill be unlocked to allowtheapplicantto complete therevisions/

o e e ey s vt 3 v s o v v e
. 0, T e e et o of iy s
additions as requested i

e v o Patant o o Fr' e oSy

Subr

ase provide the requested information via ERM a5 soon a5 possible, in order for your athios application t

Please revise the as spesifed sbove, a iPparting Gosumentation,
ensure that

« 3ll version dates andior version numbers are updated
s an = n

it the rec ‘g ERM by 18 January 2010 in order for the applcafion o be
onsiderad at the next HREC mesting. If s response is submitted afer this dte. your etics sppicstion willbs
allocated o a later mesting.

To access the Query i . —

Yours sinsersly

. In the Work Area, click on the Notifications tile

Work Area

Work Area

e Selectthe Message title to open and view the message

1

Jotifications
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A Message box will be displayed allowing the user to viewthe form

Press View Form to be directed to the relevantform
The LNR VIC form will open under the Navigation tab.

Select Reviewers Comments under the Action pane

Message

Project Short Tile  LNR January
Date 08/01/2019 14:69

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

Waork Area

LNR January
L]
!

Home | Notification Project Trae v

Actions .

(@ Lnr sanuary |

[®nrvie |

) EA i

Form status Review Referance Application Type

Gueried A LR Appiication
LNR VIC
section

Date Modified NMA

08/01/2019 1463 Broject s not for NIMA

Correspondence History

A text box will be displayed ofthe Overall Reviewer Panel Comments

Overall Reviewer Panel Comments

/

PICF requires edits

Comment

Please include duration of study.

Show Previeus Comments
Date Added Submission

09/01/2019 at 14.56 PM Latest Submission

Close

Select the commentto be directed to the relevantsection in theformi.e

. to Participant Consent Q 5.1

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

version uploaded intothe form. Previous documentversions are automatically archived.

Select Delete to delete the original version

LNR VIC

s Participant Consent
L4
S 5.1 Will the research project involve informed consent of participants?
| * Yos
ave No

5.1(a) How will informed consent be obtained and recorded?

Upload Participant Information and Gonsent Form (PIGF)
Type Document Name

Version Dats  Version  Size

Upload Document

Select Upload Document
version number and date

to upload therevised (new) version ofthe documentwith the correct

Actions

@

= Nest

LNR VIC

T RERT

navigate

s

Signaturas.

Participant Consent
5.1 Will the research project involve informad consent of paricipants?

= Yes
No

5.1(a) How will informed consent be obtained and recorded?

Upload Participant Information and CGonsent Farm (PICF)

Type Document Name Flle Name

Participant information and consent form Mastcr FICE January 2018 Master PICE January 2012 docx

size View Delete

arsnRs Download
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e Continueto complete other queries ifinstructed in the Overall Reviewer Panel Comments
e Oncetherevisions/additions have been completed, theformand / or supporting documents can be
resubmitted

alm

. Select the Submit ™  button underthe Actions paneto resubmit the revised application

e The Research office will receive the submission
e Theapplicationis assigned to aHREC meeting

e Following the HREC review there may be an information request from the Ethics Committee.

8.3 Ethics Committee review request

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

e Theapplicantis advised viaan ERM email of importantinformationregardingthe application

M

essage
== 5 = =

Fx Ignore =] = ERM Training 3 To Manager Vo T Rules ER |> % L Find Q

N Zj o L b £ g 7 Team Email +/ Done =] B B ax= elates

& Junkc - Delete Archive = €2 Reply & Delete ¥ Create New £ HEgER ransiz elec "

Detete Respona Quick Steps =
donotreply@infonetica.net Catherine M Farrington (DHHS)
IMPORTANT INFORMATION re LNR January

D

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

Application Type LNR
Project ID 50365
Review Reference LNR/50365/DEF-2019-161998(v2)

Kind regards,

e A 'REQUEST FOR FURTHER INFORMATION’ letter (pdf) fromthe HREC will include
requests for furtherinformation to be provided viaERM

[ REQUEST FOR FURTHER INFORIATION ]

e Theformisunlocked to allowthe applicantto complete therequests as outlined in the
attached letter

Respond to arequest for further information from the Ethics Committee
e Depending ontherequest,the applicantcan amend the LNR VIC formand add new documents
e Loginto ERM account
. In the Work Area, click on the Notifications tile
e Selectthe Message title to open and view the message
AR e Notifications
Hnﬁm ' sparch
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Applicant user guide to ERM. April 2021

A message box will be displayed allowingthe user to viewthe form
Press View Form to be directed to the relevantform

Message

Project Short Title LR January

Date 10/01/2019 08:46

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

The LNR VIC will open under the Navigation tab

Work Area w

LNR January
Homa N i Project Tree w
Actions ~
oL an
@ LNR VIC
®LNR t
form sttes S appicson Toe S i
LNR VIC -
.

Select Reviewers Comments under the Action pane

A text box will be displayed ofthe Overall Reviewer Panel Comments

Overall Reviewer Panel Comments

Comment Date Added

The protocol requires more information about how the results will be analysed 10/01/2019 at 08:44 AM

Please include duration of study. 09/01/2019 at 14:56 PM

Show Previo

Submission

Submission 2

Submission 1

Select the comment relating to the Ethics Committee request to be directed to the relevantsection in the form

i.e. Project Details Q 1

The requestrequires a new version ofaprotocol. The original version should be deleted, and the new

version uploaded intothe form. Previous documentversions are automatically archived.
Delete

Select Delete to delete the original version
Actions
4
A 110 Research aims, methodology and significance
7

1.11 Anticipated start date for the research project |

1.12 Anticipated finish date for the research project (

Upload protocal

Type Document Name File Name Version Date version size View

Protecel January pr

Jant

01/01/2019 11 1.6 KB Download

Delete

Select Upload Document

version number and date

The LNR VIC nowincludes the latestversion ready for resubmission

51 0of 107
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Asticnars
2 = 110 Research aims, methodology and significance
& &
= 9.

1,11 Anticipated start date for the research project (

142 Anticipated finish dat for the research projact [

Upload protocol

Type Document Name File Name size View Delete

neks Downiosa

Protocol January protocol January protocol docx

e Continueto complete other requests ifinstructed in the Overall Reviewer Panel Comments

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

any electronic signatures.

To re-submit the form what signature/s are required?

1. The PlIsigns-forminorchangesthe Research Office has all signatures on the
initial submission
2. Otherinvestigators to sign - ifa substantial change or required by local policy

Check with other signatories and the Research Office policy before requesting
signatures and re-submission

atn

Submit

e IntheActions paneselectthe Submit button to resubmit

e Thereviewing Research Office will receive the resubmission

Approved Applications

e Applicants areinformed of decisions by the HREC viaemail using ERM. If the application has been
approved, theformislocked

e Logonto ERM and click on Notifications tile
e 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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9 Site Specific Assessment (SSA)

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

Itis theresponsibility of the site Principal Investigator to complete the Victorian SSA formfor their site, and to
submit the form to the site Research Governance Officer (RGO).

9.1 Createa SSA

e Fromthe HREA orLNR VIC, select Create Sub-form button under the actions pane
e HREA 31 74¢

Create

Subform Project Tree w

Share Roles

8 &

Completeness ~ Submit
Check

Action Required Status Review Reference Date Modified NMA
~ e
K (¥4 Yes Queried HREC/74950/VICTEST-2021-257691(v3) 02/04/2021 17:15 Project is for NMA
Refresh NMA Project
G Navigation Documents Signatures Collaborators Submissions Correspondence History

View as PDF | Correspond

# Show Inactive

S HREA

e A Create Sub-form box will be displayed Create Sub-form
e Selectthe jurisdiction

Select Jurisdiction

e Select SSA VIC fromthedrop-down list Victoria v

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

Select Create button
\ Site Specific Assessment (SSA) VIC v

e The ProjectTree will display the newly created SSA

Actions
Project Tree 749

Project Dquhcaie © HREA31
orm

© HREA
| Site Specific Assessment (SSA) VIC -

Delete Form Create
Subform
< X
Action Required Status Review Reference Date Modified NMA
Share Roles
Yes Not Submitted N/A 04/04/2021 14:59 Project is for NMA
e
Transfer Form Completeness
Check
Navigation Documents Signatures Collaborators Submissions Correspondence History
4 7~
[ | &
Submit Refresh

# Show Inactive

S | Site Specific Assessment (SSA) VIC

RIABR Dirinot | \Ges oo DNE

Section Questions

e Information fromthe HREA will notautomatically populatethe SSA
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9.2 Creating SSAs for sites

The SSA for a siteis created by either the HREA (or LNR VIC) projectowner or by assigningthisrole to the site
PI.

The creation and managementofsite SSAs in ERM should be determined by the CPI / delegate.
Both options (i) and (ii) are described below:

(i) HREA project owner
e The HREA projectowner creates the SSA as sub-form of the HREA and becomes the SSA form owner

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

Highlightthe SSA in the Project Tree

e Inthelntroduction section ofthe SSA form,complete question Q 1.4 to enter the name ofthe
site/organisation
2+
e SelectRoles+ ™ button underthe Actions pane

@A°“°”S@ Site Specific Assessment (SSA) VIC - Barwon Health

Location Information / Name of site
17 &

Navigate | View as PDF 1.4 Name of site/organisation Barwon Health v

o 7/
Documents = Signatures
© Infonetica Ltd 2021 Version 2.4.2.2

B < Terms and Conditions | Data Controller Privacy Policy | Data Processor Privacy_ Policy,

Save Share

b S (3

Roles Collaborators

e A Share Roles text box will be displayed

Enter the collaborator’s (site Pl) email address and select SSA Sharing

This level ofaccessincludes all ofthe following:

» read
»  write
» create subforms e.g. Site Notification Form

> receivenotifications

Share Rales
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:

5SA Sharing v
SSA Sharing

Note: This form has not yet been shared with anyone

Share Role Close

e Otherresearch team members can be added using the button

e Select Share Role button

e Thecollaboratore.g.the site Pl will receive an email notification abouttheir assigned rolein the project

Applicant user guide to ERM. April 2021 54 0f 107 ORIA | Jobs

State Prccmct_s
Government and Regions



e Thecollaboratorlogsinto ERM and follows the steps as described in Assign access to the HREA

e The project(HREA) and SSA will be displayed in the Project Tree

e Using Roles + allows the collaborator to also view the HREA form and supporting documents. All documents
uploaded to the ethics application by the CPI are automatically available when the CPI has shared the SSA
(using Roles +) with the site PI

e The collaboratorcan continue to complete the SSA form

(ii) Assigning Role to Site PI

e The HREA isallocated to the Pl/delegate using Roles + allowing the Pl access to the HREA to create their

own SSA
b &
e The HREA projectowner selectsthe Roles + ““ button underthe Actions pane
il HREA 31 749
Folect | goomn | Project Tres
b @ HREA31

173

hare Roles | @4/ HREA highlighted
A

Completeness ~ Submit
Check

Action Required Status Review Reference Date Modified NMA
~ o ; .
K [+ Yes Queried HREC/74950/VICTEST-2021-257691(v3) 02/04/2021 17:15 Project is for NMA
Refresh NMA Project
E Navigation Documents Signatures Collaborators Submissions Correspondence History
View as PDF | Correspond
+. @ Show Inactive
et HREA
e A Share Roles text box will be displayed Share Roles
° Enter the collaborator’s (Slte Pl) email address Sharing 2 fom enables ifers to view/ecit the same form depending on the level of access you give them, Please select the users you wish (o share tis form wift

and select HREA Share (read, create subforms) i !
e Select Share Role
e The collaboratorwill receive an email notification abouttheir assigned rolein the project
e Thecollaboratorlogsinto ERM and follows the steps as described in Assign access to the HREA
e The project (HREA) will be displayedin the Project Tree
e Highlightthe HREA in the Project Tree
e Selectthe Create Sub-form o button underthe Actions pane Create Sub-form
e A Create Sub-form text box will be displayed Svlmt;;d‘
Select Site Specific Assessment (SSA) VIC 5i‘iZ‘;Z:::zli::“‘;::""v“lf‘”W‘V“"“‘S’“”j
Select Create
e The SSA will be displayedin the Project Tree
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Actions
Project Tree 749
Project Dlé:hcme © HREA31
-orm ,7
© HREA
Site Specific Assessment (SSA) VIC -
Delete Form Create
Subform
< X
Action Required Status Review Reference Date Modified NMA
Share Roles
Yes Not Submitted N/A 04/04/2021 14:59 Project is for NMA
e
Transfer Form Completeness
Check
Navigation Documents Signatures Collaborators Submissions Correspondence History
4 7~
[ .
Submit Refresh
Site Specific A (SSA) VIC
-
MILAA Deninad A\l nn DOE Section Questions

e Completethe SSA form

9.3 Upload documents

All site specific supporting documents are uploaded to the SSA when completing therelevantquestion inthe
form. See table below for examples of documenttypes.

Section
Site Research Team
Recruitment

Regulation

Questions (hyperlink)
Documents
Participant Details Q41

Research Agreement Q5.2

Document Example

Curriculum Vitae, GCP training certificates
Site specific PICF

Clinical Trial Research Agreement (CTRA)

Other Documents Other Documents Q7.1 Signature document, Departmental forms

e Example — Site specific PICF

© ®

Previous Next Participant Details
Navigate | View as PDF

@ = 4.1 What does the research project involve at this site?

Documents

B <

Share

Recruitment of participants
Access to records

Use of samples

None of the above

Signatures

Save

b &

Roles

Upload participant information and consent form (PICF)

Upload Document

2

Collaborators

Upload Document ) . .
e Press Upload Document to attach the site specific PICF fromyour local drive

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

e Multipledocuments ofthe same documenttype can be added by selecting multiple times

e Specify the version and date to differentiate the documents within the same document type
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Upload participant information and consent form (PICF)

B <

Save Share Version
Type Document Name File Name Date i i View Delete
+ . . )
1 ’l Participant information and PICF Site December  PICF Site December 01/112/2020 . P—
consent form 2020 2020.docx

Roles Collaborators

4 Upload Document

e Documents will be displayed underthe Documents tab and can be viewed or downloaded individually or

together

. Type
e Select the checkbox for each corresponding documentor all documents can be selected at once

Actions Action Required Status Review Reference Date Modified NMA 749
g [h Yes Not Submitted N/A 04/04/2021 15:46 Project is for NMA
Project Duplicate
orm
° 0 Navigation Signatures Collaborators Submissions Correspondence History
Delete Form Creale
Subform
Documents
< X
Share Roles nt
‘m v Type Document Name File Name Version Date Version
- - ’ Participant information and consent form PICF Site December 2020 PICF Site December 2020.docx 01/12/2020 1
ransfer FormCompleteness
C ’ Curriculum vitae Dr Jones CV Dr Jones CV.doex 01/12/2020 1
4 ' | v Evidence of GCP training Dr Jones GCP Certificate Dr Jones GCP Certificate.docx 01/12/2020 1
aA K < Form Form Form.pdf
Submit Refresh
(5) G Showing 1 to 4 of 4 entries
View Selected Download Selected
RUAA Drninot | \finw nc DR

\ J

e Selectthe View Selected button to open the documentas a PDF in a new browser

)

=7 Site Specific Assessment (SSA) VI X " ViewSelectedDocuments X

or select the Download Selected button to download as ZIP file

9.4 Assignaccess to the SSA form

In ERM, only the SSA form owner can make the SSA available to other research team members using the
Roles+ function.

e Selectthe Roles+ button under the Actions pane
e Enter the collaborator’s email address and select SSA Sharing.
Select Share Role button

Share Roles
sharing a form enables others o view/edit the same form depending on the level of aceess you give them. Please select the Users you wish to share this form with

Collaborator email SSA Sharing N

SSA Sharing

Note: This form has not yet been shared with anyone

Close

e The collaboratorwill receive an email notification regarding access to the project

e Thecollaboratorlogsin to ERM and follows the steps as described in Assign access to the HREA

e The collaboratorwill be able to view and edit the SSA
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9.5 Applying signatures
Declaration

The Principal Investigator (PIl) is required to sign the Declaration by Principal Investigator page in the SSA form
forendorsementofthe projectat the site.

e Site Specific Assessment (SSA) VIC - Administrator Use Only
© ®
o _‘ o it Signature of Principal Investigator
,_,I_‘Epm i ( Declaration by Principal Investigator

1 cortify that
+

The information in this form is truthful and accurate to the best of my knowledge and belief, and | take full responsibility at this sito
* | will only start this research project after obtaining authorisation from the site and approval from the IOSWHS!DI an Rosoavch Ethics Commlmw (HREC).
« | accept responsibility for the conduct of this research project according to the principles of the National Stat hical Conduct in Research (NHMRC
2007)
| undertake 1o conduct this research project in accordance with the protocols and procedures as approved by the HREC and the ethical and research
Subma arrangements of the organisation(s) involved
« | undertake to conduct this research in accordance with relevant legislation and regulations.
.l eqree to comply with the roqu-mmenls of adverse or unexpected event reporting as stipulated by the HREC and in accordance with Safety Monitoring and
R ing Therapeutic Goods (NHMRC, 2016)
< lwil adnara to lhs conditions of approval stipulated by the HREC and will cooperate with HREC monitoring requirements
1 will inform the HREC and the research governance officer if the research project ceases before the expected date
| will discontinue the research if the HREC withdraws ethical approval
1 will adhere to the conditions of authorisation stipulated by the authorising authonty at the site where | am Principal Investigator
« | will discontinue the research if the authorising authority withdraws authorisation at the site where | am Principal Investigator
* | understand and agree that study files and documents and research records and data may be subject to inspection by the HREC, research governance officer,
sponsor or an independent body for audit and monitoring purposes
« | understand that information relating to this research and about me as a researcher will be held by the HREC, research govemance officer, and on Ethics Review
Manager (ERM). | understand that this information will be used for reporting purposes and managed according to the principles established in the Privacy Act
1988 (Cth) and relevant laws in the States and Territories of Australia

—
&3

Request Signature

Signature required by PI

e Fordepartments directly involved in the research project (SSA Q 3.3), the departmenthead is required to
sign the Declaration by Head of Department

Site Specific Assessment (SSA) VIC -

Signature of Head of Department

e Foranydepartmentthatis providing supportor services to theresearch project, the supporting department
head is required to sign the Declaration by Head of Supporting Department

Site Specific Assessment (SSA) VIC -

1 of Sups a Depar

Dolngate

Signatures

The SSA form questions /information must be complete, before requesting signatures.

Any change to the SSA form will invalidate signatures.

Using a combination of signature methods e.g. wet ink signatures, attaching other evidence, electronic
sighatures should be sought LAST as the form will be locked once electronic signature requests have
been made. Multiple electronic signatures can occur.

* Signatories must have an ERM account to provide electronic signature
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The SSA form owner/user may obtain signatures as follows:

To use Wet ink sighature

View as PDF

e Usingthe View as PDF button fromthe Actions Pane, custom printthe relevant Declaration page

and obtain the signature fromthe Pl /Head of Department /Supporting Head of Department. Scan and save
to yourlocal drive as a PDF
e Navigate to Section Other Documents of the SSA to find “"™™™®

e Other Documents opensto Q 7.1 of the SSA form to attach the Declaration page

Upload Document . .
e Select Upload document to upload the Declaration page fromyour local drive to the

SSA form
Ations Supporting Documents
@ @ Any additional SSA supporting documents should be uploaded below.
Previous Next
Do not upload ethics supporting documents. Once your SSA is submitted, the site RGO can access the associated ethics
4 ﬁ documents in their research office ERM account.

Navigate | View as PDF

N
é / 7.1 Are any other SSA supporting documents provided (in addition to the documents already uploaded within this SSA)?
Documents | Signatures
* Yes

|| < >

Save Share /
b :1 Upload Document

To attach other evidence to indicate agreement

Navigate to Section ‘Other Documents’ ofthe SSA to find |cnersocumens

Other Documents opensto Q 7.1 of the SSA form to attach the signature document

Select Upload Document to upload the signature documentfromyour local drive to
the SSA form

Other supportingdocuments can also be uploaded in this section

To request an Electronic Signature

e Torequestan electronic signature fromthe Head of Department, Supporting Head of Departmentor Principa

Request Signature

Investigator select Request Signature button

Actions Who is providing signature?

@ @ L Head of Department

i Next Head of Department's Delegate

A\
. [

Declaration by Head of Department
Navigate | View as PDF

Name

A\
N

Documents | Signatures Department

<: | certify that:

o o = | have read the research project application named above,
» | have discussed this research project, and the resource implications for this department, with the Principal Investigator.
« All investigators/students from my department involved in the research project have the skills, training and experience
k J‘l necessary to undertake their role.
« There are suitable and adequate facilities and resources for the research project to be conducted at this site.
« | support this research project being carried out using such resources.

4
i Request Signature
Completeness __ Submit
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e Thesignatorylogsinto ERM

Enter the signatory’'s ERM email address and select Request

The requested signatorywill receive an email notification for asignature

Request a sighature

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

—

Underthe Action tab, selectView Form

only

7/
Forendorsementofthe SSA application, select Sign =

o

Fromthe Work Area thesignatory selects the Signatures tile to open the request
Work Area v W k
Home Notifications
General
Actions v
Notifications Signatures Shared
N & O
Lreate Folder Delete Folder Create Project /I
elete Project Duplicate Transfer FO ! d e rS
Ornices
New requests are highlighted
Signatures
Project Project Requested
Type Title o] Requesting User Message Date Status Action
Head of Department HREA 31 74950 Ms Catherine Please sign the SSA | = 04/04/2021 Requested  \jiew Form
Farrington form 16:59
Principal Investigator LNR April 75014 Ms Catherine Please sign the LNR  04/04/2021 04/04/2021 Signed View PDF
Farrington form 13:27 13:30
Co-ordinating Principal HREA 02 75001 Ms Catherine Please sign the 02/04/2021 02/04/2021 Invalidated
Investigator/Researcher Farrington HREA 14:50 14:55
View Form

to reviewthe SSA form. The signatory has Read access

button under the Actions pane

Project Tree »

Actions
FE] @ HREA 31
Project  Completeness |
2 (Ehw,k SIHREA ‘
(5) /ﬁ | Site Specific Assessment (SSA)_VIC - Administrator Use Only,
NMA Project Sign
x — Action Required Status Review Reference Date Modified NMA
Reject View as PDF Yes Not Submitted N/A 04/04/2021 17:16 Project
Correspond Navigation Documents Signatures Collaborators Submissions Correspondence History
v
Site Specific Assessment (SSA) VIC
Section Questions
Introduction Information | Project | Location ' Ethics Review | Site Addition
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e The ethicsapplication (HREA) can be viewed if the HREA owner has used Roles + from the SSA level to
sharethe form with the signatory

e A Sign Form text boxis displayed Sien Form
o]

The signatoryenters their ERM log in details to sign the form

Select Sign m button

Please enter your login details in order to sign this form

e The applicantreceives an email notificationindicating the signature request has been accepted by the

signatory i.e.theformhas been signed

e Repeatthe signatory processfor electronic signatures for other signatories

e All signatures must be obtained before the SSA can be submitted to the site Research Governance
Officer

e Oncethe signatureis completethe applicationis ready for submission
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10 Submission and review process — SSA form

Ensure the SSA form is complete and all site documents are uploaded and signatures completed.

When the SSA is submitted, the site Research Governance Officer (RGO) automatically has access to all
documents uploaded to the main(ethics)formwhen the ethics application has been submitted via ERM to a
Victorian or Queensland HREC. This means that only site governance documents sho uld be uploaded to the SSA

form and submitted for authorisation.

10.1 Submission

ala
. : . Submit
e Navigate to the Actions pane and selectthe Submit - button
atis= Project Tree 7
fh | ® HREA31
Project Duplicate 3
i Lploa L@ HREA |
o < ‘ Site Specific Assessment (SSA) VIC - Administrator Use Only
Create Share
Subform
Action Required Status Review Reference Date Modified NMA
it
Roles Transfer Form fes Not Submitted N/A 04/04/2021 17:16 Project is for NMA|
(:O‘“P etencks  Submit Navigation Documents Signatures Collaborators Submissions Correspondence History
Check
G
¢ E . . # Show Ina|
wiaroect viewasPoF - Site Specific Assessment (SSA) VIC
Section Questions
Introduction Information | Project | Location | Ethics Review | Site Addition

e The systemperforms a completeness check to highlightany incomplete sections.

If complete, the form is ready to be submitted

Submit

Complete: Your form is complete and ready to submit

. Submit
e Selectthe Submit button

e The systemwill automatically submit the application to the site/organisation selected in Q 1.4 ofthe SSA
e Following the submission, auniqueidentificationcodeis generated.
Itis composed of six parts - e.g. SSA/60889/VICTEST-2020-201446(v1)

Applicationtype SSA
ProjectID 60889 — ERM projectnumber
Organisation/hospital code VICTEST
Year 2020- year of submission
Submission number 201446 - submission version number
Version number vl
Applicant user guide to ERM. April 2021 62 of 107 SthIA é?f;’ncts

Government and Regions



Recall an application

Any changes made to the submission will INVALIDATE all electronic signatures and will require
all signature requests again

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

e Thisaction removes the submitted application fromthe Research Office’s ERM account

~-
e Selectthe Recall mee button underthe Actions Pane to recall the submission and make any changes/
additions
e Checkthat any electronic signatures are completed
aa
e Selectthe Submit =™ button. The application will be resubmitted

10.2 Respondingto a query from the Research Office

The SSA application may queried by the Research Office for further clarification or changes, additions (e.g.
supporting documents). The formis unlocked for the applicantto complete the edits/revisions.

The form Status has changed from ‘Submitted’ to ‘Partial applicationreceived’indicating the application is

incomplete.
Action Required Status Review Reference Date Modified NMA
Yes Partial application received SSA/7T4950/VICTEST-2021-257728(v1) 05/04/2021 13:00 Project is for NMA

e Theapplicantis advised viaan ERM email of importantinformationregarding their SSA application

donotreply@infonetica.net © Catherine M Farrington (DHHS)
IMPORTANT INFORMATION re New Years Eve

- Letterpdf .
= 938

Dear Investigator,

D

Please refer to the attached letter for important information from Default Committee-VIC regarding your recent application for research project New Years Eve

Application Type SSA
Project ID 50227
Review Reference SSA/50227/DEF-2019-161533(v1)

Kind regards.
e A 'REQUEST FOR INFORMATION’ letter (pdf) fromthe Research Office
ESEARCH GOVERNANCE / SITE SPECIFIC ASSESSMENT (SSA)
will include details for further information to be provided via ERM f from Default Commifise VIc: Recesréh Govemance Offcer ]

ProjctTHie  NewYeasEve
Project ID 51227

Thank you for subming applcation o -The agplcation
hiss bean assessed by oftcer notot Y Some
ehanges are required

Information to bs Provided

Flease add s contadt detal (o e PICF.

‘submission

Fleass alter the SSA fomn In ERM and revise the supporting documentation as specied above. For changes

o supporting documentation, ensure that
S —
+ 3 fracked-changes copy Is uploaded to ERM.
s e el v 5186 e, e iy e
govemance55A application ta progress.
i 512 unal
grantsd.
F you require any further Information, please contact the RGO via the ERM "Comespond bution o 1234 5675,
Yooy,
. . . Jobs,
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To access the query

. In the Work Area, click on the Notificationstile

Work Area

e Select the Message title to open and viewthe message

e Notifications
= /
e A Message box will be displayed allowing the userto viewthe form Message
. | View Form . y
e  Press View Form - to be directed to the relevantform FroeeLSon e New vesrs S
is required reg g your appli Please

refer to the attached letter.

View Form Close

e The SSA form will open under the Navigation tab

e Select Reviewers Comments under the Action pane
b T o New Years Eve
]
g © o
1o s -~ @ Sile Bpecific Axsessment (88A) VIC
G|
e o .y Form Status Review Reference Application Type Date Modited NMA
A C & artial application rocenved NA SSA Appacation 02/0172019 1313 Project is not for NMA
= o
Site Specific Assessment (SSA) VIC

e Atextboxwill be displayed ofthe Overall Reviewer Panel Comments

Overall Reviewer Panel Comments

PICF requiring
. Show Previous Comments
edits
Comment Date Added Submission

Site contact details are missing from PICF 02/01/2019 at 13:16 PM Latest Submission

Close

e Selectthe comment to be directed to therelevantsection in the SSA form, e.g. to Q 4.1 Participant Details
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e Asthequeryrequires anew version ofadocument, the original version should be deleted, and the new
version uploaded intothe form. Previous documentversions are automatically archived.

e Select Delete to delete the original version
B <: Upload participant information and consent form (PICF)
Save Share Version
Type Document Name File Name Date Version Size View Delete
1"' :1 Participant information and PICF Site December  PICF Site December 12.2
01/12/2020 1 Download Delete
Roles Collaborators consent form 2020 2020.docx KB
A
e Select Upload Document to upload therevised (new) version ofthe documentwith the correct

version number and date
e The SSA form nowincludes the latestversion ready for resubmission

17 =

Navigate  View as PDF

g 7

Documents = Signatures

Upload participant information and consent form (PICF)

Version

Type Document Name File Name Date Version | Size View Delete
Participant information and PICF Site December  PICF Site December 3111212020 2 122 Downioad
consent form 2020 2020.docx KB

Save Share

L ®. fa

e Oncetherevisions/additions have been completed, the formand / or supporting documents can be
resubmitted

ala

Submit

e IntheActions paneselectthe Submit button to resubmit

Project Tree w
Actions 7
F\h [h @ HREA 31
Project Du;llm‘.c @ HREA
orm
° o | | site Specific A nt (SSA) VIC - Administrator Use Only
Delete Form  Create
Subform
< 1 Action Required Status Review Reference Date Modified NMA
+
Yes Not Submitted N/A 04/04/2021 18:16 Project is for NMA
Share Roles
2
TeTHT s EToTo i Navigation Documents Signatures Collaborators Submissions Correspondence History
4 ‘e |
AR [ . . # Show Ina
semt | reesn Site Specific Assessment (SSA) VIC
o - Section Questions
[+4
E Introduction Information | Project | Location | Ethics Review | Site Addition
e The Research Office will receive the submission
e The SSA applicationis assessed by the Research Governance Officer (RGO)
e Following the assessmentthere may be an information requestfromthe RGO
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10.3 RGO review request

Clarification or requests for further information fromthe RGO to the applicantmustbe managed through ERM.

The formis unlocked for the applicantto complete the edits/revisions.

The form Status has changed from ‘Submitted’ to ‘Information requested’-

Action Required Status Review Reference

Yes Information requested SSA/T4950/VICTEST-2021-257730(v2)

NMA

Project is for NMA

e The applicantis advised viaan ERM email of importantinformationregardingthe SSA application

donotreply@infonetica.net © Catherine M Farrington (DHHS)

IMPORTANT INFORMATION re New Years Eve

Letter.pdf .

Dear Investigator,

Application Type SSA
Project ID 50227
Review Reference SSA/50227/DEF-2019-161536(v2)

Kind regards,

Please refer to the attached letter for important information from Default Committee-VIC regarding your recent application for research project New Years Eve .

e A 'REQUEST FOR INFORMATION’ |etter (pdf) fromthe RGO willinclude

requests for further information to be provided via ERM

Respond to arequest for further information from the RGO

e Theapplicantcan amend the SSA and add new documents ifrequested by the RGO

e Loginto ERM account
e IntheWorkArea, click on the Notifications tile

e Select the Message title to open and view the message

REQUEST FOR INFORMATION

RESEARCH GOVERNANCE / SITE SPECIFIC ASSESSMENT (SSA]
from Default Committee-VIC Research Governance Officer

2 January 2018

Dear .
Project Title HNew Years Eve

Project ID s0227

Thank you for submiting a research : The application

has been assessed by the research govemanos officer (RGO) and additional infomation is required.
Information to be Provided

Please pr re information about the funding source.

Please alter the SSA form in ERM as specified abve. For changes to supporing documentation, ensure that:

« all version dates andfor version numbers are updated
« a tracked-changes copy is uploadsd to ERM.

Please submit the requested information via ERM as 00n as possible. in order for your research
govemance/S3A application to prograss.

The research it this site unti fthorisation has been
granied

if you require any further information, please contzet the RGO via the ERM ‘Comespond' button or -

Vours sincersly,

Project Short Title Time

Notifications
Search
start End
Display 100 notifications
P ed number of notifications will show sfter searching /
Message Attachment
« M Information is required regarding your application. Please refer to the attached letter. @

14/01/2019

e A messagebox will be displayed allowing the user to viewthe SSA form
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T Message
. View Fi . . .
. Press View Form to be directed to therelevantsection in the SSA form
Project Short Title New Years Eve
Date 02/01/2019 15:26

e The SSA willopen underthe Navigation tab

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

e Select Reviewers Comments “ underthe Actions pane

Mok Ame New Years Eve

Notfications

Actions v

© Stie Speciic Assessment (SSA) VIC

Form Status Review Reference Application Type Date Modified NMA

Project is not for NMA

information requested NA

Site Specific Assessment (SSA) VIC

Section Questions

Introduction formation  Proje ation | Ethics Review | Stte Addition

e Atextboxwill be displayed ofthe Overall Reviewer Panel Comments

Overall Reviewer Panel Comments

R
Comment / Date Added Submission

02/01/2019 at 15:24 PM Latest Submission

us Comments

Please provide more information about the funding source

Close

e Selecta commente.g. commentrequesting moreinformation aboutthe funding source, to be directed to the

relevantsection intheformi.e. Q 6.1 Type(s) of funding

© ®

Previous Next Funding

4 E 6.1 Type(s) of funding

Navigate | View as PDF

Commercially sponsored
& J Sponsored, other (e.g. collaborative group)
/ External (e.g. NHMRC)
Documents  Signatures Internal/Departmental

B < Other

Save Share

Other funding

2 &
Source | Philanthropic funds raised from 2020 charity event AUS 100000 per year v
Roles Collaborators

e Enter the requested information as instructed in the Overall Reviewer Panel Comments

e Continueto complete other requests if necessary

To re-submit the form what signature/s are required?

1. ThePlIsigns.Forminorchangesthe Research Office has all signatures on theinitial submission

2. Othersignatoriesto signifasubstantial change or required by local policy

Check with other signatories and the Research Office policy before requesting
signatures and re-submission

ala
Submit

e IntheActions paneselectthe Submit button to resubmit

e Thereviewing RGO will receive the resubmission
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Authorised Applications

e Applicants areinformed of decisions by the RGO via email using ERM. If the application has been
authorised, theformis locked

e Logonto ERM and click on Notifications tile
e A formal authorisation letter fromthe RGO can be downloaded by the applicant

o Ifthe applicationreview outcomeis not authorised, applicants are also informed via email through ERM.
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11 Minimal Dataset Form (MDF)

When the ethical review of a research applicationis in ajurisdictionthatdoes notuse ERM, a Minimal Dataset

Form (MDF) is used to create the SSA form for sites in Victoriaand Queensland.

Itis aproxy formthatis created once only forthe research application.

The site Principal Investigator uses ERM to complete the SSA and submit to the site Research Governance

Officer.

e The CPI/ delegatelogs onto ERM
[+]

e Select Create Project

to create a new Main Form

button under the Actions pane

e Enter the ProjectTitle, jurisdiction and select MDF fromthe

Main Formdrop-down list

Select Create button

e The MDF will appearin the Project Tree

Create Project

Project Title* (Max 200 characters)

MDF April

Jurisdiction*

Victoria

Form*
Please select.

Flease select.

HREA

Legacy Application Replacament Form VIC
LNR VIC

Quality Assurance (QA) VIC

Actions

[+

MDF April

Create
Subform Project Tree v

\‘al-;g:.al

Action Required Status

Not Submitted

MDF

Review Reference

NIA

Date Modified NMA

05/04/2021 14:03 Project is not for NMA

¥ Show In:

e Completethe questionsinthe MDF

e.g. HREC/19/CAL/123

Navigate

e Selectthe Navigate

button under the Actions pane

e A NMA Project text boxisdisplayed

e  Select ‘Projectis NMA’ and Save

button to move back to the Project Tree and select the NMA Project -

Enter the unique ethics reference number indicating where the ethics application was reviewed and approved

N

NMA Project

Mark (nis project as NMA IT ILis [0 be reviewed under the National Mutual Acceptance
scheme.

Project is NMA

For further informationon NMA see NMA research governance/SSAapplication on the Clinical trials and

research webpage
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https://www2.health.vic.gov.au/about/clinical-trials-and-research/clinical-trial-research/national-mutual-acceptance

e Select Upload Document to upload a copy ofthe HREA reviewed by the NMA HREC into the
MDF

e  Select the relevantsupportingdocuments e.g. Copy of ethics approval letter, Master PICF, protocol
associated with the ethics application.

fctions Upload the HREA reviewed by the NMA HREC outside Queensland or Victoria or Mater.

@ @ Upload Document

Previous Next

X
u ||

Select all supporting documents reviewed as part of the ethics application.

Advertising material /
Case report form

Documents | Signatures Evidence of Clinical Trial Notification (CTN)

¢  Copy of ethics approval
Curriculum vitae (CV) or resume of investigator/researcher
Drug data sheet
Form of indemnity

Navigate | View as PDF

A\
N,

7
<
@
@
@

I
N

Licence for dealing with a genetically modified organism

& GP/consultant information
Collaborators Cow&l‘%ﬁ)ess Institutional biosafety committee (IBC) approval
Investigator brochure or reference safety information
.T. Invitation to participant
SEn Letter of support

Select Upload Document to upload the PICF, protocoland other relevantdocuments from
yourlocal drive.

Ensure the Victorian Specific Module (VSM) is selected if a VSM was submitted as part of the ethics
application. The CPIshould provide acopy ofthe WORD documentofthe VSM that was submitted to the
reviewing HREC.

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

@®
©

« Ensure that you give meaningful and unique names to your files before uploading them.
« Enter the description in the document name field. The date and version fields are mandatory.

Previous Next
Navigate  View as PDF Participant information and consent form
-
@ / Upload Document

Documents =~ Signatures

Project Description/Protocol

Share
Upload Document
2

Collaborators Completeness
Check

Victorian specific module (VSM)

- Upload Document
Submit

[ 34

Select Submit ™ button under the Actions pane. The Submit action is a systems action and does not
submit the form to a HREC

The site RGO will have access to the uploaded ethics documents in the MDF when the site SSA is submitted

Fromthe MDF the CPI / delegate creates the SSA as a sub-form
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Actions

MDF April

& MOF April /
MDF |
&
Submit Refrash
Action Required Status Review Refarence Date Modified NMA
(5’ ﬁ Not Submitted NIA 05/04/2021 14:03 Project is not for NMA
NMA Project | View as POF
Navigation Documents Submissions Correspondence History
Correspond
# Show In
MDF
Select the jurisdiction and Site Specific Assessment (SSA) Create Sub-form
Select Create button Select Jurisdiction
Victoria v

\

b 3
Roles

The CPI/ delegate selects the Roles +

the SSA for its completion and submission to the site RGO

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

Site Specific Assessment (SSA) VIC v

button under the Actions paneto enable the site Pl access to

Enter the collaborator’s (site PI) ERM email address and select SSA Sharing

Select Share Role

Share Roles

Note: Tis form Nas ot yet been shared wih anyone

Sharing a form enables others o viewredit the same form depending cn the level of access you give them Please select the USers you wish to share this. form with

ssasharmg .

Applicant user guide to ERM. April 2021
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12 Legacy Application Replacement Form (LARF)

The Legacy Application Replacement Form (LARF) is required for a Victorian -only research projectwhen the
original ethics application was notin the previous database systemused by research offices (AU RED). It cannot

be used for NMA research projects.

The LARF is notan ethics application form;itis a proxy formthatallows sub-forms e.g. postapproval forms to be

created in ERM. Only one LARF is required for the research application.

Consult the reviewing organisation’s research office before creating a LARF to confirm whether the form

is required.

e The CPl/ delegatelogs onto ERM
(+

e Select Create Project ST putton under the Actions paneto create a new Main Form

e Enter the ProjectTitle, jurisdiction and select Legacy Application Replacement Form fromthe main form

drop-down list Create Project

Select Create button Project Title* (Max 200 charactars)

LARF Apri

Jurisdiction*

Victoria

Form*

HREA

Legacy Application Replacement Form VIC

Wor cose
Quality Assurance (QA} VIC
e The LARF will appear underthe Project Tree
Actions LARF April 1
Project
Project Tree w
< & LARF April |
ey Legacy Application Replacement Form VIC
da
Submit Rafresh
Action Required Status Review Reference Date Modified NMA
(5’ ﬁ Ye Not Submitted NiA 05/04/2021 14:27 Project is not for NMA
NMA Project  View as PDF
Navigation Documents ignatures Collaborators ubmissions yrespondence History
. . ¥ Show Inz
Legacy Application Replacement Form VIC

e Completethe questionsin the LARF

4

e Selectthe Submit " button underthe Actions pane
e The formwill be submitted to the organisationthatreviewed the original application
e Fromthe LARF the CPl/delegate can create postapproval sub-forms by selecting the Create Subform

action button

e Selectthe jurisdictionand appropriate post-approval forme.g. Ethics Amendment Request
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Create Subform
Select Create

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

Ethics Amendment Request VIC

v

2
e The CPI/ delegateselectsthe Roles + “° button under the Actions paneto share the LARF with other

research team members

Enter the collaborator’s email address and select Post Approval/Authorisation Subforms
Select Share Role

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

Post Approval/Autherisation Sublorms v

Note: This form has not yet been shared with anyone

e Completethe questionsin the post-approval form
e Signthepost-approval form

e  Submit the post-approval form
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13 Quality Assurance (QA) Application Form

The Quality Assurance (QA) VIC formcan be used forthe submission ofthe followingtypes of projects:

e clinical audit
e quality assurance
e evaluation activities

e aprojectthatinvolves the potential for no morethan negligible risk

Consultwith the organisation’s Research Office before creating the QA application. The Research Office will
advise whetherthe QA formis the rightchoice for the project.

The applicantlogsinto ERM

(+)
e  Select Create Project ™ button underthe Actions paneto create a new Main Form

Create Project
e Enter the ProjectTitle, jurisdiction and select Quality Project Tile# (Max 200 characters)

Assurance (QA) VIC from the main form drop-down list o

Jurisdiction*

Select Create Victora

Farm®*

Please select

Flease selact

HREA

Legacy Application Replacement Form VIC

LNR VIC
ciee

Quality Assurance (QA) VIC

e The QA form will appear under the Project Tree

e Completethe questionsin the QAform

Supporting Dacuments

e The Supporting Documents section will enable supportingdocuments e.g. a Questionnaire to
be uploaded intothe application

Actions Are there any other supporting documents for the project?
© ® w
Previous Next No

Y
m ||

Select the documents
Navigate | View as PDF

Advertising material

Case report form
Documents | Signatures Copy of other approval
Data management plan
GP/consultant information

A\
N,

Interview schedule

‘8
A

Share
ok Invitation to participant

Letter of support
Jl Participant information and consent form (PICF) (tracked)
Collaborators Completeness Peer review
Check
Protocol (tracked)
é *  Questionnaire
Upload Document
e Select Upload Document _
&
. Submit . . . . . . . .
e  Select Submit button under the Actions paneto submit the application to the reviewing organisation.
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14 Post Approval

Ethical Review Manager (ERM)

Post-approval and Post-authorisation

CPI creates sub-form (e.g. Amendment)
from HREA or can be done by person
with relevant role (e.g.sponsor/CRO)

@
'ﬁ Complete sub-form
g
2 Upload documents
b
g
<t Digital signature
=
o 8 Research office processes
E = sub-form review and
= o approval or acknowledgement

CPI shares sub-form e e e Pl creates sub-form

with Pl (Site Notification)
from SSA
E h 4
§ Complete sub-form
o
= Upload document
ki
g
< Digital signature
h 4
Sub-form submission

ﬁ 3 Research office processes
E E sub-form review and authorisation
& o or acknowledgement
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Oncearesearch projecthas been ethically approved, any changeto its design or conduct mustbe approved by

the reviewing HREC or ethics review body.
Post approval information should also be submitted to the reviewing organisation.

In ERM, Post Approval forms are created as sub-forms from the original ethics application (HREA) to request
amendments and provide information /reports relating to the research projectas required by the reviewing
HREC.

Sub-forms for post approval

e Ethics Amendment Request e  Safety Report

e ProjectNotification Form e  Annual Safety Report

e ProjectProgress Report e  Serious Breach Report

e ProjectFinal Report e  Suspected Breach Report

e Site Closure Report

14.1 Create a sub-form

e The CPI/ delegatelogsinto ERM

e Select the projecttitleto display the projectunderthe Project Tree and highlightthe HREA

(+]
e Select Create Sub-form “*" button underthe Actions paneto create a new sub-form

e Select the jurisdictionand the sub-forme.g. Ethics Amendment Request VIC

Select Create Create Sub-form

Select Jurisdiction

Victoria v

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

Ethics Amendment Request VIC v

e The Ethics Amendment Request VIC form will be displayed under the Project Tree

Project Tree w
Work Area v ’

ﬁ ))(J © HREA 03

Home | Notifications [ @ HREA

Actions w © Site Specific Assessment (SSA) VIC /
g I:h @ Ethics Amendment Request VIC - ‘

Project Duplicate
orm

: < Form Status Review Reference Date Modified NMA
Not Submitted N/A 22/04/2020 15:45 Project is not for NMA
Delete Form Share
b I 2
Navigation Documents Signatures Collaborators Submissions Correspondence History

Roles Transfer Form

é . ¥ Show |
congenes: - sont Ethics Amendment Request VIC

— ~ Saction Quastions
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14.2 Complete a sub-form— Ethics Amendment request

e Completethe questionsin theform,in this example the Ethics Amendment Request form

e Depending onthe amendment category, new versions ofdocuments e.g. PICF, protocolcan be attached to

the amendmentform

Actions
Previous Next

4

Navigate | View as PDF

2

u ||

N,

Documents = Signatures
Save Share
2 N
Roles Collaborators

8 4

Completeness _ Submit

Participant information and consent forms (PICFs) to be uploaded

PICF with tracked changes
v/ PICF (clean version)

Upload amended PICF (clean version)

Upload Document

Protocol type(s) to be uploaded

Protocol with tracked changes
v/ Protocol (clean version)

Upload amended protocol (clean version)

Upload Document

Upload D t .
e Select Upload Document to attach the amendment documents fromyour local drive

¢ Specify the version and date

Actions
Previous Next
Navigate  View as PDF

daud
Documents = Signatures
Save Share

2 N

Roles Collaborators

8 &

Submit

Cnmrpleleness
acl

Version

Type Document Name File Name Date Version | Size View

PICF Master 31 December
2020. Version 2 (clean)

PICF Master 31 December
2020. Version 2 (clean).docx

185
KB

Participant information
and consent form

31112/2020 2

Download

Upload Document

Protocol type(s) to be uploaded

Protocol with tracked changes
*  Protocol (clean version)

Upload amended protocol (clean version)

Version

Type Document Name File Name Date Version | Size View

December Holidays protocol
version 2 (clean)

December Holidays protocol version 2|

- ).d 01/12/2020 2
clean).docx

Protocol Download

Delete

Delete

e Documents will be displayed underthe Documents tab and can be viewed or downloaded individually or

together

. v Type
e Selectthe checkbox for each corresponding documentor all documents can be selected at once

Applicant user guide to ERM. April 2021

Jobs,
77 of 107 SthIA Precincts
Government and Regions



Actions Yes Not Submitted N/A 05/04/2021 15:11 Project is for NM?4950

Project ”‘;I"l"‘l"““"’ Navigation Signatures Collaborators Submissions Correspondence History
Delete Form | Share Documents

2 &

Roles Transfer Form \ersion

Type Document Name File Name Date Version Size

A Participant information and PICF Master 31 December 2020 PICF Master 31 December 2020, Version 2 31/112/2020 2 18.5
o (o Submit consent form Version 2 (clean) (clean).docx KB
,HYHIHH oNness Submil

Check Protocol December Holidays protocol version 2 December Holidays protocol version 2 01/12/2020 2 14.2

~ 0 (clean) (clean).docx KB

| =4 44 Form Form Form.pdf

Refresh  NMA Project

E- Showing 1 to 3 of 3 entries

[ View Selected Download Selected ]

e Selectthe View Selected button to open thedocumentas a PDF in a new browser

57 Ethics Amendment Request VIC - X | 5 ViewSelectedDocuments X ll

. J

or select the Download Selected button to download as ZIP file

14.3 Allowing others to access post approval forms

Using Roles + allows other research team members access to a postapproval form.

e Highlightthe postapproval forme.g. Ethics Amendment Request in the Project Tree

Project Tree w
Work Area » !

‘ ")(J | @ HREA 03

Home | Notifications © HREA

i © Site Specific Assessment (SSA) VIC
g I:h © Ethics Amendment Request VIC -

Project Duplicate
Form

= < Form Status Review Reference Date Modified NMA

Not Submitted N/A 22/04/2020 15:45 Project is not for NMA

Delete Form Share

Navigation Documents Signatures Collaborators Submissions Correspondence History

# Show Ii

Complolaness  Submi Ethics Amendment Request VIC

— ~ Saction Quastions

B &
e SelectRoles + ““ button underthe Action pane

e Enter the collaborator's ERM email address and select Post Approval/Authorisation Subform

e Othercollaborators can be added by selecting button

Share Roles
Post ApprovalAvtorsal rs v
b SeIeCt Sh are R0|e Name Role Given on aE Remove Remove All Permissions
Dr Bemice Davies S84 Sharing Site Specific Assessment (S5A) VIC - Adminisirate e T—
EXS | oo
e Thecollaboratorreceives an email notification on their assigned role in the project
e Thecollaboratoratthe site can viewthe amendment form and associated documents
. . . bs,
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14.4 Applying signatures

The Coordinating Principal Investigator is required to signthe Declaration pageto indicate theinformation is
completeand correct. To requestan electronic signature:

e In theDeclaration section, select Request Signhature

Request Signature
3 g button

Actions
Previous Next

o A,

Navigate | View as PDF

g 7

Documents | Signatures

o

Save Share

2k &

Ethics Amendment Request VIC -

Declaration

Declaration of Coordinating Principal Investigator

The information provided is complete and correct.

The project is being conducted in keeping with the conditions of approval of the reviewing HREC (and subject to any changes
subsequently approved).

The project is being conducted in compliance with the National Statement on Ethical Conduct in Human Research (NHMRC,
2007) and Safefy Monitoring and Reporting in Clinical Trials Involving Therapeutic Goods (NHMRC, 2016), or as amended.

Request Signature

74

e The systemperforms

e Enter the signatory’s

Select Request

a completeness check to highlightany incomplete sections

ERM email address and message Request a signature

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

Can you please sign the amendment form|

e Therequested signatorywill receive an email notification for a Close

signature, a message

and link to ERM Login/Signatures page

e Thesignatorylogsinto ERM

e Fromthe Work Area the signatory selects Signatures tile to open the request

Work Area v
Work Area
f
Home Notifications General
Actions w
Notifications Signatures Shared
-0 -
s O
Create Folder Delete Foider Create Project /I
pelete Project Duplicate Transfer Folders
. . ) View Form . .
e New requests are highlighted. Select View Form to review the ethics amendmentrequest form
Signatures
Project Project Requesting Requested Response
Type Title D User Message Date " Date Status Action
Coordinating Principal Investigator HREA 31 74950 Ms Catherine Can you please sign the ethics 05/04/2021 Requested View Form
Farrington amendment request 15:43
Head of Department HREA 31 74950 Ms Catherine Please sign the SSA form 04/04/2021 04/04/2021 Invalidated E
Farrington 17:15 1741
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/7
Sign

e Forendorsementoftheamendment, select Sign button under the Actions pane

74

Actions

Ethics Amendment Request VIC -
© @
v M.,

Navigate  View as PDF Guidance
/' x Ethics Amendment
Sk e Once a research project has been ethically approved, any change to its design or conduct must be approved by the reviewing
Human Research Ethics Committee (HREC) or ethics review body.
This Ethics Amendment Request must be completed and submitted to the reviewing HREC or ethics review body.
(Complet
heck An amendment to a research project may also impact research governance/site specific assessment (SSA). To notify each

) o Sign Form
e A Sign Form text boxis displayed

Please enter your login details n order to sign this form

The signatoryenters their ERM log in details to sign the form

Select Sign m button

a -

e The applicantreceives an email notification indicating the signature request has been accepted,i.e. the form
has been signed

e Theformisready for submission

14.5 Submission and review

i

e Navigate to the Actions pane and selectthe Submit button
e The systemperforms a completeness check to highlightany incomplete sections. Ifcomplete the form is
ready to be submitted

e The postapproval formwill be received by the reviewing organisation’s Research Office.

e  Select Submit button

How to respond to queries and requests fromthe Research Office is described in Submission and Review

Process
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15 Post Authorisation

15.1 Create a sub-form

Post Authorisation forms provide information/reports relating to aresearch projectto the site Research
Governance Officer (RGO).

In ERM, PostAuthorisation forms are sub-forms created fromthe Site Specific Assessment (SSA).

Sub-forms for post authorisation

e ComplaintReport

e Non-serious Breach /Deviation Report

e Site AuditReport

e Site Governance Amendment Request
» Tonotifythe RGO ofan amendmentthat has been approved by the reviewing ethics committee or
» Tonotifythe RGO ofa governance-only amendmentthatdoes notrequire ethical approval

e  Site Notification Form

e  Site Progress Report

Create a Sub-form

e ThePl/ delegatelogsinto ERM
e Select the projecttitleto display the projectunderthe Project Tree and highlightthe SSA for your

organisation

(+) Create Sub-form
e Select Create Sub-form “*" putton underthe
) . Select the sub-form that you would like to apply to this form
Actions pane to create a new sub-form e.g. Site
Site Governance Amendment Request v
Governance Amendment Request
Select Create Close

e The Site Governance Amendment Requestform will be displayed under the Project Tree

Work Area w ‘ © HREA 03

f 36 {ormen)

Home | Notifications @ Site Specific Assessment (SSA) VIC - |
: | Site Governance Amendment Request - /
Actions v { @ Site Gov quest.- |
i [: @ Ethics Amendment Request VIC - |
Project Dl#ﬂhcate
orm
Form Status Review Reference Date Modified NMA
° < Not Submitted N/A 22/04/2020 16:17 Project is not for NMA
Delete Form Share
L &
Navigation Documents Signatures Collaborators Submissions Correspondence History

Roles Transfer Form

8 4 .9

copeeness soni Site Governance Amendment Request

—~ ~ Section Questions
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15.2 Complete a sub-form — Site Governance Amendment request

The steps for completing a Site Governance Amendment Requestwill depend upon which ethics committee

reviewed the amendmentrequest. Either (i) or (ii) apply:

0] If the amendment requestwas submitted to an ethics committee in Victoria, ensure the Ethics
Amendment Request formowner (CPI / delegate) has assigned the site Pl/ delegate access to the ethics

amendment submission and documents. See Allowing others to access postapproval forms

e IntheProjectTree, selectthe Ethics Amendment Request VIC form
e Workingunderthe Documents tab select View Selected button to open selected documents e.g. Ethics
Amendment Request form, Master PICF as a PDF in a new browser or select Download Selected to
download the Ethics Amendment Request form and selected documents e.g. Master PICF as a zip file, and
save to yourlocal drive
e Return to the Site Governance AmendmentRequestform in the Project Tree
e Upload acopy ofthe:
» Ethics Amendment Request to the reviewing ethics committee (PDF copy ofthe amendment form that
was saved from the zip file)
» Amendment approval fromthe reviewing ethics committee (PDF copy ofamendmentapproval
letter/certificate)

e Otherdocumentsifrelevant, e.g. the protocoland Site PICF are uploaded in the following documents page or

(i)

Applicant user guide to ERM. April 2021

Amended Documents
the

section

Actions

@®

Previous

=

Navigate

Y

@

Next

m ||

View as PDF

N,

Documents ~ Signatures

2

ve

A

Share

Site Governance Amendment Request -

Are there any amended documents to be provided to the site RGO?

* Yes

No

Which documents are amended?

Protocol

b I‘. @ raniciPanl information sheet and consent form(s)
nvestigator brochure

Roles  Collaborators Research agreement
Certificate of insurance

é Other

74

Upload D t .
Select Upload Document to upload therelevantdocuments fromyour local drive
Specify the version and date

Continueto completethe form

If the amendment requestwas submitted to an ethics committee outside of Victoria, the Minimal
Dataset Form (MDF) is used to enable the Site Governance Amendment Request formto be completed
In the Project Tree, selectthe site SSA for your organisation

Select the Create Sub-form action to create a Site Governance Amendment Request form
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Project Tree +

Actions
Project Duplicate
orm
° < Site Specific Assessment (SSA) VIC - Barwon Health ]
Delete Form Share Site Governance Amendment Request - ]

b SO 2

Rals T Action Required Status Review Reference Date Modified NMA
Yes Not Submitted N/A 05/04/2021 16:11 Project is not for NMA
L
Comé)leleness Submit
heck
Navigation Documents Signatures Collaborators Submissions Correspondence History
P
R/

Refresh NMA Project

= Site Governance Amendment Request

¥ Show Ina

e Upload acopy ofthe:
» Amendment submission to the reviewing HREC (PDF copy provided by the CPl/delegate)
» Amendment approval fromthe reviewing HREC (PDF copy of approval letter/certificate provided by the
CPl/delegate)
e Otherdocumentsifrelevant, e.g. the protocolare uploaded as described in (i)
e Othersite specific documents e.g. Site PICF can be uploaded in Amendment Documents section

e Continueto completethe form.

15.3 Allowing others to access post authorisation forms

Using Roles + allows other research team members access to a postauthorisation form

e Highlightthe postauthorisation forme.g. Site Governance Amendment Requestin the Project Tree

Work Area [ ® HREAO3

#® 36 (o)

Home Notifications @ Site Specific Assessment (SSA) VIC - ‘ /
. |—‘ Site Governance Amendment Request -
Actions v = % J
i [: @ Ethics Amendment Request VIC - |
Project D\#J\\cate
orm
Form Status Review Reference Date Modified NMA
° < Not Submitted N/A 22/04/2020 16:17 Project is not for NMA
Delete Form Share
2 | &F
Navigation Documents Signatures Collaborators Submissions Correspondence History
Roles ransfer Form

& ‘s
compeeness somt O1t€@ Governance Amendment Request

heck

— ~ Section Questions

B &
e SelectRoles + ™ button underthe Action pane

e Enter the collaborator's ERM email address and select Post Approval/Authorisation Subform
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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:

Post Approval/Authorisation Subforms v

Name Role Given on Remove Remove All Permissions

e Othercollaborators can be added by selecting button

e Select Share Role Share Role

e Thecollaboratorreceives an email notification on their assigned rolein the project

e Thecollaboratoratthe site can viewthe Site Governance Amendment Request and associated documents

15.4 Applying signatures

The Principal Investigator is required to signthe declaration page to indicate the information is complete and
correct. To request an electronic signature:

Request Signature

e In the Declaration section, selectthe Request Sighature button
= Site G Amendment Request r
Previous Next
Declaration
Navigate | View as PDF Declaration of Principal Investigator
The information provided is complete and correct.
»
& / The project is being conducted in keeping with the conditions of approval of the reviewing HREC (and subject to any changes
Documents = Signatures subsequently approved),
The project is being conducted in compliance with the National Statement on Ethical Conduct in Human Research (NHMRC,
B .<: 2007) and Safety Monitoring and Reporting in Clinical Trials Involving Therapeutic Goods (NHMRC, 2016), or as amended.
Save Share
[ I e | o

e The systemperforms a completeness check to highlightany incomplete sections

e Enter the signatory’s ERM email address and message Request a signature

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

Select Request

Email Adc

Can you please sign the Site Governance Amendment Request form|

| Request I Close

e Therequested signatorywill receive an email notification for asignature, a message and link to ERM
Login/Signatures page
e Thesignatorylogsinto ERM

e Fromthe Work Area the signatory selects the Signatures tile to open the request
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Work Area «
Work Area
L W
Home Notifications General
C
Actions «
Notifications Signatures Shared

-0 -t

s w O
Freate Folder Delete Folder Create Project /]

@ @&E &
elete Project Duplicate Transfer Folders

View Form

New requests are highlighted. Select View Form to review the Site Governance Amendment

Request form

/

Forendorsementoftheform, select Sign ™ button under the Actions pane

Sign Form
A Sign Form text boxis displayed

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

The signatoryenters their ERM log in details to sign the form

Select Sign m button Close

The applicantreceives an email notification indicating the signature request has been accepted, i.e. the form
has been signed

The formisready for submission

15.5 Submission and review

£l

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

Submit
Select Submit button
The postauthorisation formwill be received by the organisation’s RGO.

How to respond to queries and requests fromthe RGO is described in Submission and review process —SSA

form
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16 Other ERM features

16.1 Projectupdate

e Onlytheprojectowner may update a project

e Approved forms retain the version they were approved in

e Forms and sub-forms that have been submitted or under review will also be updated

e Forms with electronic signatures applied butnot submitted should be updated after submission otherwise

updating will invalidate electronic signatures

How to update to a newer version

e Printand save a copy ofany unsubmitted forms before the projectis upd ated to ensure no datais lost
e The Update promptis viewed by the projectowner atthe top ofthe form

e The projectownerclicks onthe Update link

HREA \

Update

Team Member Details

e A pop-up messagedisplaysinformation aboutelectronic signatures on unsubmitted forms which will be
invalidated ifaprojectis updated

e Selectthe Update button to update the project

Update Project

Note: This will update all the forms within this project

Update Description

There is a newer version available

e Notification ofthe projectupdate will appear in the Notifications tile

e Fromthe Work Area select the Notifications tile. Select the relevantmessage
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Notifications

Search

Start End
Display 100 notifications

lease note that only the specified number of notifications w

show after searching

Message / Aniachment

+ ™ Your May HREA has been upgraded None

Project Sho

May HREA

e A Messagebox will be displayed informing the project owner ofthe
Message
upgrade

Project Short Title
Date 17/02/2020 10:56

Your has been upgraded

Close

e Ifthecompletion ofaformisin progress, selectthe Completeness Check button underthe Actions paneto
checkifadditional dataentry is required as the new version may introduce additional questions into the form
e An Updatepromptis also seen by collaborators and form owners should advise the projectowner ofany

need to delay the Update e.g. ifthe form owneris working onaformwith un-submitted electronic signatures

When shouldthe projectbe updated?

o Before you requestelectronic signatures
e After aform has been submitted and validated by the Research Office
e Whentheprojecthas been released back to the applicantfor edits after the submission

e  After form approval

What are the steps in a multi-site project?

e Theprojectowner should advise all formowners of when the project update will occur
e Formowners should advisethe projectownerifthe Update needs to be delayed
e Printand save a copy ofany un-submitted forms before the projectis updated

e Theprojectownerupdates the project

How to find the form version

e Theformversion appears atthe top right-hand corner ofthe screen when theform is open

e Themostrecentdate a formhas been edited is displayed under Date Modified below the Project Tree
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16.2 Cancel a signature

A Request Sent FaEEEELT message is displayed atthe top ofthe screen whenever an electronic signature
has been made. Theform is locked through signature requests. To cancel asignature:

Cancel
e Move to the Signatures tab and selectthe Cancel button underthe Action heading
&_E_!I Eb Action Required Status Review Reference Date Modified NMA
Project Dxpnu:::m Yes Not Submitted NIA 05/04/2021 16:23 Project is for NMA

< X
Share Roles Navigation Documents Collaborators Submissions Correspondence History

¢ @

Transfer Form Completeness Signatures
Chack ©

4 uf) Note: There are no active signatures on this form
Submit | NMA Project
Signature Requests
L
Type Signatory Email Requested Date Status Response Date Action
View as POF  Correspond
Principal Investigator amanda.walpole@dhhs.vic.gov.au 05/04/2021 16:23 Requested Cancel

e Theformisnowunlocked and signatures invalidated. The Status has changed from Requested to Recalled

e The signatorywill also receive anotification email regarding the signature cancellation

e Ifa Principal Investigator has signed their own formdirectly, their signature can also be cancelled
e Tocancelthe signature,open therelevantformat any question and selectthe Unlock button under the

Actions pane

@Actions@ Ethics Amendment Request VIC - 74

Previous Next & This form has been locked through signatures/requests

79 =

Navigate  View as PDF

Declaration

é / Declaration of Coordinating Principal Investigator

Documents) |l Shrsatuiee The information provided is complete and correct.

d-\ < The project is being conducted in keeping with the conditions of approval of the reviewing HREC (and subject to any changes

subsequently approved).
Unlock Share

2 &

Roles Collaborators

The project is being conducted in compliance with the National Statement on Ethical Conduct in Human Research (NHMRC,
2007) and Safety Monitoring and Reporting in Clinical Trials Involving Therapeutic Goods (NHMRC, 2016), or as amended.

S LSl m

aa . ‘ .
_— Signed: This form was signed by Ms Amanda Walpole (amanda.walpole@dhhs.vic.gov.au) on 05/04/2021 3:45 PM

e An Unlock Form text box will be displayed. Select Confirm

e The signature has been cancelled (invalidated)and the formis unlocked.

16.3 Changingjobs

If an applicantchanges jobs or moves to another organisation butremains a collaborator on certain projects, the
applicantcan continue to access their projects in ERM but will need to have their ERM accountdetails updated.
ContactInfonetica Helpdesk to update the accountdetails and email.

If a projectownerisleavingthe projectpermanently, the project should be transferred to another collaborator in
the research team.
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16.4 Transfer a project

The projectowner can usethe Transfer function to permanently transfer aprojectto another ERM user. This may
be when a Sponsor creates an HREA applicationthen transfers itpermanently to the CPI or when the project
ownerintendsto leavethe projectand transfers projectresponsibilities to another collaborator in the research

team.

If the currentprojectowneris unableto be contacted, contact Infonetica Helpdesk for further assistance to
permanently transfer a project.

2 Transfer Projects
Transfer

e Fromthe Work Area, selectthe Transfer button fromthe

Actions pane

e A Transfer Projects text boxis displayed noting loss of future access to
the project

52902 March 25 project
e The projectowner enters the ensuing projectowner’s ERM email address S?Tf TTM;‘“:

55579 21st HRE,

55663 June MDF

55998 July HREA

57465 September HREA (2)

57470 september mdf (3)
e Enter a message to the new projectowner (optional) 57570 HREA September

57730 September MDF
e Selectthe correctprojectfromthelist 57840 September LARF

57937 MODF

e Select Transfer button v 58064 HREA 16 September

Close

e All forms are locked pendingthetransfer

The new projectowner will receive an email notification regarding the transfer ofthe project

Cancel atransferrequest

The projectowner can cancel the transfer requestif the request has not been accepted by the new projectowner.

Cancel
e IntheProjectOverviewscreen display under the Transfers tab, select the Cancel button

Ml Project Overview - HREA 27

Transfer
Transter o From User To Usar Requestsd Date Status Respanse Date
16C You M5 Amanda Walpale 71212019 12.38 Requested A

e A messageindicatingthetransfer requesthas been successfully cancelled willbe displayed
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Transfer request cancelled successfully

Transfer
Accept atransfer - Work Ares
e Thenewprojectowner will receive an email notification to loginto | **
their ERM account " i° o e
e IntheWork Area, selectthe Transfers tile

0 B &

o Alistofall transfers will be displayed. In therelevantmessage line, select View Project “"** to openthe
projectasread only

Transfers
Transfer Id Project Title From User To User Message Requested Date , Response Date Status Action
5003 HREA 02 Ms Catherine Farrington  You 05/04/2021 16:39 Requested
3177 My second HREA  Ms Catherine Farrington  You please accept this transfer  07/01/202008:38  07/01/2020 09:15  Accepted T—
v
e Toacceptthetransfer, selectthe Accept Transfer ““ button from the Actions pane
Actions
HREA 02 7%
sh
Project  Completeness
Check Project Tree w»
~
K/ V | @ HREA02
Refresh Accept
Tldllbﬁlf | | HREA ‘
Reject View as PDF
Transfer Action Required Status Review Reference Date Modified NMA
Yes Not Submitted N/A 02/04/2021 18:08 Project is for NMA
Correspond
e An Accept Transfer text boxis displayed Accent Transfer
e Select Yes to acceptthe transfer At i S0 A Y WAL AT s

e Ownership oftheprojectis transferred including all sub-forms e.g. SSAs and associated documents. The
new owner can access the projectfromtheir Work Area.

e Thenewownercan assign otherresearch members pre-defined levels ofaccess to the projectand forms

Applicant user guide to ERM. April 2021 90 0f 107 ORIA | Jobs

State Precmct_s
Government and Regions



16.5 Transfer a sub-form

A formowner can transfer sub forms e.g. SSAs to another collaborator independently fromthe main project.

Forthe formtransfer to be successful,theintended owner mustfirstbe given access to the form. Use Roles + to
allowthe newform ownerto also view the HREA (look up the project branch).

Actions

sh [

Project

Project Tree » 7‘
© HREA31 |

Duplicate
Form

@ O

Delete Form

© HREA

| @ Site Specific Assessment (SSA)_VIC - Administrator Use Only

Create [ site
Subform =

< &

Roles

| Ethics Amend;

| Site Specific Assessment (SSA) VIC -

Share

Action Required Status Review Reference Date Modified NMA

Not Submitted N/A 05/04/2021 16:53 Project is for NMA

=3 Navigation Documents Signatures Collaborators Submissions Correspondence History

(2

o Select Transfer Form ™" button under the Actions pane Transfer Form To Anorher User

amanca walpole@anns.vic.gov.a

e A Transfer Form To Another User text box will be displayed

@ Transfer Sub Forms

e Selectthe Transfer Sub Forms checkbox to include other subforms thatare

associated with theforme.g. a Site Progress Report
e Select Transfer
1 be di
e A Transfer successful message will be displayed atthetop of the screen.
e The collaboratorwill receive an email notification informing them ofthe transfer with a link to ERM and
becomes the newform ownerincludingthe owner of any associated subforms
e Thenewform owneris shown underthe Collaborators tab
<
e Thenewform owner can assign other collaborators access to theformusing the Share s function
e Thecollaborators can only view the HREA if the Project Owner assigns access fromthe HREA using the
&
Roles+ function
16.6 Duplicate a project
In ERM, an existing projectcan be duplicated regardless of whether the projecthas been submitted or not.
Subforms can also be duplicated in this process.
Work Area «
. . Work Area
e Fromthe Work Area select Duplicate Project #® 21
Hama | Notfatior= General
ctone Notifications Signatures Transfers shared
a0 a0
N ¥ O
Create Folder Delete Folder Create Project 2 /l O O 24
o |®
[Delete Project| Dﬁ!'jii‘l? Transier Folders
old Applications Approved project
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e A Duplicate Project textbox will be displayed
e Select the projectto be duplicated

e Enter anew title forthe projectand delete the previous project’'s ID number

e SelectInclude sub forms (SSAs) if subforms are also to be duplicated

e Select Duplicate

e Theduplicate projectwith the newtitle will be displayed under Project Title

Duplicate Project

1Mnat you wish 10 duplicate:

Include sub forms: @

Select a Jurisdiction

Victoria

Work Area v

3+

General

Actions v

LD 23

&
e @

Transfor Folders

Old Applications

Work Area

. If subforms have been duplicated, information in the formis also duplicated but will require certain details to

be re-entered e.g. Projecttitle and name of site/organisation

. The duplicate function will not copy documents (protocol, PICFs), signatures and permissions (Roles+,

Share) that have been assigned to the original project

. Upload supportingdocuments and assign other members ofthe research team pre-defined levels ofaccess

to theduplicated projectusing the Roles + or Share function.

16.7 Duplicate a form

Subforms can be duplicated using asimilar duplicate function and can be useful for duplicating SSAs.

The duplicate functionwill copy all answers in the form but not copy documents e.g. site PICFs, signatures and

permissions assignedto the original subform. As the SSA site/organisation name will also be duplicated itis

importantto amend these details for each duplicated SSA.

¢ IntheProjectTree highlightthe subformto be duplicated

Actions

Project Tree v

reate
Subform

Share Roles

v 4

Transfer FormCompleteness ~ Action Required
Check

i
a O
Submit Ref

- Navigation
S -

© HREA31
@ HREA

< X —

| Site Specific Assessment (SSA) VIC -

Documen

Status

Review Reference

Not Submitted N/A

ts

Signature Collaborators

Date Modified

05/04/2021 16:53
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B

Duplicate
Fam'

® Select Duplicate Form

e A Duplicate Form textbox will be displayed

e Select number ofduplicates required e.g. 2

e Select Duplicate

button under the Actions pane

®  The duplicated subforms will be displayedin the Project Tree

Duplicate Form
Duplicate the current sub form with data

Number of duplicates requiree: [ 2|

Project Tree »

Actions
ch | Dy | (ommam
Project Duplicate [ 2
Form |© HREA |

Delete Form Create

@ © e

| Site Governance Amendment Request -

Administrator Use Only,

Subform

| Ethics Amendment Request VIC -

< &

Share Roles

e @

Transfer FormCompleteness
Check

4 i
Bl X/ Action Required
Submit Refresh

Ye

‘ Site Specific Assessment (SSA) VIC - ‘

A)VIC- | /

Status

Not Submitted

[ site Specific Assessment (SSA) VIC - | <

74

Review Reference

N/A

Duplicate SSA
Duplicate SSA
Date Modified NMA
05/04/2021 16:53 Project is for NMA

e Selectthe duplicate SSA in the Project Tree then select the Location

Name of site/organisation

e  Select the relevantsite/organisation name fromthe drop-downlist

e hyperlink to be directed to Q 1.4

Actions

© ®

Previous Next

17 =

Location Information

Site Specific Assessment (SSA) VIC -

Navigate | View as PDF 1.4 Name of site/organisation ‘ Bendigo Health v
e The correctsite/organisation will be displayed with the SSA in the Project Tree
Project Tree v
Actions : 7
4
&,h [h © HREA31 |
Project Duplicate ‘ @ HREA
Form e
° o | @ Site Specific Assessment (SSA) VIC - Administrator Use Only, |
Gaiats Forri | Create | site Governance Amendment Request - |
Subform
| Ethics Amendment Request VIC -
< X
| Site Specific A A)VIC - |
Share Roles
{ Site Specific Assessment (SSA)_ VIC - Bendigo Health
‘ﬂ | Site Specific Assessment (SSA) VIC - |
Transfer FormCompleteness
Chec
4 ~
Lt | Action Required Status Review Reference Date Modified NMA
Submit Refresh
Yes Not Submitted N/A 05/04/2021 17:16 Project is for NMA

. Upload supportingdocuments and assign other members ofthe research team pre-defined levels ofaccess

to the duplicated formusing the Roles + or Share function.
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16.8 Delete a form

The applicantcan delete a subform if ithas been created unnecessarily and can onlybe performed ifthe form has
not been submitted.

e IntheProjectTree highlightthe subformwhich needs to be deleted

Delete Form
e Select the Delete Form button under the Action pane
Actions Project Tree v 7‘
Fh Eh @ HREA31
Project Duplicate
Form @ HREA
| @ Site Specific Assessment (SSA)_VIC - Administrator Use Only
Site ¢ 1ce Amendment Request
Ethics Amr
| Site Specific Assessment (SSA) VIC -
Action Required Status Review Reference Date Modified NMA
Not Submitted N/A 05/04/2021 16:53 Project is for NMA
= Navigation Documents Signatures Collaborators Submissions Correspondence History
S ™
Delete Form

Delete form Site Specific Assessment (SSA) VIC?

® A Delete Form text box is displayed

Close
® Select Delete to delete theform
e The subformcan still be deleted if an electronic signature requesthas been made.
d\.
i If the form has been signed by the signatory, opentheformand selectthe Unlock button under
the Actions pane.
An Unlock Form textboxis displayed. Select Confirm.
-
Delete Form
The formbecomes unlocked and all signatures are invalidated. The Delete Form button under

the Actions paneis now available.
ii. If the form has notbeen signed (Status is Requested), see Cancel a Signature for further details.

16.9 Edit access permissions using Roles and Share

&
A collaborators level of access to a form can be changed in two ways depending on whether Roles + oor

<

Share =2 | has been used to assign access.

e Todeterminethe method used, highlighttherelevantformin the Project Tree and move to the Collaborators
tab

e The collaborators are listed with their assigned level of access

e The Edit Permissions in blackindicate the Share action was used and those greyed outindicate the Roles+

action was used

ORIA | Jobs

State Prccmct_s
Government and Regions
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R Action Required Status Review Reference Date Modified NMA
Actions 6
Yes Not Submitted N/A 03/02/2021 12:56 Project is not for NMA'
Project Create
Subform
Navigation Documents Signatures Submissians Correspandence History
<
Share Roles
Collaborators
L
,avlggﬁrl]clc:css Submit Name Access
e .
o — Prof Ann Researcher Read ot Pormiseions Share action used
v by
MA Project View as PDF Prof M. Happy Project Owner and Form Owner Edit Permissions
3 Ms Victoria Trainer Read, Create all sub forms, Receive nofifications EEiE S Ro | es + acti on used
&2
Roles +

. Highlighttherelevantformin the Project Tree and select the Roles + button under the Actions pane

. A Share Roles textbox will be displayed showing the form’s level of access that has been assigned to the
collaborator e.g. HREA read only

. Select Remove

. The Share Roles page staysto allowthelevel of access to be modified
. Enter the collaborator's ERM email address and new level of access e.g. read, create subforms

. Select Share Role

. The collaboratorwill receive an email notificationinforming them ofthe changein their access level

Share

. Highlighttherelevantformin the Project Tree and move to the Collaborators tab

. Select the Edit Permissions button and Edit Permissions textbox will be displayed

. Select the additionallevel of permissionse.g. Create all subforms, Edit Permissions - Prof Ann Researcher
Receive notificationsand select Save m

@

Read

Write
. The collaboratorwill receive amessage in the Notifications tile

Submit

(underthe Work Area) informing them ofthe change in their

Share
access level.

Create all sub forms

Receive nofifications

- Glose
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16.10 Contacts

The Contacts area can be used to save and editcontact details for project team members. Details saved in

Contacts can be used to populate all ERM forms.
Add a Contact

e Select Contacts above Work Area

Work Area

General

T 2

Home Notifications

Actions
M Notifications Signatures Transfers Shared

N N O
Create Folder Delete Folder Create Project /I 8 O O /I 5

Delete Project Duplicate Transfer
Proje

Folders

C
Beta Test Mode
Work Area _

e Select + Add Contact

# 18

e A New Contact textbox will be displayedto enter the new details New Contact

e Select Save button

ast name

e New contactdetails will be displayed under Contacts

Work Area v

#f# O

Contacts

Home Notifications

Title First Name © Surname *© Organisation © Address 1 © City Telephone © Email

Prof Major

Researcher Best Place Best Town 03 8888 8888 major.researcher@google.com

e Contacts can also be added when completingaform

Add
e Select Add to contacts o contacts button

HREA

Team Member Details

- 111 (e) states.

[
TN

+ Where research will involve team members who are currently unknown (e g a future class ients) this should be recorded in the
© and the supenvisor should complete this section of the HREA as the researcher/investigator

B

1<)
[

Piease refer to the Information icon (fJ) and read the guidance for Q1.9.1-01.9.13 prior to completing the questions in the following section.

Project Team

Q1.9.1 Title

Q1.9.2 First Name

Research that has ment is .._conducted or supervised by persons or teams with quaifications and that are appropnate for the
research
= = « In establishing the research team you should ensure there is appropriate and sufficient expertise o undertake all the research activities
B S < Ensure that you st who fs undorialns the fesearch aciaes and detad e Sxperiss, quekications and Compelence i he folowing Secton

50
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e The details will be saved in the Contacts area for future use in other forms

Insert Contactin aform

e Contactdetails can be inserted automatically when completing Team Member Details in a form

Load
e SelectLoad button

Actions v

. @ 'G)) ; T Please refer to the Information icon 0 and read the guidance for Q1.9.1-Q1.9.13 prior to the in the g section.
- >
5 ¢ 7
Jocument ignatus Project Team o
Roles Q1.9.1 Title '

o)
a
g [

ollaborators Campl
Q1.9.2 First Name

Q1.9.3 Surname/family name

e A Contacts text box will be displayedto inserttherelevantcontact

e Selectinsert button

Contacts

Titie First Name Surname Organisation Address 1 city Telephone Email

Docte Jah Siith

T Protessar David Jones

e Contactdetails will be successfully loaded into the form

Actions « - .
ki Project Team
" Documents = Signatures Q191 Title

F | =< et -

o - - Q1.8.2 First Name

2% &

o @1.8.3 Sumname/family name
Q1.9.4 Email Address

16.11 Correspondence

To the Research Office

The applicantcan usethe Correspond function to communicate with the reviewing organisation’s Research
Office and should be used after a formhas been submitted to the reviewing organisation.

Correspond must not be used to respondto aquery orinformation request.

Select the Correspond ™ button fromthe Actions paneto open communication with the desighated Research
Office.

e A Correspond text box will display where the message will be delivered to
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e Enter message details and attach documents ifrequired

e Select Send

=l o
e Arecord ofthe correspondence can be accessed in the Correspondence tab
ok frea v January Project 5(
f
Actions v °
h O < o
14- .l. Form Status Review Reference Application Type Date Modified NMA
mpletene NA NA 14/02/2019 09.06 roject i for NMA
c ¢ v
<
o .
Fromthe Research Office
e At times the Research Office may use their Correspondence function to communicate with the applicant. Itis
not used by the Research Office to query or request clarification relating to an application
e Theapplicantwill receive an email notificationregarding the new correspondence with alink to the relevant
project. Click on thelink provided
D reply@i i
Correspondence regarding HREA 06
Dear Catherine,
Project Title: HREA 06
Project ID: 60871
Application: HREA
The VICTest1 research office has sent correspondence to you in ERM. The correspondence contains important information regarding
the review of your application
To view your correspondence, click on the following
link: hitps.//au.forms ethicalreviewmanager com/Project/Index/2406 10#cormespondance-lab
This is & system-generated email. Please do not reply.
e Selectthe Correspondence tab to display a Correspondence list
Work Area v HREA 06
P
Actions v
T
hh O < )
k ﬁ Form Status Review Reference Date Modified
Roles R Submitted HREC/S087T1MCTEST-2020-198801(v1, 07/01/2020 08 5:
== 3
HREA
Section Questions
e Selectthe relevantmessage
. . . bs,
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Work Area v HREA 06
fome Toject Tree v
Actions
oH

S'h o < © HREA
k ﬁ Form Status Review Reference Date Modified
Floles Submited
S T
wort Xim ecal

Correspondence

e saoze e ———

e A Correspondence Message textbox will display details ofthe message

Correspondence Message

Dale  30/01/2020 2:13 PM

Hi Catherine,

Thanks for submitting your application. It looks grea! The committee are really looking forward to reviewing it at their meeting!
from your riendly research office

Note: No comespondence atachment

Close

16.12 Archived documents

Delete

When an applicationrequires resubmission with new documentversions, deleted documents are
automatically archived in ERM. Archived documents can be accessed in the Project Overview screen

e Highlightthe projecttitlein the Project Tree and move to the Submitted Documents tab

Project Overview - HREA 08

Project Tree v

© HREA 08

Submitted Document
HREA HREA Protocoi December Holidays pratocol ! 15k
HREA & Protoco 1axe
HREA & PARTICIPANT INFORMATION AND CONSENT FORM (TRACKED) 1naxe
HREA HREA 17012020 Simited  PARTICIPANT INFORMATION AND CONSENT FORM (TRACKED) PICF Master Decembar 2019, Varsion 2 120k8

e The Status for currentdocumentversions is Submitted and previous/deleted versions are now Archived

e Whentheapplicationhas been approved, the Status of the submitted documentsis Approved

Download . .
e Select Download —“"** putton to viewan archived document
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Project Overview - HREA 08

Project Tree v

© HREA 08
Site Specific Assessment (SSA) VIC - Administralor Use Only

L wictonian Specific Module (vSM)

Forms

Submitted Decuments

Forr Form name Submission Date T

HRE HREA 1710112020 sumited | Protocol

HREA HRE 1710172020 submited | PARTICIPANT INFORMATION AND CONSENT FORM (TRACKED)
HREA HREA 170172020 Archived Frotacol

HRE HREA 1710122020 PARTICIPANT INFORMATION AND CONSENT FORM (TRACKED)

‘Submitted Documents ransfers

Hist

December Holidays protocoi version 2 2
PICF Master December 2019. Version 2 2
December Holidays protocol 1
PICF Master Decerber 2019 1

116 KB
120K8
115KB

119KB

Download

Downlead

Download v
Download ’

Other collaborators with assigned access can also view archived documents

16.13 Folders

All applications are listed togetherin the Work Areahome page. Folders can be created to organise applications

accordingly.

=0
]

Create Foldes

Select Create Folder " button underthe Action pane

Work Area v
Work Area
#® 19
Home  Nofifications Geﬂeffﬂ
Actions v

Notifications Signatures Transfers

Create Folder Pelete Folder Create Project

Create Folder
O w

Delete Project  Duplicate FO\derS
Project

Transfer

0Old Applications

8

LS 0 0

Shared

Lo

A Create Folder text box will be displayed
Enter Foldertitle e.g. Approved project

Select Create

A new Foldertile (Approved project) is displayedin the
Work Area under Folders

Create Folder

Folder Title (maximum 40 characters)™

Approved projects

Work Area

Work Area
had
L

0 0

la

New Foldertile
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e Applications listed under Projects can be moved to the new folder using ‘drag and drop’

e Selectthe Folder tileto display thelistof projects moved to the Folder

Work Area w

Work Area
# .
Aol O 19 0 0 15
© ® «

e Select a projectto display the application and associated forms

Work Area v
Approved project Projects

Home | Notifications —
Project Title ProjectID v Ow
Actions v . .

M| N 51345
o ° ﬂa Showing 1 to 2 of 2 entries

Create Delete Project Duplicate
Project Project

f i “ﬂ © Infonetica Ltd 2019 Version 2.0.5.1
Terms and Gonditions | Privacy Pali

Rename  Move Project  Transfer
Folder

Other Folder Actions

L+

ICreate Projec]

Delete Project

Create a new project

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

= Delete a folder (only empty folderscan be deleted)

Delete Folder

Permanent transfer of a projectto another user e.g. Sponsor creates the HREA and transfers it
A permanently to the CPI

Transfer

Duplicate an existing project. Includes all forms in the projectbut not any attached supporting
na documents

Duplicate
Project

/'
Rename
Folder

Rename thetiles under Folders and enter a new name for thetile
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Move a Projectfiled in Folders to the Work Area. The Projectwill be listed with other current
4.1., projects under Project Title

Move Project

16.14 Submissionto non ERM Research Offices

Fora submission to a HREC that does notuse ERM e.g. Private hospital HREC, the HREA can be completed
and printed as a pdf.

Leave the lastquestion in the ERM Filter Questions section (Selectthe Committee that your ethics

application will be submitted to) blank
. Leave Q 4.3 (Select the Organisation that hosts the HREC) blank

=
e  Selectthe View as PDF "™ button under the Actions paneto generate a pdfofthe form. Save the
documentto yourlocal drive

Do notselect Submit.

16.15 How to identify the Project Owner

In ERM, each projecthas an ownerwho has full access to manage all functions. Ifany research team member
has accessto any of the projectforms e.g.the HREA or SSA, they will be able to identify the projectowner.
The following steps outline how to identify the owner of aprojectin ERM.

e Loginto ERM and select the project
e Selectthe relevantformin the Projecttree e.g. the SSA and moveto the Collaborators tab. The Project

owner is identified as well as the SSA formowner.

Actions @ HREA 7
g [b ‘ | site Specific Assessment (SSA) VIC -
Project Duplicate
Form
° o Action Required Status Review Reference Date Modified NMA
Delete Form Create Yes Not Submitted N/A 05/04/2021 17:48 Project is not for NMA
Subform
< X
Share Roles Navigation Documents Signatures Collaborators Submissions Correspondence History
'
Transfer FormCompleteness  COllaborators
Check
Name Access Edit Permissions
L &
Submit NMA Project Prof Ann Researcher Form Owner
ﬁ Prof M. Happy Project Owner

e Click/tap on the project owner’s name to display their ERM email address
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17 Help

To access ERM

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

For assistance
Infonetica Helpdesk: 02 9037 8404

helpdesk@infonetica.net

Coordinating Office for Clinical Trial Research: 0408 274 054

multisite.ethics@ecodev.vic.gov.au
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Appendix 1: Application process flow

Ethical Review Manager (ERM)

Ethics and Research Governance/SSA

CPI creates HREA
{or can be done by
sponsor/CRO)

— Sponsor/CRO | | CPI allocates HREA l
transfers HREA to CPI role to sponsor/CRO
I\. _/' L\_
: ¥
E CPI is responsible CPI creates SSA as CPI allocates Pl is responsible
© for HREA sub-form SSArole to Pl for SSA
o
§ :"'LM\-L‘. J_/__/"'V"“\/\__\_\- *
o T L T ) ‘.._L
= Complete HREA « CPlcan Pl can view - Complet A
E P g view the E the HREA and % R
o k"\. SSA atany 3 its supporting ¢
%_ L time r 1 documents 1 4
L i = i

& M e Upload site

Upload documents
. documents

Digital signature Digital signature

v
HREA submission »=s= HREA must be submitted before SSA ===p
h 4

Research office
processes research
governance/SSA

Research Office
processes ethics
review and

approval review and

authorisation

Research
Office
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Appendix 2:Post approval & post authorisation chart

Ethical Review Manager (ERM)

Post-approval and Post-authorisation

CPI creates sub-form (e.g. Amendment)
from HREA or can be done by person
with relevant role (e.g.sponsor/CRO)

@
'E Complete sub-form
g
= Upload documents
3
2
<< Digital signature
z
o 8 Research office processes
E iE sub-form review and
&’ o approval or acknowledgement
CPI shares sub-form e e e e e Pl creates sub-form
with PI (Site Notification)
from SSA
E h 4
§ Complete sub-form
o
% Upload document
= v
g e
< Digital signature
b4
Sub-form submission
=
o 8 Research office processes
E = sub-form review and authorisation
&’ o or acknowledgement
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Authorised by the Coordinating Office for Clinical Trial Research, Medical Research
Department of Jobs, Precincts and Regions

121 Exhibition Street Melbourne Victoria 3000

Telephone 0408 274 054

© Copyright State of Victoria,
Department of Jobs, Precincts and Regions 2021

Except forany logos, emblems, trademarks, artwork and photography this documentis made available under the
terms of the Creative Commons Attribution 3.0 Australia license.

Thisdocumentis also available in an accessible format at multisite.ethics@ecodev.vic.gov.au
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