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Overview

This guideline will provide the necessary information for researchers, coordinators and study personnel to
submit their site specific assessments (SSA) via the Research GEMS Application. This guide is specifically
for commercially sponsored clinical trials that require CALHN HREC to be the Reviewing HREC Committee
for a study. Please note: All Phase 1 studies are exempt from the National Mutual Acceptance scheme within
South Australia. Therefore, all Phase 1 studies that are being conducted at a CALHN site must have CALHN
HREC approval.

Scope
This guideline will help to achieve the following:

o Register a project

e Submit a HREA

e Submit an SSA

¢ Understand the process of applications from start to authorisation

Definitions & Acronyms
¢ GEMS - Governance and Ethics Management System
¢ HREA — Human Research Ethics Application — known as HRE
e SSA - Site Specific Assessment — known as Site Application
e Project — Study
e Pl — Principal Investigator
e Al — Associate Investigator
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Procedures

Registering a Project
1. Go to the GEMS Website located here
<https://gems.sahealth.sa.qov.au/>

2. Login/Register Account

{ o C (O @& gemssahealthsagov.au %*

= 0 :
: Apps [ HealthCALHNRese.. o© Llicenceagreement.. ® hitps//myiphadsa.. @ Credentisling =© Welcome-GEMS (@) Post ApprovalMoni.. (8) Research GEMSUse.. <, VelosTest <, VelosPRD
m Government of South Australia WY e o
Wi research foundation
c",’?:' SA Health -
W TOGETHER JFIGHT.

Welcome to Research GEMS

If you require assistance with your application, please contact
the Research Office that you will be submitting to.
Contact details are available on the SA Health website.

% Llogin

User guides are also now available via the Research GEMS Use y
Can't access your account? Guides page. |
2 &
To register a technical issue/fault, please contact the Research
Don't have 2 Research GEMS account? GEMS support team on zems @< z0v 2, 9am-4pm Monday-

Friday (excluding Public Holidays).

RESEARCH
. GEMS:a
a. If your account is set up, login with your username and password
i. If you have received an email but have not yet logged in before, click ‘Reset your
password’ and enter the email address the original email went to
b. If your account is not set up
i. Try logging in with your SA Health government email address (@sa.gov.au);
ii. If unsuccessful, then, click ‘Register Now’ and register your details using either your
SA Health email or Institutional email (e.g. University email)
c. Once you have successfully logged in, click ‘Agree’ to License Agreement Statement
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Licence agreement

This is a restricted system. Use of this system is monitored at all times and
requires explicit permission from the system administrator. If you do not have
this permission, you are violating the regulations of this system and can and will
be prosecuted to the full extent of the law.

By continuing into this system, you are acknowledging that you are aware of
and agree to these terms.

« Decline

3. Registering your Project
a. You will now have been directed to the External Portal Homepage for Researchers /
Research Personnel.

M A A Byllinee White

Research GEMS ‘D 4 Decisions &d Projects @ Profle @ Help | @ Signout

Research GEMS

Research Applicants

This home page will list below the 5 most recently registered projects you have access to as a project/application owner or other user who has been allocated shared access by that owner. Click on the listed project link to view details
including associated ethics and site governance applications.

If you wish to: register a new project: continue an in-progress registration or view/manage other registered projects not listed below, select the 'Projects’ icon in the menu bar above.

Other users - CE/Delegates, HREC Members, Dept. Heads, Ext. Reviewers

Depending on your role, you may have a couple of additional icons in the menu bar above such as ‘Decision’, 'Meetings' and/or 'Review’ - if you have received notification that you have an activity to view in those areas, select the related icon
to access the area you require.

User Guides available here.

D Top5 projects 9 Top 5 milestones due

@ There are no records to display. @ There are no records to display.

B Your activities

@ You don't have any activities yet.

b. To register a project, navigate to the ‘Projects’ tab on the right hand corner

c. Click ‘New Project’

Research GEMS 9 # Decisions LJ Projects @ Profile @ Help | @ Signout

Projects

GEMS is structured with the following hierarchy: Project>>>Applications>>>Post-approval/authorisation Amendments, Reports and Safety Notifications - listed below are all the projects you currently have access to.

In order to submit an application (ethics and/or site-governance), you must first register the project - you can do that here by selecting the +New Project button below.

Project Registration will determine whether a new HREA is required for consideration by a HREC operating within SA Health services and if SSA will need to be generated for research to be undertaken at sites with SA Health. The details
entered at registration pre-populate those subsequent applications.

@ You currently do not have any projects.

+ New Project
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d. Select ‘Project Registration’

=+ New Project

Select the form you wish to fill out:

Project Registration

% Cancel

e. :I'his will then navigate you to the ‘New Project Registration’ Page on the ‘fntroduction’ tab.
Read this information, then click next.

ResearchGEMS "D & Decisions LJ Projects @ Profile @ Help | @ Signout
Introduction Introduction
Part A: Previous Ethics Registration of your human research project is the first step to initiation of ethics and/or site governance applications in GEMS. Please ensure you are familiar with the requirements for human
Application research of the relevant health jurisdiction within which your project will be undertaken before proceeding.

SA Health Research Fthics

Part B: Project Details . . . N . N e e N N . N . N N
Information entered during registration will help identify if either an ethics application (HREA - Human Research Ethics Application) and/or site governance application/s (SSA - Site Specific

Part C: Research Site/s Assessment) will need to be generated by GEMS for your project.

Project Registration also assists in determining what else might need to be provided to complete your application/s in response to your answers to various questions as you proceed, including required
Part D: Coordinating Principal attachments to your application/s. Where possible, information provided during registration will also be used to pre-populate relevant fields in subsequent applications for faster and easier completion.

Investigator - ) . ) . . )
At a minimum, you will need the following information to complete Project Registration:

- Basic project details e.g. title, short description, study type, sponsor type/name, HREC
- Research site/sinformation including Pl details

Submit - Email address/es for CPl and Pl/s*

- Project description/Research protocol

- Qther project-wide/master study documents where applicable®

IMPORTANT NOTES:

1. Project team members listed at project registration with project roles of Coordinating Principal Investigator (CPI) and Principal Investigator (Pi) must have a GEMS user profile before you will be
able to complete any Project Registration and proceed to any subsequent application. Email addresses for CPl and Pl/s will assist to search for their existing profile or, allow you to send a ‘profile
create' request during completeion of Registration. Project-level study team members and site staff, ii ing Associate Ir i , are not listed at Project Registration.

2. Project-wide/master study documents can be added during completion of HREC (if required) however, uploading your documents during Registration may assist to ensure naming requirements
are met and reduce the possibility of future duplication or requests for renaming by the Research Office.

3. You should confirm with the Research Office you are submitting too regarding local submission checklists.

4.0nce itted Project Regi: ion can not be updated or edited. While the Research Office will be able to assist you should changes be required the system is configured to flow

from information provided in this form. It is recommended that Project Registration is only submitted with correct information.

Part F: Upload Attachments

‘You can save your registration at anytime and return to it at a later date.

Download the Research GEMS User Guide: "Project Registration Guide"

To proceed, click on the 'right pointing arrow' for next page

f.  This will navigate through Tabs A-F.
g. Part A: Previous Ethics Application
ResearchGEMS 9 I Projects @ Profile @ Help | & Signout

Project Registration

Introduction @ Part A: Previous Ethics Application
If an ethics application:

Has never been previously submitted for this project to a NHMRC registered and/or certified HREC, select 'No' at question A1 - no further questions will be required in this section and you can

Part A: Previous Ethics
Appl on

proceed to Part B.

Part B: Project Details Has previously had an ethics application submitted to a NHMRC registered and/or certified HREC, select 'yes' at question A1 and complete the additional questions displayed.

A1 Has an application for ethics review of this project previously been submitted to a recognised HREC? * @

Part C: Research Site/s

Part D: Coordinating Principal

Investigator = Next
Part F: Upload Attachments

Submit
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i.  For Internal (CALHN) ethics > Select ‘No’

h. Part B: Project Details
i. Fillin details related to your project
ii. Enter your Short Title or Protocol first — how you want to view it later on
iii. > click next

i. Part C: Research Site(s)
i. This the step where you can invite other study personnel to register and have access
to the project.
ii. Click ‘Invite to register’
iii. Add another user
iv. Enter email address (SA government or institutional email addresses)
v. Select what access they should have
e Share with view access — will allow the user to view but not edit the project
o Share with edit access — will allow the user to be able to make changes to the
project
vi. Then click save and send
vii. Note: If you make a mistake of adding someone, you can click the red trash can on
the right-hand side to delete the invited user
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Rese: EMs D #, Deciions  J Projects @ Profile @ Help | () Signout

New Project Registration

Intreduction & Part C: Research Site/s

Part A Previous Ethics In the tabbed sections below, you will be required to nominate the sites at which you intend to undertake the activities for the project you are registering. Depending on the details of your project, you
0 may need to enter sites under more than one tab.

Application

Part B: Project Dietsils -] *fou can add'a site under the required tab/s by selecting the '+ icon. For locations with SA Health, you will then select the relevant Centre/s and their associated site/s from pre-populated drop-down
lists. For locations not operated by either government organisation, you will provide details as indicated.

If you wish to defete a site that you have listed below, select the tick box next to the Project Centre label and then select Y in the gold bar below the section.

Part O: Coardinating Principal Before proceeding. please note: All Plz named in thiz section must have 3 GEMS user profile before you will be 2ble to complats registration - 23 you enter the Pl email address, GEMS will search

Investigatar fior @ match with a registered user.

If a match is found, their email address will display for you to select and their full name will be added below. As you progress, GEMS will prepopulate registration and subsequent applications
Part F: Upload Attachments with relevant details from their profile as required.
If no match is found, |leave the Pl email blank and select Invits to Register' Thiswill open a dizlogus box for you to add the Pls ussrname (email ad dress) and, when you save the dislogus box to
close, your Plwill receive an invite to register in GEMS at the email address you've entered. Once they can confirm they have registered their profile, come back and complete your registration.

In the meantime, s2lect the next section to complets from the menu down the lefi-side of the page

Submit

*¥ou must add at least one site in the below table.
If you are unsure of the Project Centre uze this cell to search SA site names in GEME.
Oince you select the Project Site the Project Centre will appesr. Use this information to complete the table below.

Royal Adelaide Hospital Central Adelaide Local Health Metwork

Health Other health jurisdictions or organisations

Mominate the project site/s within 5A Health 2nd a Principal Investigator for each site
Aresearch project may be conducted at one or more sites within one or more Centres within SA Health.

A'Centre' may be a Local Health Network {LHM), a Specialty Health Metwork, a Pillar organisation, an affilisted health crganisation or other health organisation operated by SA Health. A Site
Specific Azssessment (354) will be generated for each site nominated.

A Principal Investigator (Pl) is the person responsible either individuslly or 2= 2 leader of the researchers st a sits, for the conduct of research st that site. In a single site ressarch projector
when a project doss not reguire the appointrnent of 3 34 Health principal investigator, the coordinating principal investigator may alsc be the principal imvestigator. The P1is the only person

whe has the autheority to submit the Site application. An incorrect response here may cause the application to be Ineligible and will cause delay in processing.

If you are unsure of the names of the Centre or Site/s your project will be conducted at, please discuss with your local research office. An incorrect selection here can delay your application
process.

F Project centre * Project site *

Principal Investigator email (GEMS username] ~ i) Principal Investigator name

®0e

The listof users currently assigned to this form are listed below
@ There are currently no users assigned to this form.

© Add another user

v Sor s

wite user to register & manage access

The list of users currently assigned to this form are listed below

Send Name Username Access status Modify access

v | Siana.Dimond@sa.gov.au v ‘
User Stana.Dimond@sa.gov.au s found. A notification will be sent to this email Share with view access g
address and the user will be able to access this application Share with view access

Share with edit access

© Add another user

+ Save and send

viii. Select the site you will be conducting the research at, when you begin to type the site
should appear in the drop down selector box. This will then pre-fill the local health

network next to the site name,
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ix. Then fill in the ‘Nominate the project site/s within SA Health and a PI for each site’
section

Royal Adelaide Hospital Central Adelaide Local Health Network

SA Health Other health jurisdictions or organisations

MNominate the project site/s within SA Health and a Principal Investigator for each site

Aresearch project may be conducted at one or more sites within one or more Centres within SA Health.

A'Centre' may be a Local Health Network (LHN), a Specialty Health Network, a Pillar organisation, an affiliated health organisation or other health organisation operated by SA Health. A Site
Specific Assessment (SSA) will be generated for each site nominated.

A Principal Investigator (Pl) is the person responsible either individually or as a leader of the researchers at a site, for the conduct of research at that site. In a single site research project or
when a project does not require the appointment of a SA Health principal investigator, the coordinating principal investigator may also be the principal investigator. The Plis the only person

whao has the authority to submit the Site application. An incorrect response here may cause the application to be Ineligible and will cause delay in processing.

If you are unsure of the names of the Centre or Site/s your project will be conducted at, please discuss with your local research office. An incorrect selection here can delay your application

process.
= Project centre ® Project site ™
Central Adelaide Local Health Network v Royal Adelaide Hospital v
Principal Investigator email (GEMS username) * o Principal Investigator name

Siana.Dimond@sa.gov.au Siana Dimond

= Project centre * Project site *
Central Adelaide Local Health Network v The Queen Elizabeth Hospital v
Principal Investigator email (GEMS username) * o Principal Investigator name
Evllinee.BeckwithJurado@sa.gov.au Eyllinee White

®0o0®

X. To add multiple sites, select the “+” button in the bottom left-hand corner
Xi. You must always add your site and the Pl in this section to be able to create an SSA
xii. Then click next once you have finalised your sites and PI’s

j. Part D- Coordinating Principal Investigator
i. Click ‘yes’ if you are the CPI or ‘no’ if not the CPI
e |If you selected ‘no’ — enter the email address of the CPI
o If you selected ‘yes’ — this prepopulates to the account holder who is currently
logged in and filling out the registration
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ResearchGEMS ' 4 Decisions [LJ Projects @ Profile @ Help

New Project Registration

Part D: Coordinating Principal Investigator

Part A: Previous Ethics The Coordinating Principal Investigator (CP1) is
Application Q a) inrelation to research conducted at a single site, the investigator for that site, or;
b) in relation to research conducted at more than one site, the individual, whether or not they are an investigator at any particular site, whao takes primary responsibility for the conduct of the
Part B: Project Details Q research
Before proceeding, please note the following detail if you are not the CPI: The CPI named in this section must have a GEMS user profile before you will be able to complete registration - as you enter
the CPlemail address, GEMS will search for a match with a registered user.
If a match is found, their email address will display for you to select and their full name will be added below. As you progress, GEMS will prepopulate registration and subsequent applications with
relevant details from their profile as required. If no match is found, leave the CP| email blank and select 'Invite to Register. This will open a dialogue box for you to add their username (email
address) and, when you save the dialogue box to close, your CPI will receive an invite to register in GEMS at the email address you've entered. Once they can confirm they have registered their
profile, come back and complete your registration. In the meantime, select the next section to complete from the menu down the left-side of the page.
Part F: Upload Attachments

Invite to Register
Submit

Are you the Coordinating Principal Investigator for this project?* o

Part C: Research Site/s 0

Part D: Coordinating Principal

Investigator

The CPl is the person that holds overall responsibility for the study. They are the only person who has the authority to submit the Ethics application.
Anincorrect response here WILL cause the application to be Ineligible and will cause delay in processing.

+ No

CPl email (GEMS user name) * CPl name ORCID @ SA Health Employee Number (for SA Health
staff only, if known) @

= Next

k. Part F-Upload Attachments
i. Where CALHN is the Reviewing HREC please upload the:
e Protocol
ii. All other supporting documentation should be uploaded against the HREA.
iii. To upload documents, select the “+” button in the bottom left-hand corner
iv. Select what document type it is from the drop down selector
v. In ‘Document Descriptor’ please insert the naming convention you prefer your
document to be labelled as
vi. Fillin, ‘Version Number’ (please put N/A if there is none) and then the date of the
document (please do not enter a random date as this will follow through your
application)
vii. Please note: there is a maximum file size of 20.00MB per file
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ResearchGEMS D #, Decsions GOJ Projects @ Profile @ Help | ) Signout

New Project Registration

roducson @ PartF: Upload Attachments I ) P Py
Part A: Previous Ethics e F2 Other relevant documents, project-wide documents and others required for submission with HREA
Application This section has been included at Proj istration to ensure consistent naming of frequently reguired documents. Al docu will be automat ded to any subsequent
° ethi ndor site-specific app) . as apprapriate.
Part B: Project Details
! For those registrations which require upload of a previously submitted [external) ethics application
Part C: Research Sita/s [] = Ethics approval fetter (If available) Type = Ethics application decision notification, Version = 0, Date = Ethics approval date
»  Approved documentscan be individualby
Part D Coorginating (] f uploading indivi ocuments Ty 0}, Diate = as listed on approval letter {if none then tod
Principal Investigator £ uploading as 2 zip Type = Ethics app! g se ensure all attachments included with the criginal appli
that upload.
Part F: Upload Attachments:
For those registrations which will submit to a SAHREC
Submit « REGISTER ANY doc to the HREC now: You can upload 2 draft do t. documents can be updated added and removed wi
= Type=bast availablede ion, Viersion = az listed on the document - u he foater (ifno r =till draft then O), Date = 2= listed on th cument - usuzlly th none then today's
date]
s site-specific documents are not required to be upleoaded here - onhy project-wide, master documents. Site-specific documents will be requested when completing the relevant site application
form.
FOR ALL REGISTRATIONS

= Total uploadcan not

submission pri
» Uploading the same document multiple times e.g Protocol at F1and F2 may cause the system to crash.

lease select from  Document descriptor - your name for the file = Diocument Document date *
version*

Reguired decuments not yet attached

These documents have been identified as required to finalize your registration. As they are attached, they will be removed from the list.

Ethics applicstion (HREA or other)

Ethics applicstion dedsion notification

viii. Then upload the document by selecting “Select upload new” > Choose the file >
Select the file > Open > Start Upload
iX. Then click the (+) button to add upload additional documents via the same method
X. Click ‘Next’ once all the documents have been uploaded

. Submit

ResearchGEMS D D Projects @ Profile @ Help | @ Signout
Project Registration

w0 Submit

When you select the Complete Registration button below, GEMS will check whether your registration is complete and if so, will generate subsequent applications depending on your responses to the
registration questions.
If a HREA is listed below, this will be generated prior to any Site/SSA applications that might be required for site governance at SA Health site - SSA/s in this instance will be generated on
submission of the HREA.
If no HREA is required and a Site/SSA is to be generated for a SA Health site, the SSA will be generated immediately.

Part A: Previous Ethics
Application

Part B: Project Details

@ PROJECT REGISTRATION CANNOT BE CHANGED ONCE IT IS SUBMITTED.

Part D: Ceordinating BEFORE YOU CLICK "COMPLETE REGISTRATION" MAKE SURE YOU CAN SEE EACH TYPE OF APPLICATION YOU EXPECT TO BE CREATED IN GEMS.

Principal Investigator
If you are submitting a HREA to a SA HREC you should see "A HREA" below.
If you are submitting to a SA site EACH site selected under the SA tab at Part B should be listed below.

©
©
Part C: Research Site/s 0
©
©

Part F: Upload Attachments

Submit If you do not see the information expected below please refer to the Research GEMS User Guides for completing Project Registration

The following applications will be generated:
AHREA

SSA for each of the following SA Health sites:

Royal Adelaide Hospital, Lauren Chartier (PI)

Complete Registration
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i. Please double check your project registration is correct before you submit it, as you

can’t make edits to it once it has been submitted

ii. As CALHN is the Reviewing HREC — check that ‘A HREA' is listed as well as an SSA
to ensure you have completed the registration correctly.

iii. When satisfied the registration information entered is correct, click ‘Complete
Registration’

iv. Following submission, you will be returned to the Projects page, and your project will
be viewable in a list and the status will display as ‘In Progress’

Research GEMS '© 4, Decisions [LJ Projects @ Profle @ Help [ @) Signout

Projects

GEMS is structured with the following hierarchy: Project>>>Applications>>>Post-approval /authorisation Amendments, Reports and Safety Notifications - listed below are all the projects you currently have access to.

In order to submit an application (ethics and/or site-governance), you must first register the project - you can do that here by selecting the +New Project button below.

Project Registration will determine whether a new HREA is required for consideration by a HREC operating within SA Health services and if S5A will need to be generated for research to be undertaken at sites with SA Health. The details
entered at registration pre-populate those subsequent applications.

@ Below are your projects. Click the link to open and manage your project.

<+ New Project

X ExportCSY  Show 10 v entries

Search:

“ Identifier < Status % Ethics approved % Expiry date % Principal organisation + Overdue milestones % Revision milestones % Total milestones
® InProgress 0 0 0
Showing 1to 1of 1entries & Previous n Mext »

v. You are now able to complete your HREA and then SSA.
vi. Click on your project title which is in light blue and this will navigate you to your
‘Applications’ page for that project
i. Click on your project title which is in light blue and this will navigate you to your
‘Applications’ page for that project
ii. HREA can now be completed by clicking on the 2021/HREO00XX application in light
blue

ResearchGEMS D (==

@ Profile @ Help

® Signout

- 2021/GEM00123 - X

Project details Details relating to your Project can be found on this page.
£ Applications
Once the status of an Ethics or Governance application is Approved/Authorised, various Amendments may need to be raised to support your application.

ﬁ Contacts

i Details Click on the 3 vertical dots next to the relevant study. and select Project Information to access the available Post Approval Forms for your application.

Documents
@ For further information on other functions, such as adding new sites or sharing your application, please refer to the Research GEMS User Guides,
D History

« Applications

& ExportCSV  Show 10 ¥ entries Search:
< Identifier < Title % Comments < Version % Status < Owner % Created date % Modified date
» i 2021/HREO0085  x-HREA 1.00 ® InProgress  Lauren Chartier ~ 24/02/202108:54:26 AM 24/02/202108:54:26 AM
Showing 1to 1 of 1 entries £ Previous Next »

¢ Note - you can share this application with other study personnel by clicking the three dots on the left-hand
side next to the application title and selecting ‘Invite user to register or share application’
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@ Profile @ Help [ & Signout

& Projects

Research GEMS ‘D
] 2021/GEMO00123 - X

Project details Details relating to your Project can be found on this page.
= Applications
Once the status of an Ethics or Governance application is Approved/Authorised, various Amendments may need to be raised to support your application.

ﬁ Contacts

i Details Click on the 3 vertical dots next to the relevant study. and select Project Information to access the available Post Approval Forms for your application.

Documents
@ For further information on other functions, such as adding new sites or sharing your application, please refer to the Research GEMS User Guides,

D History

« Applications

& ExportCSV Show 10 ~ entries Search:
% Identifier < Title % Comments % Version % Status % Owner % Created date % Modified date
> i i Application information 1.00 ® InProgress  LaurenChartier — 24/02/202108:54:26 AM 24/02/202108:54:26 AM
N i Invite user to register or share application
Showing 1 £ Previous Next »

A Rename application

@ Delete application
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Human Research Ethics Application
A. Once you have submitted the project registration, you can proceed to creating the
HREA/filing in information
i. Please note: the coordinator/research personnel can add information to the HREA,
however only the CPI will be able to submit the HREA

Research GEMS 'S O Poects @ Profile @ Help | @) Senout

2021/HREOQO85 - x - HREA
Intraduction Introduction CEIEE)

HREC aperating within 54 Hezalth
an behalf of the HREC you have slectad to cubmit vour apalication fa. Thiz can
STIDN progress i the trace

Praject Chverview Yau are-comaleding this HREA within GEMS for 2 human research project that wi

Fraject Team often sssist with 2nsuring full swareness of the .::Il::' an requiremsants and preventing celays inapg

Contact detsils for 2l 54 Hesitth HRECs and relevant Resesrch Offices can be found via the fallowing link:
arch Offices Contacts

Project Tesm Detsils

£ Sauren Lhartier within GEMS has been complatad and resulted in generation af this form, so many of the detsils sireacy entared togetharwith documants alresdy uplaaced vill be pre-

szist its completian

12 Laaren Liarter k through the HREA, check that the correct information is displayed. Also, if text has baen pre-populated within s free-ted” fsld, vou mey wish to 2dd additional information relewant to

Cizclasure of Inberests
2with submission, 54 HRECs sccept the alactronic submission of the HEEA by the TPl on behslf of the project - sdditions| declsrstions/signatures sre nat reguired to sulbmit onos the
= finalized

Aestrictions

f you are mat the CP, butwill be completing the HREA on their behalf, wvouwill need them to oz into GEMS ance you hawe finished ta complete the submission.
Evalustions
Locstian Before complating this application, the CPI must read the following statements and complate the acknowledgement below:
Msthods 1) The HREA has been designed for ethics review of human ressarch, as defined in the MNational Ststement *

. ra: 3
Farticipants t lesst imeestization undertaken to gain knovidedpe and understanding ar totrain resesrchers Human resesrch is resesrch conducted with or sbaut
Methad Specific

= T s e fior the responsible conduct of resear
in af newr knowledns

states that resesnch includes:

Eeinaney enerabe nevw concepts, methodalogies, imentions snd understandings”

Particinant Spacific

Praject Datsils tizl resazrch guestion.
internships may need sthics reviews, but not necessarity by an HREC

Rizk
Benefit

Diats and Privacy

- = [tis expected that adequate resources will be 3vai aject. A=sources may inchude: financizl rescurces, human resources, equipment, facifitizs and in-kind support.
CGenerste HREA dooument
= Cansult withyour institution's ethics or resesrch office for further
plzaz 31 All relevant institutional policies pertaining to the conduct of this research project should be considerad and adhered to. ~
P = |nstitutions may hewe palicies in place that relate to the conduct of research. Thes= policies should b= consulted prior to completing this apalication and adhered to throughout the conduct of the
AE

ion's ethics or resesnch office for further advice.

Derlzration »  Engurazll investizs iliarwith their institutional policies and note that if vou sre conducting recearch ot multiole sites that institutional pelicias may differ.
Generate HREA document 4} Research activities must not commences until ethics approval (and sits authorization, if sppropriate] has been provided. ©

®  You must not start vour resesrch progect until w eritten ethics spproval and site suthorisation (f approprizte]l

] _I's nchides screening of participants and/or d

31 The HREA reguires the attachment of 2 Pro
= [tisstronghy recommended that vou prapare the Braj

D cription/Pratocal bafare commeancing this HAEA Advics anwhat to indude in this document ic svzilable on the Project Deccription

Mote: You cannot comalets the HREA unlessyou acknaovledzs the above statements.

Do you accept and acknowledgs thess statements? *
Arknowledze and Cantinue

ii. Select ‘Acknowledge and Continue’ and ‘Next’ on the Introduction page

1. Project Overview

iii. Q1.1 Insert Project Title

iv. Q1.2 Project summary in lay terms
v. Q1.3 Category(ies) of research is populated from information provided in Project

Registration

vi. Q1.4 What type of institution research will be conducted in

vii. Q1.5 Who has overall ownership of the study and data obtained

viii. Q1.6 Insert any funding details
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ix. Q1.7 Insert anticipated start date or tick ‘as soon as ethics and any other relevant
approvals have been provided’
X. Q1.8 Insert duration of study

2. Project Team

i.  This is where you will add in details about all Investigator(s) and Study Personnel

ii.  You can add more researchers to the Project Team by selecting the '+’

iii.  If you make a mistake and need to remove a Team member, select the person by
clicking the large box next to their name and clicking *-*

iv.  After all Team members have been added you will need to provide more information for
each investigator by selecting their name on the left-hand side under ‘Project Team
Details’

Research GEMS "D 3 Projects @ Profle @ Help
2021/HREO0085 - x - HREA
wocn 6 ProjectTeam

Project Overview &  MNote: For optimal performance of the HREA no more than 10 members who are directly accountable for this ethics application can be listed on this page. You

may include all other team members (if need be) in your Project Description/Protocol.
Project Team » National Staterent 1.1 (€) states:

“Research that has meri nducted or supervised by persons or teams with experience, qualifications and competence that are appropriate for the research.”

Project Team Details
+ Inestablishing the research team you should ensure there is appropriate and sufficient expertise to undertake all the research activities.

(1) Dr Lauren Chartier €3 = Ensure that you list who is undertaking the research activities and detail their expertise, qualifications and competence in the following section, (if more than 10 members, detail in your Project
Description).
(2) Miss Siana Dimond € « Where researchwill involve team members who are currently unknown (2.2, 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/investizator.
Disclosure of Interests

L QL1.9.1Title Q1.9.2First name * 1.9.3 Surname/Family name *
Restrictions
Evaluations : Dpr Lauren Chartier
Location
Methods Miss Siana Dimond
Participants @ e
Method Specific » Pressthe’+ button to add another row for additional team members.

+ Tickthe check box and press the ~ button to remove a team member.

Participant Specific . .
P P + Click and drag the grey bars to reorder the team member list.

Praject Details + You canuse the share feature (see these instructions) to allow ather members of the research team to complete their information in the fallowing section.
s
Benefit

3. Disclosures of Interest
i Select ‘No’ if there are no conflicts of interest to disclose
ii. Selecting ‘Yes’ will prompt some additional questions related to the disclosure

CALHN Research Services Research GEMS Guidelines
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2021/HREO0085 - x - HREA

Intreduction
Praoject Overview
Project Team
Project Team Details
(1) DrLauren Chartier

(2) Miss Siana Dimond

asure of Interests

Restrictions
Evaluations
Location
Methads
Participants
Method Specific
Participant Specific
Project Details
Risk
Benefit
Data and Privacy
Generate HREA document

Upload

(]
o
]

Disclosure of Interests

Health
Central Adelaide
Local Health Network

Government
of South Australia

3 Projects @ Profile @ Help | @ Signout

Q1.10 Do any members of the research team (including persons not listed in this application). have any financial or non-financial interests related to this

research? *

* You should refer
* You should refe

institutional o

* Persons with interests may include participant recruiters or contractors.

3 -

Q1.10.1 Explain the nature and extent of the interests and to which member of the team they apply. *

the advice of National Statement Chapter 5.4 and supplementary guidance to the Code as to what may constitute an interest.
t of interest policies, as well as those of NHMRC, ARC and other relevant bodies.

» Consider the guidance provided in the National Statement, the Code, other ARC and NHMRC resources and any relevant institutional policies.

® Researchers should think critically about their interests and disclose any circumstances about which they are in doubt.
& Consult your institution for further guidance.

B f ¥ & E =

Q1.10.2 Explain how you intend to manage these interests and any potential conflicts that may arise. *

>

Q

« Outline what mechanisms will be put in place to ensure that the interest(s) will be appropriately managed and will not unduly interfere with or influence the conduct of the research.

* Refer to the expectations of National Statement Chapter 5.7 and supplementary guidance to the Code onmanaging interests.

B [ Y

S E E

4. Restrictions

Research GEMS D

x

Q

Select ‘No’ if there are no restrictions on the publication/dissemination of research

outcomes

Selecting ‘Yes’ will prompt some additional questions related to the restrictions

2021/HREO0085 - x - HREA

Introduction

Project Overview

Project Team
Project Team Details
(1) Dr Lauren Chartier
(2) Miss Siana Dimand

Disclosure of Interests

Evaluations
Location
Methaods
Participants
Method Specific
Participant Specific

Project Details

]
]

o

Restrictions

3 Projects @ Profile @ Help | & Signout

Q1.11 Are there any restrictions or limits on publication of data or dissemination of research outcomes of this project? *

 Restrictions or limits on publication of data may arise fr

om institutional policies or through contractual obligations.

* Examples of restrictions include embargos and commercial-in-confidence protections.
* Refer to the expectations outlined in:

» National Statemnent 1.5,

*ihe

ode and supplementary guidance,

* The Open Access policies of NHMRC and ARC for funded research, and

# Relevant sponsor documentation, if applicable.

s Consider the guidance provided by the Australian Research Data Commons (ARDC).

3 -

Q1.11.1 Detail the restrictions or limits on publication of data arising from the research project and explain how these will be balanced with relevant
accessibility expectations. *
# Include in your response who is respansible for the restriction or limit and what it specifically includes.

B I Y & E =

5. Evaluations
Select ‘No’ for Q1.12, Q1.13 and Q1.14 if there are no related evaluations or previous

ethics review

Q
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i. QL1.12 - selecting ‘Yes’ will prompt some additional questions related to the evaluations.
You can also upload evidence or the outcome of this scientific evaluation, however, this
is optional

ii. Q1.13 —select ‘Yes' if the project has had previous ethics review by another committee,
for example the Aboriginal Human Research Ethics Committee.

iv.  You can add and remove previous ethics review details by selecting the ‘+’ and ‘-

Research GEM5 ‘D 2 Projects @ Profile @ Help | @ Signout

2021/HREOOO85 - x - HREA
Introduction @  Evaluations

Project Overview @ QL12Hasthescientific or academic merit of the research project been evaluated? *
» Review of the scientific or academic merit of the research project should be robust, formal and independent of the researcher and research proponents, including any sponsors of the research.
Project Team @ | +Ifthe HREC considers that appropriste review of the merit of the research project has already been conducted, National Statement 1.2 states that:

“...the question of research merit is no longer subject to the judgment of those ethically reviewing the research”

Project Team Details . . . - . .
i » ¥ou should confirm any requirements regarding relevant review processes with the HREC to which you are applying.

(1) Dr Lauren Chartier No

(2) Miss Siana Dimond Q1.12.1 What was the review process and what was the outcome? *

* |dentify who une
f the outcome included conditi
Restrictions @  *Provideany relevant information on any

_ e 6 olx
Evaluations
E.E-=2 = x ¥ 0

2

the date and, where applicable, the grant scheme or funding round inwhich the research project was reviewed.
tline what these were 2nd how they have been or will be met.
changes that have been made to :he-:lesign of or plan for the project subsequent to the review.

Disclosure of Interests €@

Location
Methods

Participants

(01.12.2 Attach evidence of the outcome of the scientific or academic review process. ocsons

Method Specific
» Evidence may include an outcome letter or other formal correspondence received from the persons providing the review.

Participant Specific * Attachments are [imited to 10MB in size.
Project Details Upload New

Risk Q‘l. 13 Has this research project had prior ethics review? *

fthe project has been previoushy reviewed it may not require re-review,

Benefit » Contact your institution's ethics or research office for guidance on whether your project reguires ethics review.
Diata and Privacy Mo
Generate HREA document Provide the following details for each ethics committee that has previously reviewed the application.

Upload . . i . . L

= 01.13.1Which ethics committee previously reviewed the application? *
HREC » Provide the full, formal title of the ethics committee or reviewing body.
Declaration Motethat under the Therapeutic Goods Act 198%an ethics committee must be registered with the NHMRC in order to approve clinical trials undertaken as part of the Clinical Trials
Motification ([CTM) scheme.
Generate HREA document

(01.13.2 What was the outcome of the prior ethics review? ®

® 0

i. Q1.14 — Selecting ‘Yes’ will ask for details of who is conducting specialist review and when
this will be sought

6. Location
i.  Q1.15-If single-site select ‘No’, if multi-site select ‘Yes’
ii. Q11.16 - If governance approval is required for other sites (not CALHN) select ‘Yes'. If all
study sites are CALHN sites, select ‘No’
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Research GEMS ‘D & Projects @ Profle @ Help | (0 Siznout
Project Overview ® QL15Will this research project be conducted at multiple sites? *

® This is relevant where research activities are conducted at numerous locations that are governed by different organisations. For example, this is applicable where research is conducted at a number
Project Team [-] of different public hospitals or across numerous universities,

Project Team Details Yes

(1) Or Lauren Chartier Q1.16 Will separate institutional approvals or authorisations be required prior to commencing research at each site? *
s This is applicable where the research cccurs at multiple centres, each with their own governance and autherisation processes (e.g. different public hospitals).
(2) Miss Siana Dimond * This is not applicable v e research is occurring at multiple sites but will only require a single institutional approval (e.s. a university with multiple campuses).

Disclosure of Interests & Yes
Restrictions [-]

Evaluations [~}
Methads

7. Methods
i. Select all methods that apply to the current study as per the descriptions provided

8. Participants
i. Q1.18 - Select the participants involved in the study. By selecting ‘Human beings’,
questions about recruitment will be asked. If selecting ‘Human biospecimens’ or ‘Data
associated with human beings only’, no recruitment questions will be asked.
ii. If unsure of what to select, refer to the information provided in the table below Q1.18

ojects @ Profile @ Help | () Siznout

Research GEMS ‘9 &

Participants

Intreduction [}
Project Overview ®© Q1.18Indicate with whom or with what the research will be conducted *
o Tickone,
Project Team Q * Your answer to this question will have a significant impact on the subsequent questions in this HREA. See the Methods and Participants Checklist guidance page for further information.
ings (via active participation), includi eir i iospeci
Project Team Details Human beings (via active participation), including their associated biospecimens and/or data
Human biospecimens only
(1) Dr Lauren Chartier @) Data associated with human beings only (i.e. as the primary object of research)
(2) Miss Siana Dimond This is a required field
As you have ticked this option, no recruitment questions will be asked. You should address any issues related to access to the data and consent to its use initially in the Consent Section and Data
Disclosureof Interests @ 3pq Privacy Section of the HREA.
Restrictions (] * This refers to any research that involves the active participation of individual human beings. It includes physical and psychological
investigations, face-to-face communication, being photographed, completing a questionnaire and other means that require the
Evaluations [~} Human beings (via active participation), including their | participation of the human mind or body.
associated biospecimens and/or data. » Salect thi ion if you plan to collect biospecimens (for example blood samples or tissue biopsies) prospectively as only one component]
Location [~] of aresearch project that involves the active participation of human beings.
» Do not select this option if coranial material is the primary component of your research.
Methods [ » This refers to any research that only involves the collection and/or use of specimens derived from individual human beings. These

specimens may have been taken from human beings in another context (e.g. as part of the establishment of a biobank or other research
Participants . . project or concurrent with a clinical procedure).
Human biospecimens only

» Do not select this option if prospective collection of the biospecimens with consent or the use of biospecimens is only one component of

Method Specific aresearch project that also involves the active participation of individual human beings.
. * Select this option if coronial material is the primary component of your research.
Observational research * This refers to any research that only involves the collection and/or use of information associated with individual human beings. This

information may be obtained from an existing dataset or the research may involve the establishment of a databank or registry to collect
the data. This research may involve the use of information with or without personal identifiers and it may be obtained from or associated
with individuals or gathered in aggregate form.

n if human beings are being studied via an artefact such as video or photographic representations or observations taken
prior to the initiation of the research project.

» Do not select this option if prospective collection of data or the use of data is only one component of a research project that alse involves
the active participation of individual human beings.

Participant Specific

Data associated with human beings only (i.e. as the

Project Details primary object of research)

Recruitment

Risk

iii. Q1.18.1 - If all data collected is retrospective, select ‘No’
iv. Q1.19 — Select any of the categories of participants involved if required. This section can
be left blank if none of the specified participant populations are involved

9. Method Specific
i.  The next pages will be populated according to the response provided in Q1.17 (Methods)
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Research GEMS D D Projects @ Profile  © Help | @ Signout

2021/HREOO085 - x - HREA
Introduction @  Observational research m

Project Overview @ M7.1What type of observation will you be conducting? *
» Details of the method that will be used should be included in the Project Description.
Project Team []
B f Us EE ZE
Project Team Details - x, X |
(1) Dr Lauren Chartier
(2) Miss Siana Dimond

Disclosure of Interests

Restrictions . .
M7.2 What sampling strategy will you use? **

Evaluztions B J U &S5 E= = =
Location
Methods

Participants

o000 00 00
iii
il
[}
il
*
X
Y

Method Specific

M7.3 How will you match and follow up participants? =

Participant Specific B 7 U 5 EE 3B
S-S EE 4 x

= . X Q

Project Details
Recruitment
Consent
Risk

Benefit M7.4 How will potential sources of bias be addressed, including consideration of both the direction and magnitude of bias? =*
B 7 US55 EE=I =

SiE-mE & x %0

Data znd Privacy

Generate HREA document
Upload
HREC
Dedaration

Generate HREA document = Next

10. Participant Specific
i.  The next pages will be populated according to the response provided in Q1.18
(Participants)

11. Recruitment
i. If you have selected ‘Human beings’ in Q1.18 you will be asked the following general
and method specific questions
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3 Projects @ Profile @ Help | & Signout

\[TimsE T (] Recruitment K Preview 4= Previous | = MNext
Project Overview @ Sl Observationzl Research
Project Team G . . . . . N .
Important and extensive guidance related to this section is available on the Recruitment Page.
Project Team Details & You are strongly advised to review this information before completing this section.
# The essence of that guidance is that recruitment questions relate to targeted (intended) and likely or foreseeable recruitment, but nat ta incidental inclusion in the research of individuals from
(1) Dr Lauren Chartier any particular group.
(2) Miss Siana Dimond Q2.1.1 Indicate how you will identify and recruit participants for your research, referencing any relevant section/s of your Project Description/Protocol. *
2} Miss 5
# The recruitment strategy (including the inclusion and exclusion criteria) should be considered within the Project Description/Protocal
Disclosure of Interests €9 * The infarmation should include at 2 minimum:
* Whether screening takes place and at: t stage in the project (e 2. before recruitment begins, as part of the consent process or after consent has been abtained)
Restrictions [] » Who initially approaches the participants
* How participants are initially approached (i.e. in person, via telephone, via letter, via email, via a website, via advertisements) Mote: provision of templates or scripts may be required by the
Evzluations [~] HREC,
* How par ants re: itment documentation, and
Location O s An indication of how much time 2 potential participant has to consider participation
Methods (] B 7 YU s EE = =S
. 1= = =
iz = = W x x 0
Participants (]
Method Specific o
Observational research €2
Participant Specific [~]
Project Details [~]

Recruitment
_ Q2.1.2 How will your recruitment strategy take account of the ethical considerations relevant to the specific people you are recruiting? *

Consent = Before answering this question, consider Element 2 of National Statement Chapter 3.1.
d at Q1.19] who are participating in the research.

Risk

B 7 Y s E=EF=
Benefit = _ -

® Q
Drata and Privacy
Generate HREA dacument

Upload

HREC

Research GEMS D @ Projects @ Profile Help | ¢ Signout

2021/HREO0085 - x- HREA
Introduction @  Recruitment

Project Overview [~] General

Project Team Q

Praoject Team Details

(1) Dr Lauren Chartier

(2) Miss Siana Dimond

Disclosure of Interests
Restrictions
Evaluations Q2.1.M7.2 How will you determine whether it is appropriate to obtain consent from the people whom you are cbhserving? *
» Consider the purpose of the research, the sensitivity of the behaviour observed, the intrusiveness of the observation and whether participants will know that they have been observed.
Location
B /I Y s E=EFE
Methods
is o ®x ® Q
Participants

Method Specific
Observaticnal research

Participant Specific

O 00 00 0CO0CO0CO0O0
i
1]
(1
[

Project Details

=+ Next
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12. Consent
i. Q2.2.1 - Provide details of consent related to your study and refer to sections of the
Study Protocol

ResearchGEMS ‘9 i © Help  © Signout
Introduction W ous [ = Next
Project Overview [~] Consent 2 Alternatives to Consent
Project Tezm []

(2.2.1 Indicate the relevant section/s of your Project Description/Protocol that address/es consent. *
ill be

about any ethical considerations associated with

this should be cross referenced in the appli
Protocol should include, at 2 minimum:

Nsent an what zlternatives you will be using,

(2) Miss Siana Dimond Who sue any information sheets

will participants have

Project Team Details

(1) Dr Lauren Chartier

consider participation, and

Disclosure of Interests € = \Who will obtzin consent from participants.
Restrictions (] B 7 U5 EEEE
. =. =2 = % ® 0
- = = =
Evzluations [~] :
Location [~]
Methods [~]
Participants [ ] (Q2.2.2 Will you be obtaining consent from some or all participants to participate in the research?®
Method Specific [ @) Yes for all participants
“es for some participants
Observationalresearch & Nt far 2ny partidpants
Participant Specific o Q2.2.2.1 What is the scope of consent that you will be seeking? *
Project Details (] * Az defined in the National Statement 2.2.14;
* specific consent i: ent limited to the project under consideration,
Recruitment (] » extended consen nsent given for the use of data or tissue in future research projects that are extensions of, or clossly related to, the original project or inthe same general area of
research, and
= unspecified consent is consent for the use of data or tissue in any future research.
Specific
Risk )0
Extended
Benefit Unspecified
Data and Privacy 02.2.2.2 How will consent be obtained?*
Generate HREA document *alid consant I“1; 't-? obtzined r‘ a nD!'-'f.'rltteﬂ form depending on the nature of the research project. In appropriate circumstances, consent may zlso be implied by the actions of the participant,
such as completing a simple questionnaire.
Upload o Written
‘ierha
HREC Verba
Implied
Declaration
(02.2.2.3 Areyou proposing to obtain consent using limited disclosure? *
Generate HREA document » Limited disclosure means not revealing all of the aims and/or methods of the research at the time of obtzining consent from participants.

* Consider th wvided in Mational Statement 2.3,

=+ Next

i. Select all tabs on the top of the page to complete this section (Consent 2, Alternatives to
Consent)

ii.  If you are applying for a Waiver of Consent this will asked in the ‘Alternatives to Consent
Tab’
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ResearchGEMS ‘D Projects @ Profile @ Help | @ Signout
Introduction [~] Consent
Project Overview [~] Consent 1 Consent 2
Project Tezm < * The National Statement and privacy guidelines do not consider the opt-out approach to be a form of consent. For clarity, it is also not a form of, or equivalent to, implied consent. Rather, the opt-

out 2pproach and a waiver of the requirement for consent are both zlternatives to consent that, in 2ppropriate circumstances, enzble the conduct of research with human beings or using their
biospecimens or datawithout the consent of the participants.

» The practice of delayed or deferred consent is not supported by the Mational Statement in emergency care, intensive care research or any other type of research. This practice may zlso not be
considered legal in some States and Territories. Additionzlly, validation of any form of retrospective consent is contrary to the National Statement.

Project Team Details
(1) Dr Lauren Chartier

(2) Miss S{ana Dimond (Q2.2.7 Are you proposing touse an opt-out approach with respect to some or all participants?*
» National Statement 2.3.5 states:

Observational research

Participant Specific 02.2.8.1 How will you ensure that the research satisfies the guidance for waiving consent as listed in National Statement 2.3.107

* National Statement 2.3
"Before deciding

(0 states:

Project Details -
! ve the requirement for consent (other than in the case of research aiming to expose illegal activity), an HREC or other review bady must be satisfied that-

Disclosure of Interests & k -~out appr to participant recruitment to research may be appropriate when it is feasible to contact some or all of the participants, but where the project is of such scale and
- gnificance that using explicit consent is neither practical nor feasible”.
Restrictions [~] P p
» Mote that the use of an opt-out approach is not a form of consent, but is an alternative to consent.
Ewvzluztions (]
-
Location [~] . ) . ) .
(02.2.8 Are you requesting a waiver of the requirement for consent with respect to some or all participants?*
Methods [~] » Note that if you are not cbtzining consent from 2n authorised representative as per National Statement 4.4.13, this does not constitute ‘waiver of the requirement for consent’ in the sense that is
intended by Mationzl Statement 2.3.9-12.
Participants (] » Mote that jurisdictional legislation may differ on the subject of waiver of consent
Method Specific [ #»You have indicated at M2.3.3 that your use of the biospecimens is not consistent with the consent obtained at the time the biospecimens were collected. You may need to request 2 waiver of
[
[
[
[

Recruitment » involvement in the research carries no more than low risk {see paragraphs 2.1.6 and 2.1.7, page 18] to participants
» the benefits from the research justify any risks of harm associated with not seeking consent
# itis impracticable to obtain consent (for example, due to the quantity, age or accessibility of records)
.  there is no known or likely reason for thinking that participants would not have consented if they had been asked

Risk » there is sufficient protection of their privacy
» there is an adeguate planto protect the confidentiality of data
» incase the results have significance for the participants’ weltare there is, where practicable, a plan for making information arising from the research zvailzble to them (for example, viaa
disezse-specificwebsite or | news media)
» the possibility of commercizl exploitation of derivatives of the data or tissue will not deprive the participants
» the wiziver is not prohibited by State, federal, or international law:

Benefit

Drata a2nd Privacy

of any financial benefits to which they would be entitled

Generate HREA document
B 7 Y5 EEZEE
Upload _

E E %,

HREC
Declaration

Generate HREA document

CALHN Research Services Research GEMS Guidelines
Preparing Project Registration, HREA and SSA Submission — CALHN Ethics — Commercially Sponsored Clinical Trials
Version 1.0 dated 11-05-2021 Page 20|40



CALHN Research Services - Research GEMS Guidelines
Commercially Sponsored Clinical Trials — CALHN Ethics _ 'c'"fam‘l .
Preparing Project Registration, HREA & SSA Submission o | Locl Health Network

Research GEM5 "D © Help O Signout

Introduction (] Consent
Project Overview [ ] Consent 1 Conse Alternatives to Consent
Project Team [~]

(32.2.3 Are family members, authorised representatives or any others involved in the participants’ decision to participate in the research?”

Project Team Details Regarding the involvement of People with a cogpitive impairment, an intellectual disability, or a mental illness

» Cansider and address this question with respect to the requirement i tement 4.5.5 which states:
“Consent to participation in research by sameonewith a cognitive impairment, an intellectual disability, or 2 mental illness should be sought either fram that person if he or she has the
capacity to consent, or from the person’s guardian or any person or organisation authorised by law:

(1) Dr Lauren Chartier

(2) Miss Siana Dimond

Disclosure of Interests + National Ststement 4.3 7 st
“In the consent process, researchers should wherever possible invite potential participants to discuss their participation with someone who is 2ble to support them in making their decision.
Restrictions & ‘Where potential participants are especizlly vulnerable or powerless, consideration should be given to the appointment of a participant advocate
Evzluations (] =
Location [ Q2.2.4 Will there be an opportunity to confirm or re-negotiate consent during the research project? *
» Confirming or re-negotiating consent may be particularly approprizte when:
Methods & » Children or young people are invelved,
» The capacity of participants changes,
Participants (] # The terms of the consent change, and/or
* Action research methods are used.
Method Specific []
.
Observationalresearch @& X . . i . -
Refer to the relevant section/s of your Project Description/Protocol that detail the process for confirming or re-negotiating consent at Q22,1
Participant Specific []
) ) Based on your answer to Q1.18, Q2.2.5 is not relevant to this project and has been hidden automatically by the HREA system.
Project Details [
(32.2.6 Describe any ethical considerations related to the approach to consent that you will be seeking and your strategies for addressing and managing
Recruitment 4 these issues.
—— # Include any issues related to:
Consent . - .
* your responses to the questions above in this section on consent,
Risk » the level of understanding of the participants,
» the inclusion of people whose primary languzge is other than English or other literacy issues, 2nd
Benefit # cultural issues.
. B Jf U5 EEZEE
Diataand Privacy -
E-E- 2 E % % 0
Generate HREA document
Upload
HREC
Declaration
Generzte HREA document
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13. Risk
i.  Provide information on potential risks associated with this research and how these will be
mitigated referencing sections of the study protocol

Research GEMS "D D Projects @ Profile @ Help |8 Sgnout

2021/HREOO0085 - x - HREA

Introduction [ ] Risk
Project Overview [ ]

Project Team [~]

(02.3.1 Describe the risks and burdens associated with your research, referencing any relevant sections of your Project Description/Protocol as appropriate.
.

Project Team Details

* You may want to outline sections of yo

(1) Dr Lauren Chartier * You must refer to the guidance and advice in National Statement 2.1 regarding definit
» Consider whether any of the following types of harm might occur in your research 2nd the likelihood, severity
(2) Miss Siana Dimond » physical harm
. » psychological harm
Disclosureof Interests @ « disclosure of sensitive personal information
= exposure of illegal activity
Restrictions (] . icharm !
uati = discrimination, stigma or other social harm
Evaluztions < * devaluztion or harassment
Location o = familizl distress
« harm to any member of 2 vulnerable population (see National Statement Section 4)
Methods o * reputational harm
» Consider whether your resezrch is likely to result in discomfort or inconvenience and how this might occur.
Participants (] » Include risks to and burdens on participants, researchers and third parties (individuals or groups).
» Consider the multiple levels of personal relationships that may arise during research (especially in ethnographic research or research using the participant-observation or other observational
Method Specific -] methods) and their impact upon participants, researchers and third parties.
» Consider whether there are any concerns that might be relevant to the research project regarding political or institutional sensitivities.
Observational research @ » Corsider whether any combination of methods being used in this research might lead to additional risks
Participant Specific (] B 7 ¥ S| E X A B
=L i=E. BB OE %, X
Project Details -] =oE0 == : 5
Recruitment (]
Consent -]
Benefit

Drata 2nd Privacy
(32.3.2 Describe how these risks will be mitigated and managed. *

Generate HREA document » Consider the guidance and advice in National Statement Chapter 2.1 regarding managing risks,

Upload B 7 U s EE=BE
HREC o= = = x % 0
Declaration

Generate HREA document
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14. Benefit

ResearchGEM5S '

Provide information on potential benefits associated with this research and how these
will be justified and managed referencing sections of the study protocol

O Projects @ Profile @ Help | @ Signout

2021/HREOO0085 - x - HREA

Introduction
Project Cverview
Project Team
Project Team Details
(1) Dr Lauren Chartier
(2) Miss Siana Dimand
Disclosure of Interests
Restrictions
Evzluztions
Location
Methods
Participants
Method Specific
Observational research
Participant Specific
Project Details
Recruitment
Consent

Risk:

Drata and Privacy
Generate HREA document
Upload
HREC

Declaration

Generate HREA document

o0 000 0000 O0CO0CO0CC0

Benefi

(02.4.1 Describe the benefits associated with your research, referencing any relevant sections of your Project Description/Protocel as appropriate. *
» fou will be asked about any ethical considerations associated with the benefits of your research project in this section. Where this is zlrezdy considered and provided in the Project
Deescription/Protocol, suld be cross referenced in the zpplication.

benefits, if any, to participants, ta groups mmunities, to society, to the advancement of knowledge and to researchers

* Inc
» Include any benefits accruing from the possible availability of the intervention after completion of the project.

B 7 YU 5 EEZ=EE

E-E-=2 = *

| Q

(02.4.2 Explain how the benefits of this research justify any risks or burdens associated with the research. *

i
'
il
‘
il
il
X
x
-~
L=

(02.4.3 How will you manage participants’ expectations of the perceived benefit of participating in the research?*
» Consider both expectations of benefits that are not likely to eventuate and expectations of benefits that can reasonably be expected to eventuate, but where there may be 2 misperception as to the
extent of those benefits. For example, therapeutic misconception in clinical ressarch.

B /7 U s EEZEE

E-E-=2 32 ¥

| Q

15. Data and Privacy

Data Characteristics - these questions are related to the type of data collected and used
throughout the research project. i.e. Personal, health, identifiable, de-identifiable
information

Select all that apply

Q3.6 — Selecting a database as a source of information will prompt Q3.6.1 relating to
data custodian approval

Q3.6.1 Has the data custodian/s, if any, agreed to provide access to the data for use in the proposed research? *

» Approval to release data may be granted by a data custodian prior to, or subject to, ethics approval being obtained. If ethics approval is a precondition for applying for data custodian approval,
select ‘data custodian has not provided approval’

# |f there is no data custodian, select 'no data custedian identified’,

Data custodian has approved access to data

Data custodian has not provided approval

No data custodian identified

iv.

Activities with Data — provide information on any sharing of data to third parties and
privacy/confidentiality considerations
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v. Refer to relevant sections of the Study Protocol

16. Generate HREA document
i.  The HREA document can only be generated if all sections on the left-hand side have
green ticks next to it
ii.  Ared cross indicates that there is a blank field, or something is not completed in that
section
iii.  Select ‘Next’

Research GEMS ‘D [J Projects @ Profile @ Help | @ Signout

2021/HREO0085 - x - HREA
Incroduction © Generate HREA document

Project Overview [ To generate your HREA document:
1) Ensure that each of the page names in the left-hand menu are green. Any orange pages indicate pages that contain unanswered questions.
Project Team o 2) On the Upload Page, check that your Project Description/Protocol and any other relevant documents associated with conducting your research project have been uploaded.
3) ldentify the HREC or ethics review body that you will send your application to.
Project Team Details 4) Complete the declaration.

5) Generate your HREA document.

(1) Dr Lauren Chartier

(2) Miss Siana Dimond
Disclosure of Interests (]
Restrictions O

Evaliatinne [ ]

CALHN Research Services Research GEMS Guidelines
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17. Upload
i. Attach all documents related to your application (Participant Information and
Consent Form, validated questionnaires, interview guides, data collection spreadsheets

iii.  You can add and remove documents by selecting the ‘+’ and ‘-
iv.  The Project Registration will be automatically attached
v. All study documents must be uploaded, as these will flow through to the
document list on the ethics approval.
Research GEMS 9 . 3 Projects @ Profile @ Help | @ Signout
wosm @ Upload
Project Cverview (-] Q4.1 Attach the Project Description/Protocol to your HREA.*
® ltis recommended that you use one of the templates provided in the HREA for your Project Description/Protacal,
Project Team @  «Individual attachments are limited to 10 MB in size

Project Team Details
(1) Dr Lauren Chartier
(2) Miss Siana Dimond

Disclosure of Interests

Restrictions

Evaluations

Location

Methods

Participants

Method Specific

Observaticnal research

etc)

Select the type of document using the dropdown and include short description (i.e.

protocol), version number and document date

Clear content selection
(tracked CALHMN HREC MIMUTES - 10 December 2020.docx) [Qpen]

Q4.2 Are there any other relevant documents associated with conducting your research project? *
» This may include attachment of:

= participant information and consent forms,

= questionnaires,

= report forms,

= advertising materials,

= data management plans (see National Statement Chapter 3.1),

= ethically defensible plans for the communication of research findings or results to participants (see National Statement Chapters 3.1, 3.2 and 3.3, as appropriate, for guidance on the content of

ethically defensible plans)
= authorisations, approvals, letters of support or other clearances, and/or
= other project-related documentation specific to your institution and/or jurisdiction.

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

3 -

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,

» Provide a meaningful description for each file at Q4.2.2.

* Individual attachments are limited to 10MB insize.

s The cumulative size for all attachments must not exceed 95 MB.

Project Details

Document Type 34,22 Description of attachment * Document Document date * Q4.2.1 Upload attachment *
Recruitment version*
Consent = | study Protacol ¥ | Study Potocel 1 24/02/2021 = Upload MNew

Risk

® 0o

* Pressthe '+ button to add another row for additional tearm members
s Tick the check box and press the ~ button to remove a team member.
» Click and drag the grey bars to reorder the attached documents.

Q4.2.3 Attached Project Registration form.

Upload (029841_Project Registrationdocx zip) [Open]
HREC =+ Next

Declaration

Eensfit
Drata and Privacy

]
]
@
]
]
@
@
@
Participant Specific (-]
@
@
G
o
o
o
o

Generate HREA dacument
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18. HREC

Research GEMS ‘D

Q4.3 and Q4.4 - Select Central Adelaide Local Health Network from the dropdown

Government
of South Australia

HREC contact details will be automatically populated

Q4.5 — Select ‘Greater than low risk review pathway’ for full HREC submissions

2021/HREO0085 - x - HREA

Introduction

Project Overview

Project Team

Project Team Details

(1) Dr Lauren Chartier

(2} Miss Siana Dimond

Disclosure of Interests

Restrictions

Evaluations

Location

Methods

Participants

Method Specific

Observational research

Participant Specific

Project Details

Recruitment

Consent

OO0 000000000 O

HREC

d Projects @ Profile @ Help

Preview

 Indicate the institution and HREC/ethics review body to which you will submit your ethics application - only those HRECs accepting HREA via GEMS are listed.

* A HREA created in GEMS will be made available electronically to HRECs within SA Public Health Organisations - these are the only HRECs that utilise GEMS Indicate

Q4.3 Select the Organisation that hosts the HREC or other review body. *

Central Adelaide Local Health Network

Q4.4 Select the HREC or other body to which you are applying from the list below. *

® The HRECs and other review bodies available in the list below are filtered by the Organisation you have selected above.

Central Adelaide Local Health Network HREC

HREC or Review Body Contact Information

You may wish to seek advice from the HREC or Organisation's review body before finalising and submitting your application. Their contact information is outlined below.

Organisation

Central Adelaide Local Health Network HREC

Contact phone number
++61(08) 71172229

Contact email address

Health.CALHNResearchEthics@sa.gov.au

Q4.5 Under which review pathway are you intending to submit this application? *

» Before answering this guestion, consider the guidance provided by the institution te which you are applying and contact the ethics or research office for advice.

Greater than low risk review pathway

Central Adelaide
Local Health Network

® Sign out

Note: The institution to which you are applying will review your application and determine the level of risk of the research project. Your answer to this question will only inform them of the

intended review pathway.

Q4.6 Will this application be reviewed under the National Mutual Acceptance scheme? *

19. Declaration
All study personnel will receive an email notification to complete this declaration page

Research GEMS ‘D

Select ‘Certify’

2021/HREO0085 - x - HREA

Introduction []
Project Overview o
Project Team [ ]

Project Team Details

(1) Dr Lauren Chartier

(2) Miss Siana Dimond

Disclosure of Interests

Restrictions

Evaluations

Location

Methods

Participants

Method Specific

CALHN Research Services Research GEMS Guidelines
Preparing Project Registration, HREA and SSA Submission — CALHN Ethics — Commercially Sponsored Clinical Trials

000000

Declaration

This declaration must be completed by each of the researchers/investigators or, where applicable, ane member on behalf of the research team.
» Consult your institution’s policy for guidance on whether all members must sign this appl
= You can use the share feature to have other researchers/investig
# You can upload evidence of the other researchers/investizators

ators complete their decla

sreement to this declaration (e.s. 2 PDF of anem

[ Projects @ Profile

© Signout

on or whether one member can sign on behalf of the research team.

nwithin this applic:

al

tion - see the HREA How to Guide for details.
).

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

+ Ensure you answer Q1.9.11 for each team member before completing this section.

# Electronic acceptance linked to user profile.

Q4.7 |, Dr Lauren Chartier, 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;

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

» Allrelevant financial and non-financial interests of the project team have been disclosed; and
» |n 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.
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20. Generate HREA document
i. Ifallinformation is correct and attachments are uploaded, select ‘Yes’ and tick ‘I
understand and would like to proceed’
ii. Click ‘Generate HREA document’

ResearchGEMS ‘D CJ Projects @ Profile @ Help | @ Signout

2021/HREO0085 - x - HREA
Iffredineier ©  Generate HREA document

Project Overview @  Isyour application complete and have you attached the Project Description/Protocol and any relevant supporting documents? *

- 1

Project Team [~]
Once you submit the HREA, you will receive an email confirming submission and a zipped attachment containing a copy of your application and all attachments - this is for your records. GEMS will
Project Team Details submit the application on your behalf to your nominated HREC for processing
(1) Dr Lauren Chartier Verify that you are ready to generate your HREA document. *

When the below ‘Generate HREA document’ button is clicked your application will be finalised and will no longer be editable.

2) Miss Siana Dimond
2 o | | understand and would like to proceed.

Disclosure of Interests
° Generate HREA document

Restrictions o

Evaluations °

HREA Application is now submitted

1. You can download a zip file of the HREA and all attachments by selecting the blue underlined
text in this box

Application submission

Select the application attachments you wish to download:

All application forms and attachments {,zip)

This package of files contains yvour application content, attachments, and other
files supporting yvour application.

HRE application will now appear as ‘Submitted’ on the Project homepage

3. SSA’s applicable to the HREA will be automatically generated and appear as 2021/SSA00XXX
and ‘In Progress’

4. You will receive updates on your application on GEMS through email correspondence

N

CALHN Research Services Research GEMS Guidelines
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Site Specific Assessment
A. Once you have submitted the project registration and completed (submitted) the HREA you
can proceed to creating the SSA
Please note: the coordinator/research personnel can add information to the SSA,
however only the PI will be able to submit the SSA

ResearchGEMS ‘D

-
Project details

= Applications

* Contacts

i Details
3 Documents

"D History

&, Decisions LJ Projects @ Profile @ Help

2021/GEMO00076 - EVALUATION OF RESEARCH OFFICE

Details relating to your Project can be found on this page.

© Signout

Once the status of an Ethics or Governance application is Approved/Authorised, various Amendments may need to be raised to support your application.

Click on the 3 vertical dots next to the relevant study, and select Project Information to access the available Post Approval Forms for your application.

For further information on other functions, such as adding new sites or sharing your application, please refer to the Research GEMS User Guides,

Applications

& ExportCSV  Show 10 ¥ |entries Search:

< |dentifier

£ Version

< Status £ Created date

> Evaluation of Research Office - Royal Ad... 1.00 ® InProgress  Siana Dimond 11/02/2021 10:22:3% AM

3 H 202 064 Evaluation of Research Office - The Que... 1.00 ® InProgress  Eyllinee White  11/02/2021 10:22:43 AM

£ Previous Next »

Showing 1 to 2 of 2 entries

Click on your identifier number (e.g. 2021/SSA000XX)
This will then prompt you to fill in the SSA

B. Part A — Project Wide Information

iv.

Most of this section is pre-filled from the Project Registration

Please check the details to ensure they are correct

Please note: If this is a clinical trial, please use the items ‘Clinical Trial Phase —
Phase X” do not use the class phases.

Then proceed to click “Next”

C. Part B — Site Team

i.
ii.
iii.
iv.
V.
Vi.
Vii.

This is where you will add in details about your Investigator(s)

Please ensure you enter the correct phone number (not the hospital switch board
number), position, employer and department

Please Note: Employer must be CALHN and not RAH/TQEH

In B7 — You can add 1 administrative staff to receive correspondence about the study
(this should be the main study coordinator)

In B8 — Add site team members (associate investigators)

Provide the details requested then click ‘Next’

The next tabs will be about the Investigators/Study Team you have added, please fill
in these details and click “Next” once complete

D. Part C — Departments & Services

This is where you will add the Medical Lead, Head of Department and any
Supporting Departments for declarations/approvals.
You will need to add the Medical Lead first

CALHN Research Services Research GEMS Guidelines
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1. Select the drop down list and click on the appropriate Medical Lead for your
stream. Medical Leads are named in the following naming convention:
a. RAH: Surgery 2: Medical
b. RAH: Surgery 2: Allied Health
c. RAH: Surgery 2: Nursing
2. This will then pre-fill the name and email address of the Medical Lead.
3. You will then need to fill in sections C4&5
4. In section C5: select “Lead” for the Medical/Allied Health/Nursing Lead
iii. Proceed to add the Head of Department
1. Press the “+” button to add another department
2. Select the drop down list and click on the appropriate Head of Department for
your stream. The naming conventions for Head of Departments are as
follows:
a. RAH: Surgery 2: Ophthalmology
b. RAH: Surgery 2: Vascular Surgery
c. RAH: Surgery 2: Urology
3. Please Note: the details of the Heads of Department were not migrated into
the system as they are constantly being updated. Therefore you will need to
provide the Head of Department with the declaration form and gain their
approval via email or signature, then upload to the clinical trial share drive
along with all other supporting documentation
4. Then fill in section C4&5
5. In section C5: select “Supporting” for the specific department the study will be
run in.
iv. Add any other Supporting Departments the same way as the Head of Department
and gain their approval outside of the system.

Research GEMS D isi I Projects @ Profile @ Help

N TNIS SECLION, Please SPECITy all depar LMents/10CaLIons INVOIved 1N Te Teseal Ch al LIS SILE WHETe FesOUrCe/s (SLall, Servicess ana/or INVestigations] will De Used - a depar Lment nead Wil need to be
identified against each nominated department.

Part B: Site Team
° Please note: the 'Head of Department' for any SA Health staff undertaking roles of either Pl or back-up Pl (an Associate Investigator) for this project at this site must be listed in this section.

Site project team members X
In this section, please specify all departments/locations/divisions/units where resource/s (staff, service/s and/or investigations) will be used. Please note the 'Head of Department’ terminology is

detalls synonymous with ‘Divisional Director’ ‘Head of Unit’ or ‘Medical Lead’ depending on the Local Health Network. If you are unsure which department heads you need to approach - please discuss with
(1) Jan-Louise Durand, your research office before completing this application. If you are accessing pharmacy services, please ensure you include pharmacy department approvals.
Associate Investigator
A pre-populated declaration of support for each nominated department head (including a complete copy of this SSA and its attachments) will be generated on completion of this SSA utilising the
information in this section. Each Head will be notified by email of the need for them to respond to the support request you submit.
Services Therefore, it is also important that you have approached the department head before completing this application to discuss the project and what it is you are requesting them to support. Depending on
the project, this may include but is not limited to: allecation of staff time; use of facilities and/or equipment and/or access to data/records. While some projects may be funded to support their activities,
Part D: Recruitment, Records, others may require in-kind support.

Tissue and Data
If you are unsure which department heads you need to approach - please discuss with your research office before completing this application.

Part E: Site Costing and

Funding -
= C1.Department

Part F: Attachments - Site -
Specific Documents

No department head can be found for the selected department.
Part G: Declaration
C2. Department Head Name

(4. Please state the resources (e.g. staff, service/s, investigations etc) you require this department to provide: * @

C5: Please specify if this is the lead department or supporting department?*
Lead v

ONCNG)

v. Naming conventions can be seen here:
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Research GEMS 9 4 Decisions [J Projects @ Profile @ Help | @ Signout

P D D
Part B: Site Team ° identified against each nominated department.
Please note: the 'Head of Department' for any SA Health staff undertaking roles of either Pl or back-up P! (an Associate Investigator) for this project at this site must be listed in this section.

Site project team members

detalls In this section, please specify all departments/locations/divisions/units where resource/s (staff, service/s and/or investigations) will be used. Please note the ‘Head of Department’ terminology is
synonymous with ‘Divisional Director), ‘Head of Unit’ or ‘Medical Lead’ depending on the Local Health Network. If you are unsure which department heads you need to approach - please discuss with
(1) Jan-Louise Durand, your research office before completing this application. If you are accessing pharmacy services, please ensure you include pharmacy department approvals.

Associate Investigator
A pre-populated declaration of support for each nominated department head (including a complete copy of this SSA and its attachments) will be generated on completion of this SSA utilising the
artments and information in this section. Each Head will be notified by email of the need for them to respond to the support request you submit.
Therefore, it is also impertant that you have approached the department head before completing this application to discuss the project and what it is you are requesting them to support. Depending on
the project, this may include but is not limited to: allocation of staff time; use of facilities and/or equipment and/or access to data/records. While some projects may be funded to support their activities,
Part D: Recruitment, Records, others may require in-kind support.
Tissue and Data

Part
Se

If you are unsure which department heads you need to approach - please discuss with your research office before completing this application.
Part E: Site Costing and
Funding

C1. Department *

Part F: Attachments - Site

RAH: Acute and Urgent Care: Geriatrics v
Specific Documents

Glenside: Mental Health: Inpatient Mental Health

Hampstead: Neuroscience & Rehabilitation: General Rehabilitation
Hampstead: Neuroscience & Rehabilitation: SA Brain Injury Rehabilitation Service
Hampstead: Neuroscience & Rehabilitation: SA Spinal Cord Injury Services
RAH: Mental Health: Allied Health

RAH: Acute & Urgent Care: Allied Health

RAH: Acute & Urgent Care: Medical

RAH: Acute & Urgent Care: Nursing

RAH: Acute and Urgent Care: Acute Assessment Unit(s)

RAH: Acute and Urgent Care: Burns Service

RAH: Acute and Urgent Care: Emergency Department

RAH: Acute and Urgent Care: General Medicine

RAH: Acute and Urgent Care: Geriatrics

RAH: Acute and Urgent Care: Patient Flow & RAH/TQEH Afterhours

@ RAH: Acute and Urgent Care: Trauma Service

RAH: Cancer: Adolescents & Young Adults

RAH: Cancer: Allied Health
RAH: Cancer: Haematology
-

Part G: Declaration

RAH: Cancer: Medical

User Guides SA Health Internet Hospital Research Foundation

Once you have finished, it should look like this as an example:

Research GEMS 9 # Decisions &3 Projects @ Profle @ Help | @ Sisnout

Investigator Therefore, it is also important that you have approached the department head before completing this application to discuss the project and what it is you are requesting them to support. Depending on
the project, this may include but is not limited to: allocation of staff times use of facilities and/or equipment and/or access to data/records, While some projects may be funded to support their activities,
(3) Avesha Salim, Associate others may require in-kind support.
Investigator

If you are unsure which department heads you need to approach - please discuss with your research office before completing this application.

& Deprtnent” Medical Lead is prefilled and sent to
: = them via GEMS, fill out as follows:
Pt Tty P C1. Site: Stream: Medical

C3. Department head email address =

oot Do © Tircthy Prceasagovau C5. Lead (for Medical Lead)

C4. Please state the resources (e.g. staff, service/s, investigations etc) you require this department to provide: 'o

Part C: Departments and

Part D: Recruitment,
Records, Tissue and Data

Part E: Site Costing and )
Funding

Part G: Declaration

i
C5: Please specify if this is the lead department or supporting department? ™

Department is located here, this is just for
reporting purposes, please fill out as
follows:

C1. Site: Stream: Department

C4. Please state the resources (e.g. staff, service/s, investigations etc) you require this department to provide: o

C5. Supporting (As you can only have 1
l.ead and that is for the Medical Lead)-

C5: Please specify if this is the lead department or supporting depart ment?
Supporting v

®0Oe

E. Part D - Recruitment, Records, Tissue & Data
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i. Answer questions ‘Yes’ or ‘No’ from D1 to D11

ii. For D11, “Do you have any agreements or contracts for this project?” please select
“NO”

ResearchGEMS @ 4, Decisions [l Projects @ Prof
PartProfect- Wide g Part D: Recruitment, Records, Tissue and Data B Preview | M Save
nformation

D1. Will participants be enrolled for the research at this site?*

Part B: Site Team Yes

Site project team members

detail D7. Are you planning on accessing tissue samples from this site?* °
etails

(1) Jan-Louise Durand,

Associate Investigator D8 Will you be accessing pharmacy dispensing? * °

(-]

D9. Will trial participants be exposed to ionising radiation to which they would not have been exposed to if they did not participate in the trial? * @@

Part C: Departments and
Services

Part D: Recruitment, Records, Yes
Tissue and Data

Co-Principal Investigator Agreement
Medicines Australia Clinical Trial Research Agreement - Collaborative or Cooperative Research Group

D10. Wi
Part E: Site Costing and
Funding Medicines Australia Clinical Trial Research Agreement - Contract Research Organisation
Medicines Australia Standard Form of Indemnity - Site
Medicines Australia Form of Indemnity - HREC only
Master Services Agreement
Data Transfer Agreement
Materials Transfer Agreement
Research Collaborative Agreement - standard

Part F: Attachments - Site
Specific Documents

Part G: Declaration Pleaser
Research Collaborative Agreement - non-standard
. | Grant Agresment

"~ | Other - please specify

(ONONG)

F. Part E — Site Costing and Funding
i. Click ‘No’ to both options.

Research GEMS ‘D #, Decisions LJ Projects @ Profile @ Help | @ Signout

2021/SSA00198 - Evaluation of Processes - Royal Adelaide Hospital
PartAProiectWide 0 Part E: Site Costing and Funding

Information
For complex projects such as Clinical Trials, a detailed project costing using a template may be required by the site in order to ensure that the costs of carrying out research are fully covered, and/or that

Part B: Site Team (] the costs are transparent so that the financial implications can be assessed based on sound information.
Site project team members Please contact your local research office to discuss - they may have a standard budget template to be used.
details

If any supporting department (e.g. Pharmacy or Pathology) has generated its own detailed budget (more detailed than the information included in any contract/agreement) that has been acknowledged
(1) Eyllinee White, Associate and agreed to, please upload at Part F.
Investigator
E1. Arethere any financial costs to the site associated with the project?

Part C: Departments and
i © Yes
Services

. . Are there any -financia ts (e.g. local re ce allocations) associa witl roject?*
Part D: Recruitment, E2. Are there any non-financial costs (e.g. local resource allocations) associated with the project

Records, Tissue and Data ° Yes

Part E: Site Costing and

= Next
Funding

Part F: Attachments - Site
Specific Documents

Part G: Declaration

G. Part F - Attachments/Site Specific Documents
i. As documents were previously uploaded to the HREA you do not need to upload any
further documents at this stage (as all documents should have been uploaded
against the HREA. If you did not do this, please contact CALHN Research Services
Ethics team). At this stage, please create a study folder in the Clinical Trials Share
Drive under your unit and save all CVs, GCP Certificates, Study Team declarations,
Head of Department approvals and study specific douments.
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ii. Check that the documents did come across from the project registration/HREA as it
should appear as below
iii. Then click ‘Next’

ResearchGEMS ‘D #, Decisions LJ Projects @ Profle @ Help | @ 'Signout

2021/SSA00063 - Evaluation of Research Office - Royal Adelaide Hospital
partacProjectWide o Part Fi Attachments - Site Specific Documents

Information
Document Title Document type
Part B: Site Team (-] Hrea-1-10-FEB-2021 Ethics application (HREA or othe ¥ Qear content select_iun )
(GEMS steps.docx) [Open
Site project team members
details N
= Document type * Document descriptor Document Document date *
(1) Jan-Louise Durand, version*
A iate [/ tigator = i
seoctate fvestigater Ethics application decision notif v | Approval Letter 1 10/02/2021 g Clearcontentselection
(Ressarch GEMS.docx)
Part C: Departments and o [Open]

Services . e
Maximum file size is

Part D: Recruitment, 20.00 MB

Records, Tissue and Data

Part E: Site Costing and © @ @ @
e

Part F: Attachments - Site
Specific Documents

Part G: Declaration

H. Part G — Declaration
i. As the PI has to submit the SSA, if you are not the Pl completing the SSA you will
need to save the application by clicking ‘Save’ in the top right-hand corner. You will
then need to notify the Pl that the SSA is ready to be submitted (the PI’'s email
address is on the declaration page — please ensure this is the same email address
for their GEMS login)

Research GEMS ‘D 4 Decisions Gd Projects @ Profle @ Help | @ Signout

2021/SSA00063 - Evaluation of Research Office - Royal Adelaide Hospital
pertacProjectwide o |Part G: Declaration

Information
G1 Declaration by the Principal Investigator respensible for the site

Part B: Site Team ] By clicking the button below | confirm that:

1. the information provided is truthful and accurate to the best of my knowledge and belief and | take full responsibility for this project at this site;
Site project team members 2. all members of the research team at this site have the appropriate qualifications, training, experience and facilities to conduct the research as set out in this application and to deal with any
details emergencies and contingencies related to the research that may arise;

3. Iwill ensure all team members receive any additional relevant training as required;

(1) Jan-Louise Durand, 4. 1'will not start this research project at this site until | have received confirmation of site authorisation in writing from the Research Office and, that this will not be before evidence is received by

Associate Investigator them (provided by me) of ethics approval by an appropriate Human Research Ethics Committee (HREC);

5.1 accept responsibility for the conduct of this research project according to the principles of the NHMRC National Statement on the Ethical Conduct in Human Research (as amended) and the
Part C: Departments and [ Australian Code for the Responsible Conduct of Research (as amended) and, where applicable, Note for Guidance on Good Clinical Practice.
Services 6. If authorised to undertake this project at Royal Adelaide Hospital (this site),

a.| will inform the Research Office if the research project ceases before the expected date;
b. I will discontinue the research at this site if the HREC withdraws ethical approval;
c. | will adhere to the conditions of autherisation stipulated by the authorising authority at this site including any monitoring/reporting requirements;
d. | will discontinue the research at this site if the authorising authority withdraws authorisation;
7.1understand and agree that project files and documents and research records and data may be subject to inspection by delegates of the authorising authority at this site (generally the Research
Governance Officer) for audit and monitoring purposes, AND
8. lunderstand that information relating to this research, and about me as an investigator, will be held within SA Health information systems and other local data collections. This information may
be used for reporting purposes and managed according to the principles established in the Privacy Act 1988 (Cwth) and relevant laws in the States and Territories of Australia.

Part D: Recruitment, ©
Records, Tissue and Data

Part E: Site Costing and ©
Funding

Part F: Attachments - Site ©
Specific Documents

Name of Principal Investigator
Part G: Declaration Siana Dimond

Siana.Dimond@sa.gov.au

ii. Once you hit save, a pop up box will appear which states the below:
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B Application saved

Your progress on 2021/SSA00063 has been saved. Saved applications will be
listed on the 'Applications' page.

% Close

iii. The project should then appear in the PI’s project list when they log in. To access the
projects section, click ‘Projects’ on top right-hand corner

ResearchGEMS D O Projects @ Profile @ Help | @ Signout

Projects
GEMS s structured with the following hierarchy: Project>>>Applications>>>Post-approval/authorisation Amendments, Reports and Safety Notifications - listed below are all the projects you currently have access to.

Inorder to submit an application (ethics and/or site-governance), you must first register the project - you can do that here by selecting the +New Project button below.

Project Registration will determine whether a new HREA is required for consideration by a HREC operating within SA Health services and if SSA will need to be generated for research to be undertaken at sites with SA Health. The details
entered at registration pre-populate those subsequent applications.

@ Below are your projects. Click the link to open and manage your project.

+ New Project

& ExportCSV Show 10 ¥ entries Search:
“ |dentifier % Status % Ethics approved % Expiry date % Principal organisation % Overdue milestones % Revision milestones % Total milestones
Evaluation of Research Office 2021/GEMO00076 Registered 10 Feb 2021 10 Feb 2026 SA Health o 0 (o]
Showing 1to 1 of 1 entries < Previous Next »

iv. Once PI has logged in, they need click on the ‘Title’ (Project that is applicable for the
submission)
v. Then click SSA application that you are the PI for (your/their site)
vi. Click the blue Identifier title of your application — this will only let you choose your
own site to submit. You will not be able to submit other PI's SSA’s
vii. This will then take the PI directly to Section G — Declaration, where the Pl needs to
select ‘Complete SSA’
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ResearchGEMS D [ Projects @ Profile @ Help | @ Signout

2021/SSA00063 - Evaluation of Research Office - Royal Adelaide Hospital

Partacproiectwice o Part G: Declaration

Information

Save 4= Previous

G1 Declaration by the Principal Investigator responsible for the site

Part B: Site Team /] By clicking the button below | confirm that:
1. the information provided is truthful and accurate to the best of my knowledge and belief and | take full responsibility for this project at this site;
Site project team members 2. all members of the research team at this site have the appropriate qualifications, training, experience and facilities to conduct the research as set out in this application and to deal with any
details emergencies and contingencies related to the research that may arise:
3. Iwill ensure all team members receive any additional relevant training as required;
(1) Jan-Louise Durand, 4. 1 will not start this research project at this site until | have received confirmation of site authorisation in writing from the Research Office and, that this will not be before evidence is received by
Assaciate Investigator them (provided by me) of ethics approval by an appropriate Human Research Ethics Committee (HREC):
5. | accept responsibility for the conduct of this research project according to the principles of the NHMRC National Statement on the Ethical Conduct in Human Research (as amended) and the
Part C: Departments and ] Australian Code for the Responsible Conduct of Research (as amended) and, where applicable, Note for Guidance on Good Clinical Practice.
Services é. If authorised to undertake this project at Royal Adelaide Hospital (this site),
a. lwill inform the Research Office if the research project ceases before the expected date;
Part D: Recruitment, (-] b. I will discontinue the research at this site if the HREC withdraws ethical approval;
Records, Tissue and Data c. I will adhere to the conditions of authorisation stipulated by the authorising authority at this site including any monitoring/reporting requirements;
d. I will discontinue the research at this site if the authorising authority withdraws authorisation:
Ear‘tdI‘Z: Site Costing and Q 7.lunderstand and agree that project files and documents and research records and data may be subject to inspection by delegates of the authorising authority at this site (generally the Research
unding

Governance Officer) for audit and monitoring purposes, AND
8. lunderstand that information relating to this research, and about me as an investigator, will be held within SA Health information systems and other local data collections. This information may

Part F: Attachments - Site o be used for reporting purposes and managed according to the principles established in the Privacy Act 1988 (Cwth) and relevant laws in the States and Territories of Australia.

Specific Documents

Name of Principal Investigator
Part G: Declaration Siana Dimond

Siana.Dimond@sa.gov.au

‘Complete SSA

viii. This will then process

ResearchGEMS D O Projects @ Profile @ Help [ @ Signout

2021/SSA00063 - Evaluation of Research Office - Royal Adelaide Hospital

GEMS is creating your documents in the background, this may take a few
minutes. Please don't refresh or navigate away from this page.

Please Wait

iX. A pop-up box will appear (as below) then click ‘Next’
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Application submission

Select the application attachments you wish to download:

All application forms and attachments (.zip)

This package of files contains your application content, attachments, and other
files supporting your application.

X. Another pop-up box will appear to let you know the project has successfully been
submitted > click close

+ Application submission

The application 2021/5SA00063 has been successfully generated.

Your application has been successfully submitted. Thank you for your application.
To continue please click the close button.

F

xi. The status of the project should then change from ‘In Progress’ to ‘Submitted’

ResearchGEMS ' 3 Projects

E 2021/GEM00076 - EVALUATION OF RESEARCH OFFICE
Details relating to your Project can be found on this page.

@ Profile

@ Help | © Signout

£ Applications

Once the status of an Ethics or Governance application is Approved/Authorised, various Amendments may need to be raised to support your application.
ﬁ Contacts

1 Details Click on the 3 vertical dots next to the relevant study, and select Project Information to access the available Post Approval Forms for your application.

Documents
@ For further information on other functions, such as adding new sites or sharing your application, please refer to the Research GEMS User Guides.

Applications

':J) History

& ExportCSV  Show 10 ¥ entries

Search:

< Identifier < Comments % Version % Status % Created date
» 488 2021/55A00063  Evaluation of Research Office 1.00 ® Submitted  Siana Dimond 11/02/2021 10:22:39 AM
» 2021/SSA00064 Evaluation of Research Office - The Qu... 1.00 @ InProgress  Eyllinee White ~ 11/02/2021 10:22:43 AM
Showing 1 to 2 of 2 entries < Previous Next »

xii. Please email Health.CALHNCIinicalTrials@sa.gov.au to notify CALHN Research
Services that your application has been submitted and is ready for processing
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Hints / Tips / Key Points

Project Registration

Part A: Previous Ethics
Applications

Part B: Project Details

Part C: Research Site(s)

Part D: Coordinating
Principal Investigator

Project Reqistration

Login/Reqister:

https://gems.sahealth.sa.gov.au/

Projects Page:

View all projects that you have created or are assigned to you
Add new project

The first step in initiating your human research project in GEMS is to
register it. By completing a project registration, GEMS will identify if a
Human Research Ethics Application (HREA) or Site Application
(SSA), or both, are required.

Before you begin your application ensure that you have your project
details, research site information, Pl details and documentation
ready.

Internal Ethics Approval (CALHN HREC)

The project has not been previously submitted to a recognised HREC
(in GEMS)

Once submitted GEMs will create a HREA application and a SSA
application for each SA Health site added

Ensure everything is entered precisely. After submission you will not
be able to edit your project registration.

The Owner/PI has the responsibility for the study at the site and is the
only person who can submit the Site/SSA Application. This
responsibility cannot be delegated to another role or user.
The person who created Project Registration (if different to the Pl) is
allocated automatic shared — edit access to the site application and
is also able to share the application with other users.
Ability to share application, “Invite to Register’- Select the level of
access you are requesting for the user. If the email address is
recognised as a registered GEMS account a message will pop up and
you will be guided to Share.
Add all SA Health Sites for your project
If you miss a site and submit the project registration, you must add it
as a site amendment.
o Do not use the “New Site” button above “Applications”.
If you use this method, you will have to withdraw the SSA
created and re-submit using the site amendment method

If you are the CPI, select ‘yes’.

If you are not the CPI, select ‘no’ and enter the email address of the
CPI. If the CPI is listed in GEMS their email address will appear for
selection. If the CPI is not listed in GEMS, you will need to invite them
to register before you can complete registration.

If you do not assign the correct the CPI, this will have a flow on effect
and will delay your application
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e Please note: GEMs will not allow the project to be submitted if the
documents have not been uploaded

Part F: Upload o The supporting documentation is uploaded to the Clinical
Attachments Trials Share Drive
o Please note: there is a maximum file size of 20.00MB to upload per
file

e Before you “Complete Registration” ensure all documents have been
uploaded and all sites have been added
e On this page you can see the applications that will be generated from
your project registration
The following applications will be generated:
Submit
SSA for each of the following SA Health sites:

Royal Adelaide Hospital, Siana Dimond (PI)

The Queen Elizabeth Hospital, Eyllinee White (PI)

HREA

¢ Fillin the HREA as per the questions asked.
o Ensure ALL study documents are uploaded to the ‘Upload’ tab. As only, the documents
uploaded will pull across to the approval letter.

CALHN Research Services Research GEMS Guidelines
Preparing Project Registration, HREA and SSA Submission — CALHN Ethics — Commercially Sponsored Clinical Trials
Version 1.0 dated 11-05-2021 Page 37|40



CALHN Research Services - Research GEMS Guidelines
Commercially Sponsored Clinical Trials — CALHN Ethics
Preparing Project Registration, HREA & SSA Submission

SSA Application

Part A:
Project Wide
Information

Part B:
Site Team

Part C:
Departments &
Services

Part D:
Recruitment,
Records, Tissue &
Data

Part E:
Site Costing &
Funding

Part F:
Attachments/Site
Specific Documents

Part G:
Declaration

Health

Central Adelaide
Local Health Network

Government
of South Australia

SSA Application

The coordinator/research personnel can add information to the SSA, however
only the PI will be able to submit the SSA

This section will be prefilled- the information will be taken from your
project registration
Ensure all the details are correct

Add site team members and administrative staff. Please add staff in
who will also be actioning post-approval monitoring

For all clinical trials, please nominate one associate investigator (Al)
who will act as a back-up/substitute for the site PI if they are not able to
be contacted. You will not be able to proceed to the next step without
adding an Al.

Please note: You must add in an Al to progress forward with the site
application. You can select the PI again if there is none.

This is where you will add the Medical Lead, Head of Department and
any Supporting Departments for declarations/approvals.

The details of the Heads of Department/Supporting Head of
Departments were not migrated into the system as they are constantly
being updated. Therefore you will need to provide the Head of
Department with the declaration form and gain their approval via email
or signature, then upload to the clinical trial share drive along with all
other supporting documentation

Upload agreements to share drive.
Under “Agreement Location” please select “No”

Select No
Select No
Do not enter any details into this section

Check that the documents are attached.
Create a study folder in the Clinical Trials Share Drive and save any
supporting documents and declarations to folder

Only the PI will be able to submit the SSA
PI’s will not be able to submit SSA’s assigned to another PI
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Approval / Authorisation Delegation

You will need to provide the Head of Department declaration in your supporting documents (uploaded to
the share drive).

Medical Lead approval will come via Research GEMS.

Correspondence

Email template to notify CALHN Research Services once completed application has been submitted via
Research GEMS:

Dear CALHN Research Services,

Site Unit Name (e.g. RAH Medical Oncology) has now submitted a SSA for the below study:

Project Title: | XXX
Protocol: | XXXX
Principal Investigator: | XXX

Program Directory: | XXX
HREC Reference Number: | 202X/HREXXXXX or External HREC Number
SSA Reference Number: | 202X/SSAXXXXX
CALHN Reference Number: | MYIPXXXXX

You can find the supporting documentation located here: <provide link to share drive>

<insert email signature>
*ensure telephone number is on this email in case we need to call you

Links & Resources
For more resources and general information about Research GEMS please visit the SA Health website where
information is continually being updated:

https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/about+us/health+and
+medical+research/research+gems/research+gems+user+quides

Resources include:

e General User guides
o Creating and managing a user account
o Updating username and password
o Status definitions and glossary
o Researcher User guides
o Project Registration
= Project Registration guide
= Sharing access to a project
= Withdrawing an application
= Guidance for COVID-19 data collection
o Ethics Applications
= Resubmitting an ineligible application
= Downloading your ethics application
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o Ethics Post Monitoring Approvals (Amendments, Safety and Progress Reports)
= Completing and submitting an ethics amendment
= Responding to an amendment information request
= Submitting an annual progress or final report (milestone)
= Submitting a clinical safety report
o Governance Application
= Resubmitting an ineligible application
= Creating a new site application
= Completing, requesting and submitting Head of Department Support
= Head of Department — Not supported
= Completing the site application part C: department and services guide
o Governance: Post-approval (amendments, local safety reports, progress reports)
= Completing and submitting a site amendment
= Responding to a site information request
= Submitting a governance milestone
= Submitting a clinical trial safety report

Contact Details

For all technical errors/issues and feedback, please contact the Research GEMS Project team at:
gems@sa.gov.au

For all study related questions in regards, please contact CALHN Research Services:
Health.CALHNCIinicalTrials@sa.gov.au or Health. CALHNResearchGovernance@sa.gov.au
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