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EXTERNALLY APPROVED ETHICS FORM

Forms for Research Applications June 2021

N INTRODUCTION
— This guide describes how an applicant creates, submits, and manages human
research ethics applications in the human research ethics application system.

This includes:

e Creating, completing, signing and submitting an application form
e Viewing reviewer comments

¢ Revising an application and responding to reviewer comments

e Submitting amendments

e Submitting annual / final reports

e Submitting unexpected adverse event reports.

WHO SHOULD USE THIS GUIDE?

e This form is for research that has had prior review by another NHMRC
registered Human Research Ethics Committee (HREC).

e Researchers who need to submit an EAEF are those who are undertaking
research that has had NHMRC HREC approval obtained elsewhere, and
research activities will occur at Macquarie University or Macquarie

University Hospital.



IMPORTANT

e Google Chrome is the recommended web browser. Other web browsers are not
supported, and the system may not function optimally on other browsers.

e A Macquarie University OnelD is required to log in and access this system.
To obtain a Macquarie University Sponsored OnelD please contact the
ethics secretariat ethics.secretariat@mq.edu.au for access

e Any team member can create a new project. The person who creates the
application has the role of Project Owner (Chief/Primary Investigator) and the
Form Owner (form creator). Please note the project owner can also be the
form owner. Project/Form Owners can share the project with other team
members and determine which permissions (actions) are given to other team
members.

e Only Project Owners and Form Owners can action any system alerts. System
alerts are messages from the system such as system updates or form updates
and are displayed at the top of each application.

¢ Please use the form called ‘Externally Approved Ethics Form’ (EAEF)

e The EAEF form uses skip logic. Some sections and questions on the form will
only be activated from the response to a previous question.

e Documents uploaded to the application form can only be in Word or pdf
format.

e All EAEF submissions must be signed by the nominated Chief Investigator
only.

e There are two sides to the system the Review side (for the Ethics Secretariat
and Ethics Committee) and the Applicant side (for the Applicant and
collaborators). Applications submitted to the Review side of the system will be
locked on submission and cannot be further edited until the application is
returned to the applicant by the Ethics Secretariat.

e Please note in this guide:

o yellow highlights/boxes are to draw attention to an area on the screen.

o |red highlights/boxeq indicate action required, i.e. click highlighted
button.



mailto:ethics.secretariat@mq.edu.au

LOGGING INTO THE FORMS FOR RESEARCH APPLICATIONS

SYSTEM (FoRA)
Log-in to the Applicant side of FoRA via the following URL:

https://fora-form.mq.edu.au/Account/Login

Username: MQ OnelD/Student ID
Password: OnelID/Student ID password

<« <R © @ httpsi/ethics-and-biosafety-form.mq.edu.au/Account/Log RS ymmoe =

" MACQUARIE

% University
Ethics, Biosafety & other
Applications

Log in

The Work Area will look like this:

i sl hare Proiects
= -
NE AL 296 | 0 4797 Icons /
T Projects
Action -
Tiles



https://fora-form.mq.edu.au/Account/Login

The Work Area consists of the following features:

e Action icons: Lists the actions that can be performed, e.g. creating new projects, and
creating folders to organise multiple projects (applications).

¢ Tiles: (top of the Work Area):

. . Contains in-system automated messages from the system on the

Notifications S 4 .

progress of the applications in the Projects list.
Si Indicates if there are any applications that require the Chief

1gnatures . .

Investigator’s signature

Enables the current Project Owner and Form Owner to transfer
Transfers X

the project to another person

Lists who the Project Owner and Form Owner has shared the
Shared . .

project with

e Projects: Displays the list of projects that you have access to.

CREATING A NEW PROJECT

Click on the Action icon Create Project in the Work Area. The following Create Project
screen will appear:

> C e © @ httpsy/ethics-and-biosafety-form.mq.edu.au/ActivityForm/Inde; TR rmmoe £

Create Project

Project Title*




Complete the Project Title field and select the Externally Approved Ethics Form (EAEF)
V1.0 from the drop-down list.

Create Project

Project Title* (Max 200 characters)
28 Jan 2021 EAEF

Form*

Externally Approved Ethics Form (EAEF) v1.0 ~

Please tick to confirm you are happy to continue*

A pop up will then advise you that the form will be shared with a list of people (from the Ethics
Secretariat). Tick the box to continue.

Click on the Create button.

COMPLETING THE EAEF

Once the EAEF has been created it will be displayed in the Navigation tab.

<« cC @ 0 & orm.ma.edu.au/Project/Inde: o rmnmoe =
Bic Beta Test Mode
Actions 28 Jan 2021 EAEF 9515
b O <
Poect | S | Project Tree v

x B B on

Roles  Completeness Automatic
Check  Submission

Jan 2021 EAEE

~ =
~ =
Reffesh  View as PDF | Correspond

Action Required status. Review Reference Date Modified

Not Submitted NA

Navigation Documents Signatures Collaborators Submissions

Externally Approved Ethics Form (EAEF) v1.0

28/01/2021 11:19

Correspondence Centre History

[ Show Inactive Sections

Section Questions
0. Instructions 0.1 Instructions
1. Project Title 1.1 Project Title

2. Investigators & Research Personnel
3. Funding & Support

4. Prior Ethical Approval

5. Nature of Research

6. Participant Information & Consent

7. Privacy & Confidentiality

8. Declaration by Chief Investigator

2.1 Investigators & Research Personnel

3.1 Funding & Support

4.1 Prior Ethical Approvat

5.1 Nature of Re

8.1 Declaration by Chief Investigator

© Infonetica Ltd 2021 Version 2.3.9.4




Work through each section of the EAEF form from section 0.1 to section 9.1.

(N.B. Section 8.1 is the Amendment section, which will be hidden from view and will only be
activated after an application is approved.)

All responses will be automatically saved.
Use the Previous and Next action icons to move to previous or next sections of the form.

The form sections can be completed in any order. To skip a section and access the section you want
to complete, click on the Navigate action icon to see the complete list of EAEF form sections.

<« c @ 0 a mg.ed - O r'mnmoe =
- 9515
Externally Approved Ethics Form (EAEF) v1.0
© @ 7
; e | 1.1 Project Title @

1.1.0 Please identify the purpose of this application

O New application

® Amendment request

1.1.1 Full Project Title <

Click on the Information icons available throughout the form. Further information will be
available via a pop-up (example below):



(R4 Lo @ =
Beta Test Mode
Actions . 9515
© o Externally Approved Ethics Form (EAEF) v1.0 Dl
Prevous | Newt | Naigate Please list members of the research team in this section. help
2.1 Investigators & Research Personnel @
= o « Section 1.1(¢) of the National Statement states that: ‘Research that has
s ¢ J/ meritis... conducted or supervised by persons or teams with experience
ow 22 PO | Doctoerts | States 2.1.0 Please list members of the research team in this section. and h Tor the research’
! . St « When establishing a research team, you should ensure that all members
have appropriate and sufficient expertise to undertake all research
M < 1+ activities.
Save Share Roles

(1]

Load | Aadto contacts
211 Brincipal Investigator/Supervisor at this site

(i) The Principal Investigator is:
« Responsible for the research being atthe ie University/
« A Macquarie University staff member.
« The first point of contact for the Macquarie University HREC regarding this protocol

« If the project is to be undertaken by an Honours/Masters/PhD student, the supervisor will be considered the Principal Investigator. The student may be named as a co-
investigator.

University Hospital.

<
Title

<
First Name

<
Sumame

<
Organisation

UPLOADING THE APPROVED APPLICATION AND ALL
APPROVAL CORRESPONDENCE TO THE EAEF: SECTION 4.1

Question 4.1.4 in Section 4.1 enables applicants to upload the documents related to the approved
project.

safety-form.mq.edu.au/Project/Page/17129,

Externally Approved Ethics Form (EAEF) v1.0

Version: v1.71

©)

Previous Next Navigate

4.1 Prior Ethical Approval

N

4.1.1 Indicate the proposed start date of the project at this site:
Signatures

3 3

Roles

4.1.2 Indicate the proposed finish date of the project at this site:

Collaborators Completeness Comments —_—
Check

Reviewer
Comments

4.1.3 To how many other HRECs have you submitted a proposal related to this research project?

None

(0]
@® One or more

4.13.1 Please give the name(s) of the HREC(s) and indicate the status of the application(s)

HREC(s)

Status(s).

Please Select

4.1.4 Please attach a copy of the application and all approval

Type Document Name File Name

Version Date Version size View Delete

To upload a document, click on the Upload Document button in Q4.1.4. The following screen will
appear (example below):



& https//ethics-and-biosafety-form.ma.edu.au/Project/Page/16029/1785

Documents - Human Ethics Document

Please attach your Human Ethics Document here:

Document Name Version Date Version

Upload

ymoe £

Click on the Browse button and select the document you wish to add to this sub-section. Enter a
Version Date and Version number and click on the Upload button.

Once the document is uploaded, the system will return you to section 4.1. The uploaded document
will appear below Q4.1.4.

To upload another document, click on the Upload Document button under the list of uploaded
documents and repeat the above actions.

Actions

A I A
s 9 7

0 <

Share Roles

£ 8

Collaborators Completeness Comments
Check

Reviewer
Comments

orm.ma.edu.au/Pro)

4.1.2 Indicate the proposed finish date of the project at this site:

4.1.3 To how many other HRECs have you submitted a proposal related to this research project?

O None

@© One or more

4.1.3.1 Please give the name(s) of the HREC(s) and indicate the status of the application(s)

HREC(s)

Status(s)

Please Select

Add Another

4.1.4 Please attach a copy of the lication and all approval

Type Document Name File Name

Human Ethics Document I 18 I 18.paf
Human Ethics Document I 18 I 118 paf

Upload Document

nfonetica Ltd

Version Date

28/01/2021

28/01/2021

Version

1

1

size

687.3KB

687.3KB

View

Download

Download

Delete

3
3

10



UPLOADING A DATA MANAGEMENT PLAN — SECTION 7.1
Upload the Data Management Plan to Q7.1.2.1.5 by clicking on the Upload Document button

Click on the Browse button and select the document you wish to add to this sub-section. Enter a
Version Date and Version number and click on the Upload button.

afe mq.edu.au/Project/Page

SR ¢ YN @D e

Externally Approved Ethics Form (EAEF) v1.0
©.2 X

7.1 Privacy & Confidentiality

s 9 7 o

e sy (S e, 7.1.1 Describe the research data that will be collected directly from, or about, at [ u ity Hospital.
O < &
Save Share Roles

2
Collboratrs Completeness Commets 7.12 Please outline your data management plan including:

7.1.2.1 Do you have a Data Management Plan that meets the requirements of the National Statement on Ethical conduct in Human Research: Element 4: Collection, Use and

Reviewer Management of Data and Information?
Comments

@ Yes

ONo

7.4.21.5 Alternatively, upload your DMP as an attachment

Type Document Name File Name Version Date Version size View Delete

1 116 KB Download

DWP - General Documents Data Management Plan Data Management Plan.docx 28/01/2021

7.1.3 Please indicate the information that will be stored at the completion of this project and the conditions under which they will be stored.

7.1.4 Please specify the form in which results will be reported and communicated to participants and indicate who will be responsible for communicating the results.

SIGNING AND SUBMITTING THE EAEF — SECTION 8.1

When you reach section 9.1, click on the Sign on screen option then click the Sign button.

et Externally Approved Ethics Form (EAEF) v1.0 w7
@ @ 4

9.1 Declaration by Chief Investigator

. ©
4 9.1.1 By signing this applicati idi

| Spmtres you are providing to the following:
« Alli ion i this application and i is correct and as complete as possible;
2 « I have read and iin this application the of the National Statement and any other relevant guidelines;
— . . « I have familiarised myself with, and iin this application any relevant i research guidelines and policies issued by
Macquarie University to ensure risks associated with the research project are managed appropriately;
5 « Al relevant financial and non-financial interests of the project team have been disclosed;
Collaborators Completeness. Comments « In the capacity of a student supervisor, as applicable:
e o I have reviewed this application, and shared it with the student (s) nommated in this application;
o I will provide appropriate supervision to the student (s) in specified in this application, and those
2 program;

with the student (s) educational

How do | agree to these terms?

« You can use the 'Sign on screen’ function to If you ar on behalf of the research team, you can use the 'Request
signature’ feature to have the Principal Investigator review and sign this application - see the human ethics management support page for details.

« Select ‘Upload other evidence’ to upload and attach other evidence, such as an email in lieu of signature.
® Sign on screen

O Upload other evidence

9.1.1.1 Chief Investigator sign on screen signature
Request Signature

9.1.1.2 Upload other evidence of Chief Investigator signature

Type Document Name File Name Version Date Version size View Delete

1 14.4 M8 Download Delete

Human Ethics Document Evidence of Signature Evidence of Signature.docx 268/01/2021

11



The system will do a completeness check to ensure that all the sections of the EAEF form have
been completed.

B ) © @ hitpsi/ethics-and-biosafety-form mqeduau/Project/Page/ 17133/1785 -9 ymoe =

Completeness Check

Incomplete: Please complete the following questions

« 1.1.1 Full Project Title
* 211 Chief Investigator Title
* 211 Chief Investigator First Name
* 211 Chief Investigator Surname
* 2.1.1 Chief Investigator Organisation
Chief Investigator Department
Chief Investigator Faculty
Chief Investigator One ID
Chief Investigator Qualification
Chief Investigator Telephone
Chief Investigator Email
« 2.1.2 How many other investigators/personnel will play a specific role in the conduct of research at this site?
* 2121 Other Personnel Title
* 2.1.2.1 Other Personnel First Name
« 21.2.1 Other Personnel Surame
* 211.2.1 Other Personnel Organisation
« 21.2.1 Other Personnel Department

Click on the blue links of the sections that need to be completed. When all sections have been
completed proceed to section 9.1 and click on the Sign button again.

The Sign Form will appear:

<« c e © @ https//ethics-and-biosafety-form.mq.edu.au/Project/Page/16033/17850 R CR vymnm e =L

Sign Form

Please enter your login details in order to sign this form

Enter your Sponsored OnelD and Password and click on the Sign button.

12



The following screen will appear:

Sign Form

Please enter your login details in order to sign this form

Note: This form will be automatically submitied when compiete

O rmoe £

- O LD e =

Submission Message

Thank you for submitting your

It has been

y received.

Click on the Home button to return to the Work Area. The submitted project will be listed under

the Projects heading.

13



DENE © @ hitpsy/ethics-and-biosafety-formma.edu.au/ac

Work Area

Ider Create Project

Notifications Signatures Transfers Shared
pelete Project Duplicate Transfer 3 47 O O 5 8 5 9
Plact
Projects
9515
Project Title Project ID v Owner Date C
28Jan

28/01/2021

Infonetica Ltd 2021 Versi

To access the project, click on the project name. The status of the submitted application will change
from ‘Not Submitted’ to ‘New Application’.

“ > e © | @ nttpsi/ethics-and-biosafety-form medu.au/Project/index/ 1785

fetons 28 Jan 2021 EAEF 9515
h O

G GG D et Project Tree v

b © 28 Jan 2021 EAEE

Action Required status

Review Reference Date Modified
No HE - New Application 52021951526362 01/04/2021 11:12
Navigation Documents signatures Collaborators Submissions  Correspondence Centre History

Externally Approved Ethics Form (EAEF) v1.0 Foe s

Section Questions

0. Instructions,

0.1 Instructions

1. Project Title

2. Investigators & Research Personnel
3. Funding & Support

4_Prior Ethical Approval

5. Nature of Research

6. Participant Information & Consent

7. Privacy & Confidentiality

9. Declaration by Chief Investigator

14



SHARING A PROJECT WITH OTHER COLLABORATORS

The Project Owner and Form Owner is the role allocated to the person who creates a new
project. A Project Owner and Form Owner can share a project with other team members, known as
Collaborators in the system.

The Project Owner and Form Owner selects what access permissions will be allocated to each
collaborator. To share a project with another team member, click on the Action icon Share.

The following will appear:

<« (<R3 © @ hitpsy/ethics-and-biosaety-form.ma.edu.au/Prject/Index/16115 ECR ymoe £

Share

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

Collaborator email

Enter the collaborator’s email address and select the access permissions for the collaborator from
the list provided.

Click on the Share button.

To check that the project has been shared with the collaborator access the list of collaborators via
the Collaborator tab. The access permissions for each person will be displayed. All people listed
under the Collaborators heading will have access to the application.

€ > c e © @ nutpsijethics-and-biosafety-formm eduau/Project/index/17850#colzborators-ta BECR rmoe £

Actons 28 Jan 2021 EAEF 9515

Project Tree v

Externaly Approved Ethics Form (EAEF).v1.0

Action Required status Review Reference Date Modified

No. HE - New Application 52021051626382 011042021 11:12.

Collaborators
Name

M Fran Thorp

Miss Js

Miss Alex Carey-White

Miss Dione Pham

15



SUBMITTING AN EAEF WITH EVIDENCE OF CHIEF
INVESTIGTOR SIGNATURE - SECTION 8.1

If a Chief Investigator is unable to sign and submit the project, Section 8.1 enables other personnel

to submit the application on their behalf. The Chief Investigator must first provide a document
indicating that they have read the application and support its submission.

The person submitting the application on the Chief Investigator’s behalf first needs to click on the

Upload other evidence option in Q8.1.1.

<

©

Previous

Actions

)

Next Navigate

' Upload Document '

Externally Approved Ethics Form (EAEF) v1.0

9.1 Declaration by Chief Investigator

9.1.1 By signing this application, you are providing to the following:

« Alli tion in this lication and il ion is correct and as complete as possible;

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

* | have iliarised myself with, i and this
Macquarie University to ensure risks associated with the research project are managed appropriately;

« All relevant financial and non-financial interests of the project team have been disclosed;
« In the capacity of a student supervisor, as applicable:

o I have reviewed this application, and shared it with the student () nominated in this application;

Version: v1.71

©)

ion any relevant legislation, regulations, research guidelines and organisational policies issued by

o 1 will provide appropriate supervision to the student (s) in with the specified in this application, and those with the student (s) educational

program;

How do | agree to these terms?

* You can use the 'Sign on screen’ function to i sign this ication. If you are ing thi ication on behalf of the research team, you can use the ‘Request

signature feature to have the Principal Investigator review and sign this application - see the human ethics management support page for details.

« Select ‘Upload other evidence’ to upload and attach other evidence, such as an email in lieu of signature.

O Sign on screen

@ Upload other evidence

9.1.1.2 Upload other evidence of Chief Investigator signature
PE—

© Infonetica Ltd 2021 Version 2.42.2

Click on the Upload Document button. Click on the Browse button and select the evidence of
signature document. Enter a Version Date and Version number and click on the Upload button.

Click the Upload button to upload evidence of the Chief Investigator’s signature.

°a ethics-and-biosafey-form maeduau/PrejectPage/ R

Yo e =

Externally Approved Ethics Form (EAEF) v1.0

9.1 Declaration by Chief Investigator

9.1.1 By signing this application, you are providing agreement to the following:

« Allinformation in this application and supporting i tand as complete as possible;

« I have read and addressed in this application the of the National Statement and any other

« I have familiarised myself with, considered and addressed in this application any relevant legislation, regulations, research guidelines and organisational policies issued by
Macquarie University to ensure risks associated with the research project are managed appropriately;

oAl ial and non-financial interests of i have

« In the capacity of a student supervisor, as applicable:

© I have reviewed this application, and shared it with the student (s) nominated in this application;

o I will provide appropriate supervision to the student (s) in accordance with the arrangement specified in this application, and thy with
program;

How do | agree to these terms?

* You can use the *Sign on screen’ function to electronically sign this application. If you are completing this application on behalf of the research team, you can use the ‘Request
signature’ feature to have the Principal Investigator review and sign this application - see the human ethics management support page for details.

« Select ‘Upload other evidence’ to upload and attach other evidence, such as an email in lieu of signature.
O Sign on screen
® Upload other evidence

9.1.1.2 Upload other evidence of Chief Investigator signature

pe Document Name File Name Version Date Version size View Delete

9515

Version: V1.1

16




ADDING COMMENTS TO THE EAEF FORM FOR OTHER
COLLABORATORS

The EAEF form enables all collaborators to communicate with each other about the responses to
each section of the form.

To make comments in the form, select one of the form sections.

Click on the speech bubble at the top right of the page.

& Aé - Externally Approved Ethics Form (EAEF) v1.0 2217

9.1 Declaration by Chief Investigator

s 9 7 ©

9.1.4 By signing this application, you are providing to the following:
View as POF Documents  Signatures
. Alli ion in this application and i is correct and as complete as possible;
B < 2+ « I have read and in this application the of the National Statement and any other relevant guidelines;
&= Share Roles « I have familiarised myself with, this any relevant legi ions, research guidelines and policies issued by
Macquarie University to ensure risks assocmed with the research project are managed appropriately;

5H = « All relevant financial and non-financial interests of the project team have been disclosed;

Collaborators Completeness, Comments « In the capacity of a student supervisor, as applicable:
Check

o I have reviewed this application, and shared it with the student (s) nommated in this application;
o 1 will provide appropriate supervision to the student (s) in specified in this appli and those iated with the student (s) educational
program;

Reviewer

Comments How do | agree to these terms?

« You can use the 'Sign on screen’ function to ically sign this appli If you ion on behalf of the research team, you can use the 'Request
signature’ feature to have the Principal Investigator review and sign this application - see o the human ethics management support page for details.

« Select ‘Upload other evidence’ to upload and attach other evidence, such as an email in lieu of signature.

© Sign on screen

© Upload other evidence

9.1.1.2 Upload other evidence of Chief Investigator signature

Type Document Name File Name

Version Date Version Size View Delete
Human Ethics Document Evidence of Signature Evidence of Signature docx 01/04/2021 1 13.0 MB Download
The Comments screen will appear
€ c @ 0 a orm.ma.edu.au/Project/Page/17132 9w

Comments

17



Click on Add Comment. A comment box will appear.

ormmqeduau/Projec/Page/17132/1765 RS rmoe 2

Comments

Comment Date Added

Now

B3 cone

Enter the comment in the response box and click Save. Additional comments can be added by
clicking on Add Comment again.

Click on the Close button to return to the form section.

The number of comments added to that section of the form will appear in the speech bubble. The
number of comments will also appear in the Comments action icon.

<« Cc @ 0 a fethics-and afety-form.ma.edu.au/Project/Page/17132/1785 w LD e =

Actions 9 5 1 5

Externally Approved Ethics Form (EAEF) v1.0
© @ 7
e |t | S 7.4 Privacy & Confidentiality o
& 0 7

=R ‘

7.1.1 Describe the research data that will be collected directly from, or about, icil at ie Uni i ie Uni ity Hospital.

a Share Rol
2
Collborators Completeness Commets 7.12 Please outline your data management plan including:

7.1.2.1 Do you have a Data Management Plan that meets the requirements of the National Statement on Ethical conduct in Human Research: Element 4: Collection, Use and
eviewer Management of Data and Information?
Comments
@ Yes
ONo
7.1.2.1.5 Alternatively, upload your DMP as an attachment

Type Document Name File Name Version Date Version size View Delete
DWP - General Documents Data Management Plan Data Management Plan.docx 28/01/2021 1 116 KB Download

7.1.3 Please indicate the information that will be stored at the completion of this project and the conditions under which they will be stored.

X

7.1.4 Please specify the form in which results will be reported and communicated to participants and indicate who will be responsible for communicating the results.

X
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ACCESSING REVIEWER COMMENTS

After the ethics committee has reviewed the project, the Ethics Secretariat will add the reviewers’
comments to the EAEF and return the project to the Applicant side of the system.

The Status of the project will be Unlocked.

To access the reviewers’ comments, click on the Review Comments action icon.

orm.maq.edu.au/Project/Index/1785

Actions 28 Jan 2021 EAEF
s O

Comments

Prosct | Croste

! Subform Project Tree v

2 < X © 284202021 EAEF
Reviewer | Share —
Commmants

=
Cum@\etsness Automatic  View as PDF
heck | Submission Action Required

Correspond

section

0. Instructions

1. Project Title

2. Investigators & Research Personnel
3. Funding & Support

4. Prior Ethical Approval

5. Nature of Research

6_Participant Information & Consent

7. Privacy & Confidentiaity

9. Declaration by Chief Investigator

Navigation

Externally Approved Ethics Form (EAEF) v1.0 B3 snowinactie Sectons

Review Reference Date Modified
52021951526382 01/0412021 11:19
Collaborators Submissions  Correspondence Centre History

Questions

6.1 Participant Information & Consent

1 Privacy

onfidentiality

9.1 Declaration by Chief Investigator

The Overall Reviewer Panel Comments screen will appear. This screen will list one or more

reviewer comments.

Overall Reviewer Panel Comments

Title Comment

3121 Please provide evidence  Reviewer comment 2

5612 Do the basis, background  Reviewer comment 1
evidence, hypotheses and/or aims

of the research proposed to occur

at Macquarie University/Macquarie

University Hospital differ from

those detailed in your HREA or

ethics application form?

Show Previous Comments [
Date Added  Submission

01/04/2021 at  Latest Submission
11:34 AM

01/04/2021 at  Latest Submission
11:33 AM
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The reviewer comment will also appear in one of the two speech bubbles visible at the top right-
hand side of the relevant section. Click on the speech bubble on the left. (The speech bubble on the
right shows comments on the project from team members.)

Previous Next Navigate .
3.1 Funding & Support D @
s 9 7/
3.1.1 How is this research funded?
View as PDF Documents = Signatures
O < X
S: Share Roles
1 :
Colaborters Completeness Cammerts 3.1.2 Does this project have Faculty Governance approval/support? 0
ecl
4 ®Yes
Reviewer ONo
s

3.1.2.1 Please provide evidence

3.1.3 Will this research be undertaken on behalf of (or at the request of) a commercial entity or any other sponsor?
OYes

@®No

3.1.4 Where the projectis a i ise with any isations or indivi including research activities undertaken through one of the University’s
corporate entities (e.g. Access Macquarie, MGSM etc), please identify which organisation and individual will have the primary responsibility for the project.

Organisation

PREPARING YOUR RESPONSE TO THE REVIEWERS’
COMMENTS

Your response will need to include:

¢ A Word or pdf document directly addressing each of the Reviewers’ comments, which should
be uploaded to section 4.1.4 of the form. The committee’s feedback should be cut and pasted
into this document and the direct response written directly underneath it or presented in
tabular format.

e Atracked and clean copy of all revised documents uploaded to section 4.1.4 in the form.

e Updates to relevant sections of the form in line with the reviewers’ comments.

To amend a response in the EAEF, click on the section of the EAEF you wish to change. Click on the
response box and edit the content or change the response from the options available in the section.

Click the Save action icon to save the response.
When the EAEF is ready for review, proceed to section 9.1.

As you have already completed the signature process for the initial submission, you only need to
click on the Sign button in section 9.1.1.1. Complete the signature process as for your initial
submission.
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ACCESSING THE APPROVAL LETTER

After the reviewers have reviewed and approved your response, the Ethics Secretariat will send the
approval letter to the Applicant side of the system. You will receive a notification that the application
has been approved and an approval letter as an attachment via the Notifications tile in your Work
Area.

The Notifications tile is in your Work Area.

> ce 0 @& ny

te Folder Delete Folder Create Project Notifications Signatures Transfers Shared
2
307 0 0 5858
Projects
9518|
Transfer Status

Project Title Project ID v Owner Date Created Date Modified

4s Fran Thorp 2810112021 11:19 01/04/2021 1138

10f 1 entries (filcered from 3,073 total entries)

Click on the tile and enter the title of the project in the Search box and click the Search button to
find all notifications relating to that project. The approval letter will be attached to a notification.

<« @ httpsy/ethics-a safety-form.mq.edu.au/Notifications/In -9 Lin@D e =

Notifications

Search 28 Jan 2021 EAEF

Received Received
after before
Display 100 notifications

o Message Attachment Project Short Title Date
00 v ™ DearApplicant, The above application has been approved. Please see the attached approval letter. Kind regards, . 2 28 Jan 2021 EAEF 11:50 x

Back to Work Area
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Click on the attachment symbol and the attachment will appear.

Download a copy of the approval letter by clicking the Download button.

~form.mq.edu.au/N

- @ Lin@a e

Attachment

p, 9 e

01/04/2021

Dearx x X,
Reference No:52021951526386
Title: 9515 28 Jan 2021 EAEF

Thank you for submitting the above application for ethical and
scientific review. Macquarie University Human Research Ethics
Committee Human Ethics Committee considered your application

I .am pleased to advise that ethical and scientific approval has been
granted for this project to be conducted by x x x and other
personnel: x x x

Downioad eI
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REQUESTING AN AMENDMENT TO AN APPROVED PROJECT

All approved applications are locked and cannot be edited. The ethics administrator will unlock the
application for you on request via the Correspondence tab or by clicking on the
Correspondence action icon in the application.

Click on the Correspondence tab.

-9 YiIn@o e =

petons 28 Jan 2021 EAEF 9515
h O
Poict | Grsle | Commems  peniqie

© 28 Jan 2021 EAEE

Action Required Status Review Reference Date Modified
No HE - Approved 5202105152638 0110412021 11:38
! 0 Signat Coll ! His
Correspondence

Note: No correspondence found

Click on New Correspondence.

Correspond
Note: This message

Please unlock my application o | can submit an amendment

Browse... | No files selected.
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Type your request to unlock the project for amendment into the box and click on the Send button.

The Ethics Administrator’s reply will appear above your message, as follows:

Actions 28 Jan 2021 EAEF
&b O

Popt | Crste | Comments o tree
4 < 2+ © 26 Jan 2021 EAEF
Share Roles
Externally Approved Ethics Form (EAEF) v1.0
L=
View as PDF Comespond
Action Required Status Review Reference Date Modified
No HE - Approved 52021951526386 01/0412021 11:38
lavigation Documents Signatures Collaborators Submissions Correspondence Centre History
Correspondence
User Date Message Attachment
Review user ot0ar021 Your appiicationis now unlocked
s Fran Tharp ov0ar2021

Please unlock my application so | can submit an amendment

Showing 110 2 of 2 entries First Previous 1 Next Last

To see the full content of the Ethics Secretariat’s reply, click on the link under the Message
heading.

> C @ o a ethics-and-biosafe maeduau/Proj

Correspondence Message

Dale  01/041202112:26

Your application is now uniocked.

Note: No correspondence attachments

To send a new message, click on the Close button and click on New Correspondence.
When the project is unlocked, the Review Status of the project will be Unlocked.
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COMPLETING AN AMENDMENT REQUEST IN THE EAEF

Select the project that you wish to amend. Click on section 1.1 Project Title. Click on the
Amendment request option in question 1.1.0. Click on the Save action icon.

R © @ hupssethicea

mg.edu.au/Project/Page/17126/1785

-0 Yin@o e =

Ethics, Biosafety & other Apps e c s

© Ags Externally Approved Ethics Form (EAEF) v1.0 versen 71

1.1 Project Title

s 9 7 ©

. 1.1.0 Please identify the purpose of this application
View as PDF| Documents | Signatures

B 2+ O New application
S:

® Amendment request
ave Share Roles

5 3 114 Full Project Title
X

This action will trigger the appearance of section 8.1 Amendments where the detail the

amendment request can be provided. Use the Navigation action icon to access section 8.1 in the
full list of EAEF sections.

<« Cc @ 0 a

mq.edu.au/Proje

- @ rin@oe =

Ethics, Biosafety & other Apps

Actions

28 Jan 2021 EAEF

9515
Puoct | G | ComnLYeCme]

4 < .l+ © 28.Jan 2021 EAEF

Action Required

status Review Reference Date Modified
HE - Unlocked 52021951526386 01/04/2021 12:46
Correspond
Navigation Documents Signatures Collaborators Submissions  Correspondence Centre History

Externally Approved Ethics Form (EAEF) v1.0 s

section

Questions

0. Instructions

1. Project Title

2. Investigators & Research Personnel
3. Funding & Support

4. Prior Ethical Approval

5. Nature of Research

6 Participant Information & Consent

7. Privacy & Confidentiality

8. Amendments 8.1 Amendments
9. Declaration by Chief Investigator 9.1 Declaration by Chief Investigato

hitpss//ethics-and-biosafety-form.ma.edu.au/Project/Index/17850%
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Click on section 8.1 and click on the option relevant to your amendment request. Both options can
be selected if the amendment is to add or remove personnel and make other project changes.

<« cC @ © @ ntipsy/ethics-and-biosafety-form.ma.edu.au/Project/Page/17135/1785! R +4 ¥y IN@D e =

o Aé Externally Approved Ethics Form (EAEF) v1.0 2202

8.1 Amendments @
— »
s ¢ /

~ 8.1.1 Indicate the nature of the change you are making to the project
View as PDF | Documents | Signatures

O  Addition or removal of personnel

E] 2+ O Other project changes
Save Share Roles
2
(Collaborators Completeness Comment
Check

The following screenshot shows the questions that appear for an addition or removal of personnel
only:

“ e © @ hitpsi/ethics-and-biosafety-form maeduau/Project/Page/17135/1785

Externally Approved Ethics Form (EAEF) v1.0 w—tr

L 8.1 Amendments
_ »
s 7 /7

8.1.1 Indicate the nature of the change you are making to the project

g
5

s | Signatures

Addition or removal of personnel

E] '<: L+ O  Other project changes
s

ave Share Roles

5 : 8.1.1.1 Is the chief investigator changing?
Collaboraors Completeness Comments )
e o ek O Yes
®No

Please update questions 2.1.1 and 2.1.4 (applicable only for the Chief igator), and ions 2.1.2 and 2.1.2.1

for other of this form.

The following screenshot shows the questions that appear if the Chief Investigator is changing:
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> C @ © @ httpsi/ethics-and-biosafety-form ma.edu.au/Project/Page;

Externally Approved Ethics Form (EAEF) v1.0

Actions
Previo Next Navigats

8.1 Amendments

_ 8.1.1 Indicate the nature of the change you are making to the project
View as PDF | Documents | Signatures

B < 2

ave Share Roles

Addition or removal of personnel
O Other project changes

8.1.1.1 Is the chief investigator changing?

® Yes
ONo
Please update questions 2.1.1 and 2.1.4 (applicable only for the Chief igator), and 2.1.2 and 2.1.2.1 (applicable for other
8.1.1.1.1 Please explain why this change has occurred.
© Infonetica Ltd 2021 Si 2422

of this form.

Version: v1.71

O

The following screenshot shows the questions that appear if the amendment involves other project

changes:

LiN@D e =

Actions -
© o < Externally Approved Ethics Form (EAEF) v1.0
8.1 Amendments
= »
E:W ocumente . ﬁ e 8.1.1 Indicate the nature of the change you are making to the project
O Addition or removal of personnel
B < Ll- Other project changes
Sa Share Roles
:1 8.1.1.2 Please explain the changes that are intended and the rationale for making these changes

Collaborators Completeness Comments
Check

Reviewer
Comments

8.1.1.3 Are there any inconveniences or risks arising from the proposed changes?

O Yes

O No

8.1.1.4 Please list all clean and tracked copies of amended documents and why they were changed

9515

Version: v1.71

O

Edit other sections of the EAEF and upload a tracked and clean version of all revised documents to

section 9.1 of the form, as needed for the amendment request.
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RESPONDING TO REVIEWER COMMENTS ABOUT AN
AMENDMENT REQUEST

Your response will need to include:

¢ A Word or pdf document directly addressing each of the Reviewers’ comments, which should
be uploaded to section 4.1.4 of the form.

e Atracked and clean copy of all revised documents uploaded to the documents section in the
form.

¢ Amendments to relevant sections of the form in line with the reviewers’ comments.
When the response is ready for review, proceed to section 9.1.

As you have already completed the signature process for the initial submission, you only need to
click on the Sign button in section 9.1.1.1 to move to the Sign Form. Complete the signature
process as for your initial submission.

APPROVED AMENDMENTS

When the amendment is approved, the system will send you a notification in the ethics system.

SUBMITTING AN ADVERSE EVENT SUB-FORM

The Adverse Event Form is a sub-form of the main form. Click on the Create Sub-form action icon
in the project.

<« c @ O &

@ Getting Started ¢

A B L iIND O EHOO =

4 @ Geting Stated EIRE EIMQ B3 B3 Other HRECS EOMP B CT

Actions October 2020 test !

Project Tree v

$ 3 © October 2020 st

© Humanities and Social Sciences (HASS) Human Research Ethics Application v1.2

= © HASS Adverse Events v1.0
AL © HASS Annual/Final Report v1.0
nd Ready for Submission Review Status Review Reference Date Modified
Not Ready HE - Unlocked 52020020122087 23/10/2020 14:42
Navigation Documents Signatures Collaborators submission: Correspondence 8 Centre History

[ Show Inactive Sections

Humanities and Social Sciences (HASS) Human Research Ethics Application v1.2

section Questions

0. Before You Begin | 0.1 Before you Begin | 0.2 Ac

1. Administration 1.1 P

2. Research Team
3. Project Description | 3.1 P on
4. Description of 4.1 Partc
Participants Inform

4.2 Aporiginal and Torres | 4.3 Childrenand | 4.4 Macquarie University | 4.5 People in other | 4.6 Cognitive Impairment, | 4.7 People in Dependentor | 4.8 People Involved in
Strait Islander Peoples Young People Staff or Students Countries Intellectual Disability Unequal Relationships lliegal Activities

5. Recruitment uitment from Specific Groups | 5.3 Payments or Reimbursement in Kind

6. Benefits and Risk | 6.1 B

Select the EAEF ADVERSE EVENTS v.1.0. from the drop-down selection

A pop up will then advise you that the form will be shared with a list of people (from the Ethics
Secretariat). Tick the box to continue then click on the Create button
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AR vmoe =

Create Subform

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

EAEF Adverse Events v1.0

E4 Please tick to confim you are happy to continue*

B cos-

The Adverse Event Sub-form will appear in the Project Tree at the top of the Work Area and the
form will appear in the Navigation tab.

DENE © @ https:/ethics-and-biosafety-formma.edu.au/Project/Index/ 18589 CR ymoe L

fetons 28 Jan 2021 EAEF 9515
h [ ©

< ¥ & © 20t e

© Extern: oved Ethics Form (EAEF) v1.0
E EAEF Adverse Events v1.0
View as PDF
Action Required Status Review Reference Date Modified
Carrespond ves Not Submitted NA 01/04/2021 13:35
Navigation Documents signatures Collaborators Submissions  Correspondence Centre History
[ show Inactive Sections
EAEF Adverse Events v1.0
section

Questions
0. Before You Begin and Acknowledgement 0.1 Before You Begin | 0.2 Acknowledgement

1. Project Detalls 1.1 Project Details

© Infonetica

Not all the sections of the Sub-form will be displayed at first.

To activate the rest of the sections of the form click into section 0.2 Acknowledgement and tick
the acknowledgement box. The information will be automatically saved. The system will auto-
populate details of the personnel listed in the main form into section 1.1 of the Adverse Event Report

sub-form. Complete all section of the form. The upload and sign-off processes are the same as the
main form (sections 5.1-5.3).
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Ethics, Bi

safety

Actions

s O @

Project Duplicate  Delete Form
e
< & 2

=]

Jcompletensss Automatic  View as PDF
heck  Submission
Correspond

Project/index

28 Jan 2021 EAEF

Project Tree v

EAEF Adverse Events v1.0

Action Required status

ves Not Submitted

Navigation Documents signatures

EAEF Adverse Events v1.0

section

0. Before You Begin and Acknowledgement
1. Project Details

2. Event Details

3. Participant Safety

4. Reporting

5. Submission and Sign-Off

Review Reference Date Modified

NA 01/04/2021 13:36

Collaborators

ons  Correspondence Centre History

[ Show Inactive Sections

Questions

0.1 Before You Begin | 0.2 Acknowledgement

1 Adverse Event

tails

3.1 Participant Safet

i

Reporting

Upload | 5.2 Declaration | 5.3 Submission and Sign-Off

© Infonetica Lid
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SUBMITTING AN ANNUAL/FINAL REPORT SUB-FORM

The Annual/Final Report is a sub-form of the main form. Click on the Create Sub-form action
icon in the project. Select the EAEF ANNUAL/FINAL REPORT v.1.0. from the Drop-down
options

A pop up will then advise you that the form will be shared with a list of people (from the Ethics
Secretariat). Tick the box to continue.

Click on the Create button.

The Annual/Final Report sub-form will appear in the Project Tree at the top of the Work Area and
the form will appear in the Navigation tab.

pctons 28 Jan 2021 EAEF 9515
h O @

Dypicate | DoRteFom  project Tree w

< 2+ ’Z © 284202021 EAEE.
Shae | Roles Toans

EAEF AnnuallFinal Report vi.0

Action Required status. Review Referance Date Modified

Not Submitted NA 010412021 13:30

[ Show Inactive Sections

EAEF Annual/Final Report v1.0

Section

0. Befor

Begin and Acknowledgement

1. Report Details

Not all the sections of the Sub-form will be displayed at first.

To activate other sections of the form, click into section 0.2 Acknowledgement and tick the
acknowledgement box. The information will be automatically saved.

ptons 28 Jan 2021 EAEF 9515
s O ©

Project | Dupicate | Delete Form
Form

S| e

Cartsspond Action Required status Review Reference Date Modified

Not Submitied NA 0110472021 13:30

[ Show Inactive Sections.
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Click on Question 1.1 in Section 1 to select the type of report that you wish to submit, i.e. Annual
Report or Final Report. This triggers sections relevant to the type of form chosen, i.e. section 2.1
for an Annual Report or section 3.1 for a Final report. Please see the screenshots below.

The system will auto-populate details of the personnel listed in the main form into section 1.1 of the
Annual/Final report sub-form.

Annual Report:

Actions
h [ O
Poject | Dyicate | Deleto Form
S
Share Roles  Transfer Form

8 N5

Jeompletensss Automatic  View as PDF

Correspond

28 Jan 2021 EAEF

Project Tree v

© 28 Jan 2021 EAEE

@ External

 Approved Ethics Form (EAEF) v1.0
EAEF Adverse Events v10

EAEF Annual/Final Report v1.0

Action Required status

Not Submitted

Navigation Documents

EAEF Annual/Final Report v1.0

Section

0. Before You Begin and Acknowledgement
1. Report Details

2. Annual Report

4. Submission and Sign-off

Signatures

Review Reference

NA

Collaborators Submissions Correspondence Centre

Questions

0.1 Before You Begin

History

9515

Date Modified

01/04/2021 13:43

O show Inactive Sections

Final Report:

<« Cc @ o

Ethics, Biosafety &

a ethics-and-biosafe mqeduau/Project/inde

Actions
Project | Duplicate | Delete Form
Form
< ¥ &
Share Roles Transfer Form

28 Jan 2021 EAEF

Project Tree v

© 28 Jan 2021 EAEF

© Externally Approved Ethics Form (EAEF) v1.0

EAEF Adverse Events vi.0

EAEF Annual/Final Report v1.0

Action Required status
s Not Submitted
Navigation Documents

EAEF Annual/Final Report v1.0

section

0. Before You Begin and Acknowledgement
1. Report Details

3. Final Report

4. Submission and Sign-off

Signatures

Collaborators Submissions

Review Reference

NA

Correspondence Centre

Questions

0.1 Before You Begin | 0.2 Acknowledgement

4.1 Declaration | 4.2 Submission and signoff

Date Modified

01/04/2021 13:44

[ Show Inactive Sections
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HUMAN RESEARCH ETHICS TEAM

Dr Karolyn White = Jennifer Rowland  Fran Thorp

Director, Research Human Research Secretariat to the
Ethics, and Ethics Lead & Humanities and
Integrity Secretariat to Social Science HREC
Medical Sciences
HREC

Karolyn.white@mg.edu.au  jennifer.rowland@mgq.edu. fran.thorp@mg.edu.au
02 9850 7854 au 02 9850 7850

RESOURCES AND FURTHER INFORMATION

For access to the National Statement for the Ethical Conduct in Human Research click this link

https: //www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-
research-2007-updated-2018

For further information, resources, templates, and important dates please go to the MQ Human
Ethics Website

https: //www.mgq.edu.au/research/ethics-integrity-and-policies/ethics /human-ethics

For more guides and FAQ’s visit the MQ Human Ethics Wiki

https://wiki.mqg.edu.au/login.action?0s destination=%2Fpages%2Fviewpage.action%3Fpageld%3
D271189535

For submitting a HASS Ethics application go to the Human Research Management System

https://ethics-and-biosafety-
form.mgqg.edu.au/Account/Login?ReturnUrl=/Account/Login?ReturnUrl=%2FHome%2FIndex
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