Chinical Trials in Australia —
Choosing your partners
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Chinical trials environment

» Australia has a vibrant clinical trials sector with a reputation
globally for high quality outcomes

» Australia has more than 50 clinical trial networks offering Phase | —
IV clinical trials.

« Multinational and local Clinical research organisations (CRQO’s)
operate with local offices in Australia

« Compliance with Good Clinical Practice (GCP) guidelines means
results from Australian trials are regularly used to support
submissions to international regulators including the United States’

Food and Drug Administration (FDA) and the European Medicines
Agency (EMA).
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Key considerations in Australia

Time zone difference and response times (CRO needs to have
local offices)

We are used to operating globally (follow international guidelines
and recommendations)

Regulatory processes and governance
Terminology and acronyms

Testing may slightly differ (e.g BUN/Urea) — but we will work with
you for required outcomes

Logistics for Multi-site studies nationwide
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Clinical trials landscape
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Services you can expect from

your CRO

Is my study global-
do | need a global
or localised CRO?

Liaison/ project

management
over the study
period

Is there
therapeutic

® expertise | need

Assist with
regulatory
documentation,
protocols,

Subcontracting
of relevant

?How involved do |

want to be in the
process?

Assist with Site

selection
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https://www.contractresearchmap.com/places/australia

© Filter Results

287 RESULTS

Filter by Name: ‘

Australia Breast Cancer Tissue Bank

176 Hawkesbury Road, Westmead NSW 2145

The overall aim of the Australian Breast Cancer Tissue @
Bank (ABCTB) is to support research to improve our
knowledge about the disease and our ability to
manage breast cancer in the future. The biobank is
an open access, not for profit resource established in

MORE

Agrisearch Services
50 Leewood Drive Qrange NSW 2800 Australia
The company provides independent applied research @

Finding a CRO
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Contract Research Organizations in Australia in alphabetical order o=
_ -
Alliance Pharma is a global CRO specializing in GLP and non-GLP bioanalytical services, drug 4+
metabolism/pharmacokinetic (DMPK) and CMC analytical and materials science services (GMP) for '
preclinical, clinical, and CMC testing. View full profile 11
hitps://ich t/cro-list/country/austral
- ps://ichgcp.netcro-liscountry/australia
Anatomise Biostats Ltd. =,
We assist biotechnology, medical device and pharmaceutical start-ups and SMSEs to refine and fast-
track their research goals through efficient study design, SAPs and protocol development and =
adaption, and careful statistical analysis of study endpoin... View full profile i
View locations ¥ )
i AUSTRALIAN
i . ° ' ' '
At Australian Healthcare Solutions, we believe in medical technology that changes lives for the better.
Australian Healthcare Solutions was founded from the desire to assist companies achieve their vision = |
of delivering credible, safe and cost-effect... View full profile
View locations ¥
Nortl
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Types of sites

https://www.australianclinicaltrials.gov.au/clinical-trial-si

Phase 2-4

HELPING Search n

i . M, Australian
: Australian Government ///I//"/;/ Clinical Trials HIEIELTII

Home Consumers Health care providers Industry and sponsors Researchers Helping our health Resources About

This site is now managed by the Commonwealth Department of Health and
Aged Care.

Login *

GP clinics/Dr networks

Q Search Industry and sponsors  Australian clinical trial sites Hospltal Sltes

for aClinical Trial

Australian clinical trial sites

‘your dinical trial site

ical trials sites, including their capacity and capability. You can also select up to 3 sites to

State

Select All
OACT ONSW ONT 0OQlb OSA OTAS OVIC OWA

Conducting Phase | trials? Conducting Phase Il trials?  Cc ing Phase |1l trials  Ce ing Phase |V trials
OYes ONo OYes ONo OYes ONo OYes ONo

Clinical Trial expertise Dedicated clinical trial unit

Anasthaesia and pain «  Anasthaesia and pain -

Cardiology Cardiology

Dermatology Dermatology

The main role is to host trials and provide clinical staff for the conduct of trials on site.
Recruiting, treating and monitoring patients in trials on behalf of other sponsors
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Pathology, PK, PD, specialist
labs- accreditation

https://nata.com.au/find-organisation/




Labs, labs and more labs!
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Phamacokinetics
Pharmacodynamics,
Safety bloods
Screening tests
Biomarkers and
cytokines

Genetic testing
Histology




Virtual Central Lab

\ .t o =
> Olc—=[o]| [°|==|o 5l [
(= ] 11 (= ] g 111 g g I g
Required items provided olIrITe T hd
to each site 1 ]

ACL’s specialised
trials project team
does internal study
setup and prepares
customised request
forms for all sites.

Samples are transported to the nearest
ACL local laboratory most of which have
unified national reference ranges— there
are ~50 around the country to ensure
speed of sample analysis. Study specific
reference ranges available.

Data
delivered to
each site
ACL’s specialised trials project team monitors study via secure
Ve e e progress, respective results delivered to a results portal web portal
Central Laboratories (5 N to each site and ACL delivers single consolidated data or app

Hospital Laboratories (15)

extracts to sponsors CRO'’s or data management teams
| regardless of the site locations
Veterinary Laboratories (2) 1

o
O\ 8
ACCs (1329) 462 | 435 157 770 | 81 18 6 “ M

;
5
Branch Laboratories (18) 8
3

Specialist Laboratories (6)

One
AUSTR.ALIA: National Unified
Cllnlcal Pathology System, linking all labs

to one information system




Teletrials C e

Where are you patients?

https://australianteletrialprogram.com.au/

- p

. . ( e About Patients Clinical Teams Sponsors PARTNER Network Resources
Australian Teletrial Program (. |
Access to clinical trials, closer to home | -, Contact Us

The Australian Teletrial Program will improve
access to, and participation in, clinical trials for ~ - :
rural, regional and remote Australians. < ! SO <>

Teletrials is a proven model and uses telehealth to connect regional and rural clinical trial site y . o

clusters. <> 'I .
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Contact us for any questions D

Email

Kanthi.Lewis@clinicallabs.com.au

Web

wwuw.specialisedtrials.com.au
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http://www.specialisedtrials.com.au/
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