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1. My Dashboard

My Dashboard allows you to see project and their current status. There are three Dashboards,
one for Researchers, Research Governance Officers (RGOs) and Ethics Executive Officers
(EEOs)

1.1 My Dashboards vs. My Projects
My Projects only list the all the projects where you are a member. It provides minimal
information about each project and functions as a quick way to open a project workspace.

My Dashboard is interactive and contains all the projects where you are an active member. If
you are involved in a number of projects it allows you to easily filter or sort the projects in the
order that you want.

1.2 Sorting My Dashboards

You can sort on any column by clicking on the column heading and it will sort in ascending
order. Clicking it again will sort it in descending order.

The columns are

* Phase — this is the phase the project is in either Application or Monitoring.

* PRN —the is the Project Reference Number

+ Title — the title of the project

+ CPI - the Coordinating Principal Investigator

* Project Status — this is where the project is at the time that you are looking at it.

* Risk — this is the risk that has been assigned to the project by the reviewing HREC.

My Dashboards

Phase PRM |3 Title CPI Project Status Risk Q

- T®

1.3 Filtering My Dashboards
The filter option is accessed by clicking on the filter icon @on the right of the column headings.

When you have opened the filter you will see a search under each column heading. Two of
these (Phase and Project Status) have drop down menus that you can use to filter the projects.
The other columns allow you to enter a number or word that you can filter on.

You can filter on just one column or multiple. As you go from one column to the next the filter
will narrow your results. You can go to the project workspace by clicking on the PRN.
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2. Assisting Researcher before submission

You can access a project once the HREC has been selected in the Project Details and section 1
has been authorised. Until the project has been submitted you will have to access it using

Project Search.

Project search is in the left hand menu when you are logged into RGS

Research Governance Service

Home  Research Information < Meeting Calendar Document Templates Contacts Help Wiki

Home

My Tasks
Archived Tasks

My Dashboards

RGS supports the research governance framework for all human
research conducted within WA Health or accessing WA Health
ns Search participants, thesr tissue or data.

B Profile Management The RGS is 3 centralised IT system for investigators, project

members, sponsors, site administrators, Human Research Ethics

Committees and Research Govermance Offices. Enabling

Complaints the completion,  submission, administration,  tracking  and
reporting of ethics and governance applications through the
ethics approval and site authonsation processes.

B Administration

The RGS must be used to process all ethics and governance
applications involving WA public health organisations.

Enter the PRN, you don’t need to enter the preceding zeros and click search.

Projects Search
Search for a Project in RGS

PRM: | o x |

By PRN

0

The search grid will show all projects that meet the number criteria. Click on the PRN to access

the project workspace.

Search Results Grid

.

PRM Project Title C CPI's SitefOrganisation CPI's Department ?ate Project
Created
RGSO000002158 M.anagemgnt of Chronic Pain in Patients Henry Sir Charles Gairdner Emergency 6/11/2018
with Obesity Amberley Hospital Department
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3. Manage the Committee Members

Committee members are managed through the Manage Committee screen. Ethics Executive
Officers (EEO) have access to the committees that are assigned to their Ethics Office. If you
don’t have Administration in your left hand menu then you need to contact an RGS
Administrator to ensure that you have the EEO role assigned to you and that you have been
added to the correct Ethics Office.

3.1 Add a Committee Member

Adding a committee member to a committee is done through the Administration menu. This is
located on the left hand side of the Home screen. Click on 'Administration’ and then ‘Manage
Committees'. The ‘Edit Committee’ button will only be active on committees that are assigned
to your Ethics Office. Select the committee, and click ‘Edit Committee’.

Manage Committees

Committee Name HREC Code Type Organisation Ethics Office

S i EC00268  HREC i ST Active
Service HREC Hospital Health Service ~

Sir Charles - )
. : . . . Sir Charles Gairdner Osborne .
Clinical Drug Trails Committes Subcommittes Gairdner - Active
Park Health Care Group

Hospital

PF HREC 1 24389 HREC A PF Ethics Office 1 Active
Health

Scientific Advisory SubCommittee Subcommittee Per‘tl“.ChIdren s Children an;l Adolescent Active
Hospital Health Service
Sir Charles

Scientific Review Subcommittee Subcommittee Gairdner RIS e L I s Active v
Park Health Care Group

Hospital
) " Sir Charles - )
Sir Charles Gairdner Osborne Park ) Sir Charles Gairdner Osborne )
- : EC00271  HREC Gairdner - Active
Health Care Group HREC . Park Health Care Group
Hospital v

Edit Committes | Add Committee | | Deactivate Committes

You can go to the ‘Members’ tab of the committee and add the members you want. All users
who have the role of Committee Member will be in the list. Refer to Help Wiki: Roles in RGS for
the descriptions of the roles in RGS.

Click ‘Add Member’. Under the Find Member you can either add their name if you know it and

o =1
press the check names icon ““ or alternatively you can click the browse button EZ and search
from the list of available members.

Once you have selected the member, enter the Member Details. These are mandatory fields
must be completed before the information can be saved.

The position each member will hold on the committee is mandatory. The current positions in
RGS are the positions in the National Statement Section 5.

e Position —is the position the person holds on the Committee. There can be multiple people
holding the same position on a committee.

e Gender —is the person’s gender.

e External or Internal — if the person is employed by the sponsoring institution they are
internal otherwise they are external.

e Member Appointment Date — this is the date the person was first appointed to the

Committee.
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e Appointment Expiry Date — this is the date the person’s current appointment is due to
expire.

If the position is not in the list you can use the position of ‘Other’ and an additional field will be
added so that you can enter a description.

Add Committee Member

Committee Details

Committee Name: Scientific Review Subcommittee

HREC Code:

Find Member

_
|James Crew: ‘ & E2

Position:” | Other Member M | v
Other Position Description:™ | Lab Researcher |
Gender:* |Male M |
External Or Internal?* |Interna| v |
Member Appointment Date:* | 03/09/2012 | iz
Appointment Expiry Date:” | 03/09/2019 |E|
Save Cancel

When all the information is completed click ‘Save’. You can then add another member.

3.2 Edit a Committee Member’s Details

If a committee member’s details have to be updated, such as a change in position, or the term
as a committee member, these must be updated in RGS. To edit a committee member’s details
click on Administration and then Manage Committees. Select the person’s committee and click
‘Edit Committee’.

On the members tab select the committee member. The ‘Edit Member’ and ‘Remove Member’
buttons become active. Click ‘Edit Member’'.

Members Contact Details

Please save Committee details before adding members.

Name Position Gender Internal/External Status

Ethan Danvers Chair Male External Active O
James Crew Other member Male Internal Active
Joanna Smyth Person with Professional Care Experience Female Internal Active O

Add Member | | Edit Member | | Remove Member
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The Edit Committee Member screen launches. Amend the person’s details and then click
‘Save’. The screen will close and you will go back to the previous screen. Remember to also

click ‘Save’ on this screen to save the information for the committee.

Edit Committee Member

Committee Details

Committee name:

HREC code:

Member Details

Member name:

Position:*

Other position description:™

Gender™

External or internal?*

Member appointment date:*

Appointment expiry date:*

Save

Cancel

SCGOPHCG Scientific Review Subcommittee

James Crew

|0ther memkber

| Lab researcher

|Ma|e

(<] [« | | [<]

|In‘terna|

E

| 03/09/2012

| 03/09/2019

Research Governance Service (RGS) EEO User Guide October 2018 v3.0

Page 5 of 56



3.3 Remove a Committee Member

To remove a committee member click on Administration and then Manage Committees. Select
the committee that you want to remove the committee member from and click ‘Edit Committee’.

Members Contact Details

Please save Committee details before adding members.

Mame Paosition Gender Internal/External Status

Ethan Danvers Chair Male External Active O
James Crew Other member Male Internal Active
Joanna Smyth Person with Professional Care Experience Female Internal Active O

Add Member | | Edit Member | | Remove Member

On the Members tab select the committee member you are going to remove. The ‘Edit
Member’ and ‘Remove Member’ buttons become active. Click ‘Remove Member'.

Members Contact Details

Please save Commuittee details before adding members.

Position Internal/Extemnal Status Select
Ethan Danyers Chair Male External Active
nna Smyth Person with Professional Care Experience Female Internal Active

Add Member

| Save ” Cancel l

The removed committee member will go to the bottom of the screen, their status is ‘Inactive’
and they are greyed out. They can no longer be added to a meeting. All the meeting
information related to the member is retained in the minutes and available for reporting.

Remember to click ‘Save’ at the bottom of the Committee page to save all changes.

3.4 Activate a Committee Member

If the person has been assigned to a committee previously and has been removed as a member
you can reactivate them as a member of the committee. Click on Administration and then
Manage Committees. Select the committee that you want to add the person to and click ‘Edit
Committee’.

The committee member will be at the bottom of the list and greyed out, select them and click
‘Activate Member’. The member’s status will change to active. You can then go and update the
member’s details through ‘Edit Member'.
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4. Validate an Application

Note that a project cannot submit another form or document within the same category (e.g.
Ethics Approval) until the validation of any previous submission in the same category has been
completed. Hence, it would be a good practice to action pending Validations in a timely
manner.

The My Tasks menu link is located in the left-hand menu visible when you are logged into RGS.
When a submission is made to an ethics committee a task will appear in My Tasks for all the
EEOs in the Ethics Office of the related HREC.

Research Governance Service

Home  Research Information Document Templates Contacts Help Wiki

Home
Welcome to the Research Governance Service (RGS)

between 8:00 AM and 4:00 PM
wr work and exit the RGS system we!

Meeting Calendar

My Tasks
Archived Tasks

My Dashboards An in ate within the RGS will occur on Tuesd

unavailable dunng this time. Ple before 8:00 AM.

My Pr

RGS supports the research governance framework for all human
research conducted within WA Health or accessing WA Health
participants, their tissue or data.

e Management

B Administration

The RGS s 3 centralised IT system for investigators, project
members, sponsors, site administrators, Human Research Ethics

Committees and Research Govermance Offices. Enabling
the completion,  submission, administration,  tracking  and
reporting of ethics and governance applications through the
ethics approval and site authorisation processes.

Complaints

The RGS must be used to process all ethics and governance
applications involving WA public health organisations.

To find out more information about tasks go to the Help Wiki 'All about Tasks' .
When you ‘Action’ the task you will be taken to the project workspace’s Validation tab which is

My Tasks

Task Type

Need help using this page?

Group Subject From Due Date |INotes @

(g v Tx

Ethics Application for RGS0000002156 Henry Amberley 151172018 [

Validation

in the Administration tab. The Administration tab is only visible to EEOs, RGOs and Hospital
Administrators who are invited to authorise research at a site. To commence the validation of
the submission press the ID number (highlighted in red below).

oo | commens | tenen | rutirons | surmay |

Comments

Validation Authorisation Ethics Governance Files & Documents Fees

[=] Applications
[=] Ethics Approval

[=] Sir Charles Gairdner Osborne Park Health Care Group Human Research Ethics Committee (EC00271)

Tirme Elapsed (in days)

Submission Date  Validation Date  Status

2230 12/11/2018 Pending i
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The Provide Validation Assessment screen will appear. This screen will allow you to view and
assess each form and document submitted.

L o
~
Wabdation tsuescment Comments I
oS I:I.EOII
Decuments
wiriaon Dabe  Validation Asseiiment ()
1 2 il
Worgs: (/5000
1 21072018 X
Wioeds: D000 d
Gararal Commants (For EECS only L1
BE I U & | | N -
Worss: 5000 d
a Chek T T =it sench i email io ik | | and CPI Dele ! & T the Jasesss £ & n3
marioed @5 ‘MIR will have @ 1 ha form Created in the Applica b Active sect i tan
Send ta Pro Save
et

Your options for assessment are:
Valid

If on reviewing the submission a form or document contains sufficient information the form or
document can be marked as valid. Once it is marked as valid it can be added to an agenda.

Additional Information Required (AIR)

If on reviewing the submission a form or document contains insufficient or incorrect information
you can request the CPI provide the information by assigning the form or document an AIR
status. You will need to also provide information in the comment box next to the validation
assessment that the CPI can read and address this when resubmitting the form/document.
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Not Valid

If on reviewing a document it is found to not be related or not relevant to the project, you can
mark the document as ’'Not Valid’ and give your reasons in the comments section against the
document.

EEO Comments
The screen also captures any EEO comments. However, these are not mandatory.

The ‘General Comments (For EEOs only)’ can be handy. It can give you or another EEO in
your office information on the validation review that you don’t necessarily want to feedback to
the CPI but you need other people working in your Ethics Office to know. This information stays
in the Provide Validation Assessment screen; it doesn't appear of the Validation Assessment
screen the is viewed by the project members.

4.1 Validation Outcome

If either the WAHEAF or WASM is given the validation status of AIR a new version of the form is
created in the Forms & Documents tab under Ethics Approval - Active - Forms section. If they
edit the new version of form the CPI and PI(s) will have to re-authorise it before submitting it.

If a document is given the assessment of ‘AIR’ then a placeholder is created for the document.
The CPI can then provide the additional information and submit a new version of document. If
the review assessment is ‘Not Valid’ no place holder is created so the document cannot be
resubmitted.

When all the forms and documents have a review assessment against them the ‘Send to
Project’ button becomes available, You can click ‘Save’ which will save the validation you have
currently completed and allow you to come back to it later. If you have completed your
validation and added all the comments you want to feedback to the CPI you can click ‘Send to
Project’. This will send an email to the CPI informing them that the application has been
through the validation process and what the outcome was.

Click ‘Send to Project’ to complete the Validation.

4.2 Resubmission for Validation

When the CPI resubmits the form and/or document you will once again receive a group task.
When you take this task the Validation tab will show the completed validation as well as the new
submission with the status or pending. You can then go through the process of validating the
new submission.

Validation Authorisation Comments Ethics Governance Files & Documents Fees

[=] Applications
[=] Ethics Appraoval

[=] Sir Charles Gairdner Osborne Park Health Care Group Human Research Ethics Committee (EC00271)

Submission Date Validation Date  Status Time Elapsed (in days)

2230 12/11/2018 12/11/2018 Completed 1

You can look at a completed validation by clicking on the new validation ID.
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5. Maintain the Meeting Calendar

All application closing dates and meetings are created through the calendar. As an EEO you
have the right to create these in the calendar for the committees associated with your Ethics
Office. All application closing dates (ACD) and scheduled meetings are published on the
calendar and can be seen by the public. Ad hoc meetings are also created through the
calendar but they are not seen on the public view of the calendar.

Go to the calendar you should see the button ‘Add Event’.

Meeting Calendar

Filter by:  |please select..

Sun

15

22

29

Mon

today

16

23

30

Tue

10

17

24

31

January 2017

Wed

Research Governance Service (RGS) EEO User Guide October 2018 v3.0
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18

25

Thu

12

19

26

| Add Filter

Clear ‘

month

Fri

week

13

20

27

Sat

14

21

28

Add Event
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5.1 Create Application Closing Dates (ACD)

The ACD has to be created before any meeting dates associated with it. Click the ‘Add Event’

button and the screen below will appear.

Committee Meeting

Title:™ | | Event Type:” Please select...
Event Date:™ = ) Start Time:" Please select., v | ) End Time:" Please select..,
Committee Please select..
Name:™
Committee Meeting Type:” | Please select...
Type:"

‘ Save ‘ | Cancel ‘

Reference No:

0
0
0
0

There are a series of mandatory fields that have to be completed to allow the ACD to be added

to the calendar:

e Title — this should have the HREC name, the month of the meeting and that it is the deadline
for submissions for that Committee (e.g. CAHS HREC October Meeting application closing

date or submission closing date).
Event Type — to create this type of event, select ‘ACD’.

Start Time — this is no longer editable.

Event Date — enter the date when the last submissions will be accepted for the meeting.

End Time — enter the time the last submission will be accepted for the meeting.
Committee Name — the drop down should only show the committees the Ethics Office is
associated with. Select the HREC the ACD is associated with.

e Meeting Type — this has disappeared as there is no meeting type associated with this ACD.

Once all the fields have been completed click ‘Save’.

5.2 Create scheduled meetings

A scheduled meeting is a meeting that has been planned in advance, and will be shown to the
public (i.e., even users who are not logged on to RGS). The meetings for a year can be added
as soon as the Committee has agreed to them. Everything with a red asterisk (*) is a mandatory

field.

Committee Meeting

Committee meeting reference no:

Title: SCGOPHCG HREC February Meeting Event type:' | MTG
Event date: 23/02/2017 = @ Start time:’ 5:00 PM v | € Endtime:* 7:30 PN
Committee Sir Charles Gairdner Osborne Park Health Care Group HumanRe v | @
name:”
Committee HREC Meeting Scheduled
type: type:
Application SCHOPHCG
closing date:"

Save Cancel

Research Governance Service (RGS) EEO User Guide October 2018 v3.0
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The mandatory fields that must be completed to allow the meeting to be added to the calendar
are:

Title — this should have the Committee name and the month of the meeting (e.g.
SCGOPHCG HREC October Meeting).

Event Type —select MTG.

Event Date — this is date of the meeting.

Start Time — this is the expected start time of the meeting. The actual start time can be
entered into the agenda/minutes.

End Time — this is the expected end time of the meeting. The actual end time can be
entered into the agenda/minutes.

Committee Name — the drop down should only show the committees that the Ethics Office
is associated with. Select the appropriate committee.

Meeting Type — for meetings within the agreed yearly meeting cycle select 'Scheduled’ for
HREC or subcommittee meetings. If a meeting is in addition to the meeting cycle, select ‘Ad
hoc’. For alternative review meetings refer to ad hoc meetings below.

Application Closing Date - for scheduled meetings you will be able to choose from the
ACDs you have previously created. If the meeting you are creating is for a subcommittee of
the HREC you can use the same application closing date (if applicable) as the HREC.

Everything with a red asterisk (+) is a mandatory field, when all the information in the mandatory
fields has been entered click ‘Save’.

Once you have saved the meeting, the screen will expand to include a series of tabs associated
with the meeting. These tabs are common to all meetings that are created, they are:

Venue — this is where the meeting will take place.

Invitation to Meeting — this tab is where you can invite committee members to the meeting
and select who attended.

Agenda and Minutes — this tab holds the agenda prior to the meeting and expands to
include the minutes of the meeting.

Discussion Board - this tab is available to committee members for discussion prior to the
meeting.

Committee Meeting

Reference No: CMRO0D00000009

Title:” SRS SCGOPHCG October Meeting Event Type:  MTG 0
Event Date:” 13/10/2016 | [E () Start Time: 4:30 PM j €) End Time:* 5:30 PM v 0
Committee Scientific Review Subcommittee 0
Name:"
Committee Subcommittee Meeting Scheduled ﬂ 0
Type:® Type:”
Application SRS SCGOPHCG cﬂ
Closing Date:
Venue Invitation to Meeting Agenda & Minutes Discussion Board
Jurisdiction:* Western Australia :]
Site:” Sir Charles Gairdner Hospital ﬂ Li ]
Room:* Boardroom € Unit/Level: 1st Floor E Block i ]
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5.3 Create ad hoc meetings

An ad hoc meeting is a meeting that is not part of the normal meeting cycle for a committee or is
a meeting for projects utilising Alternative Review. They are also not visible on the public view
of the calendar, though any member of that committee invited to the meeting will be able to see
them in their calendar.

The Alternative Review Committee meetings are the method used to review a project (e.g. low
risk) outside of the normal meeting schedule. This should only be used if it has been agreed to
by the HREC. This review type allows for the project to be reviewed and approved out of
session, and added to the HREC agenda as an ‘Iltem Reviewed Out of Session’ later on.

An ad hoc meeting for a HREC or its subcommittee can be used to review projects out of
session, that is outside of the normal meeting cycle, once again it should only be used if it has
been agreed to by the HREC. A subcommittee cannot use Alternative Review for
reviewing out of session. The subcommittee can use an ad hoc meeting to review a
project out of session.

Committee Meeting

Reference No: CMRO000000011

Title: ARC SCGOPHCG HREC Event Type:®  MTG (i ]
Event Date:* 28/09/2016 E ) Start Time:* 3:00 AM ﬂ ) End Time:* 3:00 PM ﬂ (i ]
Committee Alternative Raview Committee SCGOPHCG HREC (i ]
Name:*
Committee Alternative Review Committee Meeting Ad hoc ﬂ (i )
Type:” Type:*
Application & (i )
Closing Date:
Venue Invitation to Meeting Agenda & Minutes Discussion Board
Jurisdiction:* Western Australia ﬂ
Site:” Sir Charles Gairdner Hospital ﬂ (@
Room:™ Ethics Office O Unit/Level~ 2nd Floor A Block (i ]
Save Cancel

Similar to a scheduled meeting, once you have save the meeting the four tabs for the meeting
will appear below the meeting details.

Click ‘Save’ to save all changes. To navigate away from the event screen click on Meeting
Calendar at the top of the screen.
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5.4 Adding the venue details

The venue details can be added when the meeting is created and/or updated at any time up to

the day of the meeting. All mandatory fields have a red asterisk () next to them. Click ‘Save’ to
save the changes made or ‘Cancel’ to discard them.

To update the venue later go to the calendar, select the meeting you want to update. The

‘Venue' tab is the first tab and is the default tab visible when you open the meeting through the
calendar. Enter all the changes and click ‘Save’.

Venue Invitation to Meeting Agenda & Minutes Discussion Board
Jurisdiction:* Western Australia ﬂ
Site: Sir Charles Gairdner Hospital ﬂ L
Room:™ Boardraom @ Unit/Level:” 1st Floor A Block i ]

Save Cancel

5.5 Invite a committee member to a meeting

Committee members can be invited to a meeting at any time up to and including the day of the

meeting. To add a member to a meeting they must first be a member of the Committee. Refer
to the instructions on manage committee members for the steps.

Through the calendar select the meeting you want to invite the member to. Go to ‘Invitation to
Meeting’ tab.

Committee Meeting

Reference No: CIMR0000000009
Title:

SRS SCGOPHCG October Meeting Event Type:* MTG (7]
Event Date: 13/10/2016 | [F]  Start Time: 4:30 PM v | ) End Time:* 5:30 PM | 9
Committee Scientific Review Subcommittee (7]
Name:*

Committee Subcommittee Meeting scheduled | 9
Type: Type:

Application SRS SCGOPHCG O ¥

Closing Date:

Venue Invitation to Meeting Agenda & Minutes Discussion Board

ET TS Position Status Select
James Crew Other Member Pending rd
Ian Wilson Chair Pending v
Ethan Danvers Other Member Pending
Send Invitation

Save Cancel
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Once you have selected the member, the ‘Send Invitation’ button will become active. Click
‘Send Invitation’ and the member will get an email with a link to the meeting. They can use this
to access the agenda.

Each invited member will also have a task appear under their My Task section of Tasks which
will also provide a link to the meeting. Once the member has been invited they can also access
the meeting through the calendar. You can go back and invite other members at any time up to
and including the day of the meeting.

Once the meeting time has passed you can no longer invite anyone to the meeting. You can
mark them as attending by selecting the member and clicking ‘Mark as Attended’. Further
information is located at Mark committee members’ attendance.

5.6 The discussion board

The discussion board is the last tab on the meeting. This can be used by committee members
to discuss any item in the agenda prior to the meeting. It is very similar to a chat forum in that
each discussion is kept together. Members should be made aware that any discussion created
is visible to all committee members. Further information on the discussion board can be found
on the Help Wiki: Contribute to a discussion board

5.7 Update the meeting details

Any meeting that has been created by you or another EEO in your office can be updated if
needed. Go to the calendar and click on the meeting. The agenda will open and you can then
edit the details of the information related to the meeting. This can only be done up to the start
time of the meeting.

If you change the date and/or time after you have invited your members their status will change
from invited to pending. You will then need to invite them again so that they receive the
information that the date and time have changed.

Remember to click 'Save' at the bottom of the agenda page to save any changes that you
have made.

6. Manage a meeting agenda

Each agenda has a number of basic categories that appear when the meeting is created. The
following agenda items are default items and cannot be removed:

Attendees

Apologies

Members with Conflict of Interest
Minutes of Previous Meeting

Business Arising from Previous Minutes.

Additional sections of the agenda are created when items are assigned to the section such as
when a research project is added to ‘Iltems for Review’. Agenda items can be added to a
meeting any time, up to the time of the meeting.
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6.1 Add a project from the calendar

Through the calendar, select the meeting you want to add the project to. Go to '‘Agenda &
Minutes' tab, and click 'Add'.

Venue Invitation to Meeting Agenda & Minutes Discussion Board
. Add
[+] Attendees .

[+] Apologies Remove

[*] Members with Conflict of Interest Edit

[*+] Minutes of Previous Meeting Print
[+] Business Arising from Previous Minutes

[+] Attachments (Non Project Specific)

| Save H Cancel |

The 'Add/Edit Agenda Item' screen will be shown. Select the related agenda item and the
agenda subcategory. For project that are to be reviewed select 'ltems for Review', and then
‘New applications'. You can add the forms and/or documents to be included in the agenda by
clicking '‘Add Forms & Documents'.

Add/Edit Agenda Item g X
Related agenda Items for review v
item:*

Agenda New applications ¥
subcategory:®

Project:* RGS0000000089 : Improving the hospital discharge process to minimise patient... v

Improving the hospital discharge process to minimise patient readmission: a partnership
with consumers

Attach Form(s) / Document(s) to the Meeting:

Click "Add Forms & Documents' to attach project forms and/or documents to this meeting's agenda. If you wish
to add attachments later, click "Add to Meeting' to save changes made.

Forms

Version select @

Documents

Version Status Select @

Add Forms & Documents

Add to Meeting| ‘ Cancel ‘

Note if you are still waiting the revised versions of the forms and documents from the project,
you can skip this step of adding project forms and/or documents to the meeting agenda by
clicking 'Add to Meeting'. The forms and document will not be available to the committee
members until they are added to the agenda. You need to make sure that you attach them at
least one day prior to the meeting date for them to be included in the review assessment.
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In the 'Add Forms and Documents' screen, select the project’s forms and/or documents you
want to be added to the meeting and click 'Save'. Clicking 'Cancel' will discard any selection
made.

Add Forms & Documents

PRN: RGS0000000089

Project: Improving the hospital discharge process to minimise patient
readmission: a partnership with consumers

Committee: Sir Charles Gairdner Osborne Park Health Care Group Human
Research Ethics Committee

Select the Forms and Documents

Forms
Name Version Status  Select
WA Specific Module (WASM) 1.0 Valid v
Documents
Name Type Version Status  Select
Human Research Ethics "
HREA - 1.00 Valid v
Application (HREA)
Research Protocol Protocol 1.00 Valid v

_)n

Master Participant Information  Participant Information Sheet

Sheet and Consent Form and Consent Form (Master) L VETL <

<

Save Cancel

You will return to the 'Add/Edit Agenda Item' screen. Click '‘Add to Meeting' this will add the
project and its forms and/or document to the agenda, it will not be saved to the agenda until you
click 'Save' at the bottom of the 'Agenda & Minutes' tab. Clicking 'Cancel’ will discard any
changes made and the agenda item will not be added to the meeting.

g X

Add/Edit Agenda Item
+ 1,
RGSO000000089 : Improving the hospital discharge process to minimise patient... v

Improving the hospital discharge process to minimise patient readmission: a partnership
with consumers

Attach Form(s) / Document(s) to the Meeting:

Click 'Add Forms & Documents' to attach project forms and/or documents to this meeting's agenda. If you
wish to add attachments later, click "Add to Meeting’ to save changes made.

Forms
Name Version Status  Select @
WA Specific Module (WASM) 1.0 Valid

Documents

Version Status  Select @

Human Research Ethics Application

HRE 1.00 Valid
REA (HREA) i
Research Protocol Protocol 1.00 Valid
Master Participant Information Participant Information Sheet and 100 valid
Sheet and Consent Form Consent Form (Master) ’
‘Add Forms & Documents | Remaove
IAdd to Meeting Il Cancel | W
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6.2 Add a project from the project workspace

Adding a project to an agenda from the project workspace can be done straight after validation.
To add a project to an agenda the following conditions will have to be met:

At least one form or document from the submission has the status of valid. If there are
outstanding form/documents for the project and they are not received in time the project can
be removed at any time prior to the meeting.

The meeting has been previously created. To create a meeting please go to Create
scheduled meetings or Create ad hoc meetings.

Go to the Authorisation tab. Expand Application and Ethic Approval, click ‘Add Project to
Meeting’ button.

s | wemen | roetonms | romsaDoumens
T ST ST T T

Validation Authorisation Comments Ethics Governance Files & Documents Fees

[=] Applications

[=] Ethics Approval

Add Project to Meeting

[+] Site Authorisation

[*] Monitoring

In the first screen you select the meeting details. You can only select from the committees that
are associated with your Ethics Office. Each selection you make will narrow the selection in the
fields below. When you have completed the information in the screen click ‘Next’.

Add Project to Meeting 0%
Committee type:” | HREC v |
Committee | Sir Charles Gairdner Osborne Park Health Care Group Hum ™ |
name:”
Meeting date:” | 25/05/2017 5:00:00 PM v |
Meeting ID: CMROOD00001323
Meeting title: MTG: SCGOPHCG HREC May Meeting
MNext Cancel
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In the next screen you will have to select where in the agenda the project is to appear. For
projects being reviewed prior to HREC approval, select ‘Items for Review’ with the subcategory
of ‘New Applications’. When this is selected you can add the forms and documents. Click ‘Add

Forms & Documents’ and the screen below will appear.

Add Project to Meeting

Project: Improving the hospital discharge process to minimise patient readmission: a
partnership with consumers

Related agenda Iterns for review v
item:*

Agenda MNew applications M
subcategory:*

Attach Form(s) / Document(s) to the Meeting:

Click "Add Forms & Documents' to attach project forms and/or documents to this meeting's agenda. If you wish

to add attachments later, click "Add to Mesting” to save changes made.

Forms

Version Status Select @

Documents

Version select @

‘ Add Forms & Documents

‘Add to Meeting ‘ Cancel ‘

You can add forms and documents that have the status of Valid, AIR SC Recommended. You
can select any form or document, which allows for committee members to review previous
versions of documents that have been AlRed alongside the new valid versions as part of the
agenda. Select the form and associated document that are to be reviewed by the committee at

the meeting and click ‘Save’.

Add Forms & Documents

PRM: RGS0000000082

Project: Improving the hospital discharge process to minimise patient

readmission: a partnership with consumers

Committee:
Research Ethics Committee

Select the Forms and Documents

Forms

Name Version Status  Select
WA Specific Module (WASM) 1.0 Valid rd
Documents

MName Type Version Status  Select

Human Research Ethics )
HREA . 1.00 Valid Ld
Application (HREA)
Master Participant Information  Participant Information Sheet

1.00 Valid i
Sheet and Consent Form and Consent Form (Master) =l

Research Protocol Protocol 1.00 Valid d

Save Cancel

Sir Charles Gairdner Osborne Park Health Care Group Human

I >

<
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When you have saved you will be taken back to the previous screen. You can remove any or
all of the forms and documents that are listed by selecting the item and clicking ‘Remove’. If
everything is correct, click ‘Add to Meeting’. The project is now in the agenda and is accessible
by any committee member who has been invited to that meeting.

Add Project to Meeting 0%
Related agend ‘or revi A
elated agenda Items for review ¥

item:*

Agenda Mew applications ¥

subcategory:*

Attach Form(s) / Document(s) to the Meeting:

Click "Add Forms & Documents' to attach project forms and/or documents to this meeting's agenda. If you
wish to add attachments later, click "Add to Meeting’ to save changes made.

Forms
Version Status  Select @
WA Specific Module (WASM) 1.0 Valid
Documents

Version Status  Select @

Human Research Ethics Application 1.00 Valid

HREA
" (HREA)
Master Participant Information Participant Information Sheet and 1.00 Valid
Sheet and Consent Form Consent Form (Master) '
Research Protocol Protocol 1.00 Valid
Add Forms & Documents Remove

Add to Meeting Cancel

<

Note: Forms and documents or any other attachments should not be removed from the agenda
after the meeting has started.
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6.3 Add a project that has been to a Subcommittee

An ethics application that has been added to a subcommittee can also be added to the HREC.
The process is the same as previously described either from the project workspace or access to
the agenda from the calendar. The forms and documents shouldn’t be added until after the
review assessment of the subcommittee has been finished. You have the option of adding
documents that were AIRed at the subcommittee if you want to. Once again you have the
option of removing any document prior to the meeting but this shouldn’t be done after the
meeting has taken place.

If a project is added to the HREC agenda and is unsuccessful in being recommended for review
by the subcommittee it can be removed from the HREC agenda prior to the meeting date.

Add Forms & Documents

Project: A pilot investigation into the early adjunctive use of virtual ~
game therapy and the effects on patient motivation, pain management, coping behaviour and
mobility of patients with burns

Committee: Sir Charles Gairdner Osborne Park Health Care Group HREC

Select the Forms and Documents

Form Mame Version Status Select
W Health Ethics Application Form (WAHEAF) 1.0 >C 1
PP ’ Recommended

Document

Document Type Version Status Select
‘ w MName .

Participant Information Sheet and Master PICF - sC

: 1.00
Consent Form (Master) Main Recommended [
Protocol Protocol 1.00 >C 1
) Recommended
Recruitment Documents (posters,
advertisements) Flyer 100 AR [ W
Save Cancel

6.4 Add other business

Other Business is a section of the agenda that can be used for agenda items that are not
projects within RGS. There are four subcategories within Other Business these are

e Education Activities — this can be used to notify all committee members of education,
seminars, presentation etc. that may be of interest to them.

e Other Business for Discussion — Individual or group items can be added here. This can
be used prior to the implementation of monitoring in the RGS to itemise projects that the
committee will be reviewing at the meeting.

e Other Business for Information - Individual or group items can be added here. This can
be used prior to the implementation of monitoring in the RGS to provide a list of projects that
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have been reviewed out of session and are only for the committee’s information e.g. a list of
approved amendments, progress reports, etc.

e Next Meeting date, time, location — the details of the next scheduled meeting can be
added here.

Select the Related Agenda Item first. There will then be a drop down list for the Agenda
Subcategory. Select one of these.

~ | =
ACOEQIT AQENOG T8I
Related Agenda | ruher Businese ﬂ
Item:”
Agenda -
Subcategory:® Educaton Actrvbes
Other Business for Discussion
Other Business for Information
MNext Meeting Date, Time, Location
Save Cancel

When you have selected the Agenda Subcategory, the Description field will appear. Enter a
description about the item and click ‘Save’.

A Tl A x
Add/Edit Agenda [tem =
Related Agenda Other Business ﬂ
Item:*
Agenda Other Business for Information ﬂ
Subcategory:*
Description:* aent on Monitering and Reporting of Safety for Clinical Trials |
Save Cancel

The item will now be in the agenda.

[=] Other Business for Information

Description Select

AHEC Position Statement on Monitoring and Reporting of Safety for Clinical Trials |
Hiinutes

The change to the agenda will not take place until you click 'Save' at the bottom of the agenda
screen. Clicking 'Cancel' will discard any changes made and the agenda item will not be added

to the meeting.

If you wish to attach a supporting document to support this non project specific agenda item,
refer to Attach a non project specific document section for the detailed steps.
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6.5 Remove an agenda item

While in the 'Agenda & Minutes' tab of the Committee Meeting, select an agenda item you wish
to remove, and click 'Remove'.

Wenuea Invitation to Meeting Agenda & Minutes Discussion Board

+] Attendees Mdd
+| Apologies
+ Members with Conflict of Interest Ealit
#| Minutes of Previcus Meeting Prind

*+| Business Arising from Previzus Mirutes

=| tems for Review

=| Mew Applications 0
@ FProject Titke [ Project Type
ROEOO0000005% A Randomized, Multizenter, Open- Hien il Research Wi o
Label Mhase 3 Sty of

Acalabrubimbe (8CF-196) Versus
Imesticjator's Chaice of Either
Kelalisib Pl Ribuam ab or
Berclamustine Pl Ridm aby in
Subjects with Relapsed oo
Fefractory Chronic Lym phocytic

| eukein ia
ElMinmites O
L+ Attachments [Mon Project Specific) 0

Save Cancel

Click 'Save' to save any changes made, or click ‘Cancel' to keep the agenda item.

Note while individual items can be removed from the agenda the following agenda categories
have been added by default and cannot be removed:

Attendees

Apologies

Members with Conflict of Interest
Minutes of Previous Meeting

Business Arising from Previous Minutes.

The optional agenda categories are:

e Other Business
e |tems Reviewed Out of Session.

These categories don'’t appear on the agenda unless an item is added to them.
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6.6 Attach or remove a non project specific document

You may need to attach a non project specific document to support an agenda item under

'Other Business'.

Through the calendar, select the meeting you want to attach meeting documents to. Go to
'‘Agenda & Minutes' tab. To attach a non project specific document to a meeting, go to

‘Attachments (Non Project Specific)' category and click 'Add'.

[=] Attachments (Non Project Specific)

Document Name Date Uploaded Added By

Add Remove

Select

Enter the document name and attach the document. Click 'Save' and the agenda item will

appear under its corresponding category.

Clicking 'Cancel' will discard any changes made and meeting document will not be uploaded to

the meeting.

Add Meeting Documents

Committee CMR0000000017
meeting reference
no:

Meeting title: SMHS HREC December Meeting

Document name:”

Upload Soft Copy (Electronic) File

Selectfile:” || Choose file | No file chosen

PDF,.DOC DOCX

Save Close

If you want to remove a previously uploaded document, tick the 'Select' checkbox and click

'Remove'.

[=] Attachments (Non Project Specific)

DoclD Document Name Date Uploaded Added By
23 Training schedule 16/11/2016 Liza Laya
Add Remove
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7. Alternative Review

The Alternative Review gives the HREC the ability to review negligible and low risk projects
outside of its normal meeting cycle. This Alternative Review can also be used when the HREC
has delegated the review of a response to the HREC’s request for additional information to a
person or number of people to review and approve outside of the scheduled meetings. When
Stage 2 is launched this can also be used for monitoring documents that are reviewed and
approved on behalf of the HREC outside of the scheduled meetings. This is achieved by
creating an Alternative Review Committee (ARC), only one needs be created for a HREC. Only
a HREC can have an Alternative Review Committee this review process can’t be used by a
subcommittee.

Alternative Review meetings are always ad hoc meeting so they never appear on the public
calendar. The people given the responsibility of conducting the review have to have the role of
Committee Member under their user access as they have to be added to the ARC and invited to
the meeting to review the application (these can be virtual meetings). This allows for a number
of people to be members of the Alternative Review committee but not review every project.

A project reviewed by an ARC can still be attached to the HREC agenda as an Item for Review
if required e.g. a low risk project is requesting a Waiver of Consent.

If reviews are regularly conducted you can create an Alternative Review committee meeting at
regular intervals so that you can attach the projects to a meeting as soon as it has been
validated. They are still created as ad hoc meetings and are only visible to the EEOsf and the
committee members.

Research Governance Service (RGS) EEO User Guide October 2018 v3.0 Page 25 of 56



8. Add an Item Reviewed Out of Session

Items Reviewed Out of Session is used to record and inform a HREC of any research project
that has been approved either by an Alternative Review Committee (ARC) or an Ad Hoc HREC
meeting. It finishes the review and approval process for the HREC by listing the project so that
the HREC members can (if they wish) look at any project that has been approved on their
behalf outside of their scheduled meetings.

Research Projects should not be added to an agenda as Items Reviewed Out of Session
unless the project already has been approved, once added no further review can be
conducted on the project.

If project has been approved outside of the scheduled HREC meetings it can be added to the
HREC agenda as an Items Reviewed Out of Session - New Applications and the status of the
project and its forms and documents are approved. Do not add a project to this Agenda ltem
unless all the required forms and documents have been approved.

A :,.1_ A .i_-,-....!-_! T4 = b
Related Agenda lems Reviewed Out of Session "'«"'] A
Ftemc" ’
Agenda Mew Applications ﬂ
subcategong”
Project:” RIGSO000000006 : What level of frustration is measurable tlﬂ
Attach Fommi(s) f Document(s) 1o the Meating:

Form Mame Viersso v Status

Health Ethics Applecabon Fonm (WAMELF 1.0 -:-\FFII'I:I'-E'{:-

Doyt T e Dooument Mame

Regearch Tools (questionnaines, sunadys) Frustration Suraey 1.0 Approwed

Research Tools (ntenmsew outhnes) Website for Sunaey 1.00 Approwed

Protocol Protocol 1.00 Approved
Add Forms & Docurments Hemowe
Add to Meeting Cancel w
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Once added to the meeting it appears under ltems Reviewed out of Session.

[=] Items Reviewed Out of Session

[=] New Applications

Project Title

RGSDO00D00D06  What level of frustration is
measurable through surveys

FEMinutes

[=] Attachments (Non Project Specific)

On the Authorisation tab it shows as Noted.

Validation Ethics Governance Files & Documents

=1 Applicatson

=] Ethics Approval

=| Sir Charles Gairdner Osborne Park Health Care Group HREC (EC00271)

Related

Committee Meeting Agenda

Meeting ID Title Agenda

Type Date
¥ : Item

MTG

MTG: AR Altemative
CMRO0000000011 SCGOPHCG Review
HREC Committee

28/09/2016 Items for New

*) Site Authorisation

+] Monitonng

Comments

Subcategory

items
SCGOPHCG .
<. o . Reéeviewed New
CMRO000000005 HREC HREC 20/10/2016 4
Out of Apphcations
Cctober g
Meeting il

Review Apphcations

Project Type Forms & Select

Dr Henry Amberley Research

Commutiee

Approval
Decxsion

Approved

Documents

View |

Authorisation Fees

0

3

Add Project to Meeting |

Status
Status Change
Date

Completed 28/09/2016

Completed 28/09/2016
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9. Create minutes of the meeting

Each agenda becomes the minutes of the meeting after the meeting has finished. To access
the meeting click ‘Meeting Calendar’ on the RGS menu found at the top of the page below the
banner.

Research Governance Service

Home

Research Information Meeting Calendar Document Templates Contacts Help Wiki

You can filter the calendar by the options below. Once you have located the meeting click on it,
you can only open the meetings of committees that are assigned to your Ethics Office.

Meeting Calendar

Filter by:
Junsdiction

HREC

Application closing date
My meetings ' Reset Filter

March 2017

Wed
1 2 3
e Yico cusreec reoeama i scoenfe:30a MTG: Ad Hoc
[ Jo0u 76 v el v waws e i o mee
8
Aco: whos incs A

aco:wnnsethics Al JACD: CAHS HREC Mai
112 MYG: SCGOPHCC ACD: WNHS SASC Ma

i3 15 1 17

ACD: SMHS HREC Ap ACD: WACHS HREC S B 3:30p MTG: RPH HRE
309 MG S 89 VG Care

7
Sp MTG: WINHS Ethic 113 MTG: CAHS HREC
14

19 20 21 2 24

11:30a MTG: 00224 A

Ap MTG: WNHS SASC

3:30p MTG: RPH HRE

26 27 2 31
3:30p MTG: RPH HRE
330w B7G: Kohocsr]

ACD: CAHS HREC Ma J ACD: WNHS SASC Ap ll ACD: WNHS Ethics M. ] 3:30p MTG: Ad Hox 1] 2:30p MTG: RPH HRE
9:30a MTG: CAHS HRRSa mTG: cartssasc | 4:30p MTG: SCGOPH!
5p MTG: WHS Ethic | 7p MTG: SMiHS Aa bl 5p MTG: WACHS HEE
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9.1 Mark committee members’ attendance.

In the ‘Invitation to Meeting’ tab, members will either have the status of Invited or Pending.
Members don't have to have been invited to a meeting you to mark them as attended. The
Mark as Attended button will only become enabled after the meeting start time.

Venue Invitation to Meeting Agenda & Minutes Discussion Board

Committee Member Position Status Select @
Ethan Danvers Chair Invited
Diana Forster Delegate of Chair Invited
James Crew Lawyer Invited
Tanya Harley Lay woman Invited
Don Hamilton Person with pastoral care experience Invited

As with inviting member to a meeting you can select all the members you want and click ‘Mark
as Attended' and change all their status at the same time. All members marked as attended will
then appear in the agenda under Attendees. Any apology from a member has to be entered
into the Apologies section of the minutes.

Venue Invitation to Meeting Agenda & Minutes Discussion Board

Committee Member Position Status
Ethan Danvers Chair Attended
Diana Forster Delegate of Chair Attended
James Crew Lawyer Attended
Tanya Harley Lay woman Pending
Don Hamilton Person with pastoral care experience Attended

If a committee member has been marked as ‘Attended’ by mistake, you may change it back to
‘Pending’ by selecting the committee member and clicking ‘Unmark as Attended’.

Venue Invitation to Meeting Agenda & Minutes Discussion Board

Committee Member Position Select {§)
Ethan Danvers Chair Attended s
Joanna Sooyth Person with Professional Care Experience Pending

Unmark as Attended
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9.2 Adding the minutes to the agenda

Each text box that has been added to the agenda (when the agenda item is added) have the
basic formatting functions in it to tailor the text, these are located on the top of each box. You
can expand the minute’s section by pulling on the triangle on the lower right hand of the box. In
the border of the text box next to the triangle is the character count, there is a limit on the
number of words available in each text box (5000). You can type the information into each
item’s minute section. You can also paste text into the text box. Once you start typing or paste
text into the box it will tell you the number of words added. Please use this guide as you will get
an error message if you go over the limit.

Please remember to save your work on a regular basis by clicking ‘Save’. Once you have
updated the minutes click ‘Save’ before exiting.

Minutes o

B I U ® Q|l= := e

Words: 0/5000

Each standard agenda item (Attendees, Apologies, Members with Conflict of Interest, Minutes
of Previous Meeting, Business Arising from Previous Minutes) has a Minutes text box attached
to it. The exception to this is Attachments (Non Project Specific) which is only for attaching
documents to the agenda/minutes.

Click on the tooltips to read more information about the section or field to be completed.

Detall any business arsing from the previous meating minutes that ane not elsewhens in e
= Buslness Arlsing from Previeus Minutes agenda
Minutes (7]
B r u L= 0= = 4=

Expand this field by clicking on the plus sign [+]. In the example below, under Attendees, the
‘Minutes’ field allows for all attendees that are not committee members to be listed.

[=] Attendees

Committee Member @ Position

Person with Professional

Joanna Smyth ’
Care Experience

Ethan Danvers Chair
EMinutes 0
B I U @ | « Q|| == 2=

Attendees that are not committee members:

+ John Smith
« Jane Doe

body wul li Waords: 10/5000

A

For minutes related to a project, minute the committee's review of the project. The following
headings are recommended:
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Research merit and integrity (aims, outcomes and conduct);

Justice (recruitment, unfair burden, no exploitation, access to benefits);
Beneficence (benefits & risks of harm or discomfort);

Respect (privacy, confidentiality and consent);

Recommendation.

The information that is entered into the minutes against a project will appear in both the review
assessment (not editable) and the letter to the CPI (fully editable).

————————————————————————————————————————————
=1 Items for Review
=] Mew applications o
iq I='r|::j.5-:'_|: Title L ¥ .::j.g-.::l; Type
BGSOODO0I005d A Rardomized, Bulticenter, Open-  Henry amberbey Resaarch Wip
Label, Phase 3 Study of
Acalabrutinik: (WCF-196) Versus
Irreestigators Choice of Eithe
Idelalisie Plus Rituximab or
Bendamustine Flus Ritusdmaks in
Subjects with Belapsed o Rafraciony
-t el : T
EMlinutes ] ]
I u & - Ql = =
.
Waiver of Consent
Mil Issues
Research merit and integrity (aims, cutcomes and conduect)
Dhaes the investigator consldes the plan to provide resuis o GFs suflicently rabust? s thars any
planned follow v with GPs 10 answa padicipants are recedving tha information, have nod passed
awany, and are s1ill patkents of that GF? Wil the nvesligabor sk 1o identdy any lamily members of e
parfizipant 1o whom the health information preduced this study may have imglicatiors? The Committsa
asks that the investigator provids clanficalion on thess palnis.
Has the investigabor conssdansd invalving Ganelic SBaervicas from the owset 85 opposed o simgly
refaming paricipants andior thair families o this organization? They may e abks 1o provide usaiul
advice on how Best b informn paricipants of the resuits. This 12 only & suggestan, Rowever the
irvestigalor should submit a response whelher they choose to take this suggestion or not.
Justice [recruitment, unfair burden, no explgitation, access to benefits)
Ml lzgues
Beneficencs [benelits & risks of harm or discomiont)
Mil Issues
Respect (privacy, confidentiality and consent)
Mil lzsues
RECOMMENDATION
The Commitiss recommeands apgroval of (he trial and its associaled waiver of consanl on recaipt of a
respongs 1o the above. The Delegate of the Chair s empowerad bo review and approve the changes
on behalf on the Commities.
-
i o Words: 214/5000

Click ‘Save’ found at the bottom of the screen to save any information entered, or ‘Cancel’ to
discard them
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The Chair can access the minutes through the calendar and review the minutes and make any
changes. The Chair can also save the changes they make by clicking ‘Save’. The minutes can
be printed at any time by clicking the ‘Print’ button.

10. Print applications, agenda and minutes of the meeting

The RGS holds all forms and documents as well as the agenda and minutes of the meeting in a
softcopy (electronic) state. As an EEO you can print any of these as long as you have access
to them.

Venue Invitation to Meeting Agenda & Minutes Discussion Board

[+] Attendees Add
[=] Apologies Remaowve
[+] Members with Conflict of Interest Edit

[#] Minutes of Previous Meeting I Print

[+] Business Arising from Previous Minutes

[#] Items for Review

[*] Attachments (Non Project Specific) 0

Save Cancel

10.1 Print project application forms and documents
If any of the committee members require a hardcopy of the forms and documents of the project
under review these can be printed from RGS.

To print the applications, you must be in Forms & Documents tab in a project’'s workspace. To
get to this tab, you can either go by the My Projects screen:

RGS0000000054

Project Title My Role

& Randomized, Multicenter, Open-Label, Phase 3 Study of Acalabrutinib (ACP-196) Versus
Irvestigater's Choice of Either Idelalisib Plus Rituximab or Bendamustine Plus Rituximab in EEC, RGO
Subjects with Relapsed or Refractory Chronic Lymphocytic Leukemia

Research Governance Service (RGS) EEO User Guide October 2018 v3.0 Page 32 of 56



Or by clicking the embedded link in the PRN within the Agenda and Minutes tab of a committee
meeting:

Venue Invitation to Meeting Agenda & Minutes Discussion Board

El Attendees

[*] Apologies Remaove

[*] Members with Conflict of Interest Edit

[*] Minutes of Previous Meeting
[*] Business Arising from Previous Minutes
[=] Items for Review

=] New Applications i ]

Project Title

A Randomized, Multicenter, Open-  Henry Amberley Ressarch Miew
Label, Phase 3 Study of
#calabrutinib (&CP-196) Versus
Investigators Chaoice of Either
Idelalisib Plus Rituximab or
Bendamustine Plus Rituximab in
Subjects with Relapsed or Refractory
Chronic Lymphocytic Leukemia

EMinutes i ]
[*] Other Business

[#] Attachments (Mon Project Specific) o

It is assumed that the project has been added to the meeting. Refer to Manager a meeting
agenda for the detailed steps.

While in the project's workspace, click on the Forms & Documents tab.

Comments Letters Publications sSummany Timeline

History Admiisration

You may click 'Print" within the project workspace's Forms & Documents tab after selecting a
form or document:

Form Mame Versi tatus Locked By Updated By  Select

WA Heaith Ethics Application Form (WAHEAF) 10 Completed Liza Laya

LY

Add Remove Authonse r | Print

Or within the form itself:

Next > > I Print I
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A print preview of the form or document will be shown on a separate tab within your web
browser.

Follow the appropriate instructions for your browser's 'Print’ feature to print the webpage. If you
cannot find the instructions for your specific version or browser, search your browser's Help
menu for "print a page".

10.2 Print Agenda and Minutes of a meeting

Click on a meeting in the Meeting Calendar page. Go to the Agenda and Minutes tab of the
committee meeting.

Venue Invitation to Meeting Agenda & Minutes Discussion Board

— Add
[+] Attendees

[ Remove
[*] Apologies e
[#] Members with Conflict of Interest Edit

+] Minutes of Previous Meeting Print |

+] Business Arising from Previous Minutes
=] Items for Review

=] Mew Applications o

@ Project Title Project Type Forms & Select (§)

Docs @@

RGS0000000054 A Randomized, Mulbcenter, Open-  Henry Amberley Research View
Label, Phase 3 Study of
Acalabrutinib (ACP-196) Versus
Investigator's Chaice of Erther
Idelalisib Plus Rituximab or
Eendamustine Plus Rituximab im
Subjects with Relapsed or Refractory
Chronic Lymphocytic Leukemia

[FAMinutes 0

+] Other Business

+] Attachments (Mon Project Specific) o

A print preview of the agenda and minutes page including the committee meeting's header and
venue details will be shown on a separate tab within your web browser.

Follow the appropriate instructions for your browser's 'Print' feature to print the webpage. If you
cannot find the instructions for your specific version or browser, search your browser's Help
menu for "print a page".
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11. Manage committee review and approval, including letters

You can access the individual projects through My Projects (the menu on the left-hand side of
the screen) or if you are in the meeting agenda/minutes by clicking on the project number.

11.1 Provide review assessment

After the meeting minutes have been reviewed by the Chair you can finish the review and notify
the CPI of the outcome. To do this go the Authorisation tab, which is under the Administration
tab in the project workspace.

Bl [ rimeie

Select the Authorisation tab. You are now in the same screen that you would have used if you
added the project to a meeting. Click on the Meeting ID and the ‘Provide Review Assessment —
Forms & Documents’ screen will appear. This screen will only appear after the meeting has
past.

PRN: RGSO000000007 Project status: Active Lead HREC approval status: Pending
Project type: Research short tithe:

Protocol number:  BCTI65 ACTORYM: CPE Henry amberley

External HREC ref: Mone Lead HREC: Sir Charles Gairdner Osbome Park Health Care Group HREC [EC002T1)

" e | Smmay | rojec e

= e s e |

Validation Ethics Governance Files & Documents Comments Authorisation Fees

[=] Application

=] Ethect Approval

Add Project to Meeting

[=] Sir Chares Gairdner Ozbasme Park Health Care Group HREC [ECDD2T1)

MTG:

SCGOPHLG

&
CHMROOOD0000T | HREC HREC 22082018 DEmSfor Mew Pending Under o 092016
Resaew Applications Review

Seplembser
Meeting

A Site Authansabon

[*] Moniatoring

The Provide Review Assessment screen enables you to provide more detail to the project’s
forms and documents. There are three sections to this screen.

e The first section is the forms and documents where you can give each one its own
assessment.

e The middle section is the Meeting Notes (for letter) this is the minutes of meeting of that
project so you don’t have to refer back to the minutes for the Committee’s review and
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decision. These Meeting Notes are not editable however when they appear in the letter to
the CPI there are.

e The last section is General Comments (for EEOs only) where you can leave a comment that
is only visible to other EEOs from the same Ethics Office. This is useful if you need any
reminders about the project that you or the other EEOs need to know.

230 SC recomanended

Words: 37000

General Comments. (For EE0s only a0

WWordsc D000 il

A~
: iz, Multsoenter, Oparr-Laba, Phass 3 Study of Acalabratinib [ACP-196] Vers: L] b
Cuarrend Status Beiegrisie AT i
— [T ey B Aseamiend i
#uurs Master Participant Iriformat J 1 100 5C recomemended Flease srect.. ¥
Artrahs Miter Participant InSarmateon and Cordent Form Gensticd  1L00 SC recommended Plegie telect. ¥
t 100 SC recommnded Pl hect_ ®
mvestagator Brechure Acalabrutinit 1100 SC recomemended Fleate welect. ¥
b tegator £ I 2000 5C recommended L fect ™
Irvestagator Brochure Ribuamat fE SC resomangnded Pleaie felect. *
L 11 1 5
You will need to provide an assessment for every individual forms and documents submitted for

review. You may click on the embedded link in the name to open the form or download the
document if you need to sight it. The document version is also provided.

The Current Status show the status of the forms and document prior to the meeting in the view
below it shows that the project was recommended for HREC review by the Subcommittee. If
there has not been a subcommittee review then the forms and document will have the status of
valid.

Currertt Statun, Furysrwm Assesurminid

Currertt Statun Furysiw Astseument
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The options for the review assessment are:

e Additional Information Required (AIR) — the committee have requested that there needs
to be changes made to the form or documents. If this assessment is given to a form, a new
version of the form will be placed in the Active section of the Forms and Documents tab. If
this assessment is given to a document a placeholder will be created in the Active section of
the Forms and Documents the CPI already has the document that they uploaded so it
doesn’t need to be provided to them.

e Under Review - if there doesn’t need to be any additional information provided to a form but
a document has been given the status of AIR then the form should be given the status of
Under Review. This is to allow for the resubmission of the document through RGS.

e Noted - if the document was submitted and provided information only and is not part of the
research documents (e.g. reply to HREC queries, tracked changes documents) then it can
be given the assessment of Noted and will not be included in the list on the letter.

e Approved — if a document has been approved by the Committee it can be given that review
assessment even if there are other documents or forms that do not have that status. A form
should not be given that status unless all the documents have been approved.

e Not Approved — this should only be used if a Committee has decided that the document
should not be used in the research project as no placeholder will be created for it and it is
the stop point for the document. This should only be used for a form if the Committee has
decided that the project will never gain approval from the Committee as it can never be
resubmitted to that Committee.

If the review assessment is from a subcommittee of a HREC then the options are:

¢ AIR — additional information is required to be provided by the CPI. This doesn’t prevent the
ethics submission being put on the HREC’s agenda.

e Under Review — this works the same as it does for the HREC and allows for the
resubmission of the document/s through RGS to the subcommittee while maintaining the
form for further review, this status can also be assigned to a document for the same
purpose.

e SC Recommended - if the subcommittee has no issues or concerns for a form or
document. It can be given this review assessment even if there are other documents that
are given the status of AIR or Under Review.

Meeting Notes - The minutes from the meeting have been populated from the meeting. Hence,
there is no need to refer back to the minutes for the Committee's decision. This information will
then automatically populate the letters, where it can be edited before being sent to the CPI.

General Comments — Provide a comment that is viewable only by other EEOs from the same
Ethics Office. This is useful if you need any reminders about the project that you or the other
EEOs need to know.

Once the review assessment has been decided and you have added any comments for yourself
or other EEOs in your office you can press the ‘Next’ button. This button will only become
available after the review assessments have been given for each form and document reviewed
at the meeting.

Research Governance Service (RGS) EEO User Guide October 2018 v3.0 Page 37 of 56



11.2 Provide the Committee’s decision
The next screen will provide the overall assessment of the project by the Committee.

The Committee approval decision is the overall review decision by the committee the options
are:

¢ AIR - if the Review Assessment on the previous screen was AIR for the form or any
document then the Committee approval decision will default to AIR. This decision would be
used if the Committee has given in principle approval to a project subject to clarification by
the CPI and/or changes in the project’s documents.

e Approved — if the Committee’s decision was to approve the project with no further
communication with the CPI required this should be selected, it can only be assigned if the
Review Assessment against the form and documents is either Approved (for the HREC or
Alternate Review Committee) or SC Recommended (for the subcommittee). When this is a
decision of the Subcommittee then the bottom half of the screen will not appear and the risk
type and the approval decision date will only need to be completed.

e Not Approved — this should only be selected if the Committee’s decision was that the
project should not be conducted and will not be resubmitted to the Committee. All forms and
documents should have been marked as not approved in the previous screen before it is
selected in this screen. This option ceases the review process and the project will have the
status of not approved.

Provide Review Assessment B ox
PRN: RG50000000054 Meeting ID: CMRO000000086 A
Project: A Randomized, Multicenter, Open-Label, Phase 3 Study of Acalabrutinib (ACP-196) Versus Investigator's Choice of Either Idelalisib
Plus Rituximak or Bendamustine Plus Rituximab in Subjects with Relapsed or Refractory Chronic Lymphocytic Leukemia
Committee Approved v
approval
decision:*

Risk type as per More than low risk r
committee
assessment:”
If Approved / Mot Approved by Committee
Approval decision | 17/11,2016 m
date:
If Approved by HREC or Alternate Review Committee
Approval expiry 17/11/2019 &
date:
Progress report 17/11/2017 E'
due date:
If Approved
Project specific oy S
conditions for BTl = | « Q= =
approval:
\
body Words: 0/5000 4
Note: Please remember to complete the Ethics tab, under Administration, to document compenents of your ethics review.
‘ Previous ‘ Save ‘ ‘ Finish ‘ ‘ Cancel ‘
v
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Risk Type - The ‘Risk type as per committee assessment’ this defaults to the risk assessment
given by the CPI in their submission. If the Committee decides this is not the correct
assessment then it can be changed here e.g. if the CPI has given a risk assessment of
negligible or low risk and the committee has assess the risk as higher than that. The CPI will
have to be informed of the change and requested to update the Project Details tab accordingly.
The CPI's original assessment will be retained in the previous submitted forms and documents.

Approval decision date - You will then have to complete the fields regarding the approval
decision (this is the date the committee approved the project not the date you are completing
the information).

If this review assessment is from a subcommittee meeting then the fields below will not appear.

Approval expiry date — If the approval is from either Alternate Review or the HREC then you
will need to enter the approval expiry date.

Progress report due date — the progress reports are usually provided annually but you can
request them for a shorter period if the HREC has requested it from the CPIl. The progress
report is then required for each site on the same date regardless of when that site receives site
authorisation.

Project specific conditions for approval - If there are any specific conditions that the
Committee has decided that the project should be conducted under they should be entered in
this field. These are not the standard conditions that each project is subject to but one that is
specific to this project. An example of this would be is a waiver of consent is granted for the
project. Entering the text of that specific condition or condition. This text will populate the letter
and will also appear in the project workspace on the ‘Summary’ tab. The standard ‘Conditions
of Ethics Approval for a Research Project’ that accompany the approval letter should not be
entered here as they are already a part of the approval letter.

If all the information is not available when you first go to this screen you can press ‘Save’ and
exit the screen. You can return to the ‘Provide Review Assessment’ screen at a later date to
complete it.

Once all the information is completed, press the ‘Finish’ button.

This message will appear. Please make sure all information in the assessment is correct before
proceeding.

Message from webpage [ﬁ]

@% The Review Assessment for each form / document and the Comittee

'9" Approval Decision selected will be considered FINAL and cannot be
madified unless a request is sent to the RGS Administrator. Please click
OK to proceed.

OK l | Cancel

e

Click ‘Okay’ to finish or ‘Cancel’ to return to the assessment screen.

Mote: Please remember to complete the Ethics tab, under Administration, fo document components of vour ethics review.

Please remember to complete the information under the Ethics tab related to the project. This
information is required for various reports related to the project, the HREC and the organisation.
You can go to the Ethics tab after you have finished with the review.

After you click ‘Okay’ you will be taken back to the Authorisation tab under the Administration
tab. You will see that the meeting status is now completed.
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S Committes Status
Meeting D Serrens 3 Approval  Status Change

Type SUBCEROY  pecision Date

SCGOPHCG items

4 11 /M146 I~ - A p— " oavernd SEMY IVE
17/11/2016 for Approved | Completed] 167112016 1

apphcatons

CMRO000000086  HREC HREC

11.3 Complete the Ethics Tab

The Ethics tab contains information that is required for various state and national reports. It
also is where the approval information is taken from to populate the project workspace. After
you have completed the HREC’s assessment of the project to either approved or not approved
the information can be entered into this tab. Some of the information can be entered during the
review process if it is available however it is an EEQ’s responsibility to ensure the information is
entered for each project so that reporting requirements can be met.

Validation Authorisation Comments Ethics Governance Files & Documents Fees

[=] Lead HREC: Children and Adolescent Health Service Human Research Ethics Committee (EC00268)
Project Ethics Approval

Project Timeframe, Participants and Funding

Reason for =60 Day Review Yes & No

AHEC Requirements

There are four sections for each HREC as see above. Not all of the information will be available
at the point of approval and there are no mandatory fields.
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Project Ethics Approval

For the Project ethics approval status to be up dated in the Project Header you will need to
complete the information in the first section Project Ethics Approval.

[=] Project Ethics Approval

Project ethics approval status: Approved -
Project ethics decision date: 11/01/2018 D
Project ethics decision — — - €
comment: B I U \E ﬂ = am -E
‘Words: /6000

|

[=] HREC Approval History

Project Ethics Project Ethics Decision Project Ethics Decision Commemnts

Approval Status Date

Under Review 027032017

Approved 11/01/2018

Risk type: Low risk v
Approval expiry date: 11012023 |ER)

Specific conditions of approval:

B I U (& | = i= &

\Words: /6000 d

Progress report due date: 11/01/2019 D
Progress report comment: = -
B I U = Al FS—= <=
‘Words: /6000 4
Annual Safety Report due date: D

The following fields needs to be updated

e Project ethics approval status this can be updated during the review process to Under
Review and once the final decision has been made it can be updated to Approved or Not
Approved. The HREC Approval History will show the changes.

¢ Project ethics decision date this is the date the decision was made not the date the review
assessment was completed (e.g. the HREC meeting date, the HREC Ad Hoc meeting date
or the Alternative Review meeting date).

e Project ethics decision comment this is for any general information about the project that you
want other EEOs from your office to know about the project.
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e Risktype: this is the risk type that the HREC has agreed on that might not be the same as
the investigator had nominated.

e Approval expiry date needs to show the expiry date of the approval

e Specific conditions of approval this is not the general conditions of approval that are included
in the approval letter, these are the conditions specific to this project, if a Waiver of Consent
is granted for the project for some or all of the participants it should be detailed here.

e Progress report due date is the date the progress report is due. This is usually on the
anniversary of the approval date but the HREC may have requested a shorter time frame for
reporting.

e Progress report comment if a shorter time frame for the reporting is required the reasons can
be documented here.

¢ Annual Safety Report due date is related to clinical trials and is the date that the report is
due. This would be the reporting cycle of the trial and is unlikely to relate to the Progress
Report date.

Remember to save regularly when entering this information.

Project Timeframe, Participants and Funding

Apart from the expected funding (which will be in the WAHEAF, but not available if the HREA is
used). This information will only be available as the as the project progresses and from the
progress reports.

[=] Project Timeframe, Participants and Funding
Actual start date ick|
Actual finish date sk

Actuzal participant numbers

Recruitment status Please select., ¥
Expected funding §
Actual funding %

Reason for >60 Day Review

When a HREC review takes longer than 60 calendar days (with stop clock), the information can
be entered in this field. This will then be available for reports. To enable this section click the
circle next to the ‘Yes'.

[=] Réason for >60 Day Review

Yes ® No
Reason for =60 day review:

Words: 0/5000 4

AHEC Requirements

The next section relates to the HREC that has approved (or not approved) the project. It
includes the information that is required for reporting to AHEC. If both a Lead HREC and a
Specialist HREC have reviewed project then each are given a section as each HREC will be
required to provide their own report.
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If any of the sections are relevant to the project you click the circle next to ‘Yes’. The sections
become active clicking on the plus sign will then expand the section. You can then enter the
information related to that section.

Validation Ethics Governance Files & Documents Comments Authorisation Fees

Jurisdiction:*
Project Specific
[=] Sir Charles Gairdner Oshorne Park Health Care Group Human Research Ethics Committee (EC00271)

[=] AHEC Requirements

Privacy Yes @ No
Section 95 Yes @ No
Section 95A Yes = No
Data Retention Yes ® No
Aboriginal People Yes ® No
Data Linkage Yes ® No
Save Cancel

11.4 Complete the Ethics Tab for External HREC

This section currently would only apply to the EEOs working for the Ethics Office that is
associated with the Department of Health WA HREC.

The National Mutual Acceptance (NMA) means that sites within WA Health can accept the
ethics approval of certified HRECs where their sponsoring institution is also part of NMA. This
doesn’t negate the need for Specialist HREC review if data linkage is involved in the project. If
a project has both an External Lead HREC and Additional HREC (Specialist), then the EEO for
the Specialist HREC will have to complete the information in the EEO tab related to the External
HREC.

When you go to the Ethics tab you will see there are two HREC listed, these can be expanded
by clicking on the plus sign next to the name.

Validation Authorisation Comments Ethics Governance Files & Documents Fees

Lead HREC: Alfred Hospital Ethics Committee (EC00315) St i e

Specialist HREC: Department of Health WA Human Research Ethics Committee (EC00422)

Copy from Other Committee

The external HREC doesn’t have as much information as the WA Heath HRECs as there are no
reporting requirements related to AHEC. The information should be in the HREC approval letter
that is included with the submission. It is important to update this information so that it updates
the Project Header and Summary pages. The Progress Reports date is always based on the
Lead HREC approval date. The reason for this is so that the report is not based on different
approval dates.
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11.5 Letter to the CPI

Once the Review Assessment has been completed you can now create a letter to the CPI
informing them of the committees review. Go to the letters tab and on the Draft tab press the
‘Add Letter’ button. You can create multiple letter from a single review assessment.

"~ Venber | Prosctorme | form & owmens
ot Putcton

Reports Administration

Draft l Sent

[*] Applications

[*] Monitoring

Add Letter

To generate a letter you need to complete the mandatory fields on the Add Letter screen. This
screen is used by both EEOs and RGOs. The ‘Category’ of the letter will be ethics approval as
all the letter templates associated to an ethics review are under this category. Once this is
selected you will need to select the ‘Reviewing HREC'.

Add Letter =
PRM: RGS0000000024
Project title: A Randomized, Multicenter, Open-Label, Phase 2 Study of Acalabrutinib (ACP-196) Versus

Investigator's Choice of Either Idelalisib Flus Rituximab or Bendamustine Plus Rituximab in Subjects with Relapsed or
Refractory Chronic Lymphecytic Leukemia

Select Letter

Category:* ‘ Ethics approval v ‘

Reviewing HREC:" ‘ Sir Charles Gairdner Osborne Park Health Care Group Human Research Ethics ¥ ‘

Letter type:” ‘ Ethics approved - HREC v ‘

Letter name:* 161117_Sir Charles Gairdner Osborne Fark Health Care Group Human Research Ethics Committee
(EC00271)_Ethics approved - HREC

Letter status:” Pending

Select Committee Meeting

Committee Meeting Committee Approval

Meeting ID Title .
e Y Date Decision

CMROOO000008S > CGOPHCG HREC November HREC 17/11/2016 Approved O
Meeting
Add Letter Cancel

The ‘Letter Type’ will be dependent on the Committees decision. The options available are:

e Ethics AIR — Alternative Review — to be used if you are requesting additional information,
from the CPI, as a result of the review conducted by the Alternative Review committee.
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e Ethics AIR — HREC - to be used if you are requesting additional information, from the CPI,
as a result of the review conducted by the HREC.

e Ethics AIR — Subcommittee — to be used if you are requesting additional information, from
the CPI, as a result of the review conducted by the Subcommittee of the HREC.

e Ethics approved — alternative review — this letter is to notify the CPI that the project has
been approved under the HREC alternative review, it will list the sites under the approval,
the documents approved for use and if there are any special conditions specific to the
project.

e Ethics Approved — HREC - this letter is to notify the CPI that the HREC approved of the
project, the sites under the approval, the documents approved for use and if there are any
special conditions specific to the project.

e Ethics Approved — Subcommittee — this letter is to notify the CPI that the subcommittee
recommended the project and it has been forwarded to the HREC for review.

e Ethics Not Approved — HREC - this letter is to notify the CPI that the HREC has not
approved the project and it cannot be resubmitted to the HREC for any future review.

e Ethics not approved — Subcommittee — this letter is to notify the CPI that the project has
not been approved at a subcommittee level and it cannot be resubmitted again.

Select the most appropriate template, you cannot select a letter that is contrary to the
Committees decision i.e. the Ethics Approved — HREC cannot be created if the Committees
decision is AIR. Select the meeting the letter is related to and press ‘Add Letter’.

The ‘Draft’ tab is only visible to EEOs and RGOs. The letter you created is now in the ‘Draft’ tab
tick the box under ‘Select’ and the ‘View’, ‘Edit’ and ‘Remove’ buttons will be enabled. If you
click ‘View’ you will only see a preview of what the letter looks like. Click ‘Edit’ and you will be
able to edit the content of the letter. Click ‘Remove’ to delete the letter, once deleted the letter
cannot be recovered and a new letter will have to be created.

Draft Sent

[=] Applications

[=] Ethics Approval

u
Letter Mame Letter Type él?damd Select
¥
161028_5ir Charles Gairdner Osborne Park Health Care Group Human Ethics approved  In Liza lava 7
Research Ethics Committee (EC00271)_Ethics Approved - HREC - HREC progress =
View Edit Remove

Clicking ‘Edit’ will bring up the draft letter. It has the same functionality as any text box in the
RGS. You can also expand it using the triangle at the base of the box. Once the letter has
been edited you can click ‘Save & Close’ the letter and you can go back and make further edits.

Remember to click ‘Save’ on a regular basis to ensure that any changes are saved. If you have
made a change that you don’t want to keep click ‘Cancel’ and it will close the letter and only
retain the copy that you last saved.
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If the letter is approving the project it will also list all the documents that have an approved
status. The document name, version and version date are all taken from the information that
the CPI/CPI Delegate provided when uploading the documents. This information is fully
editable and if an approved document does not need to be listed (e.g. the HREA) then you can
remove the row by right clicking in the row and in the pop up window select Row and delete.

The approved documents include:

Document Version Version Date
Master PICF 1.00 01/07/2016
Protocol 1.00 30/07,/2016
Poster 1.00 30/07,2016
FSH Poster 1.00 18/12/2016
FSH Poster 2 1.00 19/12/2016

Ethics Approved - HREC
B I U 5 W E Q= = 4
~
ﬁ, Department of
la Health
Sir Charles Gairdner Osborne Park Health Care Group HREC
2nd Floor A Block
Hospital Avenue
Nedlands WA 6009
30 September 2016
Dr Henry Amberley
Ground Floor G Block
Hospital Avenue
Nedlands WA 6009
Dear Dr Amberley
PRN: RGS0000000003
Project Title: A pilot investigation into the early adjunctive use of virtual game therapy and the effects on patient motivation, pain
management, coping behaviour and mobility of patients with burns
Protocol Number: GT123
Thank you for submitting the above research project for ethical review. This project was considered by the Sir Charles Gairdner
Osborne Park Health Care Group HREC at its meeting held on 29 September 2016. v
Paragraphs: 23, Words: 397 Y
Please attach a signed copy, as the letter requires a signature
Attach Signed Copy
Send to Project Print Save Save & Close Cancel
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The following options are available by clicking on the following buttons:

e Send to Project - this allows you to email the letter and the attachment (if applicable) to the
CPI. It will move to the Sent tab and is no longer editable. Do not send it to the project yet if
you also intend to attach a signed copy of the letter.

e Print - this allows you to print the letter and obtain a wet signature and then attach this
signed copy to the draft letter. Select ‘Print’ and the letter will come up in a separate window.

Right click and select ‘Print’ or ‘Print Preview’. In print preview you can adjust the margins

in the letter if required prior to printing Press the print icon = which will give you the
option of printers (if you have PDF software on your computer it will also give you that
option). Once printed close the window.

e Save - this saves any changes made to the letter during your editing. Remember to save
frequently. Save & Close allows you to return to the letter later.
e Cancel - this discards any changes made to the letter.

Attach a Signed Copy
Click ‘Attach Signed Copy’ and the ‘Upload Project Letter’ launches.

Please attach a signed copy, as the letter requires a signature

Attach Signed Copy

Click ‘Browse’ to locate the document on your PC and the ‘Upload’ to attach it to the letter. Only
PDF documents can be uploaded.

Upload Project Letter

I Browse... Upload

Once you have attached a document. The ‘View Signed Copy’ button is enabled and you can
view the attached signed letter.

Words: 212/5000 4

Attach Signed Copy View Signed Copy

Click ‘Send to Project’ and the CPI will receive an email with the authorisation letter in the body
of the email and the signed copy as an attachment. The letter is now in the Sent tab in the
Letters tab. Project Members can select the letter and click ‘View’ to see it.
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You can then view the signed copy to ensure it is correct. The last step is to click ‘Send to
Project’ the CPI will receive an email with the approval letter in the body of the email. If there is
a scanned copy of the letter this will also be attached to the email.

Draft Sent

[=] Applications
[=] Ethics Approval

Updated

By Select

Letter Name Letter Type  Status
Ethics

approved -  Submitted
HREC

161010 _Sir Charles Gairdner Osborne Park Health Care Group Human Research
Ethics Committee (EC00271)_Ethics Approved - HREC

View

Site Authorisation

Diana
Forster

Monitoring

The letter is now available in the Sent tab (though this tab is labelled Received in the CPI’'s
view).

12. Upload Files & Documents

To ensure all correspondence related to the project is saved in the one location, EEOs with
access to the project workspace can upload documentation related to the ethics review e.g.
email, in the ‘Documents’ section of the Files & Documents tab. If there is a hard copy file
associated with the project, its location can also be recorded in the ‘Files’ section of the Files &
Documents tab.

Note: EEOs also have the ability to attach documents in the Forms & Documents tab if they
wanted to upload a document for the Project Members. Refer to Help Wiki: Upload supporting
documents.

Reports History Administration
Validation Ethics Governance Files & Documents Comments Authorisation Fees

Applications

Maonitoring

Documents

Applications

Maonitoring

12.1 Files

After the migration there will be a number of project that will be migrated that will still be active
projects. If these projects have hardcopy or softcopy files their location can be entered into
RGS for future reference.

In the project workspace, click on the Administration tab and then click on the Files &
Documents tab.
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In the Files section, click ‘Add’.

=l Applications

Ethics Approval

[=] Site Authorisation

Add

The ‘Add File’ screen will launch. Complete the details (refer to the tooltips provided) and click
‘Save’ to save changes or ‘Close’ to discard any changes made. If you select Other for the files
location you can enter the Specific location details, this is where you can put the physical
location if it is a hardcopy or if the documents are retained in softcopy the location of the folder

can be added.

Add File

PRM:

Project title:

HREC:
File number:
File created date:

File closed date:

File location:

Specific location
details:

File status:

File archived date:

RGS0000000009

Evaluation of an early multidisciplinary group intervention to improve

communicative ability and psychosocial adjustment following traumatic brain injury

| Sir Charles Gairdner Osborne Park Health Care Group Human Res: * |

| 2014-152 |

| COther

SCGOPHCG Ethics Office or

Save

Close

Note: If the file is kept at an off-site storage facility so you should also record its box number in

case it needs to be retrieved at a future date.
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The file location will be displayed against the associated site and Ethics Office. Once saved you
can access the information by ticking the box under ‘Select’ and you can view, edit or remove.

[=] Applications

[=] Ethics Approval

[=] sir Charles Gairdner Osborne Park Health Care Group Human Research Ethics Committee (EC00271)

File Ne. File Location File Status Updated By Select
2014-152 Other Open Diana Forster |
View Add Edit Remave

12.2 Documents

In the project workspace, click on the Administration tab and then click on the Files &
Documents tab. In the Documents section, click ‘Add’.

[=] Applications

[=] Ethics Approval

=

The ‘Add Document’ screen will launch. Complete the details (refer to the tooltips provided) and
click ‘Save’ to save changes or ‘Close’ to discard any changes made. You have the ability to
nominate where a hard copy is located or upload a soft copy (e.g. external review from
requested by the HREC).

O X
Add Document

PRN: RGS50000000009

Project title: Evaluation of an early multidisciplinary group intervention to improve communicative ability
and psychosccial adjustment following traumatic brain injury

HREC:* 0

| Sir Charles Gairdner Osborne Park Health Care Group Human Research Ethics Committee (EC00271) * |

Document Details

Document Ethics Approval

category:

Document type:® | Peer Review M | o
Document name:” | External Review by Dr What | 0

Status: Pending

Update Document Details

Is this a hard copy (paper) or soft copy (electronic) document? Soft copy (electronic) ¥

Upload Soft Copy (Electronic) File

Select file:* | Choose file | Review from Dr What.pdf |

Save H Close |
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The document will be displayed against the associated site and Ethics Office. Select the
document to view, edit or remove.

[=] Applications
[=] Ethics Approval

[=] sir Charles Gairdner Osborne Park Health Care Group Human Research Ethics Committee (EC00271)

DocIlD Document Name Version Attached By Date Attached Status Select
2 External Review by Dr What .00 Diana Forster 23/02/2017 Attached
Add

13. Add a Comment

EEOs within an Ethics Office have the ability to post comments on the project that are only
visible to EEOs within their office and the RGS Administrator.

In the project workspace, click on the Administration tab and then click on the Comments tab.
Click ‘Add Comment’.

Validation Ethics Governance Files & Documents Comments Authorisation Fees

Applications

Monitoring

Add Comment

The ‘Add Comment’ screen will launch. Complete the details (refer to the tooltips provided) and
click ‘Save’ to save changes or ‘Cancel’ to discard any changes made.

| x
Add Comment
Title:* Approval Delay B
Category:" Ethics Approval r
Site(s): Fiona Stanley Hospital % | | Royal Perth Hospital X
Sir Charles Gairdner Hospital ¥
Description:” e ]
P B I ul G« ~|Q]= =
There has been a delay in the approval of the project as the Sponsar has
not responded to the CPI's request to provide additional information the
the HREL has requested|
body Wiords: 34}4'5{}0{}‘
| Save ‘ ‘ Cancel ‘
L
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The comment will be displayed against the associated site and Ethics Office. The RGS
Administrator has the ability to remove any inappropriate comments. To remove a comment,
click the ‘red cross’.

Validation Ethics Governance Files & Documents Comments Authorisation Fees

[=] Applications
[=] Ethics Approval
[=] Fiona Stanley Hospital, Royal Perth Hospital, Sir Charles Gairdner Hospital

Approval Delay [ x|
23/02/2017, 12:17 PM

Diana Forster

There has been a delay in the approval of the project as the Sponsor has not responded to the
CPI's request to provide additional information the the HREC has requested

14. Manage Fees

The Ethics Offices can manage fees related to the committee’s review in the Fees tab. In the
project workspace, click on the Administration tab and then click on the Fees tab. Click ‘Add’.

Validation Ethics Governance Files & Documents Comments Authorisation Fees

Total Invoiced Fees: i ] Total Paid Fees: (i ] Shortfall (or Surplus):

$0.00 $0.00 $0.00

The ‘Add fee’ screen will launch. Select ‘HREC’ and the committee name, then Fee type (new
application or amendment) and Status. The status chosen will affect the remainder of the
sections that should be completed, this should be updated as required (e.g. when a payment is
received). Complete the remaining ‘Fee Details’ (refer to the tooltips provided).

O x
Add Fee
. ~
PRN: RGS0000000011
Project: A prospective Phase I study to evaluate alterations in molecular biomarkers in HER2-positive metastatic breast cancer together
with assessment of trasholuzumab use beyond progression after initial exposure to trasholuzumab-taxane based treatment

HREC: |Sir Charles Gairdner Osborne Park Health Care Group Human Research Ethics Committee (EC00271) v

Fee type:

Ethics or Governance
’7 ® HREC RGO i ]

New application Li ] Status: Invoiced r L]

—Invoice Details

Invoice number:

Invoice sent to HCMN:

Cost Centre

015432

ABC123

01/12/2016

Account Code

00123

Purchase order number: 0

Amount Bx-GST

§ 3,000.00

@ GsT?

Yes

@ Total Invoiced Amount

|8 3300.00

— Payment Received

Date Received

Amount Ex-GST

Total Paid Amount

Comments:

B I U @ | « Q

The HCN form has been sent

body

Words: &/5000 4
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Scroll down the screen and complete the ‘Funder Details’. Select the funder (i.e. from the
funders nominated in Project Details) and enter their contact details. Click ‘Save’ to save
changes or ‘Cancel’ to discard any changes made.

Funder organisation: Bristal-Myers Squibb Australia *

Funder contact person: lane Doe

Funder Contact Details

Phone (husiness): 08 9384 0258 Ext.

Email: Jane.Doe@bms.com.ay |

Save Cancel

W

The details regarding ‘Total Invoiced Fees’ and ‘Total Paid Fees’ will be displayed in the Fees
tab. Select a ‘Ethics’ fee to either view, edit or remove it.

Validation Ethics Governance Files & Documents Comments Authorisation Fees
[=] Total Invoiced Fees: 0 [g Total Paid Fees: @ [5 Shortfall {or Surplus):
$3,300.00 £0.00 %3.300.00
By Group By Group By Group
Ethics: 1 3,300.00 Ethics: 5 0.00 Ethics: 5 3,300.00
Governance: ! 0.00 Governance: 5 0.00 Governance: 5 0.00
By Fee Type By Fee Type By Fee Type
New application: s 3,300.00 New application: 5 0.00 MNew application: 5 3,300.00
Amendment fee: 5 0.00 Amendment fee: 5 0.00 Amendment fee: 5 0.00
[=] Ethics
Funder Funder Invoiced .
Mame Organistion Contact Fee Type Amount ex- p.ald Amount Status Status Change Select
ex-G5T Date
MName Person GST
Sir Charles
Gairdner
Qsborne Park
Health Care  Bristol-Myers New
Group Human  Squibb Jane Doe licati $3,000.00 Invoiced 23/02/2017 L
Research Australia application
Ethics
Committee
(ECO0Z71)

WView Add Edit Remove
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15. Monitoring (post approval)

The workflow for monitoring forms and documents is the same as for site authorisation. The
Monitoring tab has a different layout. The forms and documents for both the HREC and the RG
Offices are in the same place. For more information see the Help Wiki pages linked in the list
below.

The types of monitoring forms are

* Amendment

* Governance Only Amendment
+ Safety Report

* Progress Report

» Site Final Report

* Project Final Report

All monitoring submissions generate tasks.

Group Task Type Subject From Due Date |7 MNotes '3,

ally v T=

RGSOO00000087 Henry amberley 15/11/2018 G

The validation process for monitoring is the same as applications, however all completed
validations and review assessments are not visible unless you tick ‘View All Records’.

Validation Authorisation Commenits Ethics Governance Files & Documents Fees

Applications
[=] Monitoring

[=] Ethics Monitoring

[=] Sir Charles Gairdner Osborne Park Health Care Group Human Research Ethics Committee (EC00271)
View All Records [«

Submission Date Validation Date Status Time Elapsed (in days)
1186 02,/08/2018 03/08/2018 Completed 2
2231 12/11/2018 12/11/2018 Completed 1

15.1 Adding monitoring submission to a meeting

Adding a monitoring submission to a meeting is the same as for application only it is done under
the Monitoring section of the Authorisation tab.

Validation Authorisation Comments Ethics Governance Files & Documents Fees

Applications
[=] Monitaring

[=] Ethics Monitoring

Add Project to Meeting
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If you add two monitoring forms from the same project to the same meeting once you have
validated the second submission, go to the calendar and select the meeting and add the
submission from the agenda.

15.1 Items Approved Out Of Session

The monitoring workflow has an additional process; it can be reviewed and approved out of
session without the need to create an Ad hoc or Alternative Review meeting. The submission is
still validated. If during validation you decide the submission can be reviewed out of session,
you can complete validation (reviewing the form and document(s) at the same time. The
submission can be added to the next scheduled meeting under Items Approved Out of Session.

[=] Sir Charles Gairdner Oshorne Park Health Care Group Human Research Ethics Committee (EC00271)
View All Records #

Committee Meeting Related  Agenda Committee Status Review Time
Type Date Agenda  Subcategory Approval Completion Elapsed (in
Item Decision Date days)
CMROO0 MTG: SCOPH HREC 17/08/2018 Items Manitoring -  Approved Completed 03/08/2018 0
0003193 CG HREC Au approved Amendments
gust Meeting out of
session
CMR0O00 MTG: SCGOP HREC 20/11/2018 Iems Monitoring - Approved Completed 12/11/2018 0
0004234 HCG HREC N approved Amendments
ovember Me out of
eting session

Once it is added the form and all attached document will have the status of approved. The
letter for the submission then has to be created. The Ethics tab should always be updated
before any letters are created. If the submission was the Progress Report, or for the extension
of the approval expiry date, the appropriate field should be updated before the letter is created.

15.2 Amendment Forms

There are two types of amendment forms, the Amendment Form and the Governance Only
Amendment Form. The Amendment Form can be submitted to both the HREC and RG Office
(if there are no site specific documents related to the changes). The Governance Only
Amendment (GOA) Form is used when the changes are site specific. The Amendment Form
can’t be sent to the RG Office until it is approved by the HREC, nor is it available to be attached
to the GOA Form until it has been approved by the HREC.

15.3 Safety Report
The safety report is used to report to either the HREC or RG Office any safety issue. This form

IS not used to report a safety issue to a HREC outside WA Health, the reporting format that the
HREC has prescribed must be used. The form can be used to report the following:

e Serious Breach

¢ Significant Safety Issues (SSI)

e Sudden Unexpected Serious Adverse Reactions (SUSAR) or Unanticipated Serious Adverse
Device Effect (USADE)

¢ Annual Safety Report and/or Updated Investigator Brochure

This form can be submitted to either the HREC, RG Office(s) or both depending on what is
being reported. Due to the possible urgency of the report, if they are submitted to both the
HREC and the RG Office each can process the report at the same time. It is the CPI’s

responsibility to inform each site of the outcome of any safety report submission. After the
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review of the report and the letter is created and sent to the CPI, all project members will be
able to view the letter.

15.4 Progress Report

The minimum monitoring requirements for both HRECs and Research Governance are the
submission of a progress report annually. A HREC can request that a progress report is
submitted more regularly than annually. Both the Ethics and Governance tab have a progress
report due date, this is usually set on the anniversary date of the HREC approval so that only
one report has to be created and submitted, however if a condition of approval is that this
progress report is to be submitted more frequently, this date should be entered into the
Progress report due date field. The CPI and CPI Delegate will receive a reminder at a month
and a week prior to the report due date.

The progress report form can be submitted to the HREC and RG Office(s) at the same time and
the review process for HREC and the RG Offices are independent of each other. Once the form
has been reviewed and approved the Ethics tab should be updated with the new progress
report due date before the letter is created.

15.5 Final Reports

There are two types of final reports. A Site Final Report is used to close the project at a WA
Health site. Each site in a project has to be closed before the project itself can be closed, the
Project Final Report is not submitted until each WA Health site has been closed. The RG Office
does not receive the Project Final Report. Non WA Health site/s closures information are
included in the Project Final Report.

The Project Final Report is also completed if the project closed prior to the expected completion
date. The form is submitted to the Lead HREC and the Specialist HREC (if applicable). When
the form has been review and approved and the Ethics tab updated the letter should be created.
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