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University of South Australia

OVERVIEW: HUMAN RESEARCH ETHICS APPLICATION AND
REVIEW SYSTEM

All staff and students at University of South Australia who wish to undertake a research project involving
humans (including direct collection of data, accessing data from databases and/or collection of human
tissues/samples etc) must apply for ethics approval from the University of South Australia’s Human Research
Ethics Committee using the Human Research Ethics Application and Review System (the System).

Researchers must be familiar with the following documents before using the System:
a. the National Statement on Ethical Conduct in Human Research
(http://www.nhmrc.gov.au/publications/synopses/_files/e72.pdf ),

b. the Australian Code for the Responsible Conduct of Research
http://www.nhmrc.gov.au/publications/synopses/_files/r39.pdf,

c. related legislation, guidelines and codes, and University policies and procedures as outlined in the
University of South Australia’s Framework for the Responsible Conduct of Research
(http://www.unisa.edu.au/res/ethics/integrity/default.asp).

Note: The images displayed in this user guide were captured using fictitious examples of a human ethics
Application and do not contain information or details of actual Applications.
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GETTING STARTED

Step |: Logging In

Navigation:

https://research.unisa.edu.au/RMENet/

University of South Australia

UniSA

ResearchMaster Enterprise: 512.1

Welcome to RMENET at ResearchMaster

Welkcome 70 the Research & Inngvation system for tracking, processing and administering research management in the Universiy.
To '-'}[\J'n. SNREF YOUr USemame and r\a‘s-.'.:s'd in the fieids provided and then cick the | ] In button. ¥ YOUr Usermname has been vaidated comecty, you wil be taken to the RMENET Home page.

ner | Copyright | Privacy | Australan Technology Network | Web accesshilty | CRICOS Provader no 001218 | Contact UnSA
ResearchMaster Pty Ltd

Action: Enter your UniSA network User Name and Password and click the Login button.

Result: User is logged into the system with Home page displayed.

Home

Australian Technology Metwork | Web accessibility | CRICOS Pravider no 00121B | Contact UniSA

Disdaimer | Copyright | Privacy
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Step 2: Creating a New Application

Navigation:

Ethics Tab—>Applications

University of South Australia

UniSA

ResearchMaster Enterprise: 5.12.1
Ethics Personnel Help

Applications
Home

Disclaimer | Copyright | Privacy | Australian Technalogy Metwork | Wehb accessbility | CRICOS Pravider no 00121B | Contact UniSA

Action: Click on Create Application.

Result: A new Application is created with an initial status of Draft.

ResearchMaster Enterprise: 5.

Home Ethics PBRF Personnel

Applications
N Create Application
For Review

For Assessment Review
All Applications Mo records to dis

Disclzimer | Copyright | Privacy | Australan Technology Metwork | W

ResearchMaster Enterprise: 1

Home Ethics PBRF Personnel Reporting SCORE System Administration Help
New Application
Application Status: Draft | Workflow State: Draft  Other Forms: | Ethics Protocol |l
Form Action Create New Ethics Application
oot o EloRc The follawing provides brief informatian on haw to complete an anline sthics application Far more detailed infarmation, please

Guide for the Principal Superisor to assist supernisors with the review of student applications. The User Guides also detail the

The System allows researchers to complete and submit human ethics applications electronically. Applicants navigate their way

=l Create New Ethics Application questions appear based on the answers to previous questions therefore it is advisable that you complete questions sequentially
* Create Mew Ethics Application providing all the information you need to include. If this is the case. please include the necessary information as either a separa

the Attachments Section). or as a page comment. Please refer to the User Guides if you are unsure how to use these functiont

+| Prior Assessment Please ensure you enter requested information in the sections available on the screen’s left hand menu (Investigators, Attachmm
you and therefore the review process will be delayed. Refer to the User Guides if you are unsure how to use these functions

+| Attachments ANSWERING QUESTIONS . .
It is impaortant to take time to answer each question carefully and fully before progressing to the next question. By doing so. yo
erors
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Alternate Step 2: Accessing Existing Application(s)

Navigation:

Ethics Tab—>Applications

University of South Australia

UniSA

ResearchMaster Enterprise: 5.12.1
Ethics Personnel Help

Applications
Home

Disclaimer | Copyright | Privacy | Australian Technology Metwaork | Weh accessbiity | CRICOS Provider no 00121B | Confact UniSA

Action: Click on My Applications or All Applications.
Result: Available applications are displayed.

Note: Applications are grouped according to their status. Applications can be completed progressively and do not have to
be completed in one sitting.

Applications

™ Create Application

My Applications
Approved | Type ‘Applicaliun 1D |App|icaliun Title |Slalus ‘Primaw Investigator Process Stage Template Name Application Date

Draft HUMAM 0000029214 | Mew Application |Draﬂ Draft Ethics Protocol MIA
ECO review
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THE ETHICS APPLICATION

Step |: Navigating the Application

Navigation:

An application is created or opened (see Getting Started).

New Application " v d &= i @
Application Ststus Dralt  Werkfow Saate: Draft  Other Forms. | Ethics Protocel FP
Form doh Create New Ethics Application
Expands  Colinpie & The folkawing peov of informmiation on b 19 complute an o thics application. For oy detailed information, pheasy
Guida far tha Principal Supariser 12 333ist Supasia f studant applicaticns Tha Liss a2 lse datl tha po & raspand to e

through the apghication by answering 3 number of questions

slactronically. Applicants navigate thoir wi
ordar ta aveid skipping questions unimemianally. At
fu

akie that you complets questions 5
rrvaticn 0% eher
o b0 uBa thega Ay

The System slows researchers to complate 363 submi b
quesbens appear based on the answers 1o pn
prividing @b the e : 0. ¥

b Create Hew Eit

=i Cranta How Ethics Appl

tha AftRchmants Sactiss

aters,

4 Prios Assessment Ploass ensure you enter roqusted infsrmation
#d Rafer 1o the User Guides # you ae unsure how 10 use these funtlions

you and therefors the reveew process will be o
ANSWERING QUESTIONS
It i% impeetant to take brne to answer sach quastion caeehully and Ay before progreasing 1o the next question. By doing 50, you will minimize 1

2| Anmchments

raquEst for more detsds fom the revewers andice prevent potenial system

serers
4l Dectaration - +

Sludent apphcants Please note that you must e your supeedsor a copy of all atachments ncluded in you
et A The research acthity must not commenca sthica approval is finalized

D11 agres

Last saved: Friday, 21 September 20122012 Online Ethics System Applicant User Guide - Updated.docx Page 7 of 28



Y

University of South Australia

There are four components to the application.

|. Information Area: Located at the top of the screen, the Information Area displays the Application Title,
Status, Current Workflow State and the Current Ethics Form.

ResearchMaster Enterprise: 5.12.1

Home Ethics PBERF Personnel Reporting SCORE System Administration
New Application
Application Status: Draft  Workflow State: Draft  Other Forms: | Ethics Protocal E|
Form Action Create New Ethics Application
Expand»  Collapse « The fallowing provides brief information an how to complete an anline ethics appl

2. Toolbar: Located in the top-right corner of the application, the Toolbar provides actions available to view
and review the application. Icon descriptions can be found in the Toolbar table at the appendix.

e > Wil E 0 &

3. Application Navigation: Located on the left side of the application, the Navigation section provides
access to sections within the application (Form tab), and available actions (Actions tab). The Form tab
shows the Sections and Pages within the Sections, providing Expand and Collapse links to view the whole
structure. The Action tab contains the action(s) (ie, Submit) available for the current workflow state.

Create New Ethics Application

Form Action
Expand »  Collapse « The following provides brief information on how to
Guide for the Principal Superisor to assist supe
The System allows researchers to complste and
=l Create New Ethics Application questions appear based on the answers to previc
* Create New Ethics Application providing all the information you need to include
the Attachments Section), or as a page commer
=l Prior Assessment Please ensure you enter requested information ir
P Non-UniSA HREC you and therefore the review process will be dela
ANSWERING QUESTIONS
-] Attachments It is important to take time to answer each quest

* Attachments errors.

Student applicants: Please note that you must e
=l Declaration A The research activity must not commence until &
* Declaration
[m]] agree
=l Instructions
* Instructions

4. Application Content: The main section of the screen, displays the application questions and responses.
Note AOU is the Applicant’s Originating Unit which refers to the applicant’s own school.

Wiordiow State. Dralt  Other Forms | Eshics Protocel B
HNon-UniSA HREC
apea - En tegory codn

an Ethics (w

wplication Primary A0U

Appacaty aRc Ressarch and

Flease emes an Appkcation Ttk
taat

11 Has another Horvin Research Etfics Commitlae (sther than UniSA] nvewed this ressanch project before and dogs this clearance/apgeoval aceurately dewcribe the project a3 it 13 1 be conducted?
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Step 2: Answering Questions in the Application

Questions within the Application require answers in different formats — Yes/No, numerical and text responses.
The Applicant can answer questions in any order. However, some questions are dependent on the answer
provided to an earlier question. If you change the answer to one question, this may cause new questions to
appear and previously answered questions to disappear. This may result in pages that have been marked
‘completed’ no longer being marked ‘completed’.

Note: Answers are saved automatically. If you exit a page or navigate to another page, the answers entered up
to that point will be saved automatically.

Step 3: Adding Investigators

Navigation:

Select the Investigator page under the Investigator section.

Farm Action Investigator
Expand = Collapso « 1 Is pmary appbeant & student? Please select Yes' il you sre @ studert. il you sre & stall mermber answer Tig
Yes
O He

= Croate New Ethics A

2 Please ensure that you mark the Primary Contact {usually the Chief Investigator) for this protocel as "Primary™.
Piease click on the name and aals o

1o Frimar

You can abso search and add othor investigators from this section: seloct 'Other Investigator’ as their role from the dropdown box.
4 Prior Assessment To save your changes. click the green tick at the right bottom comer of the farm.
o Instructions

Search NamaAD

in Given Name |Sumamse Full Name Primary? Position AOU  Organisation Organisation Name
126100 Melome Batingsl Mz Melarwe Corpus Batingal N Chegd Investigator  ORC
% you made the n hanges requined by marking the apphcant as Pamary? Please make the changes 1o avod a

Action: Enter the investigator’s UniSA staff/student ID or first name or last name or full name in the text box.

Then, click the — icon.

Result: A list of staff members meeting the criteria is displayed.

Search r-Jame.-'ID:| 4 | Maore Critaria

|ID |GivenName |Sumame |FuII Name |Primary? |Posiﬁ0n |ADU |Drganisaﬁon Organisation Name | |
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Search & Add Person X

Search & Add Person

Found 22 Matching Personnel
Please select and add a person form the list below by dicking on the preferred name

|Preferred Name |ID |Gender |Type |Classiﬁcaﬁon School Division

Ms Alison 09401965C Female Student Academic Sch Mursing & Midwifery Division of Health
Ballantyne Sciences

Dr Andrew Allan 053205 Male Internal  Academic Sch Matural & Built Div of Infa Technalogy,

Environme. .. Engin...
Dr Kerry Mallan IMALLAMNK Female External

MrvictorJ Callan  CALLANY Iale External
Stephen McFallan  MCFALLAN Male External

AfProf Judith RIVALLAMDJ  Male External
Rivalland

Action: Select the investigator from the list.

Result: The details of the selected person will be displayed.

Given Name *

Surname *

Full Name *

System code of Position held *
Chief Inv ator | v

Chief Investigator

Other Investigator

Suparvisor

Primary? *
O ves
@ no

AQU system code
Unaipon Schaol
Organisation

Organisation Name

v R

Action: Input appropriate details and click the &icon to Save.

Result: Investigator added.

Last saved: Friday, 21 September 20122012 Online Ethics System Applicant User Guide - Updated.docx Page 10 of 28
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Step 4: Selecting the Chief Investigator

As a default the Applicant is assigned the role of Chief Investigator. This step is only required if the Applicant is
not the Chief Investigator.

Navigation:

Select the Investigator page under the Investigator section.

Foril Action Investigator

Epands  Collapss « 1 15 pAmaty ADRRCANT 3 SUdRNT? PIoass SEHCH Vo5 # you Af 3 SUSHAE E pbu A0 3 ST MOME: Aswer T

pplication

rimary appiicant a5 “Primany”

ARG making he SEHCoN, peass save’ 1 by Chaking on he green Bk 31 The Aght Rand sas BaRom comer.

Piaass inckie all SNAF eraSNgAtars o s pags by USIng th SARTCh UNCHGN AN MAFK the rols 55 'DENsr INEEtigatar rom th drap down bax,

=] Prior Azsessment

AR Making e Seechon, please save 1 by Cheking on e green Bek st e gl hand side bofom cormer.
= mstructions

Searth HameiD

o Givon Hame |Sumame Ful llamo Primary? Fosition AU Organisation Onganisation Name

128100 Melanie  Batingal  Ms Uelanie Corpus Bab

gal o Chisfimsagator  ORC )

Have yow i he nacessany changes requied by marking the sogfcan a3 Primary? Pleass maks th changes b avoid any incenvnience sod respond wih Ve
Fves

Action: Click the Full Name of the investigator.

Result: Additional information about the investigator is displayed.

Search Mame/ID: hal Mare Criteria
|I[JI |Given Hame |Sumame |FL.lI Name |Primary? |Posiﬁon |AOU |Org.arisalion Organisation Name |
129100 Melanie Batingal | s Melanie Corpus Batingal Mo Chieflnvestigator ORC D]
‘ID ‘Given Name ‘sumame ‘F\ll MName ‘Pn‘mary? |Position ‘AOU |Olganisalion Organisation Name | ‘
129100 Melanie Batingal  Ms Melanie Corpus Batingal Nao Chief Investigator  ORC \_‘j

Given Mame *

Surname *

Full Name *

System code of Position held *
Chief Investigator | ¥

User Person Code

Primary? *
@® ves
O o
AOU system code
Research and Innovation Services

QOrganisation

QOrganisation Name

Action: Select System code of Position held as Chief Investigator, Select Primary as Yes and click the &*
icon to Save.

Result: Chief Investigator is set.
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Step 5: Removing an Investigator

Navigation:

Select the Investigator page under the Investigator section.

Form Action Investigater

SPORCAN 3 STUABAET PIDA%K SHHECT Vo5 & y0U A0 3 3530 £ 0U 310 3 ST MAMBH: ats) i T

Expand s Coflapss

Hiiw Ethics Apphication
pplication

Pluasi odil Une imrsSaton section by marking e primary apphcsnt a5 ~Frimany™
Phease ik 8l ool

arrvt aevd hen salec Ve

ARG making he SEHCoN, peass save’ 1 by Chaking on he green Bk 31 The Aght Rand sas BaRom comer.

Piaass inckie all SNAF eraSNgAtars o s pags by USIng th SARTCh UNCHGN AN MAFK the rols 55 'DENsr INEEtigatar rom th drap down bax,

=] Prior Azsessment

AR Making e Seechon, please save 1 by Cheking on e green Bek st e gl hand side bofom cormer.

= Instrucons
SHan HamBID # Criteria
mn Greon lam | Surmams Full ikame Primary? Fosifion ADU Organisation Organisation lame
128100 UWelanin Batingal M5 Uelanie Corpus Batingal Hea Creet inepsagator  ORC 3

M you miade the nacessary changes eguired by roarking the spsfcant as Primary™? Please ks the changss b avoid any inger

Fves

Action: Click the icon against the name of the Investigator to be deleted

Result: A warning message is displayed

Message from webpage

‘.Ll Are you sure you want to delete this record?
e

Action: Select OK

Result: Investigator is deleted.

Step 6: Adding Principal Supervisor

If the Applicant is a student then a Principal Supervisor must be identified. A Principal Supervisor is not
required for a staff member applicant.

The Principal Supervisor cannot be added with an Investigator role, but any other supervisors must be entered
with ‘Other Investigator’ roles (Step 3: Adding Investigators).

Navigation:

Select the Investigator page under the Investigator section.

Form Action Investigater

Expands  Collapse « 5 QAMAn SDOBCAN 3 SARNT? Plaase Select Yos & you A 3 35304 £ you 0 3 ST MOMESE Mkwir T

ORTH

w ELNiCS Apphication
Application

by marking the primary apphcant as “Primary™
el Yeu' o Prima,

ARErmaking The SeEHCon, pheass save’ 1 by Chaking on he green Bk 31 The RGPt Rand sas boRom comer.

Piaass inckie all SNAF eraSNgAtars o s pags by USIng th SARTCh UNCHGN AN MAFK the rols 55 'DENsr INEEtigatar rom th drap down bax,

=] Prior Azsessment

AR Making e Seechon, please save 1 by Cheking on e green Bek st e gl hand side bofom cormer.

= Instrucons
Seach HameiD Mzt Cilerla
mn Greon lam | Surmams Full ikame Primary? Fosifion ADU Organisation Organisation lame
128100 UWelanin Batingal M5 Uelanie Corpus Hea Crigf imesigator ORC 3
% nacessary thangss & the spgacan ad 2 Please miake e chings

Last saved: Friday, 21 September 20122012 Online Ethics System Applicant User Guide - Updated.docx Page 12 of 28
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Action: Select Yes to question |. Is the primary applicant a student?

Result: Principal Supervisor section will be accessible.

ApelCation Siatus Oraft  Wondiow Stati Draft  Omher Foms: | HEwET B

B Cliey + I pramary applicant 3 student? Plaase select Yes f you are 3 shudent if rou ars 3 Stafl mambar answer Ha

2 Pivase el the Ugator secion by w) the primary spphcant as “Primary”
Fleass cick on b name and

r S5bet Ve 1 Frimas

ARG MAKING e SeIcEan, pheass Save’ 1l by CRCKING 0 IR Qren BoK a1 Me nght hand sidi boftom comer.

Plbast mchido all G v SHgators of thes page by Using Mo search Tnclion and mark B rol 55 TN INvesBgalce from M drop dven box

Afrar making the selection, pleass ‘save’ it by chckang on the green Bok at the right hand side bottom comer.
s instructicns

Action: Select Principal Supervisor page under the Principal Supervisor section.

Result: Principal Supervisor page will be displayed.

Application Status: Draft  Workflow State: Draft  Other Farms: | NewE1 %
Form Action Principal Supervisor
Expand» Collapse « Only the details of your principal supervisor (i.e. the person respensible for reviewing your application) can be included here. Please include all other supervisc

from the drop down box.
As you are student candidate; please select and add a’ Principal Supenisaor

= Create New Ethics Application After making the selection, please 'save’ it by clicking on the green tick at the right hand side bottom corner.

¥ Create New Ethics Application
Search Name/D: % Mare Criteria

=l Investigator
‘\D ‘GivenName Surname Full Hame Primary? |Posiﬁon ‘AOU |Organisaﬁon Organisation Name Supervisor ||

Mo records to display.

¥ Investigator

=l Principal Supervisor
» Principal Supervisor

*| Prior Assessment

Action: Enter the principal supervisor’s UniSA staff/student ID or first name or last name or full name in the

text box. Then, click the ~* icon.
Result: A list of UniSA personnel meeting the criteria is displayed.

Note: The Principal Supervisors can also have a student ID attached to them. Make sure you select the Staff
record of the Principal Supervisor.

Search r-Jame.-'ID:| € | Maore Critaria

|ID |Given Name |Sumame |F|..II Name |P|1'mary? |Posilion |AOU |Orgari5aﬁon Organisation Name | |

Search & Add Person

. Found 2 Matching Personnel

' Please select and add & person form the list below by dicking on the preferred name
|Preferred Hame |ID |Gender |Type |Classiﬁcaﬁon |Schoo| Division
Ir vaneet Vaneet 100111743 Male Student Sch Management Division of Business
|I.lr".-'aneet".-"aneet 128757 Male Internal General |Research and Innovation Sernvi.. Research & International Port..

Change page: = 1= | Displaying page 1 of 1, items 110 2 of 2.

Action: Select the Principal Supervisor from the list.

Result: The details of the selected person will be displayed.

Last saved: Friday, 21 September 20122012 Online Ethics System Applicant User Guide - Updated.docx Page 13 of 28
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Principal Supenvissr

Oy U il of yonst DANCIRAL SUPETYISOT L.
from e aros

o e sppbcaton) t o ot

K Ut gt N 310

© Grwnfiame  Sumame fofitame  Prmany?  Poston ADU Orgaseton  Drpanisation fame Superdror |

Action: Input appropriate details and click the ¢”icon to Save.

Result: Principal Supervisor added.

Step 7: Removing the Principal Supervisor

Navigation:

Select the Principal Supervisor page under the Principal Supervisor section.

Search Name/D: 4 Maore Criteria

‘ID ‘Givenhlame ‘Sumame ‘FL.II Hame |P'rimary?

Position ‘AOU |Orgarisa1ion Qrganisation Name ‘Supenlisor |
128757  Vaneet Vanest  MrvaneetVaneet Mo Supenisor  ORC i

Action: Click the [ icon against the name of the Principal Supervisor to be deleted

Result: A warning message is displayed

Message from webpage

?/ Are you sure you want to delete this record?
g

Action: Select OK

Result: Principal Supervisor is deleted.

Last saved: Friday, 21 September 20122012 Online Ethics System Applicant User Guide - Updated.docx Page 14 of 28



Step 8: Submitting a completed Form / application

University of South Australia

The Ethics application can only be submitted when all mandatory questions in the form have been answered.
This is true if the « appears next to each item on the Application navigation (Hint: use Expand link to check

all items)

Navigation:

Select Action tab.

Forrn

Submit

Action: Click the Submit button.

Result: Warning message is displayed.

Message from webpage @

. ?‘/ Are you sure?

[ OK H Cancel ]

Action: Click OK.

completed.

Result: If the form is complete, the Applicant is informed of the level of the risk associated with the project.

If the form is incomplete, an error message will appear informing the Applicant that their form cannot be
submitted. This will display above the Application title. Return to the Form tab to determine what needs to be

following:

or E3).

The Application has been submitted and the Application Status and Workflow State changes to one of the

a. If the Application is considered Exempt or Negligible, the Applicant is informed that no additional
review is required and they can commence their research.

b. If the Application does not meet the conditions for Exempt or Negligible, then that Application
changes from Draft to ECO Review (for a staff application), or Draft to PS Review (for a student
application). The Applicant will also be informed of the risk associated with their research (El, E2

Last saved: Friday, 21 September 20122012 Online Ethics System Applicant User Guide - Updated.docx
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Step 9: Adding Attachments

The purpose of the Attachments page of the Application is to enable the Applicant to attach documents to
support their Application. This includes, but is not limited to:

® A copy of the HREC Application submitted and approved by another institution’s HREC (i.e. other
than UniSA HREC).

® Copies of the approval letters received from organisations involved in the research and/or where the
data will be collected from.
® The research tools:
O Questionnaire(s).
O Interview schedule(s).
O Focus group / interview topic(s).

® The recruitment material:
O Recruitment flyer / letter(s).
O Participant Information sheet(s).
O Participant Consent form(s).

® A copy of the confirmation of insurance cover from UniSA’s Insurance Officer.
The Reference List and Research Tools (or reasons as to why there aren’t any) are mandatory attachments.

Note: If documents cannot be attached electronically, a hard copy of the document(s) must be forwarded to the
Principal Supervisor, and once the Principal Supervisor has approved the application, these documents must be
forwarded to the Ethics and Compliance Officer. Neither the Principal Supervisor nor the Ethics and Compliance
Officer can submit the Application for review by the next review stage in the workflow until all supporting documents
are received.

It is advised that, wherever possible, documents are scanned and attached using the Attachments page.

Also, the system can only accept a maximum of ten attachments. If there are more than ten documents to upload,
please combine the additional documents into one zip file.

Navigation:

Select the Attachments page under the Attachment section.

Application Status: Draft  Workflow State: Draft  Other Farms: | Ethics Protocol g
Form Action Attachments
Expand»  Collapse « Note: You can upload additional documents by clicking on the "Additional Attachments” link. Types of documents which should be attached include Reference List/Bibliograp

Research Tools. Consent Form. Internet Questionnaire, Interview Questions, Focus Group Questions. Details of Observational Aspects. Details of Action Research Process

=l Create New Ethics Application Guidelines on how to draft your participant information sheet are available at Guidelines

v C W A i ~ . . .
Create New Ethics Application A model cansent form is available at Iodel Consent Form. Please ensure all irrelevant information is deleted as there are numerous notes to the researcher included in the m
form "

=l Investigator

¥ Investigator The system only accepts a maximum of ten (10) attachments f you have more than ten documents to upload. please combine the additional documents into one zip file

=l Prior Assessment
¥ Nen-UniSA HREC

Additional Attachments

=l Attachments T N
Vo, ‘ |Dm:umenl Description Reference (Document Title) Soft Copy Hard Copy | |
+ Attachments

1. Reference List T F
=l Declaration

. why
» Declaration 2. Research Tools (or reasons as to why there

aren't any|

. 3. Participant Information Sheet (as applicable)
=l Instructions

» Instructions Cansent Form (as applicable)

588
0Ooo o

Others (as applicable)

Action: Click the jicon next to the document type you would like to upload.

Result: Upload File form will appear.

Last saved: Friday, 21 September 20122012 Online Ethics System Applicant User Guide - Updated.docx Page 16 of 28



d

University of South Australia

Upload File

t  Toupload a file click 'Browse' to find the fie. When you have found the correct fle click
'OK' to upload it. If you decide not to upload a fie at this time click 'Cancel

Fil

Description (optional) .
(Maximum length 50 characters.)

Action: Search for the file, provide a description (optional), and click the OK button to upload the file.

Result: the name of the uploaded file will appear under the Reference (Document Title) column of the
Attachments table.

Additional Attachments

| |Document Description Reference (Document Title) | Soft Copy |Hard Copy | ‘
Participant Information Sheet onlinethics. bt O

Action: Add an additional document description. Click Additional Attachments link, at the top-right part of the

Attachments table and enter a Document Description name in the text box displayed. Click the % to save the
new document type.

Result: A new document type is added and an attachment can be added.

3. Participant Information Sheet (as applicable) T il
Consent Form (as applicable) T O
Others (as applicable) T |

Sample Document Descripti0n|

v &
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Step 10: Viewing Attachments

Navigation:

In the Application Navigation section, click the Attachments page, under the Attachment section.

Additional Attachments

| |Document Description Reference (Document Title) Soft Copy Hard Copy |
1. Reference List testdoc txt F il
2. Research Tools (or reasens as to why there i1 O 1
arent any)

Action: For soft copies click on the Document Title.

Result: The attachment will open in a new window.

Action: View the attachment and close the new window once you have finished.
Repeat this step until all attachments have been reviewed.

Note: There may be more than one page for the uploaded attachments; this is indicated by the page counter at the
bottom of the attachments table.

Change page: = 1 2> | Digplaying page 1 0of 2, items 1 to 10 of 13.

Change page: 1  Go Pagesize: 10 Change

Step | |: Deleting Attachments

Navigation:

In the Application Navigation section, click the Attachments page, under the Attachment section.

Additional Attachments

| |D0cument Description Reference (Document Title) Soft Copy Hard Copy |
1. Reference List testdoc txt F il
2. Research Tools (or reasons as to why there g O 1
arent any)

Action: Click the [ icon against the name of the attachment to be deleted

Result: A warning message is displayed

Message from webpage

?M Are you sure you want to delete this record?
-

Action: Select OK

Result: Attachment is deleted.
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Step 12: Adding Page Comments

There are two types of comments. They are:

Page comments — comments specific to a page within an Application.
Application comments — overall comments about the Application.

Comments written by the Applicant or another Investigator are visible to all Investigators listed on the
Application and whoever reviews the Application. Thus they are visible to the Principal Supervisor, Ethics and
Compliance Officer and the members of the Committee Review Group.

Navigation:

Go to the page where you would like the page comment entered.

Home Ethics Help
test
Application Status: PS Update Required  Waorkflow State: PSUpdate  Other Forms: | Ethics Protocol v

Form ey Data: storage, access, dispesal

Expand » Collapse « 9.1 The information which will be stored at the completion of this project is of the following type(s). Please select all that apply. * 2
Individually identifiable
=l Create New Ethics Application [] Re-identifiahle
¥ Create Mew Ethics Application [ Non-identifiable

= ‘ - . . .
| Investigator 9.1.1 Give reasons why it is necessary to store information in identifiable or potentially identifiable form {coded). *

1
+| Principal Supervisor

*| Prior Assessment

*l Project Details 9.2 Where will the data be stored (please be specific with the address e g If stored at UniSA please specify which campus and the office/room location)? *

1
=l Resources P

¥ Project Funding

¥ _Quwnership of Data

¥ Data’ storage, access. disposal |
¥ Tnsurance

Action: In the Toolbar, select the Page Comments icon |-« and click the New Comment link.

Result: Page Comments screen is displayed.

Page Comments x
1 » "
New Comment T All v
3 | [ | |Type Author Date Comments Responded? ‘Resolved? | |
O Action Note  Ms Melanie Corpus Batingal 27/08/2012 14:16 provide maore info re data storage Mo Mo

Change page: < > | Displaying page 1 of 1. items 1to 1 of 1.

Action: Select the New Comment.

Result: Comments box is provided.
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Page Comments x
7 New Comment ! All v
‘ O |Type Author Date Comments Responded? ‘Resnlved? ‘ ‘
Type Response
Comments
v R
[] Action Mote  Ms Melanie Corpus Batingal 27/08/2012 14:16  provide more info re data storage No No

Change page: < = | Displaying page 1 of 1, items 1to 1 of 1.

Action: Select the Save icon to save the comment, or Cancel icon to cancel the comment.

Result: Record is saved/cancelled.

Action: Repeat these steps to enter page comments through the application.

Result: Comments are added successfully.

Step 13: Deleting Page Comments

Navigation:

Go to the page where you would like the page comment deleted from.

Action: In the Toolbar, select the Page Comments icon |-

Result: Page Comments screen is displayed.

Page Comments

) Mew comment ¥ All A
‘ " | ‘Type Author Date Comments Responded? |Reso|ved? ‘ ‘
O General Note Dr Sue Brigos 209/05/2012 13:47 test comment MIA MIA )

Change page: == | Displaying page 1 of 1, items 110 1 of 1

Action: Click the Delete icon next to the comment you wish to delete.

Result: Warning message is displayed.

Message from webpage E|

?\.f} Delete this comment?
-

[ Ok l [ Cancel

Action: Click OK.

Result: Page comment is deleted.
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Step 14: Adding/Deleting Application Comments

Application-level comments can be entered from any page in the form. These comments are not linked
specifically to any page — only to the application as a whole.

Navigation:

Go to the any page within the application

Action: Select the Application Comments icon |=«/ from the Toolbar.

Result: Application Comments screen is displayed.

Repeat steps 8 and 9 within this section to add and delete Application Comments.

Step 15: Submitting a completed Form / application

Repeat Step 8: Submitting a completed Form / application.
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Step 16: Printing the Application

This function allows the Applicant to view the Application as a PDF or HTML file, enabling the Applicant to
view their answers without navigating the System.

Navigation:

Click the Reports J icon from the toolbar.

o | [Cencel |

Action: Select the Ethics Application from the Document field and select the either HTML or PDF. Select OK.

Result: Document will display in a new screen.

Project Details
Ethics Training
O ves

@

Project Type

QC0000®000 §

Action: Document can be printed or saved.

Note: A PDF copy for both Ethics EI and Ethics E2 forms of the Application is necessary to get the complete details.

Step 17: Responding to Reviewer’s Comments

Once the Application has been submitted for review, the Application may be returned to the Applicant with
Page Comments and/or Application Comments entered by the reviewer. This means that the Applicant is

required to make changes to the Application. The Application will therefore be returned to the Applicant with
one of the following status:

ECO Update Required

PS Update Required (for student applications)
Approved Subject To

Not Approved: Resubmit.

The process of responding to these comments is the same regardless of who wrote the comment.
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A reviewer can enter two types of comments:
e  General Comments
e Action Comments

Action Comments require the Applicant to respond to the comment and mark the item as ‘responded’ before

they can resubmit the Application. General Comments do not require a response but should be viewed.

Navigation:

ECO Update Required.

Select the relevant Application from the My Applications list. For this example, the application has the status

Applications

reat

ECO Upaste Required Or Sud Briggs ECD Redsw Melanie Cepy of Ethics P2

FC0 Update Raquined
Fork

Staws Primary invesaigates Process Stage Template Name Applicaton Datg

link). Go to this section/page.

Result: Action comment icon displayed.

Action: Check the sections/pages which have the action comment icon ¥ next to them (Hint: Use the Expand

2| Collection Method *
¥ Collection Method

¥ Paricipants Relationships
¥ Consent

¥ Consent Process

Action: Click the Page Comments |-i icon. You should see the Action Notes created by the ECO or
Committee Review Group. Click the link on the Comments column to view the whole comment.

Result: Action note is displayed.

Page Comments

* New Comment |

‘ mn |Type Author Date |Commenl5 ‘Respomed? Resolved? Click to view whole comment
573 2010512012 16:23 | please provide more information on yaur collectio | G Mo

O Action Mote

Change page: <= | Displaying page 1 of 1, items 1to 1 of 1

Page Comments

M e nment al 7
‘I] |Tyne ‘Aumor Date Comments Responded? Resolved?

) Action Mote  Mrs Angela Berndt  28/05/2012 15:23  please provide maore information on your collectio No No

Type: Response
Comments:
v R
Change page: < > | Displaying page 1of 1, items 110 10f 1
OK

Action: Once the comment is read and the action understood select OK

Result: Action comment will close.

Complete the required action

Last saved: Friday, 21 September 20122012 Online Ethics System Applicant User Guide - Updated.docx Page 23 of 28




d

University of South Australia

Action: Reopen action comment and check box next to action note.

Result: The ' Mark Selected Commentz as Responded will be enabled.

Page Comments

I Mew Comment I Warks omments as Responded

Al v

| I | ‘Type |Au1hor Date Comments

Type Response
Comments:

Change page: == | Displaying page 1 of 1, items 110 1 0f1

Action Note  Mrs Angela Berndt  29/05/2012 15.23  please provide more information on your collectio...

Responded? ‘Resolved? | |
Mo Mo

Action: Select ' Wark Selected Comments as Responded

Result: Warning message.

x|}

?/ Mark selected comments as responded?
-

Action: Select OK.

Result: The value of the Responded column for this Action Note will change from No to Yes. The marker for

the page will also change from I to ¥, indicating that the action note for that page has been responded to.

2| Collection Method i
¥ Collection Method r
¥ Participants Relationships
¥ Consent
¥ Consent Process

Note: An Application can only be resubmitted once all Action items (Page Comments and Application Comments) have

been responded to and therefore contain the |* symbol. An Application cannot be resubmitted if there is a ¥ symbol

on the Application navigation (Form tab) area.

Submitting the Application

Once all action items and general comments have been responded to, the Application can be resubmitted.
Refer to the Submitting a Completed Form/Application for the steps.
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EMAIL NOTIFICATIONS

Emails will be sent to all the Applicant, Principal Supervisor (if applicable) and Investigators listed on the
Application whenever the status of the Application changes. Emails are also sent to the ECO and the
Committee Review Group when their action is required.

AMENDING AN APPROVED APPLICATION
Amendments to an Approved Application cannot be made within the System. The process for amendment of
an approved application is detailed at: http://www.unisa.edu.au/res/ethics/human/amendments.asp

TROUBLESHOOTING
If you are having trouble logging into the System or completing the form, please contact ethics@unisa.edu.au
If you require assistance completing the Application, please contact your Research Ethics Advisor.
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APPENDIX

APPLICATION STATUS

Term Definition

Approved The Committee Review Group has reviewed the Application and is
satisfied that the project meets the requirements of the National
Statement. The Application is “Approved”.

Approved Subject To The Application has been reviewed by a Committee Review Group and
returned to the Applicant with the review outcome “Approved Subject
To”. The Applicant is required to make minor changes to the
Application before resubmitting it for review.

Draft An Applicant has started an Application.

El — HREC Chair The Ethics and Compliance Officer has forwarded the Application for
review. At the time the Application was submitted, the System
determined that the research project does not pose a foreseeable risk
of harm or discomfort, and any foreseeable risk is no more than
inconvenience. The Applicant was thus notified that the risk associated
with the project requires El level of review. The Application is
forwarded to the Chair or Deputy Chair or HREC for El review.

The Chair or Deputy Chair of HREC review El Applications.

E2 — Committee Group Review The Ethics and Compliance Officer has forwarded the Application for
review. At the time the Application was submitted, the System
determined that the research project poses only one potential
foreseeable risk, that of discomfort. The Applicant was thus notified
that the risk associated with the project requires E2 level of review. The
Application is forwarded to a panel comprising 2 members: The Chair
or Deputy Chair of HREC and the Applicant’s Research Ethics Advisor.

The review panel reviews E2 Applications.

E3 - HREC The Ethics and Compliance Officer has forwarded the Application for
review. At the time the Application was submitted, the System
determined that the research project poses more than low risk. The
Applicant was thus notified that the risk associated with the project
requires E3 level of review.

The HREC reviews E3 Applications at the next monthly meeting.

ECO Review An Applicant has completed an Application and submitted the
Application for review. The Application is forwarded to the Ethics and
Compliance Officer for review.

ECO Update Required The Ethics and Compliance Officer has reviewed the Application and
requires the Applicant to provide additional information or amend
answers provided.

Exempt The Applicant has submitted an Application and the System has
determined that the research is exempt from further review as the
project involves the use of archived data only and the data collected is
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de-identified (ie does not contain personally identifiable information)
and will not reported beyond the University.

Negligible The Applicant has submitted an Application and the System has
determined that the research does not require further review as the
project is either being:

e conducted solely for the purpose of internal quality assurance and
will not be published or presented externally, or

e conducted solely for the purpose of internal quality assurance but
may be published externally however:
0 the data was gathered online or in writing,
0 the responses were provided voluntarily,
0 the respondents were advised of the possibility that the data

could be used for such purposes, and
0 the anonymity of the respondents is maintained.
Not Approved The Committee Review Group has reviewed the Application and is not

satisfied that the project meets the requirements of the National
Statement, nor that it can meet the requirements of the National
Statement if changes are made. The Application is “Not Approved” and
cannot be resubmitted.

Not Approved: Resubmit

The Committee Review Group has reviewed the Application and is not
satisfied that the project meets the requirements of the National
Statement; however, it could meet requirements after significant
changes are made. The review outcome is “Not Approved: Resubmit”.
The Applicant is required to make significant changes to the Application
before resubmitting it for review.

PS Review

An Applicant has completed an Application and submitted the
Application for PS Review.

PS Review — ECO Update

Supervisor to review changes made by the Applicant, in response to the
Ethics and Compliance Officer’s (ECO) comments.

PS Review — Review Update

Supervisor to review changes made by the Applicant, in response to the
Review Group’s (during El, E2 or E3 review) comments.

Withdrawn The Ethics and Compliance Officer has marked the Application as
withdrawn because the Applicant has advised them that the research
will not proceed.

COMMON TERMS

Term Definition

Committee Review Group

Refers to one of three review groups that assess human ethics
Applications. They are:

El — HREC Chair
E2 — Committee Group Review

E3 - HREC
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ECO Ethics and Compliance Officer
HREC Human Research Ethics Committee
REA Research Ethics Advisor
TOOLBAR
Icon Name Description
& Next Page Go to the next page in the application
. Previous Page Go to the previous page in the application
o Save Save the application
" Application Comments Comments that apply to the application overall
Reports Reports menu to select and run a report, reports include the
i ability to print the whole application, application comments,
attached documents and review outcomes
Page Comments Comments that apply to the current page
5 Help Help for the page or for the questions
g Exit Exit the application and return to the Applications home page
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