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Glossary

CPI
CRO

CTN
CTRA
CTX
cv
FDA
GCP
HREA
HREC

1B
ICH-GCP
LARF
LNR
MDF
NHMRC
NMA

Pl
PICF
QA
RGO
SSA
VSM

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

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

Clinical Trial Notification

Clinical Trial Research Agreement

Clinical Trial Exemption

Curriculum Vitae

Food and Drug Administration (in USA)

Good Clinical Practice

Human Research Ethics Application

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

Investigator Brochure

International Conference on Harmonisation — Good Clinical Practice

Legacy Application Replacement Form

Low and Negligible Risk application

Minimal Dataset Form

National Health Medical Research Council

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

Principal Investigator. Responsible for the project at a site

Participant Information Consent Form

Quality Assurance application

Research Governance Officer

Site Specific Assessment

Victorian Specific Module
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Section 1: Introduction

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

About ERM

ERM is a paperless information management system for completion, submission and storage of:
e ethics applications
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, contract research
organisations etc.). It is also used by research office administrators and ethics committee members

to manage the review, processing and approval/authorisation of all applications.

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

managed within the ERM system.

ERM is used for all ethics and research governance/SSA applications to public health organisations in
Victoria and Queensland. Some private health organisations also use ERM — for details, consult the
organisation’s research office.

Who uses Ethical Review manager (ERM)?

ERM can be used by anyone involved with an ethics or research governance/SSA application,
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.
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 account holders may already have an
ERM account and can use the same login details.
For users with no previous Online Forms account:
1. Select New User
2. Enter the information and agree to the Terms and Conditions.

3. Click Register and a verification email is sent to the entered address
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4. Select the activation link in the email
5. Click Login

6. Login with your email address and password

C Hicsrrn

%ﬁ ‘%“Mater J TORIA

Queenstand
Government  Exceptional People. Exceptioaa Care. Govermment.

Login

ERM Applications

Log in

Email Address

1. Enter your email address and password

2. SelectLlogin

Forgotten password

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

Select Forgotten Password
g Forgotten Password

e Enter the email address of the account to be : _ :
A link to reset your password will be emailed to you

signed into

e Select Reset Password

e An email will be sent with a link to change the
password. Enter the new password and select Reset Password
e A Message box will be displayed confirming the password change

e Select the link to return to the login page

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

Changing password
e Log in with usual account details

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

Beta Test Mode Ms Catherine Famington ~
Work Area v Change Password
WO rk Are a Personal Details
ft 4

Logout

Home  Notifcations General

Actions v _— .
Notifications Signatures Transfers Shared

a0 a0

Create Folder Delete Folder Create Project 24 O O 2 3

e Select Change Password
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e A Change Password message box will be displayed Change Password

Olg Password

Enter old and new password

New Password

\ Canfimm New Password

e Select Change Password

Changing personal details
e Login with usual account details

e Select the account name located on top-right of browser
Change Personal Details

e Select Personal Details Tite

Ms

e A Change Personal Details message box will be displayed First Name

Enter changes to personal details

e Select Change Details T,

Country

Unavailable

Prof Major Researcher v

Work Area Change Password

Work Area

ft O
Home Nofifications G enera ‘

e Select arrow at right edge of account name

e Select Logout
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ERM Forms

Work Area v
HREA September 17A
Home  Nofifications Project Tee v
Actions v
| @rreasspemer 74| ———>  Proiect
A‘h o < —| @ ReEA Main Form
Project  Create Sub-  Shi :
i re?;m ; i - @ Amendment Reguest| ——— > Sub Form
1+ A @ Site Specific Assessment (S3A) VIC - Sub Form
Roles  Complsteness  Submit L @ Complaint Report |
Ceck o Sub Form
~l = — @ Amendment Request |
c ¢ B
Refiesh  NMAProject|  Print
Form Status Review Reference Application Type Date Modified NMA
&
Not Submitted NA NA 02/10/2018 17:42 Project is not for NMA

Correspond | Import Xml

e ERMis based on forms. The applicant creates a project and a main form simultaneously

e From the main form, the applicant can create sub-forms e.g. SSA form, Project Progress Report.

e From some sub-forms (SSA and LNR VIC SSA) further sub-forms can be created e.g. Site Progress
Report, Complaint Report and Site Notification Form

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

Main Forms

There is only one main form for each project.

Form

Description

Human Research Ethics
Application (HREA)

Ethics application form

Victorian Low/Negligible
Risk Application Form
(LNR VIC)

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

Quality Assurance
Application Form (QA)

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

Minimal Dataset Form
(MDF)

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

Legacy Application
Replacement Form (LARF)

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

Applicant user guide to ERM (April 2020)
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Sub-forms for initial application

Form

Description

Victorian Specific Module
(VSM)

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

Site Specific Assessment
(SSA)

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

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

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

Sub-forms for post-approval

Form

Description

Ethics Amendment Request

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

Safety Report

Report a safety event to the reviewing ethics committee

Annual Safety Report

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

Serious Breach Report

Report a serious breach to the reviewing ethics committee

Suspected Breach Report

Report a suspected breach to the reviewing ethics committee

Project Progress Report

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

Site Closure Report

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

Project Final Report

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

Project Notification Form

Report to the reviewing ethics committee on any matters for which

there is not a specific post-approval form available

Applicant user guide to ERM (April 2020)
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Sub-forms for post-authorisation

Form

Description

Complaint Report

Report a research project complaint to the site’s research governance
officer

Non-serious
Breach/Deviation Report

Report a non-serious breach/deviation to the site’s research
governance officer

Site Audit Report

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

Site Notification Form

Report to the site’s research governance officer on any matters for
which there is not a specific post-approval form available

Site Progress Report

Report to the site’s research governance on the site’s progress of a
research project (at least annually, may be more frequent if requested)

Site Governance
Amendment Request

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

Applicant user guide to ERM (April 2020)
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Section 2: Work Area

The Work Area is the ERM home page. The left side of the screen displays the Actions pane with
function buttons below. The right of the screen displays an overview of projects in the user’s ERM
account.

Work Area « Work Ai’ea
#A 5

Home Notifications Ge nera |
C——

Actions »

Notifications Signatures Transfers Shared

- - 5 1 1 17
© o

Create  Delete Project Fo\derS
Project

ng '5] Archive

Duplicate Transfer
roject

Ne—

Projects

Actions

There are six action buttons under the Actions pane

o

Create Project

Create a new project

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

Delete Projec

e Create a bespoke folder for storage of projects

Create Folder|

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

Delete Folder

Permanently transfer a project to a colleague

2

Transfer

ﬂﬂ Duplicate an existing project

Duplicate
Project

Applicant user guide to ERM (April 2020)
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General

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

require attention.

Work Area
General
Notifications Signatures Transfers Shared

5 1 1 17

Notifications

Contain messages that are sent to the user from the Research Office:
o queries or request for information regarding an application
o Approval letters

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

- Maessages from other research team members/collaborators

o the user has been assigned a level of access to a form

o achange in the access status of a form

o an electronic signature has been requested

o aform has been signed electronically by the signatory

Signature - Contain requests from colleagues to digitally sign an application i.e. a request for

an electronic signature
Transfers - Contain requests to transfer a project to another ERM user

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

Folders

Displays bespoke folders for storage of projects.

Projects

e  Projects in the user’s ERM account are listed under Projects

e  To access a project begin typing the project’s title in the Search Projects text box. Select a
project from the list displayed

Work Area

General

Notitications Signatures Transters Shared

O 7

=

=]
=)

Folders

old Applications

s Search Projects
Projects /

Applicant user guide to ERM (April 2020)
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e The project will open under a Project Tree

,,,,,

HREA September 17A 46664

jeci ree / Project Tree

nnnnnnnn

Actions Pane

There are eleven possible action buttons available under the Action pane on the left side of the

screen. The actions are listed below:

sh

Project

L+

Create Sub-
form

Share

Completeness|

eCl

*

Submit

ey |
4

Refresh

&

NMA Project

Correspond

S

Import Xml

Go to the Project overview

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

Enable collaborators to view, edit and manage the form

Enable collaborators to view, edit and manage the form

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

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

Refresh

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

Generate a PDF of the form

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

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

15
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Form Status Table

The Form Status table displays the current activity of the form

Workdrea s HREA September 17A aeeed
3

Form Status:

Description

Not Submitted the application is still in progress and yet to be submitted

Submitted the application has been submitted to the reviewing organisation

Recalled the application has been recalled by the user to make changes. 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

Validated the application is ready for review by the ethics committee

Information Requested

the ethics committee has requested further clarification or information

Approved

the application has been approved by the reviewing ethics committee

Review Reference:

The unique identification code for a form and is generated when an application is submitted in ERM.
It is composed of six parts -

o @ ® ® ® ®

e.g. HREC/46664/VICTEST-2018-154992(v1)

Component

Description Examples

1 | Application type

Identifies the type of application form HREA, LNR VIC, MDF, SSA

2 | ERM Project ID

The unique identification number for the 46664
research project

3 Organisation/hospital | The organisation/hospital to which this Austin, RCH, VICTEST
code form was submitted
Can change when a new
4 | Year Year of submission form version is submitted in

the following year

5 | Submission number

6 | Version number

System identifier for the particular 154992
submission of this form

Version number to track submission vltov2tov3
history

Applicant user guide to ERM (April 2020)
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Application Type:

Identifies the type of application/form submitted e.g.
e Ethics Application (the HREA)

e LNR application

e Quality Assurance

e SSA

Date Modified:

Displays the most recent date a form was updated

NMA:

Whether the research project/application will be reviewed under National Mutual Acceptance

(NMA)scheme or not.

Tab Functions

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

Work Area v

Actions v

HREA September 17A 46664

Application Type Date Modified NMA

Tab Explanation

Navigation Application form is completed under Navigation tab

Documents Displays all supporting documents that have been uploaded within the
form
Note: Documents are not uploaded under this tab; documents are
uploaded within the relevant section of the form

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

and all signature requests

Collaborators

Displays members of the research team with access to the form; levels of
access can be modified

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

Correspondence | Displays a record of the communication between the user and the reviewing
organisation’s research office

History An auditable history of actions; if the form has been submitted, an archived

version of the submission is available here.

Each tab is described below:

17
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Navigation
e The Navigation tab displays the sections and associated questions within the form. Sections will
become accessible or inaccessible depending on the information relative to the application

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

ﬂ 0 Form status Review Reference Application Type Date Modified NMA
Home | Notifcations Not Submitted A A 1211012018 16:43 Project is not for NMA
Actions +

h O

Projoct | Creato Sub-

2

Roles

Show Inactive *

Documents

e The Documents tab displays current supporting documents that have been uploadedinto a

form. The details displayed indicate the document type, name, file name, version date and

Z
&
Documents
e cocminame v
Signatures

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

e Signatures are not applied in this tab. To sign a form, use the Navigation tab to access the
relevant section for signature requests

Work Area v
HREA September 46659

o ot R

Actions v

© FReA September
h O < o ien
Project | Create Sub-
e o © sie Speciic
k © sit
Roes
& Form Status Review Reference Application Type Date Modified NMA
NMOA Projct Not Submitea NA A 17102018 0858 Proectis not for NItA

<
Import Xml Navigation Doct s ig es Collaborators Submissions Con

Signatures

Note: There are o active signatures on this form

Signature Requests

Type signatory Email Requested Date status Response Date Action

Co-ordinating Principal Investigator/Researcher abigail.cooper@dnhs.vic.gov.au 171102018 08:54 Requested =

Collaborators
e 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 the email
account will be displayed

18
Applicant user guide to ERM (April 2020)



Home | Nofications Project Tree v

Actions v
© HREA 09

h © < L (orme
e Pt N

=
§ 33 F
Roles  Complatgness  Submit Form status Review Reference Date Modified NMA
~ (5) ﬁ Not Submitted NA 24/01/2020 14:44 Project is not for NMA
el e
+. Navigation Documents Signatures ‘Submissions Correspondence History

&

Correspond | Import Xmi

Collaborators
Name Access Eait Permissions

Ms Abigall Cooper abigail cooper@dhhs.vic. gov.au |OMS: Receive notiications Edit Permissions.

Ms Catherine Farrington Project Owner and Form Owner

e The form owner can edit the permissions for each collaborator only if the access level is assigned

<
through the Share s-- action
Submissions
e Displays the Review Reference e.g. HREC/46664/VICTEST-2018-154992(v1)
e Displays the current status of the application/form

- Not Submitted / Submitted / Recalled / Queried / Approved
e The Committee that will review the application e.g. VICTEST1

e Under Pdf select| Download |to print form if required

i Project Tree v

Actions v

© HREA September 17A
P

oren)

Form Status Review Reference Application Type Date Modified NMA

Submitted HRECUG664VICTEST-2018-154992(v1) Ethics Applcation 16/1012018 11:12 Project s for NMA

Navigation Documents signatures Collaborators suomissions | Comespondence History

Submissions

Review Reference Date Status [ Committee Pdf ]

HRECIU6664VICTEST-2018-154992(v1) 16/1012018 Submitted VICTest i

Correspondence

e Displays a record of the communication between the user and the reviewing organisation’s
research office
e |t has no write/send message function

Mok bren . HREA September 17A 46664

Correspondence

e Use the Correspond “~* button under the Actions pane to write and send a message to the

Research Office only after a form has been submitted
History

e Displays an audit trail of the application form. The user actions are recorded including actions
from the Research Office once an application/form has been submitted
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https://au.forms.ethicalreviewmanager.com/submission/getPdf/?submissionid=154992&userProjectFormId=158405&formName=HREA

Attachments can be downloaded and viewed if an action includes submitting a form

| @ ste Notification Form

Actions v
< | © Amendment Request
Project | Create Sub-  Share
Torm

Form status Review Reference

2 S — a

Roles  Completeness  Submit
heck

~ » =
o Y =

Application Type Date Modified

Ethics Application 1711012018 09:26

Navigation Documents Sigratures

Refiesh | NMAProject it

x

@ Form History

Gorrespond | Import Xl
Date user Description
10:07 Ms Catherine Farrington Correspondence Sent
0926 Ms Catherine Farington The form has been updated
0925 Ms Catherine Farington

16110/2018 11:12 Ms Catherine Farrington

Fom status changed from Submitted to Recalled
Form submitted

Collaborators Submissions  Correspondence History

NMA

Project is for NMA

Download

ERM Reference Numbers

Project ID:

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

Review Reference:

e Isthe unique identification code for a form submission
e Generated when you submit the form in ERM
it HREA September 17A 46664
PR Project ID —
Actions v .
| © HREA September 17
h O < o=
i oo I—{ © Amenament Request
s = \‘emng;emm_\swc,
Roles Print Corresy pond © Complaint Report Review Refe rence
& - (@ Amendment Request / ‘
e Composed of six parts - @ @ ©) @ ® ®
e.g. HREC/46664/VICTEST-2018-154992(v1)
Component Description Example

@ Application type

Identifies the type of application form

the HREA

@ Project ID

The unique identification number for the
research project

46664

©) Organisation/hospital code

The organisation/hospital to which this
form was submitted

VICTEST

Year

Year of submission

2018

® Submission number

Identifies the particular submission
(version) of this form

154992

® Version number

Version number

vl
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Section 3: The HREA form

Create an HREA

e loginto ERM and go to the Work Area

e Select Create Project button under the Actions pane

Work Area

Work A
& | 3 ork Area

Home  Netfications

General
Act it
ki Notifications Signatures Transfers Shared
=0 -t
| ]

3 1 1 17

+}
o

0

-1

&

peiete Proiect  Fo|ders

e
o)

2
Projec fl 9

Archive

iy

e Enter the Project Title Create Project

Project Title (maximum 200 characters)*

e Select the jurisdiction where the application will be reviewed

January Project

Select Jurisdiction

o Select HREA from the Main Form options Vet "
Main Form
HREA v

e Select Create button to create the project

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

Work Area v January Project :
| o y Frol Project Tree
Home  Noticatons Project Tree v

Actions v

emmroi| 4= | Project Title

L (eFrea

Form Status Review Reference Application Type Date Modified NMA
Not Submitied NA A 23/01/2019 14:11 Project s not for NMA
Navigat Do t signat = s =
Show In:

Section s
ERM Module
HREA Introduction tory

Declaration - CI/CPI/Lead Declaration - | Dec Declaration -

Upload | HREC | Declaration | cqtigator El Alnvestigator Other

Complete the HREA

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

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

Actions » Yes

@ @ 4 ‘Will this ethics application involve a site in Victoria?
Previous Next Navigate

5 ¢ J/

" /
Print  Documents  Signatures
Select the features that are applicable to this research project:
B <: 1"’ Recruitment of adult research participants who do not have decision making capacity
Save Share Roles ¥  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
’L A% None of the above
Collaborators Comy h\s‘skness Submit 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.
e

Victorian Specific Module

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

completing the VSM

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

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

Selecting Previous and Next buttons will also save your work \

Import an HREA

Actions v
Previous Next
Print Documents
S Share
2
llaborators Completeness
éhe:k

N A

s Signatures

ke

Roles

g

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

imported into ERM as an xml file.

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

Create the project and HREA Main Form in ERM as previously described

Complete the ERM Filter Questions and continue to ‘HREA Introduction’

Click on the Navigation

4
° button under the Actions pane

Select Import Xml button

An Import from Xml text box will be displayed

Select Upload button

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

Import from Xml

NOTE: documents and signatures will not be imperted. Once the import is
complete, please review the application and click on the Completeness Check bution
to identify questions that require your attention.

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

HREA.

Upload

Close

Signatures and documents will not be 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.

Upload Documents

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

Select Navigate

In the bottom section of the HREA, select Upload

4

Navigale

Upload

e.g. the Protocol to be uploaded to the HREA

button under the Actions pane to go to the Work Area

©

Previous

b

Print

A

Save

L

Actions v

O]

Next

Z

Documents | Signatures

<

Share

Navigate
Va

b 3

Roles

*

HREA

Attachments

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

« |t is recommended that you use one of the templates provided in the HREA for your Project Description/Protocol

Upload Document
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https://au.forms.ethicalreviewmanager.com/Personalisation/DisplayPage/10

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

e Other documents e.g. Participant Information Consent Form can be uploaded to the application

by responding Yes to Q 4.2

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

@ @ 1 « This may include attachment of:

" et T o pal‘tl(;!paﬂl information and consent forms,
i i © questionnaires,
o report forms,
& f o advertising materials,
© authorisations, approvals, letters of support or other clearances, and/or
o other project-related documentation specific to your institution and/or jurisdiction.
* Consult with your institution’s research/ethics office for advice on the necessary documentation

< 2 P
ve Share Roles ® Yes

No
4 8 &

Collaborators Completeness  Submit

.

Documents ~ Signatures

@

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
* Enter the description in the document name field. The date and version fields are mandatory.

e A drop-down list of Supporting Documents will be displayed

e Press Upload Document to attach the selected

Supporting Document from your local drive

Curriculum vitae (CV) or resume of investigator/researcher

Drug data sheet

Form of indemnity

Licence for dealing with a genetically modified organism
GP/consultant 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 information and consent form

Peer review

Pratocol (Tracked)

Questionnaire

Radiation: letter re standard care

Radiation: medical physicist's report

Report forms:

Statistician comments

Western Australian specific madule

Other project-related documentation

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

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

times

e Specify the version and date of each document to differentiate the documents within the same

document type e.g. Sub-study PICFs

Curriculum vitae

Type Document Name File Name Version Date Version Size View Delete
Curriculum vitae Dr Jones CV Dr Jones CV.docx 01/01/2018 1 125 KB Download
Upload Document

Participant information and consent forms

Type Document Name File Name Version Date Version Size View Delete

Participant information and consent form PICFs Dec 2017 PICFs Dec 2017 docx 311212017 13 4746 KB Download
Upload Document

Applicant user guide to ERM (April 2020)
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e Documents will also be displayed under the Documents tab and can be downloaded

j & s Form Status Review Reference Application Type Date Modified NMA

Baie2 gy (Comeletonses Lt Not Submitted NA NA 2411022018 16:46 Project is not for NMA

~ & =

L 2 & =

Refresh | NMAProject|  Print

Navigation Documents Signatures Collaborat o o History
&
Correspond | Import Xml Documents

Type Document Name File Name Version Date Version size View
Paticpannomatn and conen forn prcrspec 0t prcrs ec 2017 o swnamor 0 sk
Currculum vitae Or Jones CV Or Jones CV.docx 010112018 1 125K8 Download

Assign access to the HREA

In ERM, the project owner can make the HREA available to others e.g. sponsors or colleagues.
Using the Roles+ function, the project owner assigns other research team members pre-defined

levels of access to the HREA.

Give access

3
e Select Roles+ “* button under the Actions pane

HokAea s January Project
# O
Home Notifications

Project Tree v

Actions v
© January Project

6 0 <

Project | Create Sub-  Share
form

k an Form Status Review Reference Application Type Date Modified NMA
Roles _Jcompietensse  Submit Nt Subrted NA NA 24/01/2019 14:25 Project is for NMA

~ =
o | & | -
Print

Refresh  NMA Project

Navigation Jocuments Signatures Collaborators Submissions Correspondence History
S
Corespond | Import Xmi HREA sh
Section Questions
ERM Module ERM Filter Questions

e A dropdown list will display the different levels of access to the HREA

HREA Sh d-only) —to view HREA includi loaded d t
are (read-only) — to view including uploaded documents HREA Share (read. write, submit)

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

read-only)

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

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

e Enter the collaborator’s email address and select the level of access

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:

Collaborator email HREA Share (read-only) v
HREA Share (read-only)
Note: This form hias not yet been shared with anyone HREA Share (read, write)

HREA Share (read, create subforms)
HREA Share (read, write, submit)

Share Role Close

e Select Share Role button

e Other research team members can be added using the &# button
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If the collaborator does not have an ERM account

e A message will be displayed if the collaborator’s email does not exist in 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@dhhs.vic.gov.au / HREA Share (read-only) v

User does not exist on the system

e Select the Invite 3 button to invite the collaborator to create an ERM account

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

User has been successfully invited.

Share

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

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

account has been activated

ﬂ New ™ ] Reply ~ &SlRep\ymN\' 2} Forward = B {P' ﬁ Display~ Q' @ More~

‘\ Please log in to ERM - Invitation from Ms Catherine Famington
donotreply to: Muttisite.ethics 271022019 10:00 AM
Show Details

Project Title: January Project
Project ID: 50965

M:s 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 when you have logged in so that they can share the project and assign your access permissions.

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

3
e Select Roles + ™ button under the Actions pane

Work Area v H
January Project
ft ©
Home Notifications Project Tree v
Actions
© January Project |
Project | Create Sub-  Share
form
. Form Status Review Reference Application Type Date Modified NMA
Roles Cum&{‘eewceress Submit Not Submitied NA NA 24/01/2019 14:25 Project is for NMA
~ o =
ol L=y
Refiesh | NMAProject  Print
b e el Navigation Documents Signatures Collaborators Submissions Correspondence History
&
Comespond | Import Xmi HREA @ sh
Section Questions
ERM Module ERM Filter Questions

Accept access
e The collaborator e.g. the Pl will receive an email notification on their assigned role for the project

e The collaborator logs into ERM

25
Applicant user guide to ERM (April 2020)



e From the Work Area the collaborator selects Notifications tile

Work Area w

Work Area
.3
o o General
ok Signatiires Shared
s 8 O 1
reate Fokder| Delete Folder Craate Project
@ @
peiete Project _Duplicate _ Transte Folders

e Select the Message title to open the message

¥V ™ o UAlmEmE FTTITTEILTT LTl T2t JUUT TOTTTSITaTE dUtess [0, REat, T UITE JamTary FEL
v s Catherine Farrington has assigned you & role n thlr projec None ~ January Project
e A Message text box will be displayed Message
Select View Form S

Ms Catherine Farrington has assigned you a role in their
project

view Form I eLES

o The project and form will be displayed. Supporting documents attached to the form can also be
viewed
e The collaborator can edit and submit sub-forms e.g. the SSA for their site depending on the level

of access assigned by the project owner

Manage access

e The level of access previously assigned to a research member can be modified in the following
way if Roles + has been used
b 3

Roles

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

o 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 to share this form with:

HREA Share (read-only) v

Name Role Remove All Permissions

Ms Amanda Walpole HREA Share (read-only) HREA Remove

e The Share Roles page stays to allow the level 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 view/edit the same form depending on the level of access you give them. Please select the users you wish to share tis form with

HREA Srare (eado) .

| HREA Share (read-only)

Note: This form has not yet been shared with anyone

re forms)
| HREA Share (ead, wite, submit)

( =

C——

e The collaborator will receive an email notification informing them of the change in their access
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Applying Signatures

Declaration

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

e The Coordinating Principal Investigator is required to sign the Declaration for the HREA submission
e Adeclaration may be completed by each of the researchers/investigators
e Consult your institution’s policy for guidance on whether all members must sign this application

or whether the CPI can sign on behalf of the research team

Actions « H REA
Previous Next Navigate
Investigator Team Declarations
s g 7/
o g This declaration must be completed by each of the resear i i or, where one member on behalf of the research team.
- e et « Consult your institution’s policy for guidance on whether all members must sign this application or whether one member can sign on behalf of the research team

« You can upload evidence of the other researct to this (e.g. a PDF of an email)

B .<: b « You can have i sign this appli after it is and printed (i.e. a ‘wet ink’ signature)
* You can use the request signature feature to have other i complete their 1 within this

Save Share Roles

* You must identify which researchers/investigators will be providing evidence or wet ink signatures. Upload any supporting documents and enter the
relevant details for those r i i i

[] before req g electronic sig as this will lock the form.
L =

Eollborators Completeness ~ Submit
e
Indicate which members must sign this application Slgnature requi red by CPI
Chief Investigator/Researcher

@  Coordinating Principal Investigator/Researcher
Lead Investigator/Researcher

¥  Principal Investigator \
o ub-/C her Signature required by Pl
Investigator/Researcher
Other

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

Signatures

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

Any change to the HREA form will invalidate signatures

The applicant must indicate how each member will be signing the application before requesting any

electronic signatures.

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 If awetink signature is preferred, select ‘Wet ink after printing’ to sign after the HREA is

completed

e If adocumentis used to endorse agreement, select ‘Upload other evidence’ to reflect

investigator’s agreement then attach the evidence e.g. a PDF of an email
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e For electronic signature select ‘Electronic signature’ and use the ERM 'Request Signature / Sign'

function to electronically sign the declaration within the application using ERM

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

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

specified in this and those iated with the student’s educational program

Q4.7 How will the Coordinating Principal i 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 | IRCA 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

Aud Anollier Signalure.

Actions HRE n
Provious Next Navigat )
Declaration - CI/CPIl/Lead Investigator
= g 7
Prinl | Documents | Signatures Coordinating Principal
B < 3+ I, (insert name)
save Share Roles
cerlily ral
« All information in (his application and suppoiling docurnentalion is correcl and as complele as possible,
« I have 1ead and addiessed in lhis application the 1equirements of the Nalional Stalement and any olher ielevant guidelines,
- | have familiarised myself with, considered and in this any relevant legislation, requlations, research guidelines and organisational policies;

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

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

e Select Wet ink sign after printing

Coordinating Principal Investigator/Researcher

1, (insert name)
certify that:
« Allinformation in this application and supporting documentation is correct and as complete as possible;

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

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

arrangements specified in this application and those associated with the student’s educational program.
Q4.7 How will the Coordinating Principal Investigator/Researcher agree to these terms?

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

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

® sign after printing

Sign here:

Date:

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

« 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

o ‘Wetink sign after printing’ creates a signature section (at bottom of screen)

—
print

e Using the Print button

signature from the CPI / PI. Save to your local drive as a pdf

e Navigate to last section of the HREA to find Upload

e Upload then opens Q 4.2 to attach the Declaration page

e Select ‘Yes’ to other relevant documents and select ‘Other project-related documentation’

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

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

versions
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«  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 CPI 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 other evidence’

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.
= Select "Sign after printing’ if you intend to sign the HREA after it is printed (i.e. "wet InK’ signature).

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

[ = Upload other evidence

Wet ink sign after printing

Upload signature

Upload Document

e Select Upload Document to attach the signature document from your local drive

e The Signature document will be displayed with document and file names and versions

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

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

Upload signature

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

3. Torequest an Electronic Signature

e Select Electronic signature anda = S0 button will appear

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

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

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

Upload other evidence
Wet ink sign after printing

Electronic signature

Request Signature

e To request an electronic signature from the Coordinating Principal Investigator / Principal

Request Signature
] : button

Investigator, select Request Signature
e The system performs a completeness check to highlight any incomplete sections that need to be
completed. Each incomplete item will be displayed as a link to the relevant section
e  When all required sections of the HREA have been completed select Request Signature
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Request a signature
e Enter the signatory’s ERM email address and message and select Request | " i ensmmssmaeem
l l Close
e The requested signatory will receive an email notification with the signature request, a message

and link to ERM Log in/Signatures page
You have received a signature request from Ms Jane
Citizen with a message.

Could you please sign this HREA?

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

hitp://au forms. ethicalreviewmanager.com/Signatures/Index

e The signatory logs into ERM
From the Work Area the signatory selects Notifications or Signatures tile to open the request

Work Area w
: Work Area
L
Home Notifications General

Actions « e -
Notifications Signatures Shared

B & O 1

[ reate Folder Delete Folder Create Project

@ s

elete Project Dgpll:ate Transfer

Folders

Requested Date

12112/2018 15:38
e New requests are highlighted
Work Area v [P
Signatures
19
2
Home | Nefifizatons
Tyoe Project Title Requesting User Message Requasted Date , |ResporssDate  Status | Action
Co-ordinatirg Principal InvestigalorRzsearcher  Cclooer 22 Is Cathernz Farringlon ~ Can you please sign the HREA | 12122018 16:38. Requested|  viey Form
Head of Supoorting Dapariment Celoder 24 Is Catherine Faringlon Invalidated

VewFom - +4 review the application
/'
" button under the Actions pane

e Under the Action tab, select View Form

e  For endorsement of the application, select Sign

Actions v
HREA
@ % NaTgalz & Read access only.

Previous

7 ~d

= & x ERM Filter Questions

Print Sign Reject

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

Completeness Queensland Health
Victoria
Mater

Project Title CHANGES TO THIS FIELD WILL UPDATE THE TITLE FOR THE ENTIRE PROJEGT

October 22
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e A Sign Form text box is displayed Sign Form
0

The signatory enters their ERM log in details to sign the form T ——

Select Sign m button ) D

E Close

e The Status has changed from Requested to Signed

Vo Area v Signatures
=
# 13
Home  Noffications Search Signatures
Type Project Title Requesting User Message Requested Date , Response Date | Status Action
Cn—ommatlng Prmc\pa\ mVeSﬂgﬂ(Or/RESearCnEf October 22 Ms Catherine Farrmg(on Can you mEﬂSe sign the HREA 12/12/2018 15:38 12/12/2018 15:55 Slgned View PDF
Head of Supporting Department October 24 Ms Catherine Farrington 19/11/2018 12:20 Invalidated View Form

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

See advice on acceptance of electronic signatures using ERM on the

Clinical trial research webpage

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

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

e  Repeat the signatory process for electronic signatures from other research members if required
e.g. Principal Investigator if indicated on the Investigator Team Declarations in the HREA

e Once the signature process is complete the form is locked

Actions v 585
HREA e
Previous Next s 8 This form has been locked through signatures/requests.
s 9 7/
Declaration - CI/CPI/Lead Investigator Q
Print Documents | Signatures
d‘i < L+ Coordinating Principal 0
Unlock Share Roles.
I, (insert name) Professor xx
v 2
‘!‘ . = certify that
(Collaborators Completoness) bt o Al in this and supporting doc 1is correct and as complete as possible;
« I'have read and addressed in this application the requirements of the National Statement and any other relevant guidelines;
I have myself with, and in this any relevant legislation, research and policies;

« All relevant financial and non-financial interests of the project team have been disclosed; and
In the capacity of a supervisor, as applicable, | have reviewed this application and | will provide appropriate supervision to the student(s) in accordance with the arrangements specified in

this application and those associated with the student's educational program

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

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

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

Electronic signature

Signed: This form was signed by Ms Catherine Farrington (catherine farrington@dhhs.vic.gov.au) on 041012019 13:52
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o'
e  The form can be unlocked for further editing by selecting the Unlock "  button under the

Actions pane

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

e A Unlock form text box is displayed noting this action will Unlock Form

invalidate any signatures on the form

Performing this action will invalidate any signatures on the form. Are you sure?

e  Select Confirm to unlock the form s

e The form is unlocked for editing

Form unlocked

©.2

[Previous

Y

Navigate

D: ion - CI/CPl/Lead i @
= /
Print Documents | Signatures Ci Principal 0

[ﬂ 2+ 1, (insert name) Professor xx

Save Share Roles

certify that
5 Py - Al in this and is correct and as complete as possible;
{ § a=a « I have read and in this the of the National Statement and any other relevant guidelines;
tabortors Conpleeness  Submi « Ihave myself with, and addressed in this any relevant legislation, regulations, research guidelines and organisational policies;
heck « 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 and | will provide P to the student(s) in accordance with the arrangements specified in
this and those with the student's program
Q4.7 How will the Coordinating Principal agree to these terms?

e  Complete the edits in the form

e  Repeat the signatory process for electronic signatures from research team members

e The application is ready for submission
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Section 4: Submission and Review Process - HREA

In ERM the submission and review processes are similar for all forms.
For the initial application submission ensure the form is complete and all documents are uploaded
and signatures completed.

To note, as the project title cannot be changed once approved, ensure the title is correct before

submitting or resubmitting the application.

Submission

=

o Navigate to the Actions pane and select the Submit == button

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

If complete, the form is ready to be submitted Submit
e Select the Submit button oo s it

T

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

Q4.3 of the HREA

Application type HREC - the HREA

ERM Project ID 46664

Organisation/hospital code VICTEST

Year 2018- year of submission

Submission number 154992 - submission version number
Version number vl

Following the submission, a unique identification code is generated.
It is composed of six parts - e.g. HREC/46664/VICTEST-2018-154992(v1)

Form Status

The Form Status =*™  of the 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 Once the application has been submitted, a recall option becomes available
e The form can be recalled until the submission is actioned by the Research Office

e The recall removes the submitted application from the Research Office’s ERM account

o Selectthe Recall = button under the Actions Pane to recall the submission and make any
changes / additions

£

o Select the Submit = button again. The application will be resubmitted.

Applicant user guide to ERM (April 2020)
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Responding to a Query from the Research Office

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

supporting documents:

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

3 To Manager B aRules-
W onenote
EP Actions -

Mawe

B DX =1 2 a3 BV

2 junk- Delete Archive Reply Reply Forward
. An

I More - Move

Petete

Respond

Quiick Steps ~

© Catherine M Farrington

Dear Investigator,

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

Kind reqards.

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

B WP sk oo

Q

Related -
o Y @rmeee Rl | Toneke o Zoom
Policy - Unread B [3 Select -
Tags = Faiting Zaom
Ut

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

information to be provided via ERM

e The form will be unlocked to allow the applicant to complete

the revisions / additions as requested

To access the Query

e Inthe Work Area, click on the Notifications tile

Default Committee-VIC Human Research Ethics Committee

QUERY - ETHICS APPLICATION

14 December 2018

Dear ,

Project Title December Holidays

Project ID 40068

Review Reference HRECI40968/DEF-2018-160008(v1)

Local Reference Number

Thank you for to Defauit Con Research
(HRFC)

s e e et o pplaion o roceed o roviow b e HREC.
Information to be Provided

Change answer o question 4.2 and upoad PICF,

Upload Protocol,

Edit Questonnaire

Submission

Please provide the requested information via ERM as s00n as possibe, in order for your ethics application to
progress.
Plaase altar the athics appication form in ERM and raviss the supporting documentation as spacified above.
For changes to supporting documentation, ensure that:

+ al version dates and/or version numbers are updated

+ aracked-changes copy is uploaded to ERM.
Please submit the requested information sing ERM in order for the appiication to be considered at the next
HREC meeting. If a ibmited after this date, your be allocated to later
meeting.

1fyou require any further information, please contact us via the ERM ‘Comespond’ buton or

Work Area v

Work Area

Number of unread messages is 1

Carierd] /
Signatures Iransfers Shared

Folders

Actions v

KA B ©

Create Falder Nelete Folder Create Projact

Deete Project Duplicate | Transfer
1ot Dofoject

a0

old Applications

8

Projects

Project Title Project 1D v Owne:

Dale Creals

Date Modified Transfer Slatis

e Select the Message title to open and view the message
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Notifications

search
Start End

Display

e
Message

I Your January Project has been upgraded

| Dr Bernice Davies has requested a signature from you

Your form has been signed by Ms Abigail Cooper

™ DrBernice Davies has assigned you a role in their project

AR SR SR RS
T

100 notifications

note that only the specified number of notifications will show after searching

I DrBernice Davies changed your form share access to: Read, Write, Submit

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

Attachment © Project Short Title Time ~
None January Project 1410212019 %
None February Project 07/02/2019 %
None Jan Project 07/02/2019 %
None March Project 04/02/2019 %
None February Project 01/02/2019 x

I New Years Eve 14/01/2013 %

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

Press View Form to be directed to the relevant form

e The form will open under the Navigation tab

Message

Project Short Title  New Years Eve

Dale 1410112019 1:18 PM
ion is required ing your Please
refer to the attached letter.
View Form

Close

Work Area ~ December Holidays

s Project Tree v
© December Hotldays
| e
Form status Review Reference
Quenea A
Navig

Application Type Date Moaifiea NMA

Etnics Appiication

1311272018 14:25 Project is not for NMA.

e Select Reviewers Comments

under the Actions pane

e Atext box will be displayed of the Overall Reviewer Panel Comments (e.g. 3 comments)

Overall Reviewer Panel Comments

Comment
Please edit the questionnaire
This application will not be reviewed until you provide a protocol

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

Supporting document requiring edits

Date Added Submission

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

14/12/2018 at 09:14 AM Latest Submission

Close

e Select a comment to be directed to the relevant section in the form i.e. to Q 4.2 Are there any

other relevant documents associated with conducting your research project?

e Asthe query requires a new version of a document, the original version should be deleted, and

the new version uploaded into the form. Deleted/previous document versions are automatically

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

Applicant user guide to ERM (April 2020)
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Delete
o Delete to delete the original version
Peer review
Protocol (Tracked)
(% A o Questionnar
Colaborators Completeness  Submit Radiation: letter re standard care

Radiation: medical physicists report
5 Report forms
i Statistician comments
EammET Western Australian specific module

Other project-related documentation

Questionnaires

Type Document Name File Name

Questionnaire December Questionnaire December Questionnaire.docx

Version Date Version Size View Delete

1711212018 12 124 KB Download

e Select Upload Document

the correct version number and date

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

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

Overview screen

Work Area +

£, 3 18

lloms | Notiications

Project Overview - Jan Project

Foms T Hist
Submitted Documents
Forr Form name suomissiof Tvpe Name g size e
HREA HREA o70az010 Puotocol Sway xvz o 125Ke T
e The HREA now includes the latest version ready for resubmission
2 +Tvroeun 1 aunuay
‘!l &= ¥ Questionnaire
Collaborators Comj h\eleknass Submit Radiation: letter re standard care
ec
Radiation: medical physicist's report
5 Report forms
Reviewer Statistician comments
(e 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 311212018 13 124 KB Downioad

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

as above

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

e Once the revisions / additions have been completed, the form and / or supporting documents

can be resubmitted

e The system will automatically search for a completed electronic signature if ‘Electronic signature’

was selected in Q 4.7 of the HREA in the previous submission

e Ifthe CPlis not required to complete the Declaration page, proceed to Q 4.7 of the HREA

Applicant user guide to ERM (April 2020)
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o Select Wet ink sign after printing. This will reset the signature method to enable the system to

resubmit the application

re-submission

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

The CPI signs. For minor changes the Research Office has all signatures on the initial submission
Other Investigators to sign if a substantial change or required by local policy

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

e Inthe Actions pane select the Submit

ata
Submit

button to resubmit

TR
S
] 2
Y

Callaborators Completened
hack

Form of indemnity

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

Institutional biosafety committee (ING) approval
Invesligalor brochure or reference safely information
Invitation to participant

Letter of support

NSW privacy form

Palicipant docurmentation e g. diary, wallel card
Participant information and consont form

Peer review

Protocol (Tracked)

Questionnaire

Radiation: lotter rc standard carc

Radiation” medical physicist's report

- Reporl foins
- Statistician comments.

Western Australian specific module
Other project-related documentation

Participant information and consent forms

Type Document Name

Questionnaires.
S

view

Download

Delete

Delete

e The Research Office will receive the submission

e The application is assigned to a HREC meeting

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

Ethics Committee Review Request

Clarification or requests for further information from the reviewing Ethics Committee to the

applicant must be managed through ERM

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

IMPORTANT INFORMATION re December Holidays

Dear Investigator,

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

Kind regards,

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

—~ —~ ~ [ v y g - s
% lgnore x = & 6,4 () R Mesting Validation Work.. 3 To Manager V. iaRules E| R =I > .5,;, P Find Q
Detete Avch o R (" . ')d GEIM - I Team Email + Done " @ OneNote A Mok G o e [E] Related ~
s . Delete Archive Reply Reply Forwar - ove ssign Mark Categorize Follow = Translate oom
& Junk i EijMore~  |C& Reply & Delete ¥ Create New S0 EPAcionsT | policy - Unread - Up~ DU Iy select -
Delete Respond Quick Steps [} Move Tags [} Editing Zoom
donotreply@infonetica.net © Catherine M Farrington (DHHS) 1 M
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A ‘Request For Further Information’ letter (pdf) from the HREC will
include details for further information to be provided via ERM

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

Default Commities-VIC Human Research Ethics Commiliee

l REQUEST FOR FURTHER INFORMATION ]

Respond to a request for further information from the Ethics Committee

Applicant user guide to ERM (April 2020)

e Depending on the request, the applicant can amend the HREA and add new documents
e Loginto ERM account
e |Inthe Work Area, click on the Notifications tile
e Select the Message title to open and view the message
Miilai Notifications
#® 2
Message Attachment ¢ Project Short Title Time
o A Message box will be displayed allowing the user to view the form Message
Press View Form to be directed to the relevant form o _
Project Short Tile ~ December Holidays
Date 171212018 13:50
Information is required regarding your application. Please
refer to the attached letter.
Close
e The HREA, will open under the Navigation tab
CILT December Holidays
L
iony ["® December Hollaays
h O CIo
<3 x-i: w Review Refersnce Application Type Date Modifiea NMA
a = o ‘ |
= <
o oo e
3
Select Reviewers Comments “““ under the Actions pane
A text box will be displayed of the Overall Reviewer Panel Comments
38




Overall Reviewer Panel Comments

Comment . ‘/nME - u

Plex Please Simpiify it 56 that paricipants will be able fo understand 1711205018 at 1348 PM

re detail abaut the methadolagy.

17/12/2018 at 13:46 PM

e Select a comment e.g. a comment requesting more information in the protocol, to be directed to
the relevant section in the form i.e. Q 4.1 Attach the Project Description/Protocol to your HREA

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

Delete

o Select Delete to delete the original version
Actions « HREA
Attachments ‘
= o 7
H o iy Swﬁrc: Q4.1 Attach the Project Description/Protocol to your HREA. *
B -<: 1+ « Ilis recornmended (hal you use one of lhe lemplales provided in the HREA for your Project Descriplion/Prolocol
5
Comments EYR SO - e e mmmle i an

e Select Upload Document to upload the revised (new) version of the protocol with the
correct version number and date

e The HREA now includes the latest version ready for resubmission

Actions v H RE A
Previous Next Navigate
Attachments (
s 9 7
Q4.1 Attach the Project Description/Protocol to your HREA. *
Print  Documents Signatures
B < x‘f’ « Itis recommended that you use one of the templates provided in the HREA for your Project Description/Protocol.
Save Share Roles
Type Document Name File Name Version Date Version Size View Delete
2 —_—
Protocol December Holidays protocol December Holidays protocal docx 31112/2018 12 11.5K8B Download
Collaborators Completeness| ~ Submit
heck

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

ala

e Inthe Actions pane select the Submit == button to resubmit

e The reviewing Research Office will receive the resubmission

Approved Applications

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

e lLogonto ERM and click on Notifications tile

e A formal approval letter from the HREC can be downloaded by the applicant

e If the application review outcome is not approved, applicants are also informed via email

through ERM.
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Section 5: National Mutual Acceptance (NMA) applications

NMA is a national system for mutual acceptance of scientific and ethical review of multi-centre

human research projects conducted in publicly funded health services across jurisdictions.

Single ethical and scientific review for a multi-centre human research project can be provided across

six participating states/territories.

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

reporting purposes.

e  When completing the HREA, select Yes to Q 4.6 Will this application be reviewed under the

National Mutual Acceptance scheme?

1

Navigate

o Navigate

back to the Actions pane and select NMA Project

LTI January Project

Roles  Cor Submit

~
LS4

Refresh
Navigation Documents Signatures

Home | Notiications Broject Tree
Actions v
@ January Project
h | © | < o meA
e
form
!+ .f. Form Status Review Reference Application Type Date Modified NMA

Not Submitied NA NiA 24/01/2019 14:25 Project is not for NMA

<
Bl BB

HREA

Section Questions
ERM Module ERM Filter Questions

HREA Introauction ntroguction | HREC Directory

roject Overview Project Overview

History

e A NMA Project text box will be displayed

o Select Project is NMA from the drop-down list

T

Select Save w

e The Form Status Table will be updated to ‘Project is for NMA’

Applicant user guide to ERM (April 2020)

NMA Project

Mark this project as NIMIA If it is to be reviewed under the National Mutual Acceptance
scheme.

Project is NMA
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Section 6: Victorian Specific Module (VSM)

For each project that utilises the HREA form and has a site in Victoria, the Victorian Specific Module

(VSM) must be completed if certain research features of the project apply as indicated in the HREA —

ERM Filter Questions. In these instances, the VSM is mandatory when the HREA is used. It addresses

Victorian legislative requirements.
The VSM is submitted to the reviewing HREC as part of the ethics application.
In ERM:

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

e Under the Actions pane select Create Sub-form ““%="  button
Pokae s January Project
4 o
Home | Notifications Project Tree v
Actions ——
il e HREA highlighted
© HREA 4’/
Form Status Review Reference Application Type Date Modified NMA
Roles  Completeness. - Subrl Not Submitted NA NA 24/01/2019 14:25 Project is for NMA
- & &
Fofiseh L MMA ot Ft Navigation Jocuments Signatures ollaborators submissions orrespondence Hist
<
|>orrespond  Import Xmi sh
: HREA
Section Questions
ERM Module ERM Filter Questions
e A Create Sub-form text box will be displayed Create Sub-form

Select Jurisdiction

Select the Victorian Specific Module (VSM) from the drop-down list
Se I eCt create Select the sub-form that you would like to apply to this farm

Victoria M

e

. . . Victorian Specific Module (VSM) v
e The VSM will appear in the Project Tree as a sub-form of the HREA
e Complete all applicable sections of the VSM form cise
Work Area v January Project
#% O
Home | Notifications Project Tree v
Actions v
@ January Project
Fh ° < © HREA
eciy Be o © Viciorian Specific Module (VSM)
&
pleieec S b L =) Form Status Review Reference Application Type Date Modified NMA
‘)(’ ﬁ Not Submitted NA NA 25/01/2019 07:52 Project is for NMA
IMA Project Print Correspond
Navigation Documents Signatures Collaborators Submissions Correspondence History
sl
Victorian Specific Module (VSM)
Section Questions
Introduction Overview
Use of Human Tissues or Blood. or Performance of Post Mortem Blood | Regenerative Tissue | Post Mortem | Removal of Tissue from a Deceased Person | Fees
=
e Inthe VSM, select Print ™ to generate a pdf and save to your local drive
e Return to the HREA (highlight in Project Tree) and go to the [ERViterauestons | gaction
41
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Work Area v

f o

Home | Noifications

January Project

Project Tree v

Actions v

h O <

Project | Create Sub- | Share
form

: B 4

S Victorian Specitc Module (VM) |

Refresh | NMAProject|  Print

3. Navigation Documents Signatures Collaborator S History

orrespond | Import Xl

HREA

Section Questions
ERM Module ERM Filter Questions

Boleey Complelenecs L St Form Status Review Reference Application Type Date Modified NMA
~ e & Not Submitted NiA NA 2410112019 1425 Projectis for NMA
[ 9

e Select Upload Document to upload the pdf of the VSM

Save Share Roles

S JIFES
FAN P o IR Have you shared this form with colleagues at each site?

Yes

Will this ethics application involve a site in Victoria?

® Yes
No
Select the features that are applicable fo this research project
Recruitment of adult research participants who do not have decision making capacity
Collection, use and/or disclosure of personal and/or health information

#  Removal of tissue or blood from a Iiving or deceased adilt or child, or performance of a post mortem
None of the above

Victorian Specific Module

(=]

Actions

@ @ 4 Is the Coordinating Principal Investigator the contact person for this application?

P PRI
® Yes

= >

= & Va No

T s

m < 2+ A multi-site application must be shared with the Principal Investigator (or their delegate) at each site included in the ethics application.

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.

The VSM is attached to the HREA as a supporting document

Actions v
@ @ 4 Have you shared this form with colleagues at each site?
Previous Next Navigate
Yes
s 9 7
Prnt | Documents | Signatures Will this ethics application involve a site in Victoria?
SRR 25 @ Yes
save Share Roles. No

Select the features that are applicable to this research project

L2 B &

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

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

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

Victorian Specific Module

Type Document Name File Name. Version Date Version  Size View

Victorian specific module (VSM) VSM January 2019 VSM January 2019.docx 01/01/2019 11 80.8 KB Download

Delete

When the HREA is complete and all supporting documents are uploaded (including the VSM) and

4

signatures obtained, Submit “~ the HREA

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

If edits to the VSM are requested by the reviewing HREC, the Research Office will unlock the

form

Complete the edits and select Submit ™

Applicant user guide to ERM (April 2020)
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Section 7: Victorian Low and Negligible Risk Application (LNR VIC)

For a single-site low and negligible (LNR) research project, the LNR VIC application form may be

utilised instead of the HREA. A Victorian Specific Module is not required for project utilising the LNR

VIC application form.

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.

Create a LNR VIC form

e loginto ERM and go to the Work Area

e Select Create Project button under the Actions pane

Work Area w

" Work Area
Home Notificati
General
L Notifications Signatures Transfers Shared
-—0 -—
| ] ]
ireate Folder Delete Foider 3 ‘I 1
Folders
Archive

17

e Enter the Project Title
e Select Victoria as the reviewing jurisdiction
e Select LNR VIC from the Main Form options

e Select Create button to create the project

\

Create Project

Project Title (maximum 200 characters):*

LNR January
Select Jurisdiction

Victoria v
Main Form

LNRVIC v

e The Project Tree will display the newly created project and LNR VIC

Work Area v

LNR Jan

Review Reference Application Type

NA NiA

Date Modified NMA

Applicant user guide to ERM (April 2020)
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Complete the LNR VIC

e Working under the ‘Navigation’ tab, the Introduction section provides a drop-down list of HRECs
that will accept the LNR VIC form. Review this section before completing the form. If your
organisation is not listed, contact your research office for guidance.

e  Continue to complete each section relevant to your application

Upload Documents

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

into the form

e Other supporting documents can be uploaded by selecting Supporting Documents
Supporting Documents | |ocated in the last section of the LNR VIC

e Press Upload Document to attach the selected Supporting Document from your local

drive

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

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

times

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

s LNR VIC
Previous Next Navigate i
Supporting Documents
s ¢ 7/
Upload any other supporting documents

Print Documents | Signaturas

B < !1 Type Document Name File Name

Save Share | Collaborators Other Signature document Signature document.docx
&

ompleteness  Submit
Check

Version Date

01/01/2019

Version Size

11 12.5KB

View

Download

Delste

Assign access to the LNR VIC form

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

Using the Roles + function, the project owner assigns other collaborators pre-defined levels of access

to the LNR VIC form.

2
e Select Roles+ “* button under the Actions pane
Work Area Project Tree v
v
ﬂ 1 O © LNR Jan
Actions v
E o Form Status Review Reference Application Type Date Modified NMA
[m— [ b Not Submitted N/A N/A 29/01/2019 11:01 Project is not for NMA
. form i
~
F S
o T — Refresh Navigation Documents Signatures Collaborators Submissions Comespondence History
Check
N .
NMA Project Print Correspond LN R VIC
Section Questions
Introduction Organisation
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e A dropdown list will display the different levels of access to the LNR VIC form

e Continue to follow the steps as described in Section 3: The HREA form Give access and to

manage access
Applying Signatures

Declaration

The Coordinating Principal Investigator is required to sign the Declaration page for the LNR VIC
submission if the ethics application is multi-site otherwise the Principal Investigator is required to
sign for a single site application.

e Adeclaration may be completed by each of the researchers/investigators

e Consult your institution’s policy for guidance on whether all members must sign this application

or whether the CPI can sign on behalf of the research team

Actions v LNR VIC
Previous Next Navigate
Statement
s 9 7
Declaration of Coordinating Principal Investigator
Print | Documents | Signatures
’ | certify that:
m < 2 « Allinformation is correct and as complete as possible.
Save Share  Collaborators = | 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.
4 = | have consulted any relevant legislation and regulations, and the research will be conducted in accordance with these.
a=a « 1 will immediately report to the HREC/non-HREC review body anything which might warrant review of the research, including: serious or unexpected adverse
Complteness  Submi effects on participants: complaints; proposed changes in the protocol; and unforseen events that might affect continued ethical acceptability of the project
heck « | 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.

« 1 will not continue the research if ethical approval or site authorisation is withdrawn and will comply with any special conditions required by the HREG/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.

<« Signature required by CPI for multisite application

Request Signature | [T

Actions v

LNR VIC 5018
© @ 7

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

ﬁ & / Statement @

Print Documents ~ Signatures.
IP < 5 Declaration of Principal Investigator
Unlock Share  Collaborators | certify that
« Allinformation is correct and as complete as possible.
il « I 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.

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

« 1 willimmediately 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

« I 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).

« Ihave the training, and facilities to conduct the research and to deal with any and related to the
research that may arise

= «— Signature required by PI for single site application

Completeness  Submit
heck

An electronic signature is obtained using ERM.

The signatory must have an ERM account to provide an electronic signature
An electronic signature should be sought LAST as the application/form will be locked once the

electronic signature request has been made.

The LNR VIC form owner may request signatures as follows:
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To use Wet ink signature

b=

e Using the Print

the signature from the CPI/PI. Save to your local drive as a pdf

button from the Actions pane, print the Declaration page and obtain

e Navigate to last section of the LNR VIC to find Additional Documents o pomens

e Supporting Documents opens to attach the Declaration page

o Select Upload document to attach the signed Declaration page to the LNR VIC

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

— LNR VIC
P Next Navigat
Supporting Documents
=
Upload any other supporting documents
Print Documents ~ Signatt P Yy op 9
m < a Type  DocumentName File Name Version Date Version size View Delete
Save Share  Collaborators Other __Signature for Professor Smith Signature for Professor Smith.docx 011012019 1 12.5KB Downioad
L
Completeness  Submit
(Pheck

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

e Navigate to last section of the LNR VIC to find Additional Documents s bonmers

e Supporting Documents opens to attach the signature document

e Continue as described above to Upload the pdf document to the LNR VIC

To request an Electronic Signature

Reguest Signature

e Select Request Signature button

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

completed

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

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

\»

e The signatory will receive an email notification for a signature, a
message and a link to ERM Log In page

e The signatory logs in to ERM

Applicant user guide to ERM (April 2020)
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Enter the email address of the person you want to sign this form

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

# 10

Work Area

Home  Notifications General
Actions v S -
Notifications Signatures Transfers Shared
A & O
Create Folder Delete Folder Create Project ’I O 2 ,I 2 5
Delete Project  Duplicate | Transfer Folders
Project

Requested
Date
24/12/2018 10:52

New requests are highlighted

View Form

Under the Action tab, select View Form

to review the application

Message

Work Area v H
Signatures
Home  Notifications Search Signatures
Type Project Title Requesting User
Principal Investigator LNR December Ms Catherine
Farrington submit

Can you please sign this LNR form so | can

Requested
Date TP status

24/12/2018 10:52

Requested

Action
View Form

/

For endorsement of the application, select Sign =~

button under the Actions pane

Actions »

LNR VIC

Information

Guidance

Ethics Application (HREA) form must be used for all ethics applications.

Level of Risk

HRFG o1 elhics review body 1o which (his applicalion will be submifled

& Read access only.

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

DBefore completing the LNR VIC, consult with the research office of the organisation that hosts the reviewing | IRCC or ethics review body.

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

[AamInsTrATve Use Only]

Some reviewing | luman Research Cthics Committees (I IRCCs) or ethics review bodies do not accept the LNR VIC. At these organisations, the | luman Research

o
o

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

Select Sign m button

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

accepted

Repeat the signatory process for electronic signatures from other members if required

e.g. Associate Investigator if indicated in the Research Team in the LNR VIC

Once the signature is complete the application is ready for submission

Applicant user guide to ERM (April 2020)
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Section 8: Submission and Review Process — LNR VIC

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

and signatures completed

Submission

£

e Navigate to the Actions pane and select the Submit =™ button

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

If complete, the form is ready to be submitted

e Select the Submit button

Submit

Complee o £ S oot sy b

Clise

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

the ‘Introduction’ section of the LNR VIC form

e Following submission, a unique identification code is generated.
It is composed of six parts — e.g. LNR/61791/DEF-2020-202467 (v1)

Application type

ERM Project ID
Organisation/hospital code
Year

Submission number
Version number

LNR

61791

DEF

2020- year of submission

202467 - submission version number
vl

Recall an application

Any changes made to the submission will INVALIDATE all electronic signatures

and will require all signature requests again

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

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

e The recall removes the submitted application from the Research Office’s ERM account

e Selectthe Recall == button under the Actions Pane to recall the submission and make any

changes / additions

ala

e Select the Submit == button again. The application will be resubmitted

Responding to a Query from the Research Office

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

supporting documents):

Applicant user guide to ERM (April 2020)
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e The applicant is advised via an ERM email of important information regarding their application
Swee X Qe 580 b Sur [ WL B WOFoskon
2 tunk - Delete Archive  Reply Reply Forward o\ | |&y po g betete  F Create New =] | Mo e arianee :f‘iﬂ. b e Fo\:v:n/ Trenslate | 2" Zoom
tdt:ﬂcirésly:?m’cnéil(a néi“mm © Catherine M Farrington (DHHS) o ) - "~ ) ""g -
= IMPORTANT INFORMATION re LNR January
T
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-2019-161972(v1)
Kind regards,
Ms Abigail Cooper
This is a system-generated emall, please do not reply.
o A ‘QUERY-ETHICS APPLICATION’ letter (pdf) from the Research Office will include details for
further information to be provided via ERM
Default Committee-VIC Human Research Ethics Commitiee
( QUERY - ETHICS APPLICATION ]
o The form will be unlocked to allow the applicant to complete the e e

revisions / additions as requested

Local Reference Number

ok you for Ethics Commi
(HREC). The application has bean assessad and i not of 2 atisfactory standard for atical raview. Some
s Forthe by the HREC.

Information to be Provided

Subr

Please provide the requested information via ERM a5 soon as possible, in order for your ethics application to
progr

fed sbove. For changes fo

To access the Query ey i e v s
e Inthe Work Area, click on the Notifications tile o
m— Work Area
e ottt General
@) @) 11
Folders
8
Projects
e Select the Message title to open and view the message
bl Notifications
£ .3 9 searcn
Attachment ©  Project Short Title Time
o A Message box will be displayed allowing the user to view the form
Message
Project Shor Title LNR January
S —— Date 09/01/2019 14:59
e Press View Form to be directed to the relevant form

Applicant user guide to ERM (April 2020)

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

View Form

Close
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e The LNR VIC form will open under the Navigation tab.

Select Reviewers Comments &= under the Actions pane

Work Area v LNR J
anuary
Home | Notiications Eroject Tree v
Actions w
© L January
sh o Lnr vic
Pioject
. © I NR VIC S3A - Administrator use only
SiEo (EmpETs S Form status Review Reterance Appiication Type Date Moainea A
~ o = Queried NA LNR Application 09/01/2019 14.53 Project is nol for NMA
< < L=
Refiesh | NMAProject|  Print
Navigation Nocuments signatures . 1 list
cormaspond
section a
Introduction rganisation
Research Project Project Details
Researcn Team Research Team

o Atext box will be displayed of the Overall Reviewer Panel Comments

Overall Reviewer Panel Comments

PICF requires edits I
Comment / Date Added Submission

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

Close

e Select the comment to be directed to the relevant section in the form i.e. to Participant Consent
Q5.1

e Asthe query requires a new version of a document, the original version should be deleted, and
the new version uploaded into the form. Previous document versions are automatically archived.

Delete

o Select Delete to delete the original version

Actions « LNR VIC
il

Participant Consent C

.1 Wil the research project involve informed consent of participants?

u |
A S
AY

= 2 o
Save Shiare Collaburators No
S

Upload Participant Information and Consent Form (PICF)

Type Documens t Name File Name Version Date  version  Size view

Farticipant information and consent form Master PICI ianuary 2011 Master FICI ianuary 2011 docx oo 1

e Select Upload Document to upload the revised (new) version of the document with

the correct version number and date

id LNR VIC
Participant Consent S ‘
-
e
[ [ e e X o s
Save Share Collaborators No
2
- 5.1(a) How will informed conscnt be obtained and recorded?

Upload Participant Information and Consent Form (PICF)

Type Document Name File Name versionDate  Version | size view Delete

Participant information and consent form Master PICF January 2018 Master PICF January 2015.dacx 09/01/2019 12

e Continue to complete other queries if instructed in the Overall Reviewer Panel Comments

e Once the revisions / additions have been completed, the form and / or supporting documents

can be resubmitted
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aln
Submit

Select the Submit
The Research office will receive the submission
The application is assigned to a HREC meeting

Following the HREC review there may be an information request from the Eth

Ethics Committee Review Request

button under the Actions pane to resubmit the revised application

ics Committee.

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

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

File Message Q Tell mewhat you want to do

B ignare x ™ &2 rﬁii E{; :'!:‘;I'\::‘ﬂmg YU ERM Training €3 To Manager Vo CaRules-

I

Dear Investigator,

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

Kind regards,

. e | B3 et B E7 Team Email v Done Move WOneNote kot rolon | Tromte ) Related -
2 junk- Delete Archive Reply Reply Forwar ~ ove ~_ ssign Mark Categorize Follow Translate
s Junk A 5 More ~ 2 Reply & Delete ¥ Create New - EPActions~ | palicy - Unread 7 Up- - [ Select~
Delet Respand Quick Steps = Move Tags = Editing
D

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

the application

Zoom

Zoom

A ‘REQUEST FOR FURTHER INFORMATION’ letter (pdf) from the HREC will

include requests for further information to be provided via ERM

The form is unlocked to allow the applicant to complete the requests as

outlined in the attached letter

Default Commitiee-VIC Human Research Ethics Committee
REQUEST FOR FURTHER INFCRMATION

0 ey zis
oo

Propetmis LR sEy
Projectid 55
Reviw Rforsncs L\RSG36SIDER 2015-161563(2)

e o0et Aman
FREC) The apic30n s ke 3y i i g o < mestng e

T Tt oS8 e s 3P 43 ot ST o 2 HREC bk csionon e
e i e R S e
fratonregring be eseath .

ntormation o bs Provkdsd

] he ot etes o ot s now e

R e el

Resubmission

progres.

+ 3 v s anto verson e e
3 cies anges oy 5 oA 8 .

Respond to a request for further information from the Ethics Committee

Depending on the request, the applicant can amend the LNR VIC form and add new documents

Log in to ERM account
In the Work Area, click on the Notifications tile

Select the Message title to open and view the message

— Notifications
ﬁ 9 search
Home. | Nt
start End
100 notifications

Display

Message

Attachment
~ m  Information is required regarding your application. Please refer to the attached letter. @

Project Short Title
LNR January

Time
08:46

Applicant user guide to ERM (April 2020)
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e A message box will be displayed allowing the user to view the form

Press View Form

Message
WSS to be directed to the relevant form P THe Uy

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

Close
e The LNR VIC, will open under the Navigation tab
Work Area LNR January
y
Actions « F
| ® LNR January |
& onrvIC|
b "© LNR VIC SSA - Administrator use only |
<
el et e Form status Review Reference Appilcation Type Date Modiried Nma
c & E_F Information requested NA LNR Application 09/01/2019 16:45 Broject is not for NIMA
Navigation Documents Signatures Submissions C History
LNR VIC
e Select Reviewers Comments under the Action pane
o Atext box will be displayed of the Overall Reviewer Panel Comments
Overall Reviewer Panel Comments
Show Previou
Comment Date Added Submission
The protocol requires more information about how the results will be analysed. 10/01/2019 at 08:44 AM Submission 2
Please include duration of study. 09/01/2019 at 14:56 PM Submission 1
e Select the comment relating to the Ethics Committee request to be directed to the relevant
section in the form i.e. Project Details Q 1
e The request requires a new version of a protocol. The original version should be deleted, and the
new version uploaded into the form. Previous document versions are automatically archived.
e
e Select Delete to delete the original version
Actions
®© o |7
i sy e 1.10 Research aims, methodology and significance
a5 @ 7
B < &
e Share | |Cofenoraors 1.1 Anticipated start date for the research project
£x
\,am&“ee‘jless Submit 1.12 Anticipated finish date for the research project
Upload protocol
Type Document Name File Name Version Date Version Size View Delete
Protocel  January protocst Januar protosel dosx otoiz010 14 ere Downioad =3
Upload Document . . .
e Select Upload Document to upload the revised (new) version of the protocol with the
correct version number and date
[ ]

The LNR VIC now includes the latest version ready for resubmission

Applicant user guide to ERM (April 2020)
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1.1 Anlicipaled stail date for the reseaich project

1.12 Anticipated finish datc for the rescarch projoct

Upload protocol

Type DocumentName  Fuie Name

Prolocol Januay prolocol January prolucoldeex,

e Continue to complete other requests if instructed in the Overall Reviewer Panel Comments

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

any electronic signatures.

To re-submit the form what signature/s are required?
1. The CPI/PI signs - for minor changes the Research Office has all signatures on the
initial submission
2. Other investigators to sign - if a substantial change or required by local policy
Check with other signatories and the Research Office policy before requesting

signatures and re-submission

ala
e Inthe Actions pane select the Submit =™ button to resubmit

e The reviewing Research Office will receive the resubmission

Approved Applications

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

e Logonto ERM and click on Notifications tile

e Aformal approval letter from the HREC can be downloaded by the applicant
If the application review outcome is not approved, applicants are also informed via email

through ERM.
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Section 9: Site Specific Assessment (SSA)

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

It is the responsibility of the site Principal Investigator to complete the Victorian SSA form for their

site, and to submit the form to the site Research Governance Officer (RGO).

Create a SSA

e From the HREA or LNR VIC, select Create Sub-form button under the actions pane

Work Area v

# 10

Home | Notifications Project Tree v

Jan Project

Actions v

Project | Create Sub|  Share
form

| ® gan Project |
':{ © HREA |

¥ A romswus
Roles Cum(f’\‘:t:ekneis Submit Not Submitted
~— Il _—
o @ =
Refresh NMA Project Print
<
Correspond | Import Xml HREA
Section
ERM Module

Navigation Documents

HREA Introduction

Review Reference Application Type

N/A NA

Signatures e

Date Modified NMA

30/01/2019 12:13 Project is not for NIMA

Questions

ERM Filter Questions

Introduction | HREC Directory

e History

e A Create Sub-form box will be displayed

e Select the jurisdiction

e Select SSA VIC from the drop-down list

Create Sub-form

Select Jurisdiction

Victoria v

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

Site Specific Assessment (SSA) VIC A
e Select Create button \
e The Project Tree will display the newly created SSA
Work Area H
- Jan Project
Home | Notifications Eroject Tree v
Actions v
| @ yan Project |
h @ O o e
Project | Delete Form | Create Sub- T ———————
fom © Site Specific Assessment (SSA) VIC - |
< X
Shas Roles  Completeness  £orm status Review Reference Application Type Date Modified NMA
4 i 11 Not Submitied NA NA 30/01/2019 12:40 Project is not for NMA
sl
Submit | Refiesh  NMA Project
ﬁ Navigation Documents Signatures ¢ c 1ce History

Print | Cormespond

Section

Introduction

Site Specific Assessment (SSA) VIC

Questions

Information | Project | Location | Ethics Review | Site Addition

e Information from the HREA will not automatically populate the SSA

Applicant user guide to ERM (April 2020)
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Creating SSAs for Sites

The SSA for a site is created by either the HREA (or LNR VIC) project owner or by assigning this role

to the site PI.

The creation and management of site SSAs in ERM should be determined by the CPI / delegate.

Both options (i) and (ii) are described below:

(i) HREA project owner

e The HREA project owner 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 Pl

e Inthe Introduction section of the SSA form, complete question Q 1.4 to enter the name of the

site/organisation

33
e Select Roles+ ™ button under the Actions pane
Acti v - g
Site Specific Assessment (SSA) VIC - Albury Wodonga Health
© 9 -
Previous Next Navigate Location Information / Name of site
— N
H Dnﬁms S‘grﬁms 1.4 Name of site/organisation Albury Wodonga Health
o
Save Share Roles
£ A
Collaborators CDHE:,FI“\:‘:}("ESS Submit

o A Share Roles text box will be displayed
Enter the collaborator’s (site Pl) email address and select SSA Sharing
This level of access includes all of the following:
o read
o write
o create subforms e.g. Site Notification Form

o receive notifications

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

S8A Sharing v

Note: This form has not yet been shared with anyone

Share Role Close

e Other research team members can be added using the & button

e Select Share Role button

o The collaborator e.g. the site Pl will receive an email notification about their assigned role in the
project

o The collaborator logs into ERM and follows the steps as described in Assign access to the HREA
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e The project (HREA) and SSA will be displayed in the Project Tree

T Jan Project
n o
Home | Notticutions Broject Tree ~
Actlons
i r
e il i e Specinc Assessment (33A) VIC - Administrator Use Only

Form status. Review Rererence Appication Type Dpate Moamea NvA

5 Q‘b
z
z
N
z
5
T
z
s

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 Pl

e Complete the SSA form

(ii) Assigning Role to Site PI

e The HREA is allocated to the Pl/delegate using Roles + allowing the Pl access to the HREA to

create their own SSA

n

&
e The HREA project owner selects the Roles + “ button under the Actions

Work Ar =
SlEas January Project
e Ml e o HREA highlighted
Actions w /
STy EE
ormrA
Form Status Review Reference Application Type Date Modified NMA
Not supmited A A 19022019 1476 Project s for A
Navigation o st
on

Section
RM Mo

o A Share Roles text box will be displayed

Share Roles

e Enter the collaborator’s (site Pl) email address

Sharing 2 form enabies cihers ko viewledit the same fom depending on the evel of Zccess you gve them. Please: selectthe Users You wih {0 share ths fom wi

and select HREA Share (read, create subforms) At g, e e

) Select Share Role
e The collaborator will receive an email notification about their assigned role in the project

e The collaborator logs into ERM and follows the steps as described in Assign access to the HREA

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

4]
e Select the Create Sub-form - button under the Actions pane

e A Create Sub-form text box will be displayed Create Sub-form
Select Site Specific Assessment (SSA) VIC e

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

Select Create

Site Specific Assessment (SSA) VIC

e The SSA will be displayed in the Project Tree
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Werk Area ~ January Project

.
& | 30
ei
G e 5
Shars Rl Review Reference Application Type Date Modified NmA
s = = PR WET ST

Navigation Locuments signatures Cotiaborators Submissions Comesponaence Listory

Site Specific Assessment (SSA) VIC

Section Quest

Introauction nror

e Complete the SSA form
Upload Documents

All site specific supporting documents are uploaded to the SSA when completing the relevant

guestion in the form. See table below for examples of document types.

Section Questions (hyperlink) Document Example

Site Research Team Documents Curriculum Vitae, GCP training certificates
Recruitment Participant Details Q4.1 | Site specific PICF

Regulation Research Agreement Q5.2 @ Clinical Trial Research Agreement (CTRA)
Other Documents Other Documents Q7.1 Signature document, Departmental forms

e Example — Site specific PICF

Actions v - -
p— = Site Specific Assessment (SSA) VIC -
Previous Next Navigate
Participant Details
- .
H Dn%ms Sigﬂ{ﬂﬁ 4.1 What does the research project involve at this site?
- Recruitment of participants

B < X2+ Access to records

Save Share Roles llse of samples
L a

Folaborstors Completenese  Submt 4.1(a) Target number of participants at this site

4.1(b) Recruitment procedure at this site
Include about any or unequal . and particip

Upload participant information and consent form (PICF)

Upload Docurnent

Press Upload Document to attach the site specific PICF from your local drive

[ )

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

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

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

Upload participant information and consent form (PICF)

Version

Type Document Name File Name Date Version| Size View Delete
Participant information and consent PICFs Dec 2017 (site specific PICFs Dec 2017(site specific 31112/2017 2696 e
form version) version).docx KB

Upload Document
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e Documents will also be displayed under Documents tab and can be downloaded

Tare Roles T =
Check
4 ~ & Form Status Review Reference Application Type Date Modified NMA
& | 54
Submit | Refresh | NMA Project Not Submitted NA NIA 01/02/2019 14:07 Project is for NMA
"
Print Correspond Navigation Signatures Collaborators Submissions Correspondence History
Documents
Type Document Name File Name. VersionDate  Version  Size View
Curriculum vitae Dr Jones CV Dr Jones CV.docx 01/02/2018 1 125 KB
Participant information and consent form PICFS Dec 2017(site specific version) PICFs Dec 2017(site specific version).docx 3111212017 11 269.6 KB T

Assign access 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 Select the 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 to viewfedit the same form depending on the level of access you give them. Please select the users you wish to share this form with

SSA Sharing v
'$SA Sharing

Note: This form has not yet been shared with anyone

Close

e The collaborator will receive an email notification regarding access to the project

e The collaborator logs in to ERM and follows the steps as described in Assign access to the HREA

e The collaborator will be able to view and edit the SSA
Applying Signatures

Declaration

The Principal Investigator (Pl) is required to sign the Declaration by Principal Investigator page in the

SSA form for endorsement of the project at the site.

© “@ M 4 Site Specific Assessment (SSA) VIC - Administrator Use Only

Previous Next Navigate
of Principal
s 9 7
S o | g Declaration by Principal Investigator
m <: 2 1 certify that:
n
« The information in this form s truthful and accurate to the best of my knowledge and belief, and | take full responsibility at this site
Save Share Roles « L will only start this research project after obtaining authorisation from the site and approval from the responsible Human Research Ethics Committee (HREC).
« 1 accept responsibility for the conduct of this research project according to the principles of the National Statement on Ethical Conduct in Research (NHMRC,
4 2007)
a &=a « | undertake to conduct this research project in accordance with the protocols and procedures as approved by the HREC and the ethical and research
Collboratos Conpleeness  Submit arrangements of the organisation(s) involved.
tock] « | undertake to conduct this research in accordance with relevant legislation and regulations.

« 1 agree to comply with the requirements of adverse or unexpected event reporting as stipulated by the HREC and in accordance with Safety Monitoring and
Reporting in Clinical Trials Involving Therapeutic Goods (NHMRC, 2016).

« I will adhere to the conditions of approval stipulated by the HREC and will cooperate with HREC monitoring requirements

+ | willinform the HREC and the research governance officer if the research project ceases before the expected date.

+ I will discontinue the research if the HREC withdraws ethical approval

« 1 will adhere to the conditions of authorisation stipulated by the authorising authority at the site where | am Principal Investigator.

« | will discontinue the research if the authorising authority withdraws authorisation at the site where | am Principal Investigator.

+ I 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.

+ Iunderstand that information relating to this research and about me as a researcher will be held by the HREC, research governance 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

Signature required by PI
eE— «— g q y

e For departments directly involved in the research project (SSA Q 3.3), the department head is

required to sign the Declaration by Head of Department
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Site Specific Assessment (SSA) VIC -

Signatu:

f Head of Department

rience necessary to undertake their role

e For any department that is providing support or services to the research project, the supporting

department head is required to sign the Declaration by Head of Supporting Department

Site Specific Assessment (SSA) ViIC -

Signature of Head of Supporting Department
Providing support or services to the research project, but which doos not have any member(s) on the research

o an statt member

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 signatures 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

The SSA form owner / user may obtain signatures as follows:
To use Wet ink signature

—
Pt

e Using the Print button from the Actions Pane, print the relevant Declaration page and
obtain the signature from the Pl /Head of Department /Supporting Head of Department. Save to
your local drive as a pdf

o Navigate to Section Other Documents of the SSA to find [oneoeemens

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

o Select Upload document to attach the Declaration page to the SAA form
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Actions v - - ==
© | o 4 Site Specific Assessment (SSA) VIC - Administrator Use Only
Previous Next Navigate
Supporting Documents

= »

E & / 7.4 Are any other supporting documents provided (in addition to the documents already uploaded within this SSA)?
Print Documents |~ Signatures

® Yes

O < o

Save Share Roles

a PY /

Collaborators Com| h\e«ekness Submit

To attach other evidence to indicate agreement

e Navigate to Section ‘Other Documents’ of the SSA to find [one tocmens

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

e Select Upload Document to attach the signature document from your local

drive to the SSA form

e Other supporting documents can also be uploaded in this section

To request an Electronic Signature

e Torequest an electronic signature from the Head of Department, Supporting Head of

Department or Principal Investigator select Request Signature

Request Signature
a 9 button

Actions ~

Signature of Head of Department

- A Head of may delegate toan

from the person to whom the Head of Department is responsible

Who is providing signature?

Hoad of Department's Delogato,

Name

Department

Decl

tion by Head of Department
I certify that

- I have read the research project application named abos
- I have discussed this research project, and the resourc
- Al

- There are suitable and a
- I 'support this research project baing

E3

Request

Site Specific Assessment (SSA) VIC - Administrator Use Only

« An investigator must not approve their own research on behalf of their department. If an investigator is also Head of Department, certification must be sought

plications for this department, with the Principal Investigator.
projoct have the skills, training and Gxperience necessary to undertake their role
ch project to be conducted at this site.

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

Request a signature

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

LS

—J

e The requested signatory will receive an email notification for a signature
e The signatory logs into ERM
[ )

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

Work Area «

ft

Home Notifications

Work Area

General

Actions w

Notifications Signatures Shared

reate Folder Delete Folder Create Project

KA & © 1

@ & &

elete Project Duplicate Transfer
Denisnt

Folders
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Requested Date
1211212018 15:38

New requests are highlighted

Under the Action tab, select View Form "™ ™ to review the SSA form

The ethics application cannot be viewed unless the HREA Project/Form Owner has used the
Roles+ function from the SSA to share the SSA form with the signatory

/7

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

Signature of Head of Department

« A Head of Department may delegate responsibility to an appropriate staff member

heck the person to whom the Head of Department is responsible.

Who is providing signature?

Head of Department
Head of Department's Delegate

Name

Department

Declaration by Head of Department
1 certify that

= I have read the research project application named above.
« 1 have discussed this research project, and the resource implications for this department, with the Principal Investigator.

« There are suitable and adequate facilities and resources for the research project to be conducted at this site
« I'support this research project being carried out using such resources

i Site Specific Assessment (SSA) VIC -
o 0 8 Read access only.

- An investigator must not approve their own research on behalf of their department. If an investigator is also Head of Department, certification must be sought from

- Al from m: involved in the research project have the skills, training and experience necessary to undertake their role.

A Sign Form text box is displayed

The signatory enters their ERM log in details to sign the form

Select Sign m button

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

by the signatory i.e. the form has been signed

Sign Form

Please enter your login details in order to sign this form

m Close

Repeat the signatory process for electronic signatures for other signatories

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

Governance Officer

Once the signature is complete the application is ready for submission
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Section 10: Submission and Review Process — SSA

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)form when the ethics application has been submitted via
ERM to a Victorian or Queensland HREC. This means that only site governance documents should be

uploaded to the SSA form and submitted for authorisation.

Submission
Al
o Navigate to the Actions pane and select the Submit == button

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

If complete, the form is ready to be submitted

Submit

Complete: Your form is complete and ready to submit

e Select the Submit button

e The system will automatically submit the application to the site/organisation selected in Q 1.4 of
the SSA

e  Following the submission, a unique identification code is generated.
It is composed of six parts - e.g. SSA/60889/VICTEST-2020-201446(v1)

Application type SSA

Project ID 60889 — ERM project number
Organisation/hospital code VICTEST

Year 2020- year of submission

Submission number 201446 - submission version number
Version number vl

Recall an application

Any changes made to the submission will INVALIDATE all electronic signatures and will

require all signature requests again

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

e This action removes the submitted application from the Research Office’s ERM account

e Select the Recall == button under the Actions Pane to recall the submission and make any
changes / additions

e Check that any electronic signatures are completed
*

e Selectthe Submit =~ button. The application will be resubmitted
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Work Area ~

December Holidays

TGA Notification | Sarety

Project Is not for NMA

Responding to a Query from the Research Office

If an SSA application is queried by the Research Office for further clarification or changes, additions

(e.g. supporting documents):

e The applicant is advised via an ERM email of important information regarding their SSA

application

donotreply@infoneticanet © Catherine M Farrington (DHHS)
IMPORTANT INFORMATION re New Years Eve

D
ml» Letter.pdf .
£ oskB

Dear Investigator,

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

Kind reaards.

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’ letter (pdf) from the Research Office will include details for

further information to be provided via ERM

e The form will be unlocked to allow the applicant to complete the

revisions / additions as requested

To access the Query

e Inthe Work Area, click on the Notifications tile

RESEARCH GOVERNAMNCE / SITE SPECIFIC ASSESSMENT (SSA)
REQUEST FOR INFORMATION
from Default C ittee-VIC Research Officer

2 January 2013

PropetTitie  New YesEve
Project ID sz27

Thark you for sur appicaton to Deraut The appicancn
has been assessed by e ressarch govemance oftoer (RGO} and It Is notof 3 satifaciony standarnd. Some
cnanges are requiea

Information to be Provided

Plemse add site contact detals to e PICF.
Submizsion

Please alter the SSA form In ERM and ravise the supperting documentaton 35 speciled sbove. For changes
D SUPEOAtINg COOUMRNLILON, ENGUFE at

-l version dates andicr versicn numbers ar= updated

- 3 Iracked-changes copy s upioaded to ERM.

Plesa submitthe requested Information via ERM 355000 35 possibie, In ot for your research
govemance/SSA application [0 progress.

s ita urm pesn
granted.

17 you require any furtner information, please contact ihe RGO via e ERM "Comespond busion or 1234 SE75.
Yours sncerssy,

Work Area

£, 2 2

Homs | Netiications

Work Area

General
Actions

Notifications signarures Transfers Shared
Py =
[ - (+]
Gt Pt Dot Foldss Groute Projoct

@ Pl

pctate Broject  Puplieate TR Foldors
Hloect

Old Applications

8

Projecls

e Ms Catherine rarringson

Projec 1) v Owne Daste Crevatod
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e Select the Message title to open and view the message

Work Area v
100 v/

ssoge Attachment ¢ Project Short Title Time
v Information s required regarcing your 3pplication, Please refer fo the atached letter o New vears Eve 319 x

Notifications

AR

start end

Message

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

e Press View Form to be directed to the relevant form

e The SSA form will open under the Navigation tab

e Select Reviewers Comments “* under the Action pane

Message

Project Short Title  New Years Eve
Date 02/01/2019 13:19

is required reg g your Please
refer to the attached letter.

View Form Close

bt New Years Eve

Project Tree v

© New Years Eve
© HREA

© Site Specific Assessment (SSA) VIC -

Form status Review Reference Application Type Date Modified NMA
Partial application received NA SSA Application 02/01/2019 13:13 Project s not for NMA
Navigation Documents Signatures Collaborators Submissions Correspondence History

Site Specific Assessment (SSA) VIC

section Questions

Introduction Information | Project | Location | Ethics Review | Site Addition

o Atext box will be displayed of the Overall Reviewer Panel Comments

Overall Reviewer Panel Comments — -
PICF requiring edits

Show Previous C
Comment Date Added Submission
Site contact details are missing from PICF. 02/01/2019 at 13:16 PM Latest Submission

Close

e Select the comment to be directed to the relevant section in the SSA form, e.g. to Q 4.1
Participant Details

e Asthe query requires a new version of a document, the original version should be deleted and
the new version uploaded into the form. Previous document versions are automatically archived.

o Select Delete to delete the original version
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Actions v

Participant Details
= & / 4.1 Whal does the rescarch project involve al Lthis site?
Print Documents  Signalures = = proj ==
©  Resrutment of particpants

B < 2 Aeceas o records
Save Share Roles. Use of samples

F

4.1(a) Target number of participanta at this site

4.1(b) Recrutment procedure at this site
mciude avbout any

Site Specific Assessment (SSA) VIC -

or unequal , an

Upload participant information and consent form (PICF)

Type Document Name

a

rucipant intormatian ana consent
fom

BIC1 s Dec 201 /(stte specme
version)

a
Fie Name Dace Version sze  view Derete
Pl s bee 201/t specie strzeots 11 2P| oounioss

Upload Document

e Select Upload Document to upload the revised (new) version of the document with
the correct version number and date
e The SSA form now includes the latest version ready for resubmission
4.1(a) Target number of participants at this site
e Downioad
e Once the revisions / additions have been completed, the form and / or supporting documents
can be resubmitted
alm
e Inthe Actions pane select the Submit st button to resubmit
litani I New Years Eve
# 38
Home Notifications Project Tree v
Actions « S
| @ New vears Eve |
A‘X‘A o 1 © HREA |
s Cre?n‘fms o &ﬁﬁ?:{; ,:{ © Site Specific Assessment (SSA) VIC - |
< X
Share Roles  Completencss  £orm status Review Reference Application Type Date Modified NMA
c &) Partial application received NA SSA Application 02/01/2019 13:13 Project is not for NMA
Submit Refresh NMA Project
ﬁ Navigation Documents signatures Collaborators Submissions Correspondence History
Print Correspond
Site Specific Assessment (SSA) VIC
Section Questions
Introduction Information | Project | Location | Ethics Review | Site Addition
o The Research Office will receive the submission
e The SSA application is assessed by the Research Governance Officer (RGO)
[ )

RGO Review Request

Clarification or requests for further information from
through ERM

Following the assessment there may be an information request from the RGO

the RGO to the applicant must be managed

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

D donotreply@infonetica.net © Catherine M Farrington (DHHS)
IMPORTANT INFORMATION re New Years Eve
- Letterpdf .
£ 9Tke

Dear Investigator,

Message

ProjectShort Title  New Years Eve
Date 0210112019 15:26

Intormation s required regarding your application. Please
refer to the attached letter.

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-2019-161536(v2)

Kind regards,

e A ‘REQUEST FOR INFORMATION’ letter (pdf) from the RGO will

include requests for further information to be provided via ERM

e The SSA form is unlocked to allow the applicant to complete the

requests as outlined in the attached letter

Respond to a request for further information from the RGO

REBEARCH GOVERNANCE / SITE SPECIFIC ASSESSMENT (SSA)
REQUEST FOR INFORMATION

2 January 2018

Dear ,

Project Title New Years Eve

Project ID s0227

Thank you for submitting a researsh i - The application
has essed by the research govemanee officer (RGO) and additonal information i required.

Information to be Provided

Please provide more information about the funding souroe.

Submission

Please alter the S3A form in ERM as specified above. For changes to supporting documentation, ensure that

« all version dates andlor version numbers ars updated
+ & tracked-changes copy is uplosded to ERM.

Please submit the requested information via ERM as soon as possible, in order for your research
governance!SSA appiication to progress.

The reszarch his ste unti authorisation has been
granted.

If you require any further information. please contact the RGO via the ERM ‘Comespond" button or

Yours sincerely.

e The applicant can amend the SSA and add new documents if requested by the RGO
e Loginto ERM account

e |nthe Work Area, click on the Notifications tile

[ )

Select the Message title to open and view the message

Notifications

search
Start End
Display

Message

Attachment
+ ™ Information is required regarding your application. Please refer to the attached letter. @

Project Short Title Time v
New Years Eve 14/01/2019

o A message box will be displayed allowing the user to view the SSA form

Applicant user guide to ERM (April 2020)

66




e Press View Form to be directed to the relevant section in the SSA form

e The SSA will open under the Navigation tab

e Select Reviewers Comments = under the Actions pane
Work Area v New Years Eve
# 8
Home | Notifications Project Tree v
Actions v

| @ New vears Eve |

|2 L romer)

Project | Create Sub- | R [Ty ———
fom | Comments @ Site Specific Assessment (SSA) VIC - |

< X
S R ko Form Status Review Reference Application Type Date Modified NMA
‘1. c &) Information requested NA SSA Application 03/01/2019 09:41 Project is not for NMA
Submit Refresh NMA Project
ﬁ Navigation Documents Signatures Collaborators Submissions Correspondence History
Print Correspond
. e She
Site Specific Assessment (SSA) VIC
Section Questions
Introduction information | Project | Location | Ethics Review | Site Addition
o Atext box will be displayed of the Overall Reviewer Panel Comments
Overall Reviewer Panel Comments
Show Previous Comments
Comment Date Added Submission
Please provide more information about the funding source. 02/01/2019 at 15:24 PM Latest Submission
Close

e Select a comment e.g. comment requesting more information about the funding source, to be

directed to the relevant section in the form i.e. Q 6.1 Type(s) of funding

Actions v - -gnm
Site Specific Assessment (SSA) VIC -
re o N :
Funding
=3 g
= ¢ @/
Print Documents. Signatures 6.1 Type(s) of funding
Commercially sponsored
m b 23 Sponsored, other (e.g. collaborative group)
Save Share Roles Exlermnal (¢.g. NHMRC)
Internal/Departmental
o & o omr
Collabonaiors Completonsss  Submit
> Other funding
Fmoirres Source Philanthropic funds raised from 2018 charity event AUS | 1000000
Comments

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

e Continue to complete other requests if necessary

To re-submit the form what signature/s are required?
1. The Pl signs. For minor changes the Research Office has all signatures on the initial
submission
2. Other signatories to sign if a substantial change or required by local policy

Check with other signatories and the Research Office policy before requesting

signatures and re-submission

S

e Inthe Actions pane select the Submit =™ button to resubmit

e The reviewing RGO will receive the resubmission
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Authorised Applications

e Applicants are informed of decisions by the RGO via email using ERM. If the application has been
authorised, the form is locked

e lLogonto ERM and click on Notifications tile

e A formal authorisation letter from the RGO can be downloaded by the applicant

o If the application review outcome is not authorised, applicants are also informed via email

through ERM.
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Section 11: Minimal Dataset Form (MDF)

When the ethical review of a research application is in a jurisdiction that does not use

ERM, a

Minimal Dataset Form (MDF) is used to create the SSA form for sites in Victoria and Queensland.

Itis a proxy form that is created once only for the research application.

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

Governance Officer.

The CPI / delegate logs onto ERM
(+)

Create Project

e Select Create Project button under the Actions pane to create a new Main

Form

Create Project

MDF January

e Enter the Project Title, jurisdiction and select MDF from the Main

Select Jurisdiction

Form drop-down list victria

Main Form

MDI
Quality Assurance (QA) VIC

MDF v
Select Create button Fase Seiect 1
LNR VIC
LEgcyAppHcaUun Replacement Form VIC _—

Project Title (maximum 200 characters).”

m HREA
e The MDF will appear in the Project Tree
VVork Area w
MDF January
L) 15
Home Notifications Project Trae ~
Actions ~
| ® MDF January
h [+ < (e mor
Project Create Sub- Share
form
X IS ——— S e ——
Forere B S | ot Supmitiea on -
& =
A Eroieact e Eomespand Navigation Documents Signatures Collaborators Submissio
Section Questions
Minimal Dataset Form Minimal Dataset Form

ns c

e Complete the questions in the MDF

e Enter the unique ethics reference number indicating where the ethics application was reviewed

and approved e.g. HREC/19/CAL/123

4

e Select the Navigate == | button to move back to the Project Tree and select the NMA Project

&
" button under the Actions pane

e A NMA Project text box is displayed A Fropect

e Select ‘Project is NMA’” and Save E

Mark Inis project s NMA I IL s [0 be reviewed under (Nie National Mulual Acceplance

For further information on NMA see NMA research governance/SSA application on the Clinical

trials and research webpage
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e Select Upload Document to upload a copy of the HREA reviewed by the NMA HREC
into the MDF

e Select the relevant supporting documents e.g. Copy of ethics approval letter, Master PICF,

protocol associated with the ethics application.

Actions
@ @ 4 Upload the HREA reviewed by the NMA HREC outside Queensland, Mater or Victoria.
Previous Next Navigate

— g

Print D is | Signature . .
- i bminminid Select all supporting documents reviewed as part of the ethics application.

B < & Advertising material

Save Share Collaborators Case report form
Evidence of Clinical Trial Notification (CTN)
Copy of ethics approval
a Py PO .
i Curriculum vitae (CV) or resume of investigator/researcher

i letel Submit
it vl i Drug data sheet

Form of indemnity
Licence for dealing with a genetically modified organism
GP/consultant information
Institutional biosafety committee (IBC) approval
Investigator brochure or reference safety information
Invitation to participant
Letter of support
MNSW privacy form
Participant documentation e g. diary, wallet card

< Participant information and consent form

e Select Upload Document to upload the PICF, protocol and other relevant
documents from your local drive.
Ensure the Victorian Specific Module (VSM) is selected if a VSM was submitted as part of the
ethics application. The CPI should provide a copy of the WORD document of the VSM that was
submitted to the reviewing HREC.

B <: JL £l Wictorian specific module (VSh)

WA specific module

Save Share Collaborators 5 S
Any other documentation relevant to the ethics application
=~
ﬂrﬂgrl‘eetce‘l'!ess Submit Attach any other relevant documents associated with conducting your research project.

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

Participant information and consent form

Upload Document

Project Description/Protocol

Upload Document

Wictorian specific module (VSh)

Upload Document

&
e Select Submit -~ button under the Actions pane. The Submit action is a systems action and

does not submit the form to a HREC

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

submitted

e From the MDF the CPI / delegate creates the SSA as a sub-form
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Work Area

1=

Notifications

ﬁ

Home

Actions ~

5

Project

=

= ~—
|md:|lelervess Submit Refresh
hook
5 — —
<& L, =
Print Correspond

MA Project

MDF January

Project Tree v
[ b sanuay \‘/

| @ nmDF |

Form Status Review Reference
Not Submitted NiA

Navigation Documents Signatures

MDF

Section
rMinimal Dataset Form

Application Type

NA

Collaborators Submissions

Questions

Minimal Dataset Form

Select Create button

Select Share Role

The CPI / delegate selects the Roles +
access to the SSA for its completion and submission to the site RGO

Select the jurisdiction and Site Specific Assessment (SSA)

\

Create Sub-form

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

Site Specific Assessment (SSA) VIC v

2
“= button under the Actions pane to enable the site Pl

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

Share Rol

Sharing a o

Note: This farm has nof yet been shared wiih anyone

yougive them Please select the users

58 Sharing .
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Section 12: Legacy Application Replacement Form (LARF)

The Legacy Application Replacement Form (LARF) is required for a Victorian-only research project
when the original ethics application was not in the previous database system used by research
offices (AU RED). It cannot be used for NMA research projects.
The LARF is not an ethics application form; it is a proxy form that allows sub-forms e.g. post approval
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 CPI / delegate logs onto ERM

-+

Create Project

e Select Create Project button under the Actions pane to create a new Main Form

e Enter the Project Title, jurisdiction and select Legacy Application | Create Project

Project Title (maximum 200 characters):*
Replacement Form from the main form drop-down list LA daniary

Select Jurisdiction

Select Create button - .
Main Form
\ Legacy Application Replacem v

e The LARF will appear under the Project Tree —
Werk Area v LARF January
AIS
Home Notifications Project Tree v
Actions v
© LARF January
Fh o < © Legacy Application Replacement Form VIC
é c Form Status Review Reference Application Type Date Modified NMA
prososs i Not Submitted NIA NA 06/02/2019 17:00 Project is not for NIMA
A o
MAProject|  Print | Correspond Navigation Documents Signatures Coliaborators Submissions Correspondence History
Legacy Application Replacement Form VIC
Section Questions
Legacy Application Replacement Form Detaiils of Original Application
e Complete the questions in the LARF
A
o Select the Submit ** button under the Actions pane
e The form will be submitted to the organisation that reviewed the original application
e From the LARF the CPI / delegate creates a new sub-form
WerkArea v LARF January 5
# 15
Home Notifications Project Tree v
Actions v
© LARF January
fh o < © Legacy Application Replacement Form VIC
ﬁ Form Status Review Reference Application Type Date Modified NMA
Print | Comespond Approved LARF/51368/VICTEST-2019-164536(v1) Legacy Application Replacement 06/02/2019 17:08 Project s not for NMA
Legacy Application Replacement Form VIC o
Section Questions
Legacy Application Replacement Form Details of Original Application
e Select the jurisdiction and appropriate post-approval form e.g. Amendment Request
72
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Select Create \
Create Sub-form

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

Amendment Request VIC v

Close

2

e The CPI/ delegate selects the Roles + * button under the Actions pane to share the LARF with
other research team members
e Enter the collaborator’s email address and select Post Approval/Authorisation Subforms

Select Share Role

Share Roles
SHBT’IT’\Q a form enables others to view/edit the same form neper\mng on the level of access you give: them. Please select the users you wish to share this form with

Post Approval/Authorisation Subforms v

Note: This form has not yet been shared with anyone

e Complete the questions in the post-approval form
e Sign the post -approval form
e Submit the post-approval form
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Section 13: Quality Assurance (QA) Application Form

The Quality Assurance (QA) VIC form can be used for the submission of the following types of
projects:

e clinical audit

e quality assurance

e evaluation activities

e aproject that involves the potential for no more than negligible risk

Consult with the organisation’s Research Office before creating the QA application. The Research

Office will advise whether the QA form is the right choice for the project.

e The applicant logs into ERM
(+]
e Select Create Project "™ button under the Actions pane to create a new Main Form
e Enter the Project Title, jurisdiction and select Quality Assurance Create Project
(QA) VIC from the main form drop-down list PQM‘“‘)”
Select Create e—

victoria
Main Form

Quality Assurance (QA)VIC v

e The QA form will appear under the Project Tree
e Complete the questions in the QA form

Supporting Documents

e The Supporting Documents section will enable supporting documents e.g. a

Questionnaire to be uploaded into the application

Actions v

Quality Assurance (QA) VIC

Supporting Documents
Are there any other supporting documents for the project?

® Yes

No

Select the documents

Advertising material
Case report form

Copy of other approval
Data management plan
GP/consultant information

Interview schedule
Invitation to participant
Letter of support
Participant information and consent form (PICF) (tracked)
Peer review
Protocol (tracked)
@ Questionnaire
Research agreement
Statistician comments
Other

Upload questionnaire

Upload Document

e Select Upload Document

i3

e Select Submit button under the Actions pane to submit the application to the reviewing

organisation.
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Section 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
= Upload documents
3
g
< Digital signature
K =
o 8 Research office processes
E & sub-form review and
o o approval or acknowledgement
CPI shares sub-form e o Pl creates sub-form
with Pl (Site Notification)
from SSA
E v
§ Complete sub-form
@
= Upload document
8 .
g
< Digital signature
v
Sub-form submission
K =
o 8 Research office processes
E E sub-form review and authorisation
& o or acknowledgement
Health
ond Humamn

Services
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Once a research project has been ethically approved, any change to its design or conduct must be

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 project as required

by the reviewing HREC.

Sub-forms for post approval

e Ethics Amendment Request e Safety Report

e Project Notification Form e Annual Safety Report

o Project Progress Report e  Serious Breach Report

e Project Final Report e Suspected Breach Report

e Site Closure Report

Create a Sub-form

[ ]
[ ]
o Select Create Sub-form “&:”
[ ]
Select Create
[ ]

al
form

The CPI / delegate logs in to ERM
Select the project title to display the project under the Project Tree and highlight the HREA
©

button under the Actions pane to create a new sub-form

Select the jurisdiction and the sub-form e.g. Ethics Amendment Request VIC

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

The Ethics Amendment Request VIC form will

be displayed under the Project Tree
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Project Tree w
Work Area v L
ﬁ 36 (‘@ HREAOS |
Home | Notifications [ @ HREA
Actions @ Site Specific Assessment (SSA) VIC - /
E 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
L S
Rolss TransferEomi Navigation Documents Signatures Collaborators Submissions Correspondence History
*
F — % ¥ Show |
copeeness s Ethics Amendment Request VIC
— ~ Section Question



Complete a Sub-form — Ethics Amendment Request

e Complete the questions in the form, in this example the Ethics Amendment Request form
e Depending on the amendment category, new versions of documents e.g. PICF, protocol can be

attached to the amendment form

Actions

Amendment Request VIC
© D =

Previous MNext Navigate
Documents
== & Z
i i Document(s) to be amended
Print Documents | Signatures
Investigator brochure
B < &I’ Ed Participant information sheet and consent form (PICF)
Save Share Roles = Protocol
Other
Lo ala
CoRsboratoss. Cum(frl.z,fness L Upload amended participant information sheet and consent form (PICF)

Upload Document

Protocol type(s) to be uploaded

=] Protocol with tracked changes
=] Protocol (clean version)

Upload amended protocol (tracked changes version)

Upload Document

Upload amended protocol {clean version)

Upload Document

o Select Upload Document to attach the amendment documents from your local
drive

e Specify the version and date

Actions v Investigator brochure
Participant information sheet and consent form (PICF)

@ @ 1 : Protocol

Previous Next Navigate Other
B ¢ |/
E / Upload amended participant information sheet and consent form (PICF)
Print Documents ~ Signatures
Type Document Name File Name Version Date  Version | size View Delete
o P .
B o o Participant information and consent form Master PICF January 2018 Master PICF January 2018.docx 01/02/2019 15 4732 KB Download
ave hare oles

s @ & =z

pllaborators Completeness ~ Submit
Check Protacol type(s) to be uploaded

¥ Protocol with tracked changes
¥  Protocol (clean version)

Upload amended protocol (tracked changes version)

Type Document Name File Name Version Date Version size View Delete
Protocol (Tracked) Study XYZ tracked Study XYZ tracked docx 01/02/2019 15 11.5KB Download

Upload amended protocol (clean version)

Type Document Name File Name Version Date Version size View Delete
Protocol Study XYZ Study XYZ.docx 01/02/2019 15 12.5 KB Download

e Documents will also be displayed under the Documents tab and can be downloaded
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~ o =
o | Y L)
Refresh NMA Project Print

rrespond

Form Status

Not Submitted NIA

Review Reference

Application Type

NA

07/02/2019 13:40

Date Modified

Navigation Documents Signatures Collaborators Submissions  Comrespondence History

Documents

Type

Participant information and consent form
Protocol (Tracked)

Protocol

Document Name

Master PICF January 2018

Study XYZ tracked

Study XYZ

File Name

Master PICF January 2018.docx

Study XYZ tracked.docx

Study XYZ docx

Version Date

01/02/2019

01/02/2019

01/02/2019

NMA

Project is for NMA.

Version

size View
4732 KB
11.5K8 Download
12oE Download

Allowing others to access post approval forms

Using Roles +, allows other research team members access to a post approval form.

Highlight the post approval form e.g. Ethics Amendment Request in the Project Tree

[ ]
T e o Project Tree v
ﬁ 3 6 © HREA 03
Home Notifications @® HREA
Actions v @ Site Specific Assessment (SSA) VIC - J
Fh I:h @ Ethics Amendment Request VIC - ] /
Project DLII’-pohrCn?te
° < Form Status Review Reference Date Modified NMA
Not Submitted N/A 22/04/2020 15:45 Project is not for NMA
Delete Form Share
2 | &
Rojbs Transfer B Navigation Documents Signatures Collaborators Submissions Correspondence History
é . ¥ Show |
cmpeeness st Ethics Amendment Request VIC
— ~ Section Question:
§
e Select Roles+ ™ button under the Action pane
e Enter the collaborator’s ERM email address and select Post Approval/Authorisation Subform
e Other collaborators can be added by selecting button
Share Roles
‘Sharing a form enables OINers 1o view/edil the Same 1orm dependaing on e [evel of aCCess you give Mem. Please SeIeCt INe USES YOou wish 10 Snare this fonm witn
e Select Share Role T :
Name Role Given on B e Remove All Permissions
Or Bemice Davies $5A Sharing Site Specific Assessment (SSA) VIC - Administrator Use Only s PR
e The collaborator receives an email notification on their assigned role in the project
e The collaborator at the site can view the amendment form and associated documents

Applying Signatures

The Coordinating Principal Investigator is required to sign the Declaration page to indicate the

information is complete and correct. To request an electronic signature:

In the Declaration section, select Request Signature

Request Signature

button
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Actions v

Amendment Request VIC
© o

Previous Next Navigate i
Declaration
5 9 /7
D tion of C inating Principal
Print Documents ~ Signatures
m < 1 The information provided is complete and correct.
o
m " i The project is being conducted in keeping with the conditions of approval of the reviewing HREC (and subject to any changes subsequently approved).
ave hare oles

The project is being conducted in compliance with the National Statement on Ethical Conduct in Human Research (NHMRC, 2007) and Safety Monitoring and
4 Reporting in Clinical Trials Involving Therapeutic Goods (NHMRC, 2016), or as amended
1 &

nHaboratnranm&\elanass Submit
heck

The system performs a completeness check to highlight any incomplete sections

Request a signature

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

Enter the signatory’s ERM email address and message

Select Request Can you please sign the amendment for

The requested signatory will receive an email notification for a signature, a message and link to

ERM Login/Signatures page
The signatory logs into ERM

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

Work Area « W k A
Home Notifications G enera |
Actions : : z
Notifications Signatures 1 er Shared
-0 -
s O

[reate Folder Delete Folder Create Project ’I
elete Project Duplicate Transfer Folders

New requests are highlighted. Select View Form VewFom 6 review the amendment form

Work Area v

#% 10

Home | Notifications

Signatures

Requested Response
Type Project Title Requesting User Message Date 7 Date Status Action
Principal Investigator LNR December Ms Catherine Can you please sign this LNR form so | can 24/12/2018 1052 Requested vy Form
Farrington submit

/7
For endorsement of the amendment, select Sign **  button under the Actions pane

Actions v

Amendment Request VIC

£ Read access only.

Guidance

Amendment

ompleteness 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 Amendment Request must be completed and submitted to the reviewing HREC or ethics review body.
An amendment to a research project may also impact research governance/site specific assessment (SSA). The Research Governance Officer (RGO) at each
affected site must be notified of the amendment by the site Principal Investigator (P1), in order to determine if research governance/SSA amendment is required

An amendment must not be implemented at a site until the HREC or ethics review body has granted approval of the amendment and (if applicable) the site RGO
has granted of research
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e A Sign Form text box is displayed

Sign Form
The signatory enters their ERM log in details to sign the form e

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

Select Sign button

w Close

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

e The form is ready for submission

Submission and Review

b

e Navigate to the Actions pane and select the Submit button
e The system performs a completeness check to highlight any incomplete sections. If complete the

form is ready to be submitted
e Select Submit button
e The post approval form will be received by the reviewing organisation’s Research Office.

How to respond to queries and requests from the Research Office is described in Submission and

Review Process
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Section 15: Post Authorisation

Post Authorisation forms provide information / reports relating to a research project to the site

Research Governance Officer (RGO).

In ERM, Post Authorisation forms are sub-forms created from the Site Specific Assessment (SSA).

Sub-forms for post authorisation

o To notify the RGO of an amendment that has been approved by the reviewing ethics

o To notify the RGO of a governance-only amendment that does not require ethical approval

e Complaint Report

e Non-serious Breach / Deviation Report

e Site Audit Report

e Site Governance Amendment Request
committee or

e Site Notification Form

o Site Progress Report

Create a Sub-form

Select the project title to display the project under the Project Tree and highlight the SSA for your

o Create Sub-form

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

Site Governance Amendment Request v

e The PI/ delegate logs in to ERM

[ ]
organisation

o Select Create Sub-form ““* button under the
Actions pane to create a new sub-form e.g. Site
Governance Amendment Request
Select Create

[ ]

The Site Governance Amendment Request form will be displayed under the Project Tree

T e —
| ® HREA 03 |

Work Area v
ﬁ 36 [ © HREA |
Home Notifications [ @ Site Specific Assessment (SSA) VIC - ]
N etioiskes 1 @ Site Governance Amendment Request \
I:: { @ Ethics Amendment Request VIC - l
Project Duplicate
}%rm

Form Status Review Reference Date Modified NMA

e <

Delete Form Share

2 £

Roles Transfer Form

8 & “s

compeness sont— Site Governance Amendment Request

Section

Not Submitted N/A 22/04/2020 16:17 Project is not for NMA

Navigation Documents Signatures Collaborators Submissions Correspondence History

— ~ Questions
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Complete a Sub-form — Site Governance Amendment Request

The steps for completing a Site Governance Amendment Request will depend upon which ethics

committee reviewed the amendment request. Either (i) or (ii) apply:

(i) If the amendment request was submitted to an ethics committee in Victoria, ensure the

Ethics Amendment Request form owner (CPI / delegate) has assigned the site PI/ delegate

access to the ethics amendment submission and documents. See Allowing others to access

post approval forms

e Inthe Project Tree, select the Ethics Amendment Request VIC form

e From the Documents tab, the amendment submission can be downloaded by selecting the Print

=

™ | button under the Actions pane and saved to your local drive

e Associated documents can be downloaded by selecting Download and saved to your

local drive
Work Area v Form Status Review Reference Date Modified NMA 63445
ﬁ 2 5 Not Submitted N/A 22/04/2020 18:05 Project is not for NMA
Home Notifications
Actions v Navigation Signatures Collaborators Submissions Correspondence History
Project Share

8 &4

Comé)\e\eness Submit
heck

~ 'l
R/ 4
Refresh NMA Project
m
Print Correspond

Documents

Type

Participant information and consent form

Protocol

Document Name File Name

PICF Master December 2019 PICF Master December 2019.docx

December Holidays protocol December Holidays protocol.docx

© Infonetica Ltd 2020 Version 2.2.8.4

Version Date  Version Size

31/12/2019

31/12/2019

1 11.9KB

1 11.5 KB

Download All as Pdf

View

Download

Download

e Return to the Site Governance Amendment Request form in the Project Tree

e Upload a copy of the:

o Ethics Amendment Request to the reviewing ethics committee (PDF copy of the amendment

submission)

o Amendment approval from the reviewing ethics committee (PDF copy of amendment

approval letter/certificate)

e Other documents if relevant, e.g. the protocol, Master PICF and Site PICF can be uploaded in the

Amended Documents - gaction under Documents
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(i)

Actions v

o -

1

Navigate Print

é / ® Yes

No
Documents = Signatures

B < Which documents are amended?

Save Share

Site Governance Amendment Request - 01/04/2020

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

¥ Protocol

9. fa ¥ Participant information sheet and consent form(s)

Select Upload Document to upload the relevant documents from your local drive
Specify the version and date

Continue to complete the form

If the amendment request was submitted to an ethics committee outside of Victoria, the
Minimal Dataset Form (MDF) is used to enable the Site Governance Amendment Request
form to be completed

In the Project Tree, select the site SSA for your organisation

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

Work Area v MDF23
# 30

Home Notifications
Project Tree »
Actions v y
| @mDF23 | /
Eh [h L [@wmoF]|
Project DL;_piicate ‘ _
orm L @ Site Specific Assessment (SSA) VIC - Bendigo Health [

elete Form| Create Sub-
form Form Status Review Reference Date Modified NMA

< h Not Submitted N/A 23/04/2020 15:33 Project is for NMA
Share Roles
‘ﬂ Navigation Documents Signatures Collaborators Submissions Correspondence History

Upload a copy of the:

o Amendment submission to the reviewing HREC (PDF copy provided by the CPI/delegate)

o Amendment approval from the reviewing HREC (PDF copy of approval letter/certificate
provided by the CPl/delegate)

Other documents if relevant, e.g. the protocol are uploaded as described in (i)

Continue to complete the form.

Allowing others to access post authorisation forms

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

Highlight the post authorisation form e.g. Site Governance Amendment Request in the Project

Tree
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Work Area v © HREA 03
ﬁ 3 6 I:J © HREA

Home Notifications E @ Site Specific Assessment (SSA) VIC - J /

I—[ @ Site Governance Amendment Request -

Actions w
E I:h @ Ethics Amendment Request VIC - ]
Project Duplicate

orm
Form Status Review Reference Date Modified

° < Not Submitted N/A 22/04/2020 16:17

Delete Form Share

| &

Roles Transfer Form

8 &

compeness st Site Governance Amendment Request

— ~ Section Questions

Navigation Documents Signatures Collaborators Submissions

NMA

Project is not for NMA

Correspondence History

4

e Select Roles+ ™= button under the Action pane

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

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:

Collaborator email Post Approval/Authorisation Subforms v ‘

Name Role Given on Remove Remove All Permissions

e Other collaborators can be added by selecting button

e Select Share Role S

e The collaborator receives an email notification on their assigned role in the project

e The collaborator at the site can view the Site Governance Amendment Request and associated

documents

Applying Signatures

The Principal Investigator is required to sign the declaration page to indicate the information is

complete and correct. To request an electronic signature:

e Inthe Declaration section, select the Request Signature = =eduest Sianaiure

button

T site G Amendment R t - 01/04/2020
Previous Next
Declaration
Navigate Print Declaration of Principal Investigator
The information provided is complete and correct.
)
é / 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
Request Signature
[ -

e The system performs a completeness check to highlight any incomplete sections
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e Enter the signatory’s ERM email address and message

Select Request

Request a signature

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

Can you please sign the Site Governance Amendment Request form|

e The requested signatory will receive an email notification for a signature, a message and link to

ERM Login/Signatures page
e The signatory logs into ERM

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

Work Area

“ | Work Area
I
Home Notifications Ge nera ‘
Actions =
Notifications Signatures Shared

- -

a & O
[Create Folder Delete Folder Create Project /I

@ @&E &
peicte Project  Duplicate | Transfer Folders

e New requests are highlighted. Select View Form

Amendment Request form

View Form

to review the Site Governance

e For endorsement of the form, select Sign “** button under the Actions pane

e A Sign Form text box is displayed

The signatory enters their ERM log in details to sign the form

Select Sign button

e The applicant receives an email notification indicating the

signature request has been accepted, i.e. the form has been signed

e The form is ready for submission

Submission and Review

e Navigate to the Actions pane and select the Submit

i

button

Sign Form

Please enter your login details in order to sign this form

w Close

e The system performs a completeness check to highlight any incomplete sections. If complete the

form is ready to be submitted

e Select Submit button

e The post authorisation form will be received by the organisation’s RGO.

How to respond to queries and requests from the RGO is described in Submission and Review -

SSA.
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Section 16: Other ERM features

Project Update

A notification to update a project will appear when there has been a modification to a form or a

process within ERM. This ensures access to the most recent version of forms used in ERM.

e Only the project owner 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 but not submitted should be updated after submission
otherwise updating will invalidate electronic signatures

How to update to a newer version

e Print and save a copy of any unsubmitted forms before the project is updated to ensure no data
is lost

e The Update prompt is viewed by the project owner at the top of the form

e The project owner clicks on the Update link

HREA T~

Update

Team Member Details

e A pop-up message displays information about electronic signatures on unsubmitted forms which
will be invalidated if a project is updated

e Select the Update button to update the project

Update Project

Note: This will

Update Description

There is a newer version available

e Notification of the project update will appear in the Notifications tile

e From the Work Area select the Notifications tile. Select the relevant message
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Notifications

Search
Start End
Display

Please note that only the specified number of notifications w

!
Message

¥ ™ Your May HREA has been upgraded

100 notifications

Attachment © Project Sho
None May HREA

A Message box will be displayed informing the project owner

of the upgrade

Message

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

Yeur has been upgraded

Close

If the completion of a form is in progress, select the Completeness Check button under the

Actions pane to check if additional data entry is required as the new version may introduce

additional questions into the form

An Update prompt is also seen by collaborators and form owners should advise the project

owner of any need to delay the Update e.g. if the form owner is working on a form with un-

submitted electronic signatures

When should the project be updated?

Before you request electronic signatures

After a form has been submitted and validated by the Research Office

When the project has been released back to the applicant for edits after the submission

After form approval

What are the steps in a multi-site project?

The project owner should advise all form owners of when the project update will occur

Form owners should advise the project owner if the Update needs to be delayed

Print and save a copy of any un-submitted forms before the project is updated

The project owner updates the project

How to find the form version

The form version appears at the top right-hand corner of the screen when the form is open

The most recent date a form has been edited is displayed under Date Modified below the Project

Tree
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Cancel a Signature

A Request Sent message is displayed at the top of the screen whenever an electronic

signature has been made. The form is locked through signature requests. To cancel a signature:

e Move to the Signatures tab and select the Cancel

Cancel

button under the Action heading

Signatures

Note: There are no active signatures on this form

Signature Requests

Type signatory Email Requested Date

Principal Investigator amanda walpole@dhhs.vic.gov.au 06/01/2020 12:48

I HREA 30 607
Home  Noffications Project Tree v
Actions ~ ——
| @HREA S0 |
fh [h o ':{ © HREA |
Project | Duplicate | Create Sub-
orm form © Site Specific Assessment (SSA) VIC - Administrator Use Only |
< & 2
SIEe Rl AR Form Status Review Reference Date Modified NMA
Not Submitied NiA 06/01/2020 12:47 Project is not for NMA
& & i
Compieeness  Submit  NVIA Project
heck
ﬁ Navigation Documents Signatures Corresponden History
Print | Comespond

status Response Date

Requested

Action

Cancel

o The form is now unlocked and signatures invalidated. The Status has changed from Requested to

Recalled

e The signatory will also receive a notification email regarding the signature cancellation

e If a Principal Investigator has signed their own form directly, their signature can also be

cancelled

e To cancel the signature, open the relevant form at any question and select the Unlock button

under the Actions pane

Actions v
Previous Next Navigate
s g 7/
Print Documents ~ Signatures
< | X
Unlock Share Roles
2 d
Collaborators Comj }LE‘EI:‘ESS Submit

Site Specific Assessment (SSA) VIC - Administrator Use Only

Site Dates

3.1 Anticipated start date for the research project at this site

32 Anticipated finish date for the research project at this site

—

——

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

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

Changing jobs

If an applicant changes jobs or moves to another organisation but remains a collaborator on certain

projects, the applicant can continue to access their projects in ERM but will need to have their ERM

account details updated. Contact Infonetica Helpdesk to update the account details and email.

If a project owner is leaving the project permanently, the project should be transferred to another

collaborator in the research team.
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Transfer a Project

The project owner can use the Transfer function to permanently transfer a project to another ERM

user. This may be when a Sponsor creates an HREA application then transfers it permanently to the

CPI or when the project owner intends to leave the project and transfers project responsibilities to

another collaborator in the research team.

If the current project owner is unable to be contacted, contact Infonetica Helpdesk for further

assistance to permanently transfer a project.

From the Work Area, select the Transfer

C2

Transfer

button from the Actions pane

e Enter a message to the new project owner (optional)

e Select the correct project from the list

e Select Transfer button

o All forms are locked pending the transfer

e The new project owner will receive an email notification

regarding the transfer of the project

Cancel a transfer request

A Transfer Projects text box is displayed noting loss of future access to the project

The project owner enters the ensuing project owner’s ERM email address

Transfer Projects

at you will lose all access to this project

52902
53715
55579
55663
55998
57465
57470
§7570
57730
57840
57937
+ 58064

March 25 project
Test Practice 1
21st HREA

June MDF

July HREA
September HREA (2)
september mdf (3)
HREA September
September MDF
September LARF
MDF

HREA 16 September

The project owner can cancel the transfer request if the request has not been accepted by the new

project owner.

e Inthe Project Overview screen display under the Transfers tab, select the Cancel

ancel

button

Work Area v

% 21

Home | Notfications

Project Overview - HREA 27

Project Tree v

O HREAZT

HRE

Transfers
Transter id From User To User

3160 You

Ms Amanda Walpole

Requested Date

2711212019 12:39

status.

Requested

Response Date

NA

Action

Cancel
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e A message indicating the transfer request has been successfully cancelled will be displayed

Transfer request cancelled successfully

#® 2

Home | Notifications Project Tree v

orreazr

HREA

Forms Submitted Documents Transters History
Transfers
Transfer From User To User Requested Date status Response Date Action
3160 You Mis Amanda Walpole 271212019 1239 Requested NA =

Accept a transfer

e The new project owner will receive an email . T Work Area
30
L . . e o
notification to log into their ERM account — i
Natifications Signatures Transfers
e Inthe Work Area, select the Transfers tile 'gfnom 30
0 @ & ‘
Pt Ol | T Folders
ERM for research | Archived projects | ERMdemosfor A Testfor projecttr
offices pplicants ansfer
16 90 2 0

e Alist of all transfers will be displayed. In the relevant message line, select View Project == to

open the project as read only

Transfers
Transter id Project Tale From User To User Message Requestid Date  » Respense Date Sustus Action
2661 HREA 16 September s Catnerine Famngton  You Tris progect has been permanentl Fansferred 15 you. Thank you 021020191203 fequestea [ view Profect '
07 TEST for HREA Prof Matt Hagpy You A yours 260772018 10:51 Requasted "View Profect
Showing 1 1o 2 of 2 entries

v
e Toaccept the transfer, select the Accept Transfer “““ button from the Actions pane

#f 30
Hofme: Notification Progect Trae w
Actions »
© HAEA 16 Soplember

sh < simer

Project '\:ﬂ‘J:.r:eIeMs'. Refresh YT Ty T————

vV IX &

frocap & ot reject ander | Form Status Review Reference Application Type Date Modified NMA
Nl Submitied L HA 02M0RMT 1144 Penject i5 not for NA

Kavigation Documents Sgnatures Cotabortors o
HREA Snon (Aaciive Seciing
S8tion Questions
e An Accept Transfer text box is displayed Accept Transfer

e you sure Thal you want 10 perian this acton

e Select Yes to accept the transfer

Wl
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Transfer accepted successfully

# 14
Home  Notficaions J—
Actions v .
| © Test Practice 1
~ —
sh (.2 L{ © HREA |
Project  Complstoness Refrosh —————
. Check [® Site Speciic Assessment (S5A) VIC -
Accopt | Repst  Pint
= TR Form Status Review Reference Application Type Date Modified A
Information requested A Einics Application 171042019 1425 Project s not o NMA
anaspond
Navigation Documents, Signatures Colaborators  Submissions  Correspondence History
HREA Show Inactive Sections

e Ownership of the project is transferred including all sub-forms e.g. SSAs and associated

documents. The new owner can access the project from their Work Area.

e The new owner can assign other research members pre-defined levels of access to the project

and forms

Transfer a Sub form

A form owner can transfer sub forms e.g. SSAs to another collaborator independently from the main

project.

For the form transfer to be successful the form must first be shared with the intended new owner.

Use Roles + to allow the new form owner to also view the HREA (look up the project branch).

Work Area v HREA 09
f 23
Home  Notifications Project Tree v
Actions v
\70 HREAO9 |
Fh [h o L“ © HReA |

Project | Duplicate  Create Sub-
orm

L\ © Site Specific Assessment (SSA) VC - |

NMAProject  Print

<: k vl [ @ stte Progress Report - |
Share Roles  [{ranser For
Form Status Review Reference Date Modified NMA

~

v — [ 54
Completeness  Sumit | Refesh Not Submitied NA 231012020 10:29 Projectis not for NMA
e

S &

Correspond Navigation Documents Signatures Ci

ubmission:

History

"2
e Select Transfer Form ™™™ button under the Actions pane

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

e Select the Transfer Sub Forms checkbox to include other subforms that

are associated with the form e.g. a Site Progress Report

e Select Transfer

Transfer Form To Another User

amanga walpole@anns vic. gov.a
@ Transfer Sub Forms

e A Transfer successful message will be displayed at the top of the screen.

e The collaborator will receive an email notification informing them of the transfer with a link to

ERM and becomes the new form owner including the owner of any associated subforms

e The new form owner is shown under the Collaborators tab
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e The new form owner can assign other collaborators access to the form using the Share

function

o The collaborators can only view the HREA if the Project Owner assigns access from the HREA

S
Roles

using the Roles + function

Duplicate a Project

In ERM, an existing project can be duplicated regardless of whether the project has been submitted

or not. Subforms can also be duplicated in this process.

T Work Area
e From the Work Area select Duplicate Project 2 T
etons v Notifications Signatures Transfers Shared
2 0 24
Folders
Gid Applications | | Approved project
3 2
e A Duplicate Project textbox will be displayed Duplicate Project
e Select the project to be duplicated
e Enter a new title for the project and delete the previous project’s ID
number

e Select Include sub forms (SSAs) if subforms are also to be duplicated
e Select Duplicate =3 -

e The duplicate project with the new title will be displayed under Project Title

Work Area v

Work Area
# 23
Home  Noffications General
fctore Notifications Signatures Transfers Shared
a0 )
B 23 0 0 24
Create Folder Delete Folder Create Project
@ @
Folders

Delete Project Duplicate |~ Transfer
Project

0ld Applications

7 2

Current projects

Projects

e If subforms have been duplicated, information in the form is also duplicated but will require
certain details to be re-entered e.g. Project title and name of site/organisation

e The duplicate function will not copy documents (protocol, PICFs), signatures and permissions

(Roles+, Share) that have been assigned to the original project
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e Upload supporting documents and assign other members of the research team pre-defined

levels of access to the duplicated project using the Roles + or Share function.

Duplicate a Form

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

The duplicate function will copy all answers in the form but not copy documents e.g. site PICFs,

signatures and permissions assigned to the original subform. As the SSA site/organisation name will

also be duplicated it is important to amend these details for each duplicated SSA.

e Inthe Project Tree highlight the subform to be duplicated
h

Duplicate

o Select Duplicate Form = button under the Actions pane

Work Area v HREA 29
% 21
Home | Notfications Tnses
Actions v
orreAz
ey [-] o ren |
Dt AR (W5 t (SSA) VIC - Administrator Use Only |
(+] 2
S Soes Form Status Review Reference Date Modified NMA
&l Py Not submitied A 030112020 1303 Project s not for A
[retta et Corsienaid Bt i
S
o~ | e - Navigation sig Cotaborators ison
Refresh | NMAProject Prnt
Site Specific Assessment (SSA) VIC
Sonssond Section Questions
Introduction information | Project | Location | Etnics Review | Ste Addition

e A Duplicate Form textbox will be displayed
e Select number of duplicates required e.g. 2
e Select Duplicate

e The duplicated subforms will be displayed in the Project Tree

Duplicate Form

Dupiicate the Current sub Torm with ¢ata.

Number of duplicates required: | 2| 2

Work Area v
HREA 29

#f 2
Home | Notifications Project Tree v

Actions v S

| @HREA D9 |
Fh [h o | @HREA |
piolecg pbiplcaiey DEdlE Bern ['® site specific (SSA) VIC - Use only |
o < b ’7‘ © Site Specific Assessment (SSA) VIC - Administrator Use Only ‘ ‘/
Cre?ésmSuh— Share Roles | @ Site Specific Assessment (SSA) VIC - Administrator Use Only | {—\
— -_—— 'y

Duplicate SSA

Duplicate SSA

e Select the duplicate SSA then select the Location /== hyperlink to be directed to Q 1.4 Name

of site/organisation

A Project Tree v

Actions v

gh [ Q@

| @ HrREA 29 |

© HREA |

Project Duplicate | Delete Form
o

rm © site Specific Assessment (SSA) VIC - Administrator Use Only | /

Date Modified

03/01/2020 14:52

o <: x_,_ © Site Specific Assessment (SSA) VIC - Administrator Use Only |

Cregte Sub- | Share Roles © Site Specific Assessment (SSA) VIC - Administrator Use Only |
orm

Y2l -

Transier FormCompleteness  Submit Form Status Review Reference
ecl
Not Submitted N/A

~ e =

w— < =

Refresh | NMAProject|  Print

Navigation Documents signatures

Correspond

Introduction nformation | Project | Location | Ethics Review | Site Addition

Site Specific Assessment (SSA) VIC

History
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e Select the relevant site/organisation name from the drop-down list

Actions ~ - . P
Site Specific Assessment (SSA) VIC - Administrator Use Only
© 9
Previous Next Navigate
Location Information
R Dnﬁm S‘ﬁm 1.4 Name of site/organisation Albury Wodonga Health v
ERRSaL

e The correct site/organisation will be displayed with the SSA in the Project Tree

Work Area v HREA 29
#® 2
Home  Notifications Project Tree v

Actions v
© HREA 29
h O @ o ren
Froject  Duplicate  Delete Form A e T e
o <: x.', © Site Specific Assessment (SSA) VIC - Albury Wodong: A
Creato Sub-  Share Roles essment (SSA) VIC - Administrator Use Only

form

e  Upload supporting documents and assign other members of the research team pre-defined

levels of access to the duplicated form using the Roles + or Share function.

Delete a Form

The applicant can delete a subform if it has been created unnecessarily and can only be performed if

the form has not been submitted.

e Inthe Project Tree highlight the subform which needs to be deleted

Delete Form .
e Select the Delete Form button under the Action pane
Work Area v HREA 27
#® 2
Home Notifications Project Tree v
Actions /
Project Du ohr:r:te Delete Form Use Gy |
0 < &
Lol | e fokes Form Status Review Reference Date Modified NMA
@ .T. Not Submitted N/A 27112/2019 14:26 Project is not for NMA
|Transfer FormCompleteness SEH
heck
c & ﬁ Navigation Documents Signatures ubmissions Corr History
Refresh NMA Project Print
Site Specific Assessment (SSA) VIC
Correspond
Section Questions
Introduction nformation | Project | Location | Ethics Review | Site Addition
e A Delete Form text box is displayed Delete Form
Delete form Site Specmc Assessment (SSA) vIC?
o Select Delete to delete the form ca
Delete Close

e The subform can still be deleted if an electronic signature request has been made.

o'
i.  Ifthe form has been signed by the signatory, open the form and select the Unlock ™

button under the Actions pane.
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An Unlock Form textbox is displayed. Select Confirm.

Delete Form

The form becomes unlocked and all signatures are invalidated. The Delete Form

button under the Actions pane is now available.

ii. If the form has not been signed (Status is Requested), see Cancel a Signature for further

details.

Edit Roles and Share

A collaborator’s level of access to a form can be changed in two ways depending on whether

2 <

Roles+ ™ orShare (== | has been used to assign access.

Roles +

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

pane

o 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 to share this form with:
HREA Share (read-only) v
Name Role Given on Remove Remove All Permissions
Ms Amanda Walpole HREA Share (read-only) HREA e

Share Role

Close

e The Share Roles page stays to allow the level 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 view/edit the same form depending on the level of access you give them. Please select the users you wish to share this form with,

HREA Share (read-only) v
| "HREA Share (read-only)
Note: This form has not yet been shared with anyone HREA Share (read, write)

HREA Share (read, creafe subfoms)

[ HREA Share (read, write, submit)

Close

e The collaborator will receive an email notification informing them of the change in their access

level
Share
o  Highlight the relevant form in the Project Tree and move to the Collaborators tab

e Select the Edit Permissions button to modify the collaborator’s access level
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Home | Notiications broject Tree v

Actions v
© HREAO9 |
dh | O | < L (o
Project | Create Sub- | Share
. form Lo Specific Assessment (SSA) VIC -
8 &
Roles  [Completenesy  Submit Form Status Review Reference Date Modified NMA
~ & ] Not Submited NA 2410172020 14:44 Project i not for NMA
[ 32
Refiesh | NMAProject|  Print
& Navigation Documents Signatures Collaborators Submissions  Correspondence History

orrespond | Import Xl

Collaborators

Name Access [Edit Permissions
Ms Abigail Cooper Read, Wiite, Submit, Share, Create all sub forms, Receive notifications Edit Permissions.

Ms Catherine Farrington Project Owner and Form Owner Edit Permissions

e The collaborator will receive a message in the Notifications tile (under the Work Area) informing

e An Edit Permissions textbox will be displayed. Deselect the permissions and select Save

them of the change in their access level.

Collaborators

23
Collaborators

The form owner can use the Collaborators action button to edit permissions for each
collaborator only if the access level is assigned through the Share action

e Select the Collaborators action button

Actions v
@ @ Project Team 0
Previous Next

Load Add to contacts

4 = Q1.9.1 Title

Navigate Print

g 7

Documents =~ Signatures

B < Amanda

Save Share Q1.9.3 Surname/family name

Prof

Q1.9.2 First Name

& Walpole

Collaborators

Q1.9.4 Email Address

e Alist of current collaborators for the form will be displayed

Collaborators

Alist of the current eollaborators fer this form:

Select Edit Permissions pane st parmicors
Ms Catherine Project Owner and Form Owner Edit
Farringlan T
Ms Amande Walpole  Read, Write, Submit, Share, Create all sub forms. Receive Edit
notifications Permissions
Closa

Edit Permissions - Ms Amanda Walpole

e Deselect or select the new levels of access ¢ Read
Write
e Select Save Submit
¥ Share

@ Create all sub forms

@ Recsive notifications
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Contacts

The Contacts area can be used to save and edit contact 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

Beta Test Mode

Work Area «
Work Area
# 18
Home Notifications General
Actions +

Notifications Signatures Transfers Shared

- - o
Create Folder Delete Folder Create Project ’I 8 O O ’I 5

Delete Project  Duplicate Transfer Folders
Project

e Select + Add Contact

Work Area v COHtaC[S l J
# 18
Home | Notiications
Title First Name Surname Organisation Address City Telephone Email Delete
Avigail Cooper

e A New Contact textbox will be displayed to enter the new details | "o contee

e Select Save button

Orgamisation

e New contact details will be displayed under Contacts

Work Area + COﬂtaCtS
# O
Home | Notifications

Title First Name © Surname ¢ Organisation © Address 1 ¢ City Telephone © Emai Delete]
Prof Major Researcher Best Place Best Town 03 8888 8888 major.researcher@google.com

e Contacts can also be added when completing a form

e Select Add to contacts “ddfecontacts | htton

Actions v HREA 59:
©®© @

Team Member Details

| @)

Provious Next Navigate
= & Ky
= 4 « National Statement 1.1 (e) states:
Print | Documents | Signatures “Research that has merit is ...conducted or supervised by persons or teams with , and that are for the
research.”
m < 2 « In establishing the research team you should enstre there is appropriate and sufficient expertise fo undertake all the research activities
« Ensure that you list who is undertaking the research activities and detail their expertise, qualifications and competence in the following section
save Share Roles - Where research will involve team members who are currently unknown (e.g. a future class of students) this should be recorded in the Project
Description/Protocol and the supervisor should complete this section of the HREA as the researcher/investigator.
: &
llaborators Completeness  Submit
heck

Please refer to the Information icon () and read the guidance for Q1.9.1-Q1.9.13 prior to completing the questions in the following section.

Project Team 0
P ——
Loau | Aud o cortacts
Q1.9.1 Title [Seve Contact]
Doctor

Q1.9.2 First Name

1ohn
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e The details will be saved in the Contacts area for future use in other forms

Insert Contact in a form

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

Load

e Select Load button

Actions v

: : 1 Please refer to the Information icon () and read the guidance for Q1.9.1-Q1.9.13 prior to completing the questions in the following section.
Previous Next Navigate
a5 ¢ 7/
Print Documents |~ Signatures Project Team o
B < b Load | Add to contacts
Save Share Roles Q1.9.1 Title

5 AR Doctor

Collaborators Completeness  Submit
izt Q1.9.2 First Name

John

Q1.9.3 Surname/family name

smith

e A Contacts text box will be displayed to insert the relevant contact

e Select insert button Centacts

Title First Name: Surname Organisation Address 1 city Telephone Email

Doctor John Smith

—— Protessar David Jones

e Contact details will be successfully loaded into the form

Actions v

Loaa | Add to contacts
Project Team
Q1.9.1 Title

Professor
Q1.9.2 First Name

vavia

Q1.9.3 Surname/family name

Jones

Q1.9.4 Email Address

Correspondence

To the Research Office
The applicant can use the Correspond function to communicate with the reviewing organisation’s
Research Office and should be used after a form has been submitted to the reviewing organisation.

Correspond must not be used to respond to a query or information request.

]
Select the Correspond == button from the Actions pane to open communication with the

designated Research Office.
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o A Correspond text box will display where the message will be delivered to

e Enter message details and attach documents if

required

e Select Send

e Arecord of the correspondence can be accessed in the Correspondence tab

Work Area v
Home | Nofifications
Actions v

h O

Project  Create Sub-
form

3

Roles Completeness
LFhe:k

~ '

L &4 o

Refresh NMA Project

<

[Correspond | Import Xmi

<

Share
i
Submit

=

Print

January Project

Project Tree v

5(

| @ January Project |

© HREA |
Form Status Review Reference Application Type Date Modified NMA
Not Submitted NA NiA 1410212019 09:06 Project is for NMA
Correspondence
Search correspon
User Date Message Attachment

Ms Catherine Farrington 1410212019 See attached CV for Dr Jones

From the Research Office

e Attimes the Research Office may use their Correspondence function to communicate with the

applicant. It is not used by the Research Office to query or request clarification relating to an

application

e The applicant will receive an email notification regarding the new correspondence with a link to

the relevant project. Click on the link provided

Correspondence regarding HREA 06 - Message (HTML)

File Message  Help  HPE Content Manager Q  Tell me what you want to do
Thu 30/01/2020 320 Ph

D donotreply@infonetica.net
Correspondence regarding HREA 06

[fo @ Catnerine Farrington DHHS)

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: https://au forms.ethic jer.com/Project/Index/240610#correspondence-tab

This is a system-generated email. Please do not reply.

e Select the Correspondence tab to display a Correspondence list

Work Area v HREA 06
Home Notifications Project Tree v
Actions v .
[ @HREA0E |
b O < (orre]
Project | CreateSub-  Share
form
b 3 [ =] Form Status Review Reference Date Modified
Roles BRI S Submitted HREC/60871/VICTEST-2020-198801(v1) 07/01/2020 08:5:
+. L4
&2 ¥
portXml  Recall

Documents

Navigation Signatures

HREA

Section Questions

e Select the relevant message
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Work Area v HREA 06
# 26

Home  Nofifications Project Tree v

Actions v —_—
[ @ HrREAOS |

s 0 < Y

Project  Create Sub-  Share
form

:+ = Form Status Review Reference Date Modified
Roles Print | Correspond Submitted HREC/60871/VICTEST-2020-198801(w1) 0740172020 08:53
g‘é -
portXml  Recal .
Navigation Documents Signatures c
Correspondence

Search correspondence

User Date Message

Review user 300172020 Hi Catherine, Thanks for submitting your applicaton. I o

e A Correspondence Message textbox will display details of the message

Correspondence Message

Date  30/01/2020 2:19 PM

Hi Catherine,

Thanks for submitting your application. It o0k great! The committee are realy looking forward to reviewing it at their meeting!
from your friendly research office

Note: No correspondence attachments

Close
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Archived documents

Delete

When an application requires resubmission with new document versions, deleted documents

are automatically archived in ERM. Archived documents can be accessed in the Project Overview

screen

e Highlight the project title in the Project Tree and move to the Submitted Documents tab

Project Overview - HREA 08

Project Tree v

e
T HREA
E&ne Specific Assessment (SSA) VIC - Administrator Use Only

Submitted Documents

HREA HREA 171012020 Archived Protocol December Holidays protocol 1 115 KB Download
HREA HREA 171012020 Submitted Protocol December Holidays protocol version 2 2 116 KB Download
HREA HREA 171012020 Arcnived PARTICIPANT INFORMATION AND CONSENT FORM (TRACKED) PICF Master December 2019 1 119 KB Download
HREA HREA 171012020 Submitted PARTICIPANT INFORMATION AND CONSENT FORM (TRACKED) PICF Master December 2019. Version 2 2 120 KB Download

e The Status for current document versions is Submitted and previous/deleted versions are now
Archived
e When the application has been approved, the Status of the submitted documents is Approved

e Select Download "™ putton to view an archived document

Project Overview - HREA 08

Project Tree v

| @ HREADS |

HREA
sment (SSA) VIC - Administrator Use Only

Site Speci
Victorian Specific Module (VSM)

Forms Submitted Documents Transfers History

Submitted Documents

Form name Submission Date status yoe Name version v Siz Arch
HREA 1710112020 submited | Protocol December Holidays protocol version 2 2 16K Download

HREA HREA 171012020 submited | PARTICIPANT INFORMATION AND CONSENT FORM (TRACKED) PICF Master Decomber 2010, Version2 2 120K8 Download

HREA HREA 1710112020 Archived Protocol December Holidays protocol 1 15K Download

HREA HREA 171012020 Archived PARTICIPANT INFORMATION AND CONSENT FORM (TRACKED) PICF Master December 2019 1 19K Download

e Other collaborators with assigned access can also view archived documents
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Folders

All applications are listed together in the Work Area home page. Folders can be created to organise

applications accordingly.

]

“ button under the Action pane

o Select Create Folder

Work Area v
Work Area
#® 19
Home Notifications G en era‘
Actions

Notifications

19

Signatures Transfers Shared

0 15

(Create Folder Pelete Folder Create Project

Create Folder
0

Delete Project  Duplicate FO ‘ de rs
Project

Transfer

Old Applications

8

. . Create Folder
e A Create Folder text box will be displayed

Folder Tille (maximum 40 characters):*

Approved projects

Enter Folder title e.g. Approved project

e Select Create

e Anew Folder tile (Approved project) is displayed in the Work Area under Folders

Work Area v

elete Project  Duplicate
Project

"2
Transfer Folderg

Old Applications

8

Work Area
#®t 1o
Home  Notfications General
acicneS Notifications Signatures Transfers Shared
a0 a8
P & O
reate Folder Delete Folder Create Project /I 9 O O /I 5

@ @

New Folder tile

Approved project /

0

Date Created

Transfer Status

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

e Select the Folder tile to display the list of projects moved to the Folder

Work Area v

elete Project  Duplicate
Project

Transfer

Folders

old Applications

8

Projects

Project litle

QA January

LART January

Work Area
f® 19
Home | Notfications General
L Notifications Signatures Transfers Shared
a0 )
N & O
reate Folder Delete Folder Create Project /I 9 O O /l 5

@ m®m o

Approved project

N 06/02/2019 1805 06/02/2019 18:05

Project ID

51369

51368

Modified

I ransfer Status
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e Select a project to display the application and associated forms

Work Area v

#% | 19

Home | Notifications

Approved project Projects

Actions v

° ﬂg Showing 1 to 2 of 2 entries
Create  Delete Project Duplicate
i Project
7+ &

Rename | Move Project  Transfer

Other Folder Actions

o Create a new project
Create Project
° Delete a project (only possible if the main form has not been submitted via ERM)
Delete Projec
- Delete a folder (only empty folders can be deleted)
=
Delete Folder
Permanent transfer of a project to another user e.g. Sponsor creates the HREA and
l‘;l transfers it permanently to the CPI
Transfer
Duplicate an existing project. Includes all forms in the project but not any attached
ﬂﬂ supporting documents
Duplicate
Project
/‘ Rename the tiles under Folders and enter a new name for the tile
Rename
Folder
Move a Project filed in Folders to the Work Area. The Project will be listed with other
4-1-» current projects under Project Title
Move Project

Submission to non ERM Research Offices

For a submission to a HREC that does not use ERM e.g. Private hospital HREC, the HREA can be

completed and printed as a pdf.

e Leave the last question in the ERM Filter Questions section (Select the Committee that your ethics

application will be submitted to) blank

o Leave Q4.3 (Select the Organisation that hosts the HREC) blank

3

3ch

e  Select the Print button under the Actions pane to generate a pdf of the form. Save the

document to your local drive

Do not select Submit.
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Help

To access ERM

http://au.forms.ethicalreviewmanager.com/Account/Login

For assistance
Infonetica Helpdesk: 02 9037 8404

helpdesk@infonetica.net

Coordinating Office for Clinical Trial Research: 03 9096 7394

multisite.ethics@dhhs.vic.gov.au
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