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Background to the National Clinical Trials Governance

Framework

« As of May 2023, all health services conducting clinical trials will be assessed against the National
Clinical Trials Governance Framework.

+ The assessments are aligned to the National Safety and Quality Health Service (NSQHS) Standards
accreditation surveys.

» Effective from July 2023, health services are subject to short notice accreditation assessments which
can occur at any time (with 24 hours' notice)

* This means clinical trial sites must be compliant with the Framework at all times.
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Background to the National Clinical Trials Governance

Framework

The purpose of the Framework is to ensure that clinical trials are conducted in a safe environment
and in a high-quality manner for improved health outcomes for patients and the community.

The Framework was introduced to ensure that the governance of clinical trials is integrated within a
health service’s corporate and governance system and embed clinical trials into practice.

. .
The Framework intersects with the NSQHS Standards, E—

[ i : leadershi
in particular: ﬁ leadership ﬂ

» Clinical Governance Standard
. . Safe environment J Patient safety
« Partnering with Consumers Standard for ihe Partnering _and quality
delivery of care with consumers lm[s);::eerl::nt

COMPONENT 3
Clinical
performance and

effectiveness
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Components of the National Clinical Trials Governance

Framework

1. Governance, leadership and culture — corporate and clinical trials governance systems are
established, and used to improve the safety and quality of clinical trial service provision for patients,
their carers and consumers

2. Patient safety and quality improvement systems — are established and used to manage and
improve patient safety in clinical trials.

3. Clinical performance and effectiveness — the workforce has the right qualifications, skills and
supervision to provide safe, high-quality clinical trial services to patients

4. Safe environment for the delivery of care — the environment in which clinical trials are conducted, is
safe and promotes high-quality clinical trials to patients
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Components of the National Clinical Trials Governance

Framework

5. Partnering with consumers — systems are designed and used to support patients, carers, families
and consumers to be partners in planning, design, measurement and evaluation of clinical trial
services.

Elements of this component include clinical governance and quality improvement systems to support
partnering with consumers

— partnering with patients in their own care, and in trial participation

- health literacy

- partnering with consumers in organisational design and governance of clinical trial services.
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The National Clinical Trials Governance Framework & User

Guide

The National Clinical Trials Governance Framework and User Guide
provides:

ALSTRALIAN MMISSION
on SAFETY ano QUALITY s HEALTH CARE

1. Roles and functions for identified positions relating to clinical trial
service provision within a health service

2. Actions against which health services with a clinical trial service
will be assessed for accreditation

» Suggested strategies health services may implement to meet
the actions within the NSQHS Standards

- Examples of evidence a health service may provide that The National Clinical Trials
: .. ) . Governance Framework
demonstrate they have met the action for clinical trial service and user guide for health service
pr0V|S|on organisations conducting clinical trials
) February 2022
0O =
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Actions

National Clinical Trials Governance Framework

27 unigue actions are addressed in the accreditation process.
In the first three years the actions will be scored against a maturity scale.

Maturity Scale

« Initial systems - Evidence to demonstrate that the requirements of the action are yet to be
commenced or implemented

« Growing systems - Evidence to demonstrate that some of the requirements of an action are in place,
with plans prepared to implement improvements to address identified gaps

« Established systems - Evidence to demonstrate that all requirements of an action are in place and
integrated within the operations of the health service.
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Map for assessment preparation

COCTR supported activities for regional health services

COCTR support for Regional Health Services through meeting with the key regional stakeholders to outline
the program of work, discuss roles and responsibilities within the health services, addressing the following:

Gap Analysis— what do you have and what do you need for assessment?

Workplan development — key information and informed by the gap analysis to guide implementation
activities to meet the new standards for clinical trials.

Implementation — prioritise activities and resources identified in the workplan, including examples of
evidence.

Post Assessment — address any actions that need further implementation.

OFFICIAL



Governance Framework structure for assessment

Components of the National Clinical Trials Governance
Framework

Components have specific list of actions, evidence,
processes and systems

PICMoRS - PICMoRS can be used as a tool to review
clinical trial services ahead of assessment

PICMORS - six elements to guide preparation for
assessment e.g. questions, scenarios, practice for
assessment
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Preparation for short notice assessment

Be aware of the six PICMoRS elements that identify safety and quality systems and where improvements are
needed in each component.

PICMORS - six elements are as follows:

P Process

| Improvement

C Consumer participation
Mo Monitoring

Reporting

S  Systems
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PICMORS

General Guidance applicable to each of the six PICMoRS elements

Process

Improvement

When reviewing a particular process, it is important to
ensure that members of the workforce:

» Understand the elements of the process

* Know what their role and responsibilities are

» Know where to find information about the process.

Examples of questions:

» How does this process work in your health service?
* Is the process documented?

* How do you access this information?

To implement change, it is important the workforce be
aware of, and participate in, quality improvement
strategies, and for results and recommendations to be
reported. It is important:

* Identify the areas for change

* Participate in making changes that are required

» Participate in evaluating the effectiveness of changes.

Examples of questions:

* How did you determine if changes are needed?
* Has the process been reviewed?

*  Were there issues that led to the change?

OFFICIAL 11




PICMORS

General Guidance applicable to each of the six PICMoRS elements

Consumer Participation

Consumers are partners in their own care and partners in
the planning, design, monitoring and evaluation of
healthcare services.

Examples of questions:

How are consumers informed about or involved in the
process?

How do you provide consumers with feedback on this
process?

What reports do you provide to consumers on the
outcomes of this process?

It is important to check that implemented processes

are monitored to:

* ldentify areas of under and high-performance

*  Prioritise areas for improvement

+ Evaluate the effectiveness of changes that are
introduced.

Examples of questions:

* How is this process monitored?

*  Where is this documented?

* What prompted the process to be changed?
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PICMORS

General Guidance applicable to each of the six PICMoRS elements

Systems should be in place to ensure that reporting on The Systems element is a test of clinical governance. It
processes occurs to those involved, which may include: tests whether information learnt from one process is used
* The individual with accountability (e.g. Board, to inform and guide other processes.
Management, Workforce)
« Consumers Examples of questions:
* s the information from this process or system used to
Examples of questions: inform other processes, such as training or quality
* Where is information on the process reported? improvement?
« How often does this occur? « Does the information from any other process or system
*  Where does the information go? influence how you use or change this process?

Where is this documented?
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Accessibility statement and publisher information

To receive this presentation in another format phone 0493 244 168, or email
Nicole.Charles@health.vic.gov.au

Authorised and published by the Victorian Government, 1 Treasury Place, Melbourne.

© State of Victoria, Australia, Department of Health, February 2024.
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Acknowledgement of Country

We, respectfully acknowledge the
Traditional Owners of the land, the
Wadawurrung, Wurundjeri Woi-Wurrung
and the Bunurong/Boon Wurrung
peoples of the Kulin Nation. We pay our
respects to the Elders past, present, and ity
emerging ¥ Eow K|

Adrian Costa Clinical Trials Centre 16
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Thank you to Nicole
Charles who travelled far
and worked hard with us to
achieve our outcome

Adrian Costa Clinical Trials Centre 17
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Who are we?

» Barwon Health is a large regional
health service

1000-bed tertiary hospital and 23 sites
17 separate trial units, now ACCTC
180 — 200 open trials

70 : 30 commercial to Investigator
Inititated trial ratio

« 53 EFT in trial teams plus ~ 40 Pls
» 1800 participants @ 31/12/23
* Trials units are self-funded

Adrian Costa Clinical Trials Centre 18
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12 Weeks from Accreditation

« 2021 Gap Analysis

 Core pillars in place
1. Research Director
2. Research Office
3. Some established units
4. Research Strategic Plan

« Skilled teams, fragmented
system

Adrian Costa Clinical Trials Centre 19
OFFICIAL



A two-fold strategic approach

Adrian Costa Clinical Trials Centre 20
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Project of Unity — Trials + Health Service

» Hospitals have been doing
this a long time

* Build a narrative
* Hub and spoke gensten

* Build links from you to the
existing system

« Town Hall training
* Cheat sheets for staff

Technology

Professional
networks and
collaboration

Skilled
People

Adrian Costa Clinical Trials Centre 21
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The Suits Arrive

« July 2023

» 8 Assessors for 5 days

« 8am to 5pm

« NCTGF had Lead Assessor

* Interviews with 60 people over 4 days
« 30 trials listed for sampling

« All relevant corporate reports and
papers

Adrian Costa Clinical Trials Centre 22
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Corporate, Clinical Governance, Consumers

« Strategic Plans and Org Charts
» For Barwon Health and Research

» Registers: GCP, Staff Training, Projects

 All Board, Clinical Governance, Research,
Risk, Finance, New Tech, Consumers
Committees
» Terms of Reference
All Frameworks and Reports
All Management Plans
All Meeting Papers, last three meetings B e 155
Last three safety items ELL R,

Adrian Costa Clinical Trials Centre 23
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Trial Sampling

e Phases 1 -4

 Drug, device, behavioural, surgical
technique

 All Sponsor types

* All documents HREC, RGO, New Tech,
meeting notes

* Trial Site Files — consent
* Participants
* Trial team, Pls and coordinators

Adrian Costa Clinical Trials Centre 24
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ACHS Suggestions for Improvement

1. Include First Nations peoples in Hospital and 9 ACHS
Research Strategic Plans.

2. Improve quarterly reporting systems to the

Assessment
B O a r d Outcome Report
" Barwon Health
Geelong, VIC

3. Translate strategic plans into operational plans Py
with goals and timelines. e

4. Add NCTGF KPIs into deliverables in university
partner agreements.

Adrian Costa Clinical Trials Centre 25
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ACHS Suggestions for Improvement
5. Develop an organisational research
Infrastructure plan.

6. Ensure trials have a risk management
framework to identify, assess, manage and
monitor research related risks.

7. Implement the marra ngarrgoo, marra gootrri

8. Ensure all patient facing trial materials are
reviewed by consumers at Barwon Health

Adrian Costa Clinical Trials Centre 26
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Final Score - 2.6/ 3.0

« Some units are well
established

e SOome units are growing

* More time needed to embed
new organisational structure

» Upper end of growing

Adrian Costa Clinical Trials Centre 27
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\ Adrian Costa

CLINICAL TRIALS CENTRE

The PAV.IN.G|
Project

Partnering With Consumers To Produce A
Participant Initial Visitation Package And
Effectively Utilise Consumer Feedback In
Line With The National Governance
Framework

¥

Barwon
A department of Health



Acknowledgement of Country

We, Barwon Health,
acknowledge the Traditional
Owners of the land, the
Wadawurrung, Wurundjeri Woi-
Wurrung and the Bunurong/Boon N
Wurrung peoples of the Kulin N P
Nation. We pay our respects to ¥ - Eowm A
the Elders past, present, and
emerging.
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What is a vccc skilled intern?

A VCCC intern is a graduate with a Masters or
PhD degree in the Sciences who is undergoing
training as a Clinical Trial Coordinator, or
Clinical Trial Assistant, usually in regional or
rural health services like Barwon Health

Each Intern must complete a site development
project

PAVING was my site development project

Adrian Costa Clinical Trials Centre 31
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How was paving conceived?

* In 2021 an Assessment report against the NCTGF (pilot) was conducted
» Gaps at Barwon Health were identified
« The NCTGF was compared to the identified gaps

 Alist of actions were designed to address these gaps

Adrian Costa Clinical Trials Centre 32
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How does this bring sites in line with the
National Clinical Trial Governance
Framework?

» Action 1.8 — through identifying areas for improvement based on safety and quality reflected through analysis of data from the participant feedback
survey;

» Action 1.9 — Ensuring a timely report on safety and quality systems and performance are provided through evaluation of survey results;
» Action 1.13 — Establishes a process to seek regular feedback from participants and carers;

» Action 1.14 — Establishes a complaints management system that encourages participants and carers to report complaints, resolves complaints in a
timely fashion, uses information from analysis of complaints to inform safety and quality improvements, regularly reviews and acts to improve
effectiveness of complaints management;

» Action 1.15 — Identifies the diversity of consumers using the service, identifies consumers who are at higher risk of harm, and establishes systems
that use this information to improve the delivery of care for these at risk groups;

» Action 1.29 — Provide clearly marked signs, maps and instructions to help participants and visitors navigate the clinical trial service within the health
service organisation;

Action 2.1 — Partners with consumers to explore opportunities make improvements based on consumer experiences;
Action 2.2 — routinely implementing necessary improvements as determined through participant feedback;

Action 2.3 — Provides consumers with clear information regarding their healthcare rights; and

YV V V V

Action 2.14 — involves consumers in the process of identifying areas for improvement and training of staff.

Adrian Costa Clinical Trials Centre 33
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So what does PAVING
look like?

CLINICAL TRIAL COORDINATOR Barwon
Cancer Services Trials Unit (CSTU) Health

Andrew Love Cancer Centre

haematologytrials@barwonhealth.org.au Medical Services

e oncologytrials@barwonhealth.org.au Rurie Street

= T 0342152753 | F 03 4215 2835 Geelong, VIC 3220

PAVING comes In two parts:
'_: : www.barwonhealth.org.au Geelong, VIC 3220

Ll My Healthcare ;
Rights ; ¢\ Adrion Costa

CLNICAL TRIALS CENTRE

. Cancer
~ Coundil

Understanding
Clinical Trials Clinical Trials
and Research R Frequently

Agie g e s Asked Questions

THE WELCOME PACK
INFORMS AND EDUCATES

PREPARES THE
PARTICIPANT TO JOIN A
TRIAL

Adrian Costa Clinical Trials Centre 34

Forinformation & support ol 13 1120
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The Standardised Trials Experience
Participant Surveys

» Based on TransCelerate, ACSQHC
Your Healthcare Experience, and
RACGP standards, Follows the
guidelines of MACH clinical trial
participant guidelines

» Developed with consumer groups

« Given after consent, and then every

3 months What is your gender? ) man
= must provide value
O Woman
D Inters
O Transg N ry
O 1 pr ¥
Adrian Costa Clinical Trials Centre 35 Are you of Aboriginal To tr erigin? O ves. Aborigin Torres Strait |
(O Yes, Torres S t Aborig

OFFIC




Our Consumer Partners

Aboriginal Health
Unit

Adrian Costa Clinical Trials Centre 36

4\ (L
¥ Alllance

ReVIiTALISE’s Every Voice Consumer
Group

The Community And Research
Network
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PAVING Aims

Make service improvements
based on consumer feedback

Standardise the participant
experience

Set a benchmark for trials in
the hospital, and across the
state, potentially even the
country

Adrian Costa Clinical Trials Centre 37
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» Barwon Health, Geelong
PAVIN G' S Reac h > Northeast Health, Wangaratta
. » Goulbourn Valley Health,
| Shepparton
|

» Southwest Healthcare, Warrnambool
'\l > La Trobe Research Hospital,
\

| Traralgon

| » Albury Wodonga Health, Albury-
\L | ™ Wodonga

- . | TN P » Bendigo Health, Bendigo

l‘l ; J L iy - u \H{i » Peninsula Health, various

‘| 71 ~ b,_; | § » St Vincent’s Hospital Melbourne
\ T

g
g i
f Py,
4 3
\b ¢ i /;49"\\.{..';
-\\',) y

=
Vs L:g
Adrian Costa Clinical Trials Centre 38
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Interested In getting involved?

To express your site interest to join the pilot program

Please emall
Chiara.bortolasci@barwonhealth.org.au
Subject line: PAVING

Adrian Costa Clinical Trials Centre 39
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Research in 2022 ,

45 PrOjeCtS /—\nceséhetics 3

Poediatrics

* 25 AWH Initiated | 20 Multisite ?

o PO .
4 Non-trial interventional Wormen & Chidren Pharmacy

o 6 Clinical Trials 4 >
o 11 Qualitative studies
o 24 Retrospective data
Physiotherapy
2
Surgical
8

Cancer Services (non clinical trial)
A

Albury MentOIBHeQIth Clinical Governance
Wodonga 3
rian Hea:lthal Trials Centre 43
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NCTGF Prep...

Thank you to DoH for support
Board Quality

Consumer Information

Governance Documents Research Committee
HREC Training & Records
Org. Systems & Processes

Researcher Training

Aboriginal Working Group Research Office

Clinical Trial Protocols, Records & Approvals

Auditing & Quality Improvement Processes
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Short Notice Accreditation

October 2023 ACHS | 3 Assessors over 6 hours

. . . * Board Attestation confirmed
* Trial design and consent/recruitment processes o ) ] )
. ¢ Clinical trials noted in Strategic Plan
* Research governance records, auditing, approvals ) 3 o -
- . * Discussion on each Action item (not viewed
* Researcher training, PD, education r
. . . . rior to the meetin
* Clinical staff education about clinical trials P g)

* Consumer involvement at all stages of clinical trials
* Ql cycles recommended

e Consumer information on AWH website
Consumer Information e PICF and trial websites viewed

Governance Documents * Suite of governance documents noted

HREC Training & Records * HREC not discussed in detail

* Queries about how clinical trial information
Org. Systems and Processes Q

interfaces with existing systems:
o Patient records (Aboriginal status)

Researcher Training o RiskMan
Aboriginal Working Group o Complaints
Albury Clinical Trial Protocols, Records & Approvals
Wodonga

Auditing & Quality Improvement Processes

rian Heﬂjthal Trials Centre 45
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Short Notice Accreditation

Outcomes & Reflections

 AWH received a 1.5 for Initial
Systems
* Low clinical trial activity made it

difficult to demonstrate all Action

items Research Manager
HREC Chair or Rep.

Team of people was required to Clinical Safety & Quality Team

toggle between the levels of
information required

Principal Investigators
Clinical Staff (Divisional Leads)
AIbury Research Governance Officers

Wodonga Consumer Liaison or Committee
rian Heﬂjthal Trials Cent.. —o
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Where to next?

Outcomes & Reflections

* Accreditation process elevated the status of
clinical trials at AWH

* Systems, processes and resourcing has started

* Very positive networking & menteeship
experience!

Albury
Wodonga
rian Hea:lthal Trials Cent.. —
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We acknowledge the Traditional Owners of the unceded land on which we work,
learn and live across Australia.

We acknowledge the history and impact of health and wellbeing research on
Aboriginal and Torres Strait Islander Communities. We are grateful to the
Traditional Owners, Elders and Knowledge Holders of all Indigenous nations
and clans who continue to help us understand, appreciate, and uphold your
unique and beautiful knowledges, needs and aspirations.

We pay our respect to the importance of Indigenous Knowledge by
acknowledging Elders past and present. This means we will forever ensure all
Aboriginal and Torres Strait Islander research is self-determined. As a
community of researchers and professional staff we can think of no greater
privilege than to work, learn and live by the principles of the world’s oldest
culture.
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Three to enable success

1. Use existing Clinical Governance IT system

AUStIn

2. Improve Governance HEALTH

3. Reporting to the Board & our Community

OFR,
Legal
& HREC

OFFICIAL



Improving

BOARD

EXECUTIVE
OWVISIONS

» Automated notifications

» Track requests

» Board reporting

» Improved visibility & transparency

« To ensure we, as part of Austin Health, are
prepared for short notice accreditation
assessment

» Understanding your role
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Improving

BOARD

EXECUTIVE

Clinical Governance drives the process DIVISIONs
Automatic alerts to Research Office
Research Office can manage parallel process
Research competency framework

Board reporting against Austin Health Risk
Appetite Statement

Reporting to Sponsors

Emerging risks

Current risks
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Improving quality of

@ @ 0 @ 8 v

Who What Why How When Who What
was impacted? happened? did this happen? did this happen? did this happen? needs to know? happens next?
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Prov

Incident date A . "
) ) —— ] Enter the time and date of inciden
Incident time G}

Notification date 26 Nov 2021

Site
Location

Physical setting

Responsible Directorate

Division/Aggregate Area

Brief summary Provide a 1 sentence summary of the event

Details

What happened next?

I Enter further details known about the event.

VAHI Transmission version date

ding a single source of truth in

Enter the location the incident occurred. You can select
all 3 campuses or remote. This will bring up

appropriate locat

ions for each campus. Select the

Division/Aggregate Area

Immediate actions taken -
Describe immediate actions taken. For example- called staff 4

Was an emergency response called? () yes () no
Relates to Research Project/Clinical trial O Yes © No | | (If Yes) Name of Trial || Free txt
mxﬁw (IF yes) how related is the incident to
trial treatment or research project? ME) Use drop down boxes to select
Required level of care s the most appropriate response
Actions required . D}

Incident severity rating

Were there any witnesses?

D Ne

Click here for more information

Drop down list:

Incident definitely related to clinical trial treatment.
Incident may be related to clinical trial treatment.
Unsure

Too early to tell if the incident is related to clinical trial
treatment.

Unrelated to clinical trial treatment.




Transparency of information & automated

BOARD
EXECUTIVE

DIVISIONS

riskman
® 8
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Your role in the
Clinical Workforce

Case Study/Systematic review/scoping

review/narrative review

Audit: Retrospective/ Prospective

Clinical Research

Clinical Trial

Novel/ First-In-Human

Competency is knowing your

Principal
Investigator

You are a responsible, gualified and skilled leader
overseeing all aspects of the research project. You are
responsible for the conduct of all research activities

from start to fini

Level 1

Level 2

Mentor + Completed Post-Graduate Research degree

Level 3

Level 3

Level 3

RESEARCH COMPETENCY FRAMEWORK

Associate
Investigator

You are a qualified senior research professional (clinical
oor non-clinical) being supervised by the Principal
Investigator. You are part of a team undertaking
research.

Level 1

Level 2 -
Mentor + enrolled in Post-Graduate Research degree

M
Level 2 “a

Mentor + enrolled in Post-Graduate Research degree

Level 2
Mentor + enrolled in Post-Graduate Research degree

Level 3
Mentor + enrolled in Post-Graduate Research degree

Registrars/Research Fellow/ Intern/
Student/ Medical Officer

You are undertaking professional experience at a health
service under supervision of a mentor or manager.
You are an hanarary employee of the organisation or
under placement.

Level 1

Only by exception

Only by exception

Only by exception

Only by exception

OFFICIAL

Clinical Research/Trials Manager Clinical Research Coordinator

Manages and conducts the day-to-day activities of a
clinical trial/clinical research. The Principal Investigator
determines the specific responsibilities and works
closely with the Clinical Research Coordinator. In
general, the Clinical Research Coordinator ensure the
clinical study maintains accordance with the protocol,
applicable regulations, Good Clinical Practice and
Human Research Ethics Committee (HREC)
requirements.

You have a leading role in planning, coordinating and
completing the study to time and to target, as part of a
multidisciplinary team.

Level A Level A
Level B Level A
Level B
Level B
Level B 3“
Level B
Level B s Level B

Mentor + Recommended Advanced Trai Mentor + Recommended Advanced Training




Minimum Training
Requirements for each level
and role

‘annual Training {mandatery regardiess of level] - Al
vesearch staff must comply with Austin Heslth's Core
Education Training and Development Policy:

*  Austin Health mandstory ATLAS training
moduies

& Austin Health Research Induction Training

Level 1
valid Professional registration
+  ACTEC Trial Aegulatory Reouirsments in

= Ethics and Governance Application Process

. Library - How to develop a sEtesic
publishing strateey

% Library - Endnote for beginnars

a  Library - Develop your literatura searching
kills

= Librery - Using Library resources and senices
»  Librery- Howto create a ressancher poofile

Level 2
ACTEC — Research Ethics and Governance Process
*  KeyConcepts
®  Initial submissions.
*  Fost Approval Reporting
®  ACTEC - Intreduction to diinical Trials
= Running a Clinical Trial from start to finish
@ ACTEC - Good Clinical Practice Training
*  ACTEC- Trial Feasibility & Start-Up Process
*  ACTEC Protocol Complisnce and Serious
Brea
@ ACTEC - Monitoring and suditing

Lewel 3

ACTEC Trials Essentials for Investigstors
= Tiial regulatory requiremeants in Austraiia
= Trial Feasibility & Start-up Process
»  Frotocal Compliance & Sericus Brsaches
* P Gyersight & Trial management

Free extensicn training
#  Researchfor impact
*  Introduction to Good Clinical Practice
»  Healthcare Data Security, Privacy &

Compliance
+  Risk Manzgement [HCA Australia Paid

Course}

Design & Conduct of Clnical Trials

Data Analysis

clinical Trial Operations Specialization

Understanding Clinical Research: Behind the

Statistics (John Hopkins)

- Data Management for Clinical Resaarch
{vandarhilt Unij

+  Understanding Research Methods {University
of London)

= Design and interpretation of clinical Trisls
{dohn Hopkins Uni}

*  Introduction to Systematic Review & Meta-
Analysis (John Hopkins)

. Understanding Medical Ressarch- Your
Facebook Friend i Wong (Yale Ui
Researcher Management and Leadership
{University of Colorado)

Paid extansion training
e Methodsand I entation Su for
Clinical and Health (MISCH) Hub & MCRI
+  MCRI Workshops
#  Monash University Professional Education
Program

‘Annual Training (mandatery regardless of level] - All
research staff must comply with Austin Hesltir's Core
Education Training and Development Policy:

®  Austin Heslth mandatory ATLAS training
moduies

®  Austin Health Research Induction Training

Annual Training (mandatory regardless of level] - all
research staff must comply with Austin Hesith's Core
Educstion Training and Development Policy:

®  Austin Heslth mandatory ATLAS training
moduies
®  Austin Health Recearch Induction Training

valid Professional registration
ACTEC Trial Regulatory Requirsments in

Ethics and Governance Application Process
Library - How to develop 3 SUEEEC
publishing strateey

Librany - Endnate for beginnars
Library - Develop your literature searching

Library - Using Library resources and services
Library - How to-create a ressarcher pafile

Key Concepts

Initial Submissions:

Post Approval Reporting

ACTEC - Intreduction to Clinical Trials
Running a Clinical Trial from start to finish
ACTEC - Good clinical Practice Training
ACTEC - Trial Feasibility & Start-Lp Process
ACTEC Protocol Compliance and Serious
Breaches

ACTEC - Maonitoring and Auditing

.
.
.
.
.
.
.
.
Level 2
ACTEC — Research Ethics and Governance Process
.
.
.
.
.
.
.
.
.

Level3
ACTEC Trials Essantials for Invastigstors

= Tral regulatary requirements in Australia
*  Trial Feasibility & Start-up Process
*  Frotocol Compliance & Serious Ereaches
*  FlOversight & Trial management

Free extension training

®  Ressarch for mpact

«  Introduction to Good Clinical Practice

e Healthcare Data Security, Privacy &
Complianca

®  Risk Management {HCA Australia Paid

Course}

Design & Conduct of Clinical Trials

Data Analysis

Clinica| Trial Operations Specialization

Understanding Clinical Research: Behind the

Statistics (John Hopkins)

. Data Management for Clinical Research
{vandertilt Uni)

. Understanding Research Methods (University

of London)

= Design and Interpretation of inical Trials
{tohn Hopkins Ui}

. Intreduction to Systematic Review & Meta-
‘anzlysis (John Hopkins}

s Understanding Medical Research: Your
Facabook Friend is Wrong (Yale Uni)
Resparcher Mznagement and Leadarship
{University of Colorada)

Paid extension training

= Methodsands entation Support for
Clinical and Health (MISCH) Hub & MCRI

. MCRI Workshops

= Monash University Professional Education
Program

»  valid Professional registration

®  ACTEC Trial Regulstory Requirsments in
Australia

. Ethics and Governance Application Process

. Library - How to develop 3 SUEEEC
publishing strategy

®  Librzry - Endnota for beginnars

s Library - Develop your literature searching
kills

= Library - Using Library resources and senvices

»  Library - How to create a ressarcher pafile

*  Understanding Medical Rzsearch: Your
Facebaok Friend is Wrong {Yale Uni}

ACTEC — Research Ethics and Governance Process
®  KeyConcepts
®  Initil Submissions
®  Postapproval Reporting

Paid extension training
. Methods and implementation Support for
Clinical and Heslth (MISCH) Hub & MCRI
®  MCRI Workshops
®  Monash University Professional Fducation
Frogram

‘annual Training (mandatery regardless of fevel] - Al
vesearch staff must comply with Austin Heslth's Core
Educstion Training and Development Policy:

®  pustin Heslth mandstory ATLAS training
moduies

& Austin Health Research Induction Training

Level &
ACTEC — Research Ethics and Governance Process
® K=y Concepts

*  Initial Submissicns
®  Post Approval Reporting

A

‘g Training {mandatory regandless of level] - A1
vesearch staff must comply with Austin Heslth's Core
Educstion Training and Development Folicy:

®  Austin Hesith mandstory ATLAS training
modules

& Austin Health Resesrch Induction Training

Level A

ACTEC — Research Ethics and Governance Process
®  KeyConcepts
*  Initial Submissions
®  Fost Approval Reporting

Level B Level B

ACTEC —Trials Essentials for Research Support Team ACTEC —Trials Essentials for Research Support Team
®  Introduction to Clinical Trials ®  Introduction to Clinical Trials
& Running & Clinical Trial from Start ta Finish & Running 2 Clinical Trial from Start & Finish
s The regulatory Environment of Clinical Trials s The regulatory Environment of Clinical Trials
»  Ethics & Governance Application Process »  Ethics & Governance Application Process
®  safety Reporting in Clinical Trials ®  safety Reporting in Cliniczl Trials
®  Monitoring and Auditing Clinical Trials ®  Monitoring and Auditing Clinical Trials

FPaid extension training Paid extension training

®  wethods and implementation Suppart for
clinical and Health (MISCH) Hub & MCRI

& MCRIWorkshops

®  Monash University Profacsional Education
Frogram

®  wethods and Implementation Suppaort for
clinical and Health (MISCH) Hub & MCRI

& MCRIWorkshops

& Monash University Profassional Education
Frogram



Smart reporting
Improves

Using Clinical Governance
ecosystem keeps our patients safe
by

* smarter and faster reporting
* removing duplication

* keeping information to a
single source of truth



Moving
Melbourne

Royal Melbourne Hospital
Governance Framework Experience

06 Feb 2024

Dr Jacqui Waterkeyn, Director Office for Research

E1 Il The Royal

I
Hosprbal -
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SNAP

e\

30 studies

£

\

Assessors

Schedule

\

06 Feb 2024
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National Clinical Irials Governance Framework

Assessors
embedded with
broader RMH
accreditation

Clinical Trial Notifications
Clinical Trial Approvals

+ Non CTN/CTA trials + Clinical Research

RMH did not differentiate

06 Feb 2024

62
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Working with Assessors
EXPERIENCE WITH CLINICAL RESEARCH

—Human Research Ethics Committee process and approvals
—Research Governance process and approvals NCTGF
—Research Operations (Site and Facilities)

—Reporting in Clinical Research ICH-GCP meets Accreditation

06 Feb 2024
OFFICIAL
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RISK Supporting
Sponsor and Departments

Oversight \

Collaborators

f
*— OUOTU o
I ™

Third Parties Your S|'§e
Electronic and paper-
Recruitment based records
ALL SITES

06 Feb 2024 64
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COLLABORATORS AND RISK

o /
®©

y O
Research _
Governance Medical
Research
Institutes

Universities

‘02®°

Based on risk

Studies
Sponsorshlp

e Oversight

e Regulatory Other health
services

06 Feb 2024 65
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COLLABORATOR PANIC AND PACIFICATION

Key collaborator preparation: When you have the 30 studies:

UHow do you routinely do business with .
them? ULet them know which study

U How do you oversee them from a .
governance perspective U Confirm they understand

QWhat are their responsibilities? responsibilities
LCONTRACTING QConfirm they have the agreements
L Make sure they have their study files
ready and contemporaneously ULet them know they may be
maintained needed. Don’t need to schedule

UPrep KEY collaborators early. Consider
them part of the research teams

06 Feb 2024 66
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Review all 30, ( . Pl meetings
interviews for 5 | g ) s ) together with

% ’ study lead

DESKTOP

Reporting to
REVIEW ALL

OfR/support

2PI/Lead)
Spread of study

Interested in the types

Clinical Trials
Centre

06 Feb 2024 67
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NEW REQUIREMENT IN A HIGHLY REGULATED AREA

Office for Research (OfR)

Good Clinical
Practice

Research
Oversight

Sponsor

Investigator

FFFFFFFF



InTrastructure &« embedading or C15 — SUPPORTING
DEPARTMENTS

— Process of oversight for governance purposes

— Departmental Statements of Approvals

— How governance and process fits (seamlessly) into Institution and RGO
— How do they work with the Research Office?

— Website user friendliness (assessors sought opinion from Investigators)

— Integration of study data collection into medical record and study data

VY
v Y

&)

06 Feb 2024 69
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YAY!I!

REPORTING—-ACTION 1.1 METRICSSO’.Q'

— How does the Research Directorate report to the Governing Body?
— How and when are these reviewed?

— How does the Research Directorate get the data to begin with?
— Research workforce
— Study metrics
BASICALLY —
LEARN AND SPEAK TO:
> YOUR REPORTING OBLIGATION
> HOW YOU REPORT IT
> WHEN AND TO WHO YOU REPORT AND

» WHO ACTUALLY CARES WHAT THE RESULT SHOWS

06 Feb 2024
OFFICIAL
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Quality Improvement Plan and Gap Analysis
ACTION REFERENCE - EXCEL SHEET

Examples of What, How, Deliverable, Timeframe & Who

evidence/GAP
o I I I

O 3m 6m 12m
O
Action 1.1
Action 1.3
© aion21
06 Feb Zozp etc

71



SNAP ASSESSIVIEN T

a N (O N N
SNAP Assessment
Frida Up to the
Thursday y Week assessors but
help steer

- o\
Have briefing
session
A\ /

e ™

Keep comms
channel open
with updates
as the week

Offer progresses
yourself/Team

Review
schedule

Set meeting

06 Feb 2024 72
OFFICIAL




v Know your processes

v Know your reporting lines (metrics and organisational)

v Bring in your Subject Matter Experts early

v Ensure Position Descriptions of SMEs reflect the framework requirements
v Know your gaps

v" Continuous Improvement Plan/Action Plan (up to 12 months out)

v START YOUR EVIDENCE FOLDER EARLY ON

During assessment week:

v Get to know your assessors and their focus area

v Keep your workforce updated ESPECIALLY the 30 study Pl/Lead
v Don’t forget collaborators and broader study stakeholders

06 Feb 2024
OFFICIAL

73



1Thanks to:

OfR Team
RMH Quality Team
Many RMH Departments

E: research@mh.org.au
T: 9342 8530

FFFFFFFF
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W ST VINCENT'S

@ HOSPITAL

National Clinical Trials
Governance Framework:
You’ve been SNAP’ed

Associate Professor Tam C. Nguyen rrswm FAIM FRSPH PhD MBA

Deputy Director of Research, St Vincent’s Hospital Melbourne
Associate Professor, Melbourne Medical School
Adjunct Assoc Prof (Research), Monash Medical School | RMIT University

. UNDER THE STEWARDSHIP OF MARY AIKENHEAD MINISTRIES




pay my respects to their culture and their Elders past, present and future. B ST VINCENTS
A HOSPITAL

MELBOURNE

| acknowledge the people of the Kulin Nation, the traditional custodians and I

Being inclusive and providing equitable healthcare is our commitment at St
Vincent’s

Artists: Bianca Beetson, Vicki Couzens and Jeffery Samuels in collaborati
48 SVHA staff members orrCIAL




- o : 'Q‘ ST VINCENT'S
Clinical Trials in Australia QY o

CAGR
(2015-19)

Metric 2015* 2019**

@ Expenditure 51.1 billion 51.4 billion

6,900 8,000
Employment i’ : 4%
employees employees

Patient participation Mot reparted 85,000 MN/A
f .

Number of trials started c.1,360 c.1,880 7%,

Share of global industry

| c.5% c.5% Nil
sponsored trials «

Note: * As calculated in Clinical Trials in Australio (2017) report; ** As calculated in this report




MELBOURNE

MTPConnect Report updated 2021

"h ST VINCENT'S
@ HOSPITAL

Updated figures through to 2019

Approx 1800 interventional clinical trials
in Australia in 2019

« Two thirds investigator initiated

» 80% funds generated through
commercially sponsored trials

« Reported $1.4B expenditure

* 5% global commercial trial market

MTPCaneéf o

» National standard for clinical trials
proposed as means of improving
Australia’s competitiveness in the global Australia'’s Clinical Trials Sector &
clinical trials market

* Reassurance for global sponsors and
pharma that Australia had established
standards of practice for clinical trials

OFFICIAL



What is the National Clinical Trials IQI ST VINCENTS

Governance Framework

HOSPITAL

MELBOURNE

\nvestigate

Analyse
Clinical quality ~ Vvariation Research &
registeries Generate clinical trials
hypotheses

Measure treatments Test hypotheses
& outcomes p BETTER Generate evidence
Identify "\ OUTCOMES

, VALUE

Develop
evidence-based
guidelines

Healthcare
practice, policy
& stewardship

OFFICIAL

Developed to address issues of fragmentation and
inefficiency that impact on Australia’s
attractiveness as a preferred location for clinical

trials

The Governance Framework aligns with the
Commission's existing National Safety and Quality
Health Service standards for hospital
accreditation.

Aims to assist hospitals to embed clinical trial
services into routine practices of health service
organisations




Key Components of the Governance

'b‘ ST VINCENT'S
‘Vﬁ’ HOSPITAL

Framework
Standard 1 - Clinical Governance
 Governance Leadership and Culture
Governance, . .
leadership « Patient Safety and Quality
and culture \ Improvements Systems
* Clinical Performance and Effectiveness
+ Safe Environment for Delivery of Care
Safe environment P 3 Eatt ey
for the artnering and quality . .
i ; with consumers improvement Standard 2 — Partnering with Consumers
elivery of care . 2
COMPONENT3
Clinical
performance and

effectiveness

Clinical Governance Standard Partnering with Consumers Standard

|



« Leadership
« Governance

Governing
body

Managers

+ Implement

- Manage

 Report

« Feedback Clinical trial
workforce

- Feedback

Consumers

Health service organisation

Governing bodies - establish
strategic policy and frameworks,
lead organisational culture, oversee
management performance, monitor
organisational performance and
ensure organisational accountability
for clinical trial service provision.

Managers - lead and coordinate
the workforce and implement well-
designed systems for the delivery
of clinical trials.

Clinical trial workforce - work
to deliver high quality clinical

trial services. They maintain their
skills and performance and are
confident their colleagues and the
organisation will support them

in the delivery of high quality
clinical trials.

W ST VINCENT'S
A HOSPITAL

MELBOURNE

&




Governing
body

Board

Health Service
Organisation/
trial site
Chief Executive
Officers

Heads of
Departments

Director of
Research

Managers

Managers
(clinical and
non-clinical)

Finance

Human
Resources

Business
Operations

Clinical trial
workforce

Principal and

Sub-investigators

Clinical Trials
Liaison Officer

Study
Coordinators

Supporting
departments

Trial Managers

Trial
Pharmacists

Trial Nurses

Site Specific
Assessment
Officer

HREC Executive

Officers

Patients and

consumers

Patients
Consumers

Trial
Participants,
their carers
and families

Sponsors

Commercial

Clinical
Research
Organisations

Health service
organisations

Academic
research
organisations

Collaborative
clinical trial
groups

Investigators

Universities

g

ST VINCENT'S

HOSPITAL

MELBOURNE




Questions to consider FUN 57 vincens

% HOSPITAL

Are you familiar with the Governance Framework?

Are you familiar with the suggested strategies you could implement to demonstrate

you meet the actions in the Governance Framework?

Who is your health service organisations’ accrediting agency?
Approximately, when is your next assessment due?

Who is your Risk, Safety and Quality Officer?

Who coordinates assessment against the NSQHS Standards in your organisation?

OFFICIAL


https://protect-au.mimecast.com/s/2YZNCP7yBlsKxE6Pxt1uMXm?domain=safetyandquality.cmail20.com

National Clinical Trials Governance FUN 57 vincents

. oS
Framework Working Group Qo

SVHM Working Group Responsibilities Include: _ N
Advising on matters related to clinical trials services SVHM Working Group Composition

+ systems support clinical trial service delivery
* business, strategic and operational plans relevant to S
. . . . - Research Departments
clinical trial service provision Governance
* risk relating to clinical trials
« Maintain organisational culture

Clinical Trial
Managers Human

and/or Resources
Investigators

Clinical and
Non-Clinical
Managers

OFFICIAL



Departmental Requirements

W ST VINCENT'S
AN HOSPITAL

MELBOURNE

125

"% HoshiAL

o ° e o
STANDARDS

Naﬁonal Clinical Trials Governance Framework:
Departmental Checklist

NOMINATED DEPARTMENT CONTACTS (PLEASE INCLUDE MINIMUM OF 2)

o

Department:

[Name], [Role] [Name], [Role]

[Contact Number] [Contact Number] [E-Mail]
DEPARTMENTAL CHECKLIST

*Please note: the term ‘clinical trials’ has been used throughout to describe any activity that is related to any

research conducted. The Research Directorate may contact departments to collect specific data on interventional

trials separately to this Checklist.

Clinical Trial Workforce
Related | Item Due date
action/s
O How many clinical trials/research coordinators are there within your department? 16 OCT
1.1 Please provide a log of all clinical trials coordinators/research coordinators and research
staff within your department using the spreadsheet template provided.
(m] Are there position descriptions for Clinical Leaders include safety and quality 16 OCT
1.6 roles/responsibilities related to clinical trial services?
Please provide copies.
O Has a performance review been completed or scheduled for all clinical trial staff that 16 OCT
1.6 di and req feedback on their role in clinical trials?
Staff should have at least 1 performance review each year. Visit the Workday for
Managers site for more information.

urFICIAL

Complete the Departmental Checklist and Workforce
Register Form by the due date

Assist with the clinical trials data collection process
using the clinical trials portal (select departments will
be contacted for this)

Work with the Research Directorate to to make
amendments to submissions in preparation for
accreditation

Work with the Research Directorate to identify and
implement changes at a departmental level




125 ST VINCENTS gl g —
HOSPITAL ISQHS ——
e e STANDARDS

National Clinical Trials Governance Framework:
Departmental Cheddist

NOMINATED DEPARTMENT CONTACTS [PLEASE INCLUDE MINIMUM OF 2)

Department:
[Name], [Role] [Name], [Role]
[Contact Number] [Contact Number] [E-Mail)

DEPARTMENTAL CHECKLIST

*Flease note: the term “dinical trials * hos been used throughout to describe any activity thot is related to any
research conducted. The Research Directorate may contoct deportments to collect specific doto on interventional
trials separately to this Checkist.

ST VINCENT'S
HOSPITAL

w MELBOURNE

Clinical Trial Workforce

Related | item Due date
actions
[m} How many clinical trials/research coordinators are there within your department? 16 OCT
1.1 Please previde a log of all elinical trials coordinators/ research coordinators and research

staff within yeur department using the spreadsheet template provided.

] Are there position descriptions for Clinical Leaders indude safety and quality 16 OCT
1.6 roles/responsibilities related to clinical trial services?
Please provide coples.

a Has a performance review been completed or scheduled for all clinical trial staff that 16 OCT
1.6 discusses and requests feedback on their rele in clinical trials?

Staff should have at least 1 performance review each year. Visit the Workdavy for
Manaeers site for more information.

Clinical Trial Workforce Training

Related Item: Due date
actionfs

[m} Ensure all staff invelved inresearch are up to date with all their Required Training in 16 OCT
1.6 Workday and have completed their GCP certification.
Please provide a log of GCP certification using the spreadsheet template provided.

Please contact the RGU at researchethicsi ovhm.org If youwould like more

information on how to obtain GCP certification.

1.20

a ‘What training (ad ditional to GCP) does your department implement for cliniclans/staff | 16 OCT
1.4 Invelved in research? (Can indude specific training for research invelving Aberiginal
and Torres Strait Islanders / the informed consent process [ etc)

Please provide evidence.

16
18
120

[m} Do you have employment records that detail the skills and competencies required of 16 OCT
1.20 the individuals undertaking clinical trials?
Please provide evidence.

» Departmental data checklist

« Departmental Workforce register with
GCP

» Document pack used by Quality team for
NSQHS

» All evidence uploaded to ACSQHC
website

» Uploading issues frequent

OFFICIAL Page 86

Day/Month/Year
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o o STANDARDS

National Clinical Trials Governance Framework:
Departmental Cheddist

NOMINATED DEPARTMENT CONTACTS [PLEASE INCLUDE MINIMUM OF 2)

ST VINCENT'S

HOSPITAL

MELBOURNE

Department:
Departmental Cinical Trials Policies, Procedures, and Operations
[Name], [Role] [Name], [Role] Related | Item Due date
action/s
[Contact Number] [Contact Number] [E-Mail)
O | Are there departmental policies and procedures specific to clinical trial/research 16 OCT
17 conduct, or are clinical trial provisions embedded in the departmental procedures?
Please provide evidence.
DEPARTMENTAL CHECKLIST a ‘What is the departmental process for incident reporting within clinical trials? 16 OCT
*Please note: the term “dinical trials* hos been used throughout to describe any activity thot is related to any 111 Please explain and provide evidence.
re.seurd'l conducted T.heﬂeseu_rtb LDirectarate may contact departments to collect s pecific dato on interventional a Is the risk register contributed to when necessary, and are there departmental SOPs 16 OCT
trials separately to this Checkist. 110 guiding this procass?
Please provide evidence.
Clinical Trial Workforce a Is there a Quality Improvement Plan for clinical trials that includes actions to deal with | 16 0CT
Related Item Due date 18 identified risks and issues as they arise?
actionfs Please provide evidence.
a Is there a departmental clinical trials strategy plan, operation plan, and/or business 16 OCT
[m} How many clinical trials/research coordinators are there within your department? 16 OCT 15 plan?

1.1 Please provide a log of all clinical trials coordinators/research coerdinators and research 5 Flaase provida svidance. — - - - - T

staff within your department using the spreadsheet template provided. o :;:.:::“:::Id;‘:‘l’;::;":L‘:':;x:':;:;:"“"‘ eommittsas? Do thass mastings
[m} Are there position descriptions for Clinical Leaders indude safety and quality 16 OCT 110 | Please provide evidence, including minutes and terms of reference.

16 MIes"rresan bilities related to clinical trial services? a Is there a process in place for more active monitoring of trials that have problems? 16 OCT

Please provide copies. 18 |(Eg. poor recruitment, underfunded, under-resourced, etc).
[m} Has a performance review been completed or scheduled for all clinical trial staff that 16 OCT Please provide evidence.

1.6 discusses and requests feedback on their role in clinical trials? [=] Are there docurpenlred wm:kfarae performance a.nnﬁisahfgr}fl.ec\inka\ trials 16 OCT
Staff should have at least 1 performance review each year. Visit the Workday for 16 “':f’f“"":'.’“‘" ';"“de "“:“'""“’f‘“‘"d quality responsibilities, feedback from
Manaeers site for more information. staffon ¥ eir periormance

Please provide evidence.
Clinical Trial Workforce Training O | Do clinical trial investigators actively supervise their clinical trial team? 16 OCT
16 | Please provide evidence.
Related Item Due date (e.g minutes from regular meetings with investigators and the clinical trial workforce,
actionfs safety and quality are standing items on the agenda - both from training and
monitoring perspective)

m | Ensure all staff invelved inresearch are up to date with all their Required Training in 16 OCT a Have strategies been implemented to meet the needs of Aboriginal and Torres Strait 16 OCT

16 Workday and have completed their GCP certification. 1.4 Islander people to access and/or participate in a clinical trial? Are ATSI liaison officers

120 Please provide a log of GCP certification using the spreadsheet template provided. engaged in the process? Am them performmanes Indicatons for ATS enmiment?

Please contact the RGU at research ethicsi ovhm.ore ay If you would like more Flaase pruf{'de.ev'denfe" - - - — -
infi o h btain GCP Fleatl a Does monitoring of clinical trial service delivery take place? Is clinical trial 16 OCT
nformation on how te obtain certiflcatlon. 19 performance data collected and disseminated within the department? How often is

a ‘What training (ad ditional to GCP) does your department implement for cliniclans/staff | 16 OCT Ehis data collacted snd prosanied?

1a | involved h? (Can indude specific training fo h involving Aboriginal Ll

* nvolved in research? (Can indude specific training for research involving rigina a How are reports on clinical trial service provision and results disseminated? How often | 16 OCT

16 and Torres Strait Islanders / the informed consent process / ete) 18 | are thess reports generated?

Please provide evidence. Please provide evidence.

1a Trial Participants Feedback / Engagement

120 Related | Item Due date

action/s

[m} Do you have employment records that detail the skills and competencies required of 16 OCT

1.20 the individuals undertaking clinical trials? [w] Arcflherf: mechanisms irl plam:‘h.::r mnflﬂnﬁn;lﬁa\ pa‘rllicipar‘lla‘nd consumer 16 0CT

18 satisfaction on the quality of clinical trial service provision within the department?

Please provide evidence.

Please provide evidence.

Aonth/Year

Page 87



\A ST VINCENT'S

SVHA NCTGF Pilot Assessment 0

Assessment over 1.5 days
Combined sessions:

X National Clinical Trials “Governance Framework” —
. | ntrod u Ct|on Overview of the Accreditation Assessment Schedule

n o’ your upcoming remote as sment.
d ave been selected. Information

« Governing body — SVHA Board / Exec

() — I p i I ff ASSESSMENT OBJECTIVE 11:30: - Rey tatives of it di il
Managers — relevant operational sta R ey
M - Sefvice of ation’s lementation e - 'rincpal an -nve: ators
* Sponsors — pharma, biotech, univ, MRIs Ao oo o Sty a0 iy Meanguer |1 G ermon oo
. . gt hesith sararms vl og o Soront” wokbrce | e s
e Clinical trial workforce et i e mgtemantaion of e Famoork. Thi B rivide
assessment will identify a baseline against which to = Tral Pharmacists
MEASUre progressive IMProvemen s, - ;EISN.";T; PR
: .
ASSESSMENT sq«enuls- DAY1 Oﬂlce:n
9:00 — 8:15am | Attendance by representatives of: + HREC Exscutive Officers

Opening «  Governing Body
mesting «  Managers 12:30 - 1:30pm Assessment leams debriel and lunch

In-depth assessment of 3 selected trials at each g [Ty [ ——

s Cinical trial workiorce

H | | » Patients and Consumers | 2:45 —4:00pm | Review clinical rials service delivery
S Ite 9:20 - Representatives and key
1000am govemance positions: 4:00 —4:15pm Day 1 site debrief, plan for day 2
Mesting with |+ Board
goveming »  Health service organisation /
. . body nal site ASSESSMENT SCHEDULE — DAy 2
° h d p | ff Chief Exe o
Vla Zoom Wlt e artmenta Sta : H:d“‘;:':m;:' 9:00 -9:15am | Opening meeting Day 2
i +_Director of Research 56
« Research Directorate staff also attended 1000 ianages bk ot | CTESACRY
10:45am «  Ciinical and non-Clinical 10:30- Review dinical rials sarvice deiivery
« Some uploading of documents maen |+ e |t
0 p g 9 : J:;?Rumums 1; ;g;ﬂ findings and observations and

« Some holding documents/files up to " R S | Ay

Cleaning) 1:00pm
» Communications Managers

. Cho .5
camera Facites e * Cincal il workdorce

* Information Technology mesting <
atients and

» At SVHNS — walk around the facility TORE = Sponsen of crert e v S

11:30am including: §
Mesting with |« Commerdial sponsars You will be asked to compile information about the
sponsors +  Cinical ressarch organisations trials your health service is currently conducting. This
«  Healh sarvics organisations is to enable the assessment team io seleci a
«  Academic rasearch representative sample of ciinical trials, 1o ensure that
the assessment process is mbust

organisations
+ Callaborative cinical trial groups
Investigators
Universities
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Clinical Governance Standard AN TN

Clinical Governance
Standard

Action 1.1

Leaders of a health service organisation have a responsibility to the
community for continuous improvement of the safety and quality of
their clinical trial services, and ensuring that they are patient centred, .
safe and effective. The governing bOdy:

a. Provides leadership to develop a culture of safety and quality improvement, and

satisfies itself that this culture exists within the organisation

Intention of this standard for clinical trial services b. Provides leadership to ensure partnering with patients, carers and consumers
To implement governance for clinical trial services that ensure patients and consumers receive safe c. SEts priorities and Strategic dirECtions for the condUCt Of Safe and hlgh-quallty Clinical
and high-quality clinical trial services. care, and ensures that these are communicated effectively to the workforce and
the community
Criteria d. Endorses the National Clinical Trials Governance Framework within the health

service organisation
e. Ensuresthat roles and responsibilities are clearly defined for the governing body,
management, clinicians and the workforce

Gowvernance, leadership and culture
Patient =afety and quality systems

Clinical performance and effectiveness

FEETHIHEE A FE L Ey s f. Monitors the action taken as a result of analyses of incidents
g. Reviews reports and monitors the health service organisation’s progress on safety and
Key resources quality performance.

National Model Clinical Governance Frameweork
NSQHS Standards Guide for Governing Bodies
NSQHS Standards User Guide for Aboriginal and Torres Strait Islander Health

Australian Open Disclosure Framework.

OFFICIAL



Example of Strategies to implement Clinical

Governance Standard

'Q‘ ST VINCENT'S
@ HOSPITAL

Research
embedded in
Strategic
Delegated roles, Plan
responsibilities for Operational
clinical trials metrics collected

articulated in their
operational plan

through Research
Governance
Office.

All stakeholders
provided with timely
information about

Guideline for the
development and

safety and quality approval of
performance policies and
guidelines in
place
Patient Risk register
Feedback incorporates the
Guideline in state-based Incident
place Management

System

OFFICIAL

Governance, leadership and culture
Patient safety and quality systems
Clinical performance and effectiveness

Safe environment for the delivery of care




Partnering with Consumers Standard MY ST VINCENTS
HOSPITAL

MELBOURNE

Partnering with
Consumers Standard

Leaders of a health service organisation develop, implement and maintain
systems to partner with consumers. These partnerships relate to the planning,
design, delivery, measurement and evaluation of care. The workforce uses
these systems to partner with consumers.

Intention of this standard for clinical trial services

To create an organisation in which there are mutually benefical outcomes by having:

= Censumers as partners in planning, design, delivery, measurement and evaluation of systems to
deliver clinical trial services

= Trial partcipants and patients as partners in their own care, to the extent that they choose.

Criteria

n  Clinical governance and quality improvement systems to support partnering with consumers
»  Partnering with patients in their own care
= Health literacy

» Partnering with conzumers in organisaticnal design and governance.

*ICIAL
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Partnering with consumers in the The Australlan Charter e
9 of Healthcare Rights S
NSQHS Standards Iop Tips for Safe Hea»lzh Care
¥ PO $. h 4
Australian Charter of Healthcare Rights ,’, " :)""";\Q A1)

w Al 22 il

What you need to know for yoursell,
your family or somaone you care for
ooty andasalt gt .

Decision support tools for patients

Top Tips for Safe Health Care

Health Literacy

Review of attributes of high-performing "‘Q

person-centred organisations = av

"honest {"4‘” &

«® m )
Person-centred care e oo R
Measuring partnerships with consumers  ...ci,.. i o it

with Consumers

Informed consent
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* NHMRC - Toolkit for Consumer and Community Involvement in
Health and Medical Research

* VCCC - Consumer Involvement and Engagement
Toolkit

* CancerAustralia— Consumer involvement toolkit

* National Mental Health Commission - Consumer and Carer R
Engagement: a Practical Guide How to get involved in health

and medical research

 NHMRC National Institute for Dementia Research - Becoming
involved in research — A guide for people living with dementia, their
care partners and family members

iational Mental Health Comy

Consumer and
carer

engagement: a
practical guide

oAy Ausialian Government
T Nt o N Coraon

* AHHA - Experience Based Co-Design Toolkit

* Monash Partners — Consumer and Community Involvement

» Telethon Kids Institute — Planning for Consumer and Community
Participation in Health and Medical Research

OFFICIAL
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Examples of strategies used to implement the Partnering with 'o‘
Consumers Standard \

KPIs developed

Patients centred to monitor Sf“'g:i'?;;cae
strategy and plan imvotvement e
developed P P
consumers .
. Patient
established .
Information
Consumer register Working Group

established to
improve
communication
with consumers

of 100 consumers

Community Advisory

Committee in place Catalogue of

patient stories

OFFICIAL



Examples of strategies used to
implement Aboriginal and Torres Strait 4
Islander peoples specific actions

Reconciliation Action
Plan
in place

Patient experience
KPIs for Aboriginal
and Torres Strait
Islander people

Aboriginal Health
Advisory Group
established

Aboriginal health
policies and
guidelines in place

Aboriginaland Torres
Strait Island specific
network established to

enable
collaborative activities to
strengthen indigenous
research capacity




'Q‘ ST VINCENT'S
HOSPITAL

SUMMARY

* Planning and be Prepared

* People (Research, Quality & Risk)
* Policy / SOP

* Process

« Patients / Trial Participants

* Principal Investigators
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NA IONAL CLINICAL TRIALS
GOVERNANCE FRAMEWORK AND
ﬁ NICAL TRIALS REFORM

ABLING AN EFFICIENT AND EFFECTIVE
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| cy Section
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HOW FAR WE HAVE COME...

2009 - Clinical Trials Action Group - Co-chaired by the (now) Minister for
Health and Aged Care, the Hon Mark Butler and the Hon Richard Marles

2014 - Clinical Trials Jurisdictional Working Group
2017 - Revitalised Clinical Trials Agenda
2016 - Clinical Trials Project Reference Group

2017- Encouraging More Clinical Trials in Australia Agreement

2018 - National Clinical Trials Governance Framework
2019 - National Clinical Trials and Tele-trial Compendium

2021 - Development of an Accreditation Scheme for National Mutual Acceptance
(NMA) Human Research Ethics Committees

Expansion of the National Mutual Acceptance scheme
Ethical and Scientific Review of Multi-Centre Research

2021 - Consultations on the National One Stop Shop for Clinical Trials and Health-

Related Human Research.
2023 - Establishment of the Inter-Governmental Policy Reform Group to drive the

national reform agenda and the National One Stop Shop 98



INTER-GOVERNMENTAL POLICY. REFO@M &)QQ , v/

GROUP (IGPRG) , O

o ~— S
£

,
e

* Chair, Professor lan Chubb AC FAA FTSE 4 .,x; /:}" e JOF D ¢
N EY

 Cross-jurisdictional collaboration with key Commonwealth 0N 5 O\
agencies to to drive the national clinical trial and health = & ’ '
related research reform agenda and strengthen the clinical =

-

capacity across the research pipeline and place clinical- .

trial and health research operating environment to position o (® 7% ®
Australia as a global leader : ~ A
” 5 \
: i . B AN
* The reform agenda seeks to build Australia’s soverelgn o /i ’ ab 1\

v
trials and health research at the forefront of a sector-wide~ ®
research investment and innovation drive. m’

w )
| W




NATIONAL

INITIATIVES

EMBEDDING
RESEARCH INTO
ROUTINE HEALTH
CARE

Nationally consistent
accreditation under the
AHSSQA Scheme

National Clinical Trials
Governance Framework

IMPROVING SAFETY,
QUALITY AND
EFFICIENCY

Quality standard and
accreditation of HRECs
under the National Mutual
Acceptance Scheme

OFFICIAL

HARMONISING
SYSTEMS AND
PROCESSES

National One Stop Shop
National SSA

Public facing website

DEVELOPING
STANDARDS AND
GUIDELINES

National Clinical Trials
and Tele-trials
compendium



NAL CLINICAL TRIALS GOVERNANCE
FRAMEWORK

Nationally consistent accreditation of health
services for clinical trial service provision.

IMPROVEMENTS

. HREC
IMPROVEMENTS
. Trial opens * Trial management
ection -

. IMPROVEMENTS .

planning

al
mmmmmmmmmm




KEY ROLES FOR INDIVIDUALS

r
Embedding clinical trials into governance systems requires
collaboration across the health service — genuine engagement of the
executive; regular reporting; clinical leadership and trust

Roles and responsibilities for individuals
Conducting a self-assessment - services in various contexts
Contracts with accrediting agencies

Costs associated with implementation

Flexibility in the assessment process — maturity scale
Independence of the assessment process

Confidence in the assessment process



THANK YOU

L.australianclinicaltrials.gov.au/

Contact the team at:

ClinicalTrialsPolicy@health.gov.au

103


https://www.australianclinicaltrials.gov.au/
mailto:ClinicalTrialsPolicy@health.gov.au

NATIONAL CLINICAL TRIALS GOVERNANCE
FRAMEWORK

Nationally consistent accreditation of health
services for clinical trial service provision.

* Strengthens governance arrangements for clinical trial
services under the Australian Health Service Safety and
Quality Assessment Scheme

* Ensures clinical trial services are embedded in health
service clinical governance systems and are considered
core health service business

* Ensures clinical trials governance is a fundamental part
of the health services governing body’s responsibilities
and accountabilities

* Aligns with the Good Clinical Practice Site Inspection
Program of the TGA.
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