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1 Loggingin

e Go to https://ethicsapps.swin.edu.au/

e Click on Log in on the top right hand corner

e Swinburne (Ethics Review Manager) ERM is fully integrated into the Swinburne Single Sign
on. All researchers with an @swin.edu.au or @swin.edu.my will be able to access the
application portal

e Use your Swinburne account (Swinburne email address) as the username (or pick your
existing account)

e Use your email password for the password- click sign in.

e If you have any issues logging on email resethics@swin.edu.au

SW[ N SWINBURNE

B U R UNIVERSITY OF
TECHNOLOGY
* N E *

Swinburne Ethics Review Manager

Applications: Human Ethics, Animal Ethics & Biosafety

To log in click on Log in on the top left hand side.
Use your Swinburne account (Swinburne email address) and password to log in
If you are already logged in click on Home to take you to your Work Area

See here for more information and detailed user-guides

1] Office 365

Pick an account

nphillipson@swin.edu.au

+ Use another aggount



https://ethicsapps.swin.edu.au/
mailto:resethics@swin.edu.au

] Office 365

< nphillipson@swin.edu.au

Enter

Meed Help? Contact the Swinburne ITS Service Desk
+61 3 9214 5000, This site is operated by Microsoft
on behalf of Swinburne University and is for the
exclusive use for Swinburne Staff and Students.

e [f you have signed in before your name will appear in the top right hand side indicating you
are logged in. Click on home to take you to your work area. If you wish to log in as a different
user Log out and you can then log back in again using a different username.

—
Dr Nitya Phillipson =

Personal Details

Work Area v

4 5 Work Area =

Home Notifications

General
Actions w o ‘
Notifications Signatures Transfers Shared
-0 -
[ L
Create Folder Delete Folder 5 2 O O /I

1.1 How to login as an external applicant (I don’t have a Swinburne email address)?
e If you do not have a Swinburne email address contact the Research Ethics team on
resethics@swin.edu.au or 03 9214 8145 or 03 9214 3845 and provide the following
information
0 The email address you wish to use to access the ERM
0 Information regarding which Swinburne researchers and project you are

collaborating with
0 A brief summary about your research and Swinburne’s involvement.

e We will then create an account for you and email you a username and password.
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2 Selecting the right ethics application for you

2.1 Different applications available

There are 3 different types of Human Ethics applications available, details of which are listed
below.

These options are found when you select the ‘Create project’ icon in the Actions Panel on
the left-hand side of the landing page. The drop-down list for Main Form lists these as
options

For more information about what form to use please email: resethics@swin.edu.au

Create Project

2.1.1

2.1.2

2.1.3

New Human Research Ethics Application

e This is the standard ethics application for all human research ethics that has not been
reviewed or approved by any other Human Research Ethics committee and is not a
clinical trial

Human External Approved/Transferred

e Previously called “Expedited review” applications

o If your project has been reviewed and approved by another Australian Human Research
Ethics Committee that is registered with the NHMRC your project can undergo
expedited review.

e Asvyour project has already undergone ethical review and approval you can complete
the substantially shorter Human Ethics Expedited review form which will be reviewed
out of session.

HREA (Clinical Trials)

e The NHMRC’s Human Research Ethics Application (HREA) should be used for all clinical
trials of drugs or devices.

e This application form is specifically designed to answer relevant questions about clinical
trials and can be used at other sites (including public hospitals) to apply for ethical
approval.

e If you have completed a HREA on hrea.gov.au you can upload the completed HREA into
this system. For information on how to do this please contact resethics@swin.edu.au.

2.1.4  Other application types

e The drop-down list contains other application types:

0 Biosafety Clearance Application: For research requiring biosafety clearance as
you are using biohazardous materials (e.g. venoms or blood products) and/or
genetically modified organisms (e.g. genetically modified cell lines, bacteria,
plants or other organisms).

O SAEC application form: For research requiring animal ethics clearance by the
Swinburne Animal Ethics Committee (SAEC), as your research is using animals,
animal tissue or observing animals.
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3 How to complete a standard human ethics application

3.1 Drafting your application
Once you have created your application you will be taken to the navigation page displayed below.

We strongly recommend you commence at the START section as this will take you through a series

of checklists that will create and remove sections depending on how you answer these

e 0256

sarch Ethics Appiication

Form Status Review Reference Application Type Date Modified

Not Submitted NA NA 07/05/2019 12:59

Refrash

Show Inactive Sections

New Human Research Ethics Application
Section niéshqls

/
Checklists | s1ART w and Checklists

Applical

e Navigate through the form by clicking Next or Previous

e You can see the overall structure of the form by clicking on the navigate icon and then click

on the relevant sections of the form to take you to that section
e You can conduct a completeness check at any time by selecting the completeness check

button in the Actions tab on the LHS and go directly to any incomplete section by clicking on

the sections highlighted as incomplete.

e Please Save your application frequently to avoid losing any work. To do this click on the Save

button on the LHS actions tab.

e Please note that only the Chief Investigator can submit an ethics application. Please see
section 6 of this guide for more information

&

Lay

Print Documents | Signatures

New Human Research Ethics Application

Project Overview

Project title

< JJ‘ Consent waiver 2
Share s

Save
4
e When do you anticipate starting your research project?
Submit



3.2 Need help with a question
e To see help sections click on the i icon next to the question
o A help text will pop up in a window. If you click on a hyperlink they will open in a new tab

X Reseach Etics Appicatons % o Gl o T e > o x I
urne forms ethicalreviewmanager.com/F T o G 6
Beta Test Mode 7
External Committee Review @
Has this project bean submitted for athics review by another ethics committes (including a Swinbume Ethics commities or subcommities)? 0
Yos
No

Peer Review @
e
Has your project undergone peor raview? 0 1
Yos ~ gl
No
Has this application been reviewed by an Ethics Advisor? o

3.3 Attaching relevant documents
e You may be prompted at certain points to upload a document. To do this, click upload
documents
e Click Browse to select the file on your computer you wish to upload, enter a version date
and number to ensure document control

< c @ https;//swinburne.forms.ethicalreviewmanager.com/Project/Page/973/330 o Q

Documents - PEER REVIEW
Please attach your PEER REVIEW here
Document Name i Version Date—————————__
ERM DEMO | Browso | 071051201 ) /
=

ERM DEMO pptx — —— — ~—

Version

e You can review all documents uploaded to the application using the Document button on
the Actions tab that is located on the left hand side (LHS)
e Documents can be downloaded separately or all together



Documents

Documents

Dowmioad

Type Document Name File Name Version Date Version Size View
PEER REVIEW ERM demo notes ERM demo notes docx 07/05/2019 ¥ 133 KB
PEER REVIEW ERM HREC feedback template ERM HREC feedback template docx 071052018 2 117 KB Qﬂ.m&y

/ Download Al as Pdf

3.4 Using templates for consent information documentation and other associated
documents

e We strongly recommend you use the template documents provided to assist you with your
applications. These are all stored within the system.
e To access the templates go to the ‘Help’ tab on the top navigation bar and click on

Templates.
® Research Ethics Applications X  NewTab X +
<« C & https//swinburne forms.ethicalreviewmanager.com/ActivityForm/Ind

Beta Test Mode

Work Area Contact Information

Work Areq s

& 34 _‘q
Home Notifications

General

About

Actions w 2 :
Notifications Signatures Transfers Shared

34 1 2 2

(+]

=

reate Foider Dele

@ @& o

elete Project  Duplicate Transfer Folders

Project

RMIT UoM DEMO Monash

test2 Stanford stanford2

3.5 Downloading the application and application documents
¢ In order to download a copy of the application in its entirety as a pdf file, select the print
button in the Actions tab on the LHS. This will open the application as a pdf file in a separate
browser.



Actions +

© @ 7

Previous Next Navigate

9 7/

Documents ~ Signatures

< & | %

Share Collaborators.  Withdraw
Annlicatinn

e Inorder to download individual attachments (e.g. consent instruments), select the
documents button in the Actions tab on the LHS.

Actions w
Previous Next Navigate
L /
Print D Signatures

-
<< H ¥
Share Collaborators| Withdraw

Application

e This will bring up the following:



Documents

Documents
Type Document Name File Name Version Date Version Size View
CUEstonnAEsINEY CIS T0r demn plpases CIS for 0EmO pImasas docy 180712019 1 33K8 Downkad
Explanatory statement CIS mock document CI8 mock document docx 170712019 1 H3KB Downioad
Advertising matenal CI3 mock document |}CIS mock document docx 17072019 1 11.3KB Download
DTHER PROJECTRELATED DOCUMENTATION LIS mock document LIS mock docment aocx e 1 HAKHE Downkoad

Downioad All as Pdf Close

e Inorder to download all documents as a pdf file (i.e. application form and all associated
documents/attachments), select Download All as Pdf:

Documents

Documents

Type [Document Name File Name Version Date Version Size View

Questionnaire/survey 13 for demo purposes (13 for demo purposes.docx 180772019 1 433KB Downioad
Explanatory statement (18 mock document 13 mock document docx 110772019 1 11.3KB Downioad
Advertising material 13 mock document l}CIS mock document docx 10772099 1 H13KB Nowninad
OTHER PROJFCT-RF ATED DOCUMENTATION (18 mack document 215 mock document docx 172019 1 H3KA Newminad

T - [

e |norder to download all documents in their original format as a .zip file, select Download All:

Documents

Documents

Type Document Name File Name Version Date Version Size View
Cuestionnaiefsuvey CIS for demo purposes IS for demo purposes.docx 180772019 1 43348 Downioad
Explanalory stalemenl CIS mock document €15 mock document docx 170772019 1 11.3KB Nowminad
Adventising malerial C18 mock document [:?CIS mock document docx 17072019 1 11.3K8 Nowninad
OTHER PROJECT-RELATED DOCUMENTATION CIS mock document 15 mock document docx 17072019 1 1L.3KB Nowninad

Downioad Al as Paf | @ECTEI BT Close



4 How to share and collaborate on a standard human ethics
application

To share your application with other collaborators for their input, click on the Share icon on
the LHS action tab
A pop-up box will appear. Enter the email address of the collaborator.
Select permission (you can select multiple options)
O Read - person can read the application
0 Write - person can add content to the application
O Submit - person can submit the application (see signature section for more
information on submission)
0 Share - person can go on to share the application with others and assign these
permissions forward
0 Create all sub-forms - person can create sub-forms like annual reports and adverse
event
0 Receive notifications - person will receive notifications about the application.
Do this for multiple collaborators by clicking on the addition button and repeat for additional
collaborators.
All persons with an @swin.edu.au or @swin.edu.my email address will immediately be set
up with access to Swinburne ERM. If named collaborators do not have an ‘@swin.edu.au’ an
invite button will appear, the person will receive an email indicating how to obtain access to
the system.
To remove a collaborator, click on the minus button.
Click Share to finalise. This can be modified at any time. Please note you cannot click share if
you have empty collaborator sections present.

To review your collaboration or edit permissions click on collaboration icon on LHS Actions
tab. You can edit permission by clicking on edit permission button

Collaborators

Alist of the current collaborators for this form

Name Access Edit Permissions

Dr Nitya Phillipson Project Owner and Form Owner Edit Permissions

Dr Ann Gaeth Read, Write Edit Pm
—

Close

10



5 How to make comments on yours or a collaborator’s ethics

application
e To make a comment for other researchers or collaborators to see click on the comment
bubble on the top right-hand side of a question.
e Enter the comment you wish your collaborators to see. These will only be visible to your
collaborators and not the ethics committee reviewer

- Beta Test Mode

e Human Ethics Standard Application 2102

© ® SN
Sy B Project Overview ’; \.“
s 9 7 e
g e S Project fitle \'\T"*j}_v*
R J2
M o< & =
&
- Project Duration (D

Comments

e You and your collaborators can view a summary of comments, click on the Comments
button on the LHS action tab

e Alist of all comments will appear, you can click on these comments and it will take you
directly to the question the comment refers to.

e You can edit or delete a comment by clicking on the comment and the delete button shows
up, or you can amend this comment.

€« C @ nps/swinburneforms.ethicalreviewmanager.com - u 8

Beta Test Mode

e Human Ethics Standard Application 12
o i Project Overview O \
E‘ 0 é s '/ Project title l‘l\. <0 ./’I‘

/

B < 2 o= Pt
Ll — '/",,_'; i
A [’ | \
— \ /" Praiart Puirafinn ')

11



6 How to obtain sign off on a standard human ethics application

e Chief Investigators (Cls) must sign off on ethics applications.

e Students cannot act as Cl, the student’s primary supervisor should act as Cl

e To commence sign off, click on the navigate icon on the LHS actions tab to navigate to the
sign off section of the application

e Once an application is submitted, an email will be sent to all ALL investigators and associate
investigators listed in the research personnel section of the application notifying them that
an application has been submitted with them listed as an investigator. The REO strongly
recommends that the application be shared with all listed applicants with at least read
permission.

Beta Test Mode

Work Area v Project Tree w
# 1o
Home  Notifications © New Human Research Ethics Application
Actions w
g < Form Status Review Reference Application Type
roject Share  Completeness Not Submitted NA WA
4 ~ =
s o
Refresh Na L

New Human Research Ethics Application
Section Questions
Section A - Project Overview and Checklists

Section B - Research Personnel

agement Plan

sign-off

6.1 If the applicantis the Cl

e Using the navigate icon on the LHS actions tab to navigate to the sign off section of the
application

e The sign off question asks: Are you the chief investigator of this project?

e If the applicant is the Cl then then click Yes.

e A completeness check will be undertaken. Sections that are incomplete will be highlighted.
Click on the relevant section of the application which will indicate the incomplete section.
The application cannot be submitted until all mandatory sections have been completed.

e A Cldeclaration will appear. This must be carefully read and if agreed to, click on the Submit
button.

e Your application has now been submitted and will be locked. The REO will automatically
receive this information and an automated email will be sent confirming submission.

Beta 1est Mode
o "'@ * New Human Research Ethics Application 928
i .'..Si;;.n-olf . CD
s é i ‘?. ( Aro you the Chiof Investigator for this project? )
i o< 2 .
18 -

dance with thy
pecial efhics ¢
project &

lations in order b condk
accondance with Swinbume requiremernts

will Gorduct the h S
ject with acedguiste Runding and pe

] o | will ordy canry oul
ethical manner; and
= | will Immeckately report in witing to the HREC of any modfications 10 his appication. and any adverse o Unforesesn events,

g privision of reports i required;
d research practios and in an

Subimi the applicalion by clickirg o the subeil buttan in the acions e, The ivvestigators listed in tis application wil automaticaly noliied Bl you have subimitled an

12



6.2 If the applicant is NOT the Cl
e Use the navigate icon on the LHS actions tab to navigate to the sign off section of the
application
e The sign off question asks: Are you the Chief Investigator of this project?
o If the applicant is NOT the Cl then then click No. Please note students cannot act as Cls this
should be the student's primary supervisor or project lead.
e You will be asked to request a signature of the Cl, click on Request Signature

esearct \pplications Beta Test Mode ;
Actions v . . - 02
© o New Human Research Ethics Application
Previous Next Navigate
Sign-off @
- & -
I o 4 Are you the Chief Investigator for this project?
Print cuments | Signatures
Yes
i
Save Share | Collaborators L
i The Chief Investigator must sign off this application prior to submissicn.
[P e Click the Request button to request the CI's signature.
You will be notified via email once the CI has signed. Once Cl signature is obtained you must sign in and submit the application by clicking on the submit button on the
] actions menu.
/" RequstSgraime |
\\ -

e Enter the CI's email address, a message for the Cl (optional) and click on Request

e The Cl must also be listed an applicant on the application otherwise an error message will
appear.

e When you click on Request, a completeness check will be undertaken. Sections that are
incomplete will be highlighted. Click on the relevant section of the application which will
indicate the incomplete section. The application cannot be submitted until all mandatory
sections have been completed. Please note that once the signature has been requested from
the Cl, the application will be locked and no further edits can be made by the applicant.

Request a signature

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

agaeth@swin.edu.au

Please review and sign my ethics application as Cl

13



e The Cl will receive an email requesting sign off. The link in the email will take the Cl to the
project (sign in required using Swinburne single sign on user ID (hame@swin.edu.au) and
password).

donotreply@infonetica.net
Signature request for Research Ethics application

To DTCA

Dear Ms Tester

You have received a signature request from Current User Full Name with
a message.

Hey sign my app
To view your outstanding signature requests, click on the following link:

http://swinburne.forms.ethicalreviewmanager.com/Signatures/Index

e When the Cl signs off on the application you will receive notification via email. You must
then go back to the application and select submit in the LHS action tab.

Beta Test Mode

S New Human Research Ethics Application 028

©le|l1] -

Previous Next Navigate /
Sign-off \ @
!

s ¢ 7 | ‘
| Are you the Chief Investigator for this project? )
Print | Documents  Signatures | |

- \ /
® Yes
1 < \ /
L N .
Save Share | Collabarators S -
— i
@A
':m";\atevesslqmm /l By submitting this application, I, the Chief investigator, agree that:
Check "

» All information is truthful and as complete as possible;

will conduct the project in accardance with our responsibilities under the National Statement on Ethical Conduct in Human Research (2018), its updates or

odifications, and the Australian Code for the Responsible Conduct of Research;

will consult any relevant legislation and regulations in order to conduct the project in accerdance with these;

= 1 will conduct the project in accordance with Swinburne requirements and the standard or special ethics clearance conditions including provision of reports as required;

- » 1 will only carry out this project with adequate funding and personnel available to enable the project to be conducted according to good research practice and in an
ethical manner; and

= | will immediately report in writing to the HREC of any modifications to this application, and any adverse or unforeseen events.

Submit this form for r

Submit the application by clicking on the submit button in the actions menu. The investigators listed in this application will automatically notified that you have submitted an

- annliratinn with tham lietad ae an immaetinatar
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6.3 Signing an ethics application as Cl
e You will receive an email asking you to sign in to ERM and sign off on an application
e C(Click on the Signatures tile in the Work Area
e Here you can see all applications waiting on signatures, as well as those previously signed
e Click on view application- you will have read only access to the application.
e If you are happy with the application, click on the Sign icon on the LHS action tab
e You will be prompted to re-enter your email address and password.
o An email will now be sent to the applicant indicating sign off.

S Research Ethics Applications x +

< > C @& httpsy//swinburneforms.ethicalreviewmanager.com/activityform/index

Beta Test Mode

Work Area »

Work Area

General o
Notifications / I \ansf&rs Shared
f )
ZO\ | /, 3 2

.
Folders

RMIT UoM DEMO Monash
Projects

(=l

i
i
=]

L I x ¥ -
i€ C @ nhttps//swinbume.forms.ethicalreviewmanager.com/Sigr Q % O
oA &, Signatures
#
e Project Tite RequestingUser  Messag Rasponse Date  Statu
I TIGA E SEAF e test M Sheard a Ao )
o T e ‘ Ma DTCAT w011 s
Showing 1 102 of 2 en
# Research Ethics Applications x 4 - ]
€ C & https b forms.ethi .com/Project e 5 o~ a
Actions v 0,429

New Human Research Ethics Application

Project Overview TR @
<
Project e i ]
Tithe test
—~
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e |f you do not wish to sign off on the ethics application, click on the Reject icon on the LHS

actions tab.
e You will be prompted to provide feedback to the applicant. This will be sent in an email to

the applicant and the form unlocked for changes.

$ Research Ethics Applications X +
< C & https//swinburne.forms.ethicalreviewmanager.com/Project/Page/966/275 or Q Y
Beta Test Mode
Actions v . = . 020
> New Human Research Ethics Application
=ﬁ ri‘ ( x ‘:\ Project Overview @

0

Project title

= Title test

e Please note that applications/modification requests/reports can be unlocked if further
changes are required by clicking on the ‘Unlock’ button under ‘Actions’. Please note that this

will invalidate signatures.

Actions
Previous Mext Navigate
s 9 J/
Print Documents | Signatures

<< &

Share Caollaborators

8 4

Completeness  Submit
heck

6.4 Submitting an ethics application
e Once the Cl has signed the application (or you are the Cl) you may submit the form.

e Click on the Submit button the LHS actions tab

16



_ : Beta Test Mode A -
Actions . . g 026¢
New I_-_lu_ma_n_ Research Ethics Application

v sign-oi[ \\_ @

Are you the Chiel Investigator for this projoct?

* Yes S

No

By submitting this application, |, the Chief investigator, agree that:

= All information Is truthful and as complete as possible;
- wnll conduct the project in accordance with our responsibiities under the National Statement on Ethical Conduct in Human Research (2018), its updates or

i Submit this form for review . and the Code for the Conduct of Research;
| = [ will consult any relevant legisiation and regulations in order to conduct the project in accordance with these;
] » |'will conduct the project in accordance with and the standard or special ethics clearance conditions including provision of repons as required;

» |will only carry out this project with adeguate funding and pcrsonncf available to enable the project to be conducted according 10 good research practice and in an
ethical manner; and
» | will iImmediately report in writing to the HREC of any modifications to this application, and any adverse of unforeseen events.

Submit the application by clicking on the submit button in the actions menu. The g listed in this wil notified that you have submitied an
annlieatian with thaem lietad e an inuseinatne

N —

/ How to organise your projects

e You can create custom folders to store your ethics applications

e Inthe work area click on create folder, and name as you choose

e You can then drag and drop applications out of the list of all applications into relevant
folders, the folder will turn yellow when you are about to drop something into it

e Please note that when you search for projects in this list of all applications any projects
placed in sub folders will not show up.

e To move a project, click into the folder and select move folder button on LHS action tab. This
will then allow you to move the project into other existing folders or the work area.

17



Create Folder

Folge

Test Mode

>
N
o
W)
N

Folders
-0 -l
' 0 RMI 8] ) ARC
@ @E & 2 < i = )
e m "
e
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8 How to duplicate an existing application

e C(Click on Duplicate project in the LHS actions tab of the work area

e Select the application you wish to duplicate out of the drop-down list. All applications within
the work area will be listed. If the application you wish to duplicate is in a folder, enter that
folder and then select duplicate. The applications listed in the drop down available to be
duplicated will now only be for those in the folder you are accessing this button from.

e Enter a new title for the duplicate application
e You can now amend the duplicated application as appropriate

Duplicate Project

Please select project that you wish to duplicate:

kim
Full test 2

Please enter

Test (3)
Test (4)
Astrid Test #1

Developing an online consent process for research studies
Test (5)

tregbdtr

phd student

test 21

How to review an application

“lose

testing collaborators
HREA test
fhad

Test2
Test45

19



9 How to search for a project
To search for projects that you have not allocated to projects follow the steps below:

e The work area has all your ethics applications that are not in folders in a searchable list. To

search for an ethics application, type in the title or key word. The list of projects will start
narrowing down as you type.

Please note that projects in folders cannot be found using this search bar. For that you must
enter the project folder and search within that folder.

g Work Area
ﬁ &
v o 28 2 2
o & v
2 1
T R R

20



10 How to transfer an application

If you are no longer Cl on a project or you are leaving Swinburne, you will need to transfer your
project to a new Cl. To do this:

Click on the Transfer icon on the LHS of the actions tab in the work area

Enter the email address of the new Cl and a message regarding the transfer, then select the
applications you wish to transfer.

The new Cl will receive an email indicating the transfer. The Research Ethics Office will also
be notified about the transfer so they can support the old and new Cl in any changes to
documentation required.

You will no longer have access to a transferred application.

User'®roject id Project Title

10.1 How to accept or reject a transferred application

You will receive an email indicating a project has been transferred to you.

Log into ERM and go to the transfer icon on the work area

This will show you all transfers, transfers requiring your action will be highlighted in yellow.
To accept a transfer, click on view project

You can accept or reject the transfer using accept transfer and reject transfer icon on the
LHS actions tab.

Work Area +

X Work Area
#f 20
Home Notifications General
Actions « : .
Naotifications Signatures ared

A & O

K P \

sreate Folder Delete Folder Create Project

@ @&
lelef roject e

Transfer FO\dE‘rS
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Beta Test Mod -

Transfers

Transfer

id Project Title

14 Test (3)

13

12 test NP 3-1-19

10 Fun wwith forms

L] DTCA test 002 - greater than low
Work Area +

20

Home Notifications
Actions v
Project Reviewe
~
K’
Refresh Accept Reject
Jransfer
Print Withdraw

Application

From User To User Message
You Dr Ann Gaeth s accept my projects
You hi pis accept my projacts
You DrAmn Gaeth i pis accept my projecis
Ms DTCA You please accept my app
Tester

Ms DTCA You please accept my app

Requested Response

Date
08052019
1224

00052019
1224

00052019
1224

03052019 1127

03052019 11.27

DTCA test 002 - greater than low risk

Project Tree »

@ DTCA test 002 - greater than low risk

| @ Human Ethics Standard Apphr_aiiun.

Form Status Review Reference

Conditionally Approved NA

Navigation Documents
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Status Action
Requested View
Project
Requested View
Project
Requested View
Project
Requested View
Project
Requested View

Application Type

Human Ethics Full - Greater than Low Risk

Collaberators

Submissions

History



11 Committee feedback

11.1 Receiving feedback
e You will be notified via email when you have received feedback from the ethics office or
ethics committee.
e This email will contain a link to the ethics application in ERM and attachment that includes a
list of the comments made in the application

treply@infonetica.net

nation - Research Ethics application 20190282-256

Request for further ififo
M Nitya Ph

@9 Letterpdf
pdf| 57 KB

We refer to your Human Research Ethics application 20190282-256 : Reviewer Comments 2 submitted in May 2019

We require clarification on some aspects of your application. For detailed instructions please see the applicant User guide:

1. See the attached document outlining the cc about the on

2. Provide a response to each of these comments in a new document

3. Log into ERM and upload the response to comments document in the Additional Documents section of the application
4. Go to the relevant sections of the form relating to the comments and amend the ethics application accordingly.

If you have any issues reviewing the comments please contact the Research Ethics Office.

Regards,

Dr Nitya Phillipson

Research Ethics Office

Swinburne University of Technology

P: 03 9214 8069 | E: resethics@swin.edu.au

11.2 How to respond to feedback
e Create a word document and copy and paste all the comments in the attachment into this
word document.
e Provide a response to each of the queries in this document

TimesNewRo -85 - A° A Aa- 2l T | aaBbCeDe| AaBbCeDe AaBbC( AaBbCel AaB AaBbCel AaBbCeDa +

: A - . . -M- T < in ir i ubti ubtle En
Formatpainter B 1 U rebe X, X AW A & THormal | TMo Spac.. Heading 1 Heading 2 Title Subtite  Subtle Em.

Clipboard 5 Font Styles

FOEEE 1 2 - s34 5 4 s 6 - -7 1 -8 - 109 1 R TR R R VIR T

Dear All
Please find below a response to the comment raised;

1. Overall comment on the feasibility of this approach of answering your research hypothesis
This approach has been designed and peer reviewed specifically to answer this research hypothesis.

2. Project title Is this an accurate title? Please revise and amend.
Title has been amended

3. HRE - Start date Will you be able to commence this quickly?
As soon as we get funding we can sfart

4. Secondary use of data Y/N? Will secondary data from medical records be used?
Yes we will get consent for this- see updated consent form
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e Loginto ERM and make any relevant changes to the sections required

e To see all the comments made, click on the Reviewer comments button on the LHS actions
tab

e Alist of all the comments made about specific questions will pop up

e C(Clicking on the comment will take you to the page of the application form the comment
relates to. You may need to scroll down to find the question that the comment pertains to

e Click on the comment bubble on the top RHS of the question to view the question.

e Amend the response in the application accordingly.

e To see previous comments related to previous submission click on show previous comments.

| ¥ Research Ethics Review %X P Research Ethics Applcation ® 4

b+
@

“~ 3 C & https/fswinburne forms ethicalreviewmanager.comy/Pr tfIndex e Q)

Beta Test Mode

Work Area «» 0282

Fogm Status Review Referencs Application Type Date Modified
ﬁ = ) Furthar Info Requestad MNIA Human Exhics Full - Low risk 14/05/2019 14:45
Fose iffication
Actions w
Marvigatior

New Human Research Ethics Application S

Section Guestions

Section A - Project Ovenviaw and Checklists

on G - Data Management Plan

3 Documents

Overall Reviewer Panel Comments

Comment Date Added Submission

& 1t 10 feflect s .;;::::.-“.::___-:_) 141052019 a2 1448 PAM Latest Submission

2t date feasible? Pleate comment 14/05/2019 a1 1448 PM Lates! Submession
Are you oblaining data from the medical record? If o pleases amend this questions 141062010 a2 14:49 PM Latest Submassion
Plaase outling tha ressanchars relevant expartisa in this anea 147052019 at 14:49 PM Lates Subsmission
Did the grant undergo peer reviaw? i 5o amend this section 140052019 at 14:50 P Lates! Submission

Clcse
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Beta Test Mode

Actions

. > New Human Research Ethics Application

Ve = Project Overview
5 ¢ 7
Pr Diccurment Sagnatures Project lifle
Share  Colaborab
da
New Application or Modification @
Is this submission an application for a NEW project. or a MODIFICATION to an application that has previously been approved?
Mew project
Mindifieation
E  Research Ethics Review X @ Research Ethics Applications x  +
a € C & https//swinburne.forms.ethicalreviewmanager.com/Project e/9¢ 3 3 2a7-e724-4¢ 13€ 14 or Q

Reviewer Comments

Comment Date Added Submission

Please amend this fitle 1o reflect this application 14/05/2019 at 14:48 PM Latest Submission

11.3 Upload your responses

e If changes are required to the consent information statement or other documentation use
track changes in Word to make any relevant changes to these document

e Upload the “response to queries” document and any amended documents in the upload
documents section of the applications

e Ensure these documents are carefully named and the version date and version number are
accurate. This will allow you and the committee to ensure the correct documents are
reviewed.

e Resubmit the application. Note if you are not the Cl you will be required to obtain sign off
from the Cl on this resubmission. To do this see section 6 of this guide.
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Work Area v

#

Home

sh

Project

ompleteness
heck

e

Print

34

Notifications

Actions v

5 | <

Reviewer Share
Comments
4 ‘s |
R
Submit Refresh

Withdraw
Application

Form Status

Further Info Requested

Navigation Documents

Review Reference Application Type Date Modif
N/A Human Ethics Full - Low risk 14/05/2019

Signatures Collaborators Submissions History
st

New Human Research Ethics Application

Section

Section A - Project Overview and Checklists

Section B - Research Personnel
Section C - Research Administration
Section D - Project Details

Section G - Data Management Plan
Additional Documents

Sign-off

Questions

START : Project Overview | Project Duration | Checklists

Chief Investigator | Associate and Student Investigators

Class Project | External Review | Peer Review | Government Dept. | External Orgs | Funding

Project Overview and Aims

Storage and Access | Results | Retention and Re-use
<[ Additional Documents| >

Sign-off

cs A ations - Beta Test Mode

Actions « . . - 02

© o New Human Research Ethics Application
Previous Next Navigate
Upload Documents C
s ¢ /7
iti lati licati :
e el Upload any additional documents relating to your application here:
Version
B < a Type Ds ent Name ~—_ File Name Date Version Size View Delete
Save Share Collaborators
OTHER PROJECT-RELATE \Respnnse to comments " 13.0
DOCUMENTATION Response to comments 1 ‘docx 14/05/2019 1 KB Download
. 4 =
=B + OTHER PROJECT-RELATE Guardian Consent Form ¢uardian Consent Form 14052019 2 347 r——
Comgleteness  Submit  Wihdraw DOCUMENTATION TRAGK CHANGES /rRACK CHANGES.docx 9 KB 2 =
heck Application
5 Upload Document oE ==
Reviewer
Comments
Actions w - - - 028
New Human Research Ethics Application
- Previous MNext Navigate

/

sits  Signatures

2

Colaborsion

Upload Documents

Upload any additional documents ralating fo your application hare:

Type Cocument Name

OTHER PROJECT-RELATED

DOCUMENTATION

OTHER PROJECT-RELATED
DOCUMENTATION

Upload Documert

Rosponso to commants 1

Guardian Consent Form
TRACK CHANGES

Version
File Name Date Version Size View Delete
Response 1o comments 13.0 =

1 & Downlcad Daolato

1.docx KB
Guardian Consent Form = T -

14/06/20 ks
TRACK CHANGES dacx 052018 2 KB Downlead Datate
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12 Modifications

¢ All modifications to approved ethics applications must be submitted and approved prior to
implementation

e Select the project you wish to modify
e Inthe top left-hand corner under ‘Actions’, click on ‘Create Sub-form’

Work Area w
Home Maotifications
Actions w
Project reate Suby Share

0T

Print Correspond = Withdraw
Application

e This will bring up the following

Create Sub-form

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

Flease Select. . ¥

Close
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e Select ‘Human Ethics Modification Request’ from the drop-down list

Create Sub-form

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

Human Ethics Modification Request v

e Then click on ‘Create’

Create Sub-form

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

Human Ethics Modification Request v

e This will bring up the following
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L{ @ Human Effics Modiication Reguest

Form Status Review Reference Application Type Date Modified

Hot Submited NA NiA 130812019 11:25

Navigation Documents Signatures Collaborators Submissions History

[ Show Inactive Sections

Human Ethics Modification Request

Section Questions

Secfion B - Modfications/Addtions Requested ModificafionsfAddtions Requested

Section C - Attachment Checklist Aftachment Checklist

Section D - Declaration

e Click on ‘Modifications/Additions Requested’

— @ Human Ethics Modification Request
Form Status Review Reference Application Type Date Modified
Not Submitied NIA NIA 130872019 11:25
N
Navigation Documents Signatures Colizborators Submissions History
. . . [ Show Inactive Sections
Human Ethics Modification Request
Section Questions
Section B - Modifications/Additions Requested
Section C - Aftachment Checklist
Section D - Declaration Declaration

e This will bring up the following
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Human Ethics Modification Request

Change of Personnel
Indicate any changes to the following

Indicate any changes 1o the following

Change in chief investigator'supervisor of the project

Addiion of Co-mvestigators (ncluding student researchers or other personnel accessing entifiable data) other than students
Reamoval of Co-invesugators

Other

Mone of the above

Other Changes

Indicate changes or additions requirad to the following:

Tick all that apply

Project Titlke(s), particularly on consent documents

Project aims as given on current ethics clearance documeantation

Project iprocedures/ir
Project parficipant cohori{s) or number(s)
Other

Mone of the above

Have there any been any changes/additions or developmients to the following:

Financial or other resourcing for the project
Researcher interests (see Help)

e Scroll down and answer the questions and then click on ‘Next’ in the top left-hand corner
under ‘Actions’ in order to navigate to the next page

Actions «

© @) 1

Previous Mext Mavigate
s ¢ /7
Print Documents = Signatures
Save Share Collaborators

8 4

Completeness  Submit
heck
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e This will bring up the following

Human Ethics Modification Request

Attachment Checklist

Ase any of the following attached?

Tick all thal apply I

NB. Revised p d instruments should p y be submitted using tracked changes. In addition, a ‘clean’ version using version contrel should be submitted. Cross reference attachments to
information supplied on this form with clearly deli dipaginatedheaded I

Addional'revised research instruments {(questonnaires, interview schedule, etc. )
Additionalirevised consent instruments (info statement, consent form, etc.)
Additionalirevised recruitment or publictty instruments (fiyer, advert, efc.)
Additionalirevised debnehng instrument

Additionalirevised extemal pemmissions/authonty

Other

None of these

e Ifrelevant, click on the relevant documents to be updated and upload them by selecting the
‘Upload Document’ button

Attachment Checklist

Are any of the following attached?

Tick all that apply

NB. Revised procedures/instruments should preferably be submitted using tracked changes. In addition, a ‘clean’ version using version control should be submitted. Cross reference attachments to
information supplied on this form with clearly delineated/paginated/headed attachments.

[ Additional/revised research instruments (questionnaires, interview schedule, etc.)
¥ Additional/revised consent instruments (info statement, consent form, etc.)

[ Additional/revised recruitment or publicity instruments (flyer, advert, efc.)

[ Additional/revised debriefing instrument

[ Additional/revised external permissions/authority

[ Other

) None of these

et
| Upload Document
~—
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e This will bring up the following

| Documents - Modification supporting docs

Pieage aftach your Modification supporting docs here:

le
DocumentName Version Date Version

Upload

Close

e Click on ‘Browse’

| Documents - Modification supporting docs

Please 2itach your Modiication supporting docs here:

u
DocumentName Version Date version

( l
Browse Upload

Clnse

e Select the ‘Version Date’ from the calendar

Dolguments - Modification supporting docs

Please allach your Modification supporting docs here

Document Name Vergio Date Version

Su Mo Tu We Th Fr Sa

& 7 - 9 10 Cicse
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e Enter the ‘Version’ number

Documents - Modification supporting docs

Pieage attach your Modification supporting docs nere.

Document Name

Version Date Version
quide-informer-co

QUISE-NIIMED-CoNSeNl-NSIUMENLE (7).000%

e Click on ‘Upload’

Documents - Modification supporting docs

Phease atach vour MOgMCaton Supponing docs here:

Document Nanme

ormed-consent-instrur m i

guide-informed-Consent-instruments (71000

Version Date Version
quk

Close

e The uploaded document will then as per the below

Attachment Checklist

Are any of the following attached?
Tacke el thn! apply
ME. Revised proceduresiinstruments should preferably be submitted using tracked changes. In addition, a ‘clean’ version using version control should be

i .Crossr
Information supplied on this form with clearly dell dipagl d/headed k s,

Addibonal/revised research mstruments {gquestionnares, nlerview schedule, elc.)
Additional/revised consent instruments (info statement, consent form, etc.)
Additional/revised recruitment or publicity instrumeants (flyer, advert, atc )

Addibional/y 1

L
Additional/revised external permissions/authority
Other L
Mone of thase

Document Name

File Name version Date

Size

View
Ification supporting decs guide-informed

Uipload Document

guide-Informed-consent-instruments (7).docx 1W0B2019 45.5 KB Download

e If you wish to view the document, click on ‘Download.’ If you wish to delete the document,
click on ‘Delete’
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Attachment Checklist

Are any of the followang attached?

Toch @il ther! apply
NB. Revised p esfinstruments should p be using tracked changes. In addition, a ‘clean’ version using version control should be submitted. Cross reference attachments to
information supplied on this form with clearly deli dipagl diheaded h

Additionalrevised research nstruments (guestionnaires, mierview schedule, elc.)
¥ Additionalirevised consent instruments (info statement, consent form, etc.)
Additional/revised recruitment or publicity instrumeants (flyer, advert, atc )

Addiionalirevesed deboehing instrument
Additional/revised external p issions/authority
Other L
MNone of these
Type Document Name File Name version Date Version Size View Delete

Modification supporting decs guite-informed-consent-instruments (7} guide-informed-consent (7).doex 13082019 1 45.5 KB @

Upinad Document

e Click on ‘Next’ in order to bring up the next page. If you are the Chief Investigator, select
‘Yes’ and then click on ‘Sign’

Declaration

Are you the Chief Investigator of this project?

b

2 No

Please sign this modification request and then submit the request using the submit button on the left hand side action button:

* By submitting this medification request, | declare that the above report accurately reflects the outcome or progress of the project to date.
* | acknowledge that an internal Swinburne or external audit may be conducted on the conduct of the project and as regards secure data retention/disposal.

e This will bring up the following. Enter your e-mail address as your Username and enter your
password and then click on ‘Sign’

Sign Form

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

Usemame Password

'l

Close
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o This will bring up the following

8 This form has been locked through signatures/requests

Declaration

Are you the Chief Investigator of this project?

© Yes

No Ly

Please sign this modification request and then submit the request using the submit button on the left hand side action button

* By submitting this modification request, | declare that the above report accurately reflects the outcome or progress of the project te date.
* | acknowledge that an internal Swinburne or external audit may be conducted on the conduct of the project and as regards secure data retention/disposal

Signed: This form was signed by Ms Ethics Officer (resethics@swin.edu.au) on 13/08/2019 13:29

e |n order to submit the modification request to the Ethics Office, you then need to click on
‘Submit’ under ‘Actions’ in the top left-hand corner
Actions v
Previous Mext Navigate
VL . B4
Print Documents | Signatures
Unlock Sharg Collaborators

Completeness
heck
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o This will bring up the following. You then need to click on ‘Submit’

Submit

Complete: Yo ["r.- s complete and ready o submit

@ -

e This will bring up the following

For&n Submitted

Thank you for submitting your form. It has been successfully received.

Your form will now be checked by the Research Ethics Office who will contact you if any clarification is required.
If the form needs to be reviewed by an Ethics Committee or Sub-committee it will be assigned to the next meeting. Check meeting dates here.

Contact the Research Ethics Office if you have any questions.

e If some questions haven’t been answered, the following will appear upon sign-off

Signatures

Incomplete: Please compiels (he foflo

Clase

e You will then need to go back and answer these questions, ensuring that you click on ‘Save’
in the top left-hand corner under ‘Actions’ after answering each question
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:rj Actions v

© @ 7

Previous Mext MNavigate
s 9 7
Print Documents = Signatures

<< &

Shars Collaborators

8 4

Completeness  Submit
heck

Once you have answered all of the necessary questions, repeat the sign-off process as per
above

If you are not the Chief Investigator on the project, you need to indicate this at sign-off and

then click on the ‘Request Signature’ button in order to request the Chief Investigator’s sign-
off on the request

Declaration

Are you the Chief Investigator of this project?

Yes
= No

Please request a signature from the Chief Investigator of this project.

Once signed, you will need to log back in and submit this modification request form using the submit button on the left hand side action tab.

Request Signature

e This will bring up the following. You then need to enter their e-mail address and, if

necessary, a short message. They will then receive a notification from within ERM requesting
them to sign off on the request
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Request a signature

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

_________

(1
W

e Once they have signed off on it, you need to log back in and submit the request to the Ethics

Office as per the above

e |f the committee member reviewing the modification request has queries, the request will
be returned to you within ERM and you will receive a notification from within ERM detailing
the query/ies. You will then need to log into ERM and view the request in question. In order
to view the member’s query/ies, click on ‘Reviewer Comments’ under ‘Actions’ in the top

left-hand corner

L
Actions w
Project Duplicate Reviewer
orm
Share Transfer Form Completeness
heck
4 = =
fars = ¥
Submit Print VWithdraw
Application
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e This will bring up the following

Overall Reviewer Panel Comments

Comment Date Added Submission
Please Qllp{‘l".' tracked rnan}m versions as well 130A2019 at 1352 PM | atest Submission
Close

e If you click on the comment/s in question, it will take you to the section being referred to as

per the below with the section in question highlighted in red

Attachment Checklist

Are any of the I'Dlluﬂng altached?

Tick al that apply
NE. Revised pr should p y ba submitted using tracked changes. In additon, a ‘clean’ version using version control should be submimed. Cross h w
Information supplied on this form with clearly deli dipagl diheaded h
Additional/revised research i tionnaires, interview schadule, etc )
¥  Additional/revised consant instruments (info statement, consent form, ete )
Additionalrevised recruitment or publicity instruments (fiyer, advert, efc.)
A g it
Additionalirevised external permissions/authority
Othar
Mone of these
Type Document Name File Name Version Date Version Size View Delete

Moamcation supporting docs guide-informed-consent-nstruments (7) Quide-informed-consent-mstruments (7).00Cx

13082019 1 495K Downigad Delete

e If you wish to read the comment/s again, click on the speech bubble in the top right-hand
corner

e This will bring up the comment

Reviewer Comments
L

Comment

Date Added Submission
Plgase supply tracked changes versions as weill

1H0E2018 at 1352 PM Lasest Submission

Close
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e After you have amended the request as per the member’s comment/s, you need to submit
the modification request to the Ethics Office as per the process by which it was originally
submitted. If the member is satisfied with the revised request, then the request will be
approved. If they have further queries, the process will be repeated until they are satisfied
and able to approve the request

o [fthe request is approved as submitted, you will receive notification of its approval from

within ERM. The status of the request will also indicate this in the ERM record for the
modification request, as per the below

Review Reference Application Type Date Modified
Modification Approved 20191243-1177 HRE Mudmca%m Request 13/08/2019 14:16
Navigation Documents Signatures Collaborators Submissions Comespondence History

Human Ethics Modification Request

Section Questions

Section B - Modifications/Additions Requested Modifications/Additions Requested

Section C - Attachment Checklist Attachment Checklist

Section D - Declaration Declaration
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13 Annual/Final Reports

e You will receive an email from the system 30 days before a report is due and the day before
a report is due. You will also receive reminder emails after the report is due if you fail to
submit one.

e Signin to ERM and go the project requiring a report (email will indicate project number and
title)

e Click on the Create sub form button in the LHS action tab

e Select the Sub form: Human Ethics Report- Standard for projects originally reviewed by
Swinburne and Human Ethics Report - Ext. Approved for expedited review projects and click
on Create

Beta Test Mode

Ltta e Annual report test

" 37

e !
Home Projact Treo w»

Actions
@ Annual report test

@ New Human Research Ethics Application
Form Status Review Reference Application Type
Application Approved 20190296-260 Human Ethics Full - Low risk

Create Sub-form

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

Please Select... v

Please Select
y Human Ethics Report - Standard
Human Ethics Adverse Events - Standard

e Forstandard expedited review projects, select ‘No’ under A3 and upload the report that was
submitted to the original ethics committee and evidence of this committee’s approval of it
under A4.

e For expedited review projects that were transferred into Swinburne, select ‘Yes’ under A3
and work through the rest of the report

e For all other projects, work through the report starting at Section A. Some of this data is
auto-generated from the associated ethics application.

e Navigate through the form by clicking the Next or Previous button or Navigate button on the
LHS of the Action tab.

e To share the annual report form with investigators click on the Share button on the LHS
Action tab. See section 4 on more information on using the Share functionality.

e To submit click on the submit button on the LHS action tab.

e If you have any questions please contact resethics@swin.edu.au
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Form Status Review Reference Application Type

Actions w
/— Mot Submitted NIA N/A
Project Delete Form Q
Navigation Documents Signatures -ollaborators Submissions
~
L5

Refresh

Human Ethics Report - Standard

< Section Questions
Tir — —
< Section A - Project Details Project Datalls | ——
—— e —

Section B - Progress Summary

Section C - Conduct of Project

Section D - Declaration Declaration

14 Reporting an adverse event

e Signinto ERM and go to the project requiring an adverse event report

e Click on the Create sub form button in the LHS action tab

e Select the Sub form: Human Ethics- Adverse Events and click on Create

e  Work through the report starting at Section A. Some of this data is auto-generated from the
associated ethics application

e Navigate through the form by clicking the Next or Previous button or Navigate button on the
LHS of the Action tab.

e To share the annual report form with investigators click on the Share button on the LHS
Action tab. See section 4 of this user guide for more information on using the Share
functionality.

e To submit click on the submit button on the LHS action tab.

e |f you have any questions please contact resethics@swin.edu.au
Beta Test Mode

Nk Area Annual report test
7
Home L Project Tree w
Actions v
P ———
d'h <: © New Human Research Ethics Application
Project
ﬁ Form Status Review Reference Application Type
Print Correspond Application Approved 20190298-260 Human Ethics Full - Low risk

Navigatior Documen Signature Callaborators ubmission: Correspo

New Human Research Ethics Application

Section Questions

Create Sub-form

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

Please Select... v

Please Select...
Human Ethics Report - Standard

<Hlman Ethics Adverse Events - Standard
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