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AUSTRALIAN MARKET OVERVIEW
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- 6 states 2 territories I e

« 6! Jargest country (by area)

o 27.1 million (2024 population)
« 31.2 million (2035 forecast population)

« Top 10 import sources (2023)
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10 New Zealand
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Sources: Austrade (www.austrade.gov.au), ABS (www.abs.gov.au)
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AUSTRALIAN MARKET OVERVIEW

World’s 13" largest economy in 2023

Percentage share of total world nominal GDP in US$

20. Switzerland 0.8%
17. Metherlands 1.1%
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3. Germany 4.3%
19, Saudi Arabia 1.0%

|18, Tarkiye 1.1%

5. India 3.4%

2.China 16.9% —#

11. Russia 1.9%
1.Us 26.1%

4, Japan 4.0%

10. Canada 2.0%——@ l
—14. Korea 1.6%
12. Mexico 1.7% —a

ASEAN 3.6% (includes 16. Indonesia 1.3%)
®————16.Indonesia1l.3%

9. Brazil 2.1% —a

13. Australia1.7%

Source: Austrade (‘Why Australia Benchmark Report 2024’)

) foley

GDP

P

1.39% in June 2024

2.3% by the end of 2025

GDP (real)
4%

®
3% 329

® (]
o
2% X0 i 22%  23%
g ° 1.7%

1% 15%  1.4%

Jun-23 Dec-23  Jun-24 Dec-24  Jun-25 Dec-25 Jun-26


https://international.austrade.gov.au/en/why-australia/benchmark-report

AUSTRALIAN MARKET OVERVIEW

5t highest in the world public health expenditure per capita

Government healthcare expenditure per capita, 2023
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Source: Austrade (Why Australia Benchmark Report 2024), 2024 World Index of Health Innovation
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NoO. 9 globally
for healthcare
iInnovation (2024)

o ~600 MedTech
& Digital Health

companies

=]e AUD 12.3 bn
MedTech sector
= value in 2024
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'WHY AUSTRALIA ? @ foley

Record government investment in Australia’s health system

« Growing demand for medical technology — increasing burden of
chronic disease and fast-aging population

 Record spend on health and hospital infrastructure (new,
upgraded health facilities) by state governments

« Heavily dependent on imports to meet the demand for medical
technology — over 80% of medical devices are imported
(key sources are US, China and Germany)

 AUD 22 billion Medical Research Future Fund (MRFF)
supporting Australian health and medical R&D

« Alow-risk testbed to develop and test MedTech products

« Est. MedTech sector market value was AUD 12.3 hillion in 2024




AUSTRALIA’S HEALTH SYSTEM 2 foley

FEDERAL GOVERNMENT

%)\! Key Responsibilities
+ Development of national health policies & strategies
. ¢ \ " « Provides funds for public hospital services

ustralian Digital Health Agency | My Health Record

* Funds medical services through ‘Medicare’

 Funds medicines via ‘Pharmaceutical Benefits Scheme’

Australian Government

Australian Government

Australian Institute of
Department of Health and Ageing

Health and Welfare PO i Thiapeds Good Adminsien « Oversees and funds Primary Health Networks (PHNSs)
A I H “ Department of Health and Aged Care

* Operates the national digital health infrastructure

* Regulates medicines and medical devices (‘TGA')

B, 5, 8 AUSTRALIAN 4 o i [
o AUSTRALIAN x. Provides funding for health R&D
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AUSTRALIA’S HEALTH SYSTEM 2 foley

STATE & TERRITORY GOVERNMENTS

State & Territory

Health Departments Key Responsibilities

* Funding and managing public hospitals

Q% ) ACT | act Health "l‘“}!’ :;: {"E%%%%N REEERE Queensland Government _ _ . . .
=4 Government gf.,s,,!! Health @O GOVERNMENT Gueesind Queensland Health . Regulatlng and ||Cen5|ng prlvate hOSpItaIS
@ b e i =/ asmanian Department of VOIHA Department }éwi Government of ® Dellverlng prlma‘ry health & preventatlve SerVICeS
. SA Health ¥ Government = Health it of Health 'la 4 Western Australia
P~ Government _Ji-wr Al Department of Health

» Providing oversight of local hospital / health networks
» Delivering ambulance services

Local Hospital Networks (‘Health Districts’)

Metro North
Health Albury

m Austln Wodonga

Government HEALTH Health

Health

Central Adelaide
Local Health Network

vas,
A | Health

JCW | South Eastern Sydney
§E§ﬂ Local Health District of South Australia




HEALTH EXPENDITURE TRENDS vfoley

In 2022-23: Hospitals received AUD 107.1 billion, More than 51% was spent in New South

largely funded by the government sector. Wales (NSW) and Victoria (VIC) combined.

AUD 252.5 billion

Total spend on health Key Areas of Health Expenditure Total Health Spend by State & Territory

N ] 2022-23 (in AUD
goods and services in 2022-23 ( )

2022-23
mNSW ®mVIC mQLD

$74.45

WA H SA mTAS

$65.26

BACT ENT

$52.46

m hospitals
® primary health care

m referred medical services

$27.70

m other health-related services

m capital spending
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]
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—
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m health & medical research 8 8 23
Data Source:Australian Institute of Health and Welfare (AIHW) - - -



https://www.aihw.gov.au/reports/health-welfare-expenditure/health-expenditure

FEDERAL HEALTH FUNDING 2024-25 foley

2024-25 Health Budget: AUD 112.7 bn

2027-28 Projected Budget: AUD 122.8 bn

Medical Science Co-Investment Plan

&

National Reconstruction

. Med|Care Medical Science Fund (NRF)

AUD 2.8 billion to strengthen Medicare, incl. providing Co-investment e i e wowe
additional Medicare Urgent Care Clinics Industry AL

Listen to industry concerns ‘
. Aged Care

. State Health Support
AUD 31.3 billion of funding to support state health services

and work in partnership to
grow the sector

AUD 1.5 bn

AUD 36.2 hillion funding for aged care services, plus v for medical

AUD 2.3 billion for other aged-care related programs

. Health & Medical Research

AUD 1.4 billion over 13 years from 2024—25 through the
Medical Research Future Fund (MRFF)

Government manufacturing

Provide policy pathways for reform to
uplift manufacturing capabilities

Q.
@ Digital health @ Medical devices 0 Complex therapeutics c’o\ Sustainability
(o= «

Source: Australian Government Department of Science, Industry & Resources



https://www.industry.gov.au/publications/medical-science-co-investment-plan

VICTORIA’S HEALTH BUDGET 2024-25

AUD 1.7 billion

AUD 146 million

AUD 47 million

AUD 109 million

AUD 35 million

4
itie

AUD 13 billion

Record investment in Victoria’s public health system

Improving hospitals & health infrastructure across the state

Supporting Ambulance Victoria and emergency departments

Supporting health and independence of people with disability

New investment into Victoria’s mental health system

To protect health services from cyber attacks

Source: Victoria’s State Budget 2024-25

o foley

ORIA Department

State of Health
Government

QIR e A !

] Monash Medical Centre /

tower expansion project /

s""w i A $535 million investment at the Monash Medical /
1ed" Centre will be }Jsed tq construct a new multi-level

Sarplas, miw bt e oy //

/

¥ and expanded birthing unit and maternity
il inpatient beds.
5

AUD 35 m for the Medical

Equipment Replacement Fund



https://www.dtf.vic.gov.au/2024-25-state-budget

END CUSTOMERS: HOSPITAL SECTOR

2022—-23 expenditure: AUD 85.6 billion
Full-time equivalent staff: 448,000

& ROYAL PRINCE Kgyleﬂ_ d
(&) ALFRED HOSPITAL 0 ng?cgle
E1 I The Royal .
QP Melbourne Sunshine Coast
v H°5p|tQI Hospital and Health Service

Q theAlfred

FIONA Lk()
STANLEY
RBWH  hospial

1,350+
hospitals

o foley

2022—-23 expenditure: AUD 21.5 billion
Full-time equivalent staff: ~ 69,300

=
Healthscope
Ramsay HOSPITALS P
Health Care
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HEALTHCARE PROCUREMENT foley

@ Pathways into the Australian Health Care System:

oo | MEDTECH COMPANIES | SAFETY, QUALITY AND EFFICACY REGULATION

In 2022; the gross revenue Manufacturer Sponsor e Therapeutic Goods  _| Telﬁﬁg:g;y Australian Register of
generated by the MedTech 4 4 Administration Assessment Therapeutic Goods
industry in Australia was

estimated at:

¢ VALUE FOR MONEY REIMBURSEMENT PROCUREMENT PAYERS

A U D 11 -4 b I I I I O n Medical Services tHealth . . .
- Medicare Benefits Private Healthcare Federal
Advisory == Technology [== = . ]
Committae ‘ Assessment‘ Schedule (MBS) Providers Government
capturing the total demand
. *Medical Devices tHealth *Prescribed List of Benefits
(l.e. SaleS) from purChaseS and Human Tissue for Medical Devices and ' . Private Health
Advi == Technology =1 - s Private Hospitals e
. .. visory uman Tissue Products Insurers
by hospitals, clinics etc. Committee g | Assessment 4 (Prescribed List) y y
* 5% of th Il State State-specific criteria and processes State and Federal
approx. 00 € overa Government == (may include tHealth Technology == Government Hospitals == %gv?nminfsra
national health expenditure Processes ¢ Assessment) y| y 4

in 2022

Source: Medical Technology Association of Australia (The Value of MedTech Report, June 2023)



https://www.mtaa.org.au/sites/default/files/uploaded-content/field_f_content_file/the_value_of_medtech_report.pdf

HEALTHCARE PROCUREMENT foley

PUBLIC SECTOR PRIVATE SECTOR

« Generally managed at a state or territory level.

Private sector health providers:

* In some states, central procurement agencies procure a. Direct procurement / supply
on behalf of hospitals for high volume, commonly used arrangements
products and services. For the rest, hospitals manage their b. Public approach to market (tender)
own procurement.
i&_‘\‘l’_fi» HealthShare NSW -J( HealthShare « Often negotiate directly with an established
NSW FRealthShare T\ Victoria network of suppliers
« Public procurement process includes 3 main channels: « Participation in private sector tenders is often

by invitation (not always publicly advertised)
a. Panels

b. Requests for Tender (RFT)
c. Below threshold procurement

_ S| aus iy TENDER

%Queensland Government @ Un |t| ngCare

QTenders




MEDTECH PROCUREMENT IN VICTORIA

6 Primary Health
Networks (PHNS)

9 Local Public Health
Units (LHUS)

9 Major Metro Hospital
& Health Services

5 rural health regions

70 rural and regional

Hospital & Health
Services

ORIA Department HeCI Iths ha re
e A< Victoria

Sponsors must first obtain
TGA Registration

u Ethical promotion of Medtech
Reqgister for NPC
Review HealthShare Vic— does
your Medtech align with ) )
available standin ﬂffer Approach hospitals directly
contracts or te

Register as a supplier for a

Respond to relevant
HSV website account.

contracts/ tenders

Source: Commercial Eyes (Navigating the Australian Medtech Market, February 2024)

foley

BUYING FOR

VICTORIA

Market Research to assess
Payer/Clinician/Patient
Perception and Market Share


https://icn.org.au/wp-content/uploads/2024/03/Navigating-the-Australian-Medtech-Market-2024.pdf

MEDTECH LANDSCAPE IN

2,654 Life Sciences Organizations

-

1,427 Industry Companies
799 Support Services
230 Research Institutes

166 Funding Bodies

32 Government & Regulatory

Anatomics ™ SEer & Awcibion ( Health

) foley

AUSTRALIA
Over 80% of life sciences
industry companies are SMEs
2019 2022
577 548
387
340 bop 302
MedTech & Biotherapeutics Food &
Agriculture

Digital Health

/& |

Qi)
e W

EETTRRENes |

! //\ \é sy Y ek
T 3 "‘ M o N
P Rk g = ,‘ ,:w

YANDHealth

Source: Australian Biotechnology Sector Snapshot 2022



https://www.grantthornton.com.au/globalassets/1.-member-firms/australian-website/industry/life-sciences/pdfs/gtal_2022_ausbiotec_blueprint_snapshot_2022.pdf

LIFE SCIENCES ECOSYSTEM & HUBS @ foley

,"

el '“‘E': B HEALTH AND KNOWLEDGE PRECINGT
- GOLDCOAST. HERSTON

Metro North Health
* Royal Brisbane & Women'’s Hospital
» Australian e-Health Research Centre
*  University of Queensland (UQ)
*  Griffith University
I {457 Gold Coast University Hospital

TELETHON

Westmead

Health Precinct

i Western Sydney LHD (WSLHD)
=+ Sydney Children’s Hospitals Network

: e Children’s Medical Research Institute
Westmead Institute for Medical Research

Royal Adelaide Hospital
de # + Flinders Medical Centre
v { elail 5 S e SAHMRI

gli%l,\'led | - University of Adelaide

*  University of SA

¢ Melbourne

= Biomedical

B Precinct.

- WEHI

»  University of Melbourne

The largest health & medical research *  Peter MacCallum Cancer Centre

precinct in the southern hemisphere. ‘ CR:(;{N Children's Hospital




OPPORTUNITIES FOR NI COMPANIES 2 foley

MARKET INSIGHTS: WHAT IS IN DEMAND?

Products and solutions that address Australia’s major healthcare challenges:

v' Over Dependence on In-Patient Care
v" Resource Utilization
v Effective Chronic Disease Management

v' Improving Home Care / Remote Support

Software that helps track hours of care provided

Diagnostic technology by a clinical nurse or a lifestyle specialist would Technologies enabling remote
which may reduce emergency be very useful. Similarly, systems that could help monitoring and home care, as well
department waiting times or optimize/automate procurement would be of as solutions in precision medicine
increase patient throughput. interest, as that is typically a manual process and personalized care, such as
. managed by the nurse. enomics and robotics
Eymidmed . '

- . .
) arcare t= medilogic

AGED CARE

Source: Industry interviews conducted by Foley




OPPORTUNITIES IN DIGITAL HEALTH 2 foley

Digital Health Transformation: Industry Insights

According to a 2024 industry report, telehealth,

Alistralian <L remote patient monitoring, and virtual care Key Challenges
5004 e are perceived as the most promising areas for
7l s transforming the Australian health system. 10%

Privacy and secuirty
concerns

INDUSTRY : - s

S8 Additionally, health analytics, clinical decision P fand digital
support and Al also hold significant potential for novation
data-driven healthcare solutions.

39%

Interoperability
and integration
issues

13%
Lacked
of skilled
resources

15%

Resistance
to change

Source: AHW 2024 State of Industry Report



https://www.ahwdigital.com.au/healthcare/analytics-workbooks/state-of-industry-report-2024

OPPORTUNITIES: MedTech Trials

f— ef> corpuls

Following multiple trials, the Corpuls Clinical Device
& Notification Platform (CDNP) was rolled out across
12 hospitals and ~70 ambulance stations across
metropolitan and greater Sydney in April 2024.

a6, Agency for Clinical Innovation
(7

DEVICE
) NSWAmbulance g TECHNOLOGIES

NSW eHealth

o foley

The University of Queensland (UQ) is leading a trial
on improving the delivery of life-saving treatments for
hospitalized babies. The trial will test an ivWatch®
sensor in three major Queensland hospitals across
Brisbane and the Sunshine Coast.

p— et ? =
M=
EE ; ‘W ‘ﬂ
— AW s
S —— AN
=z & »'/";:j'f‘ ©
- >

i‘z ueensland .
it 8ovemment Children's Health Queensland

THE UNIVERSITY . ' .
OF QueensLanND  Royal Brishane and Women's Hospital

AUSTRALIA Metro North Health

Sunshine Coast

Hospital and Health Service
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OPPORTUNITIES: Digital Health Partnerships

medibank /& 2

Recent technology partnerships

Medibank and L Healthcare technology lands
Sl e -.L League in Australia to help fight

partner to transform . e
the digital health preventable chronic disease

experience amwe ll (,?

by Amwell®

SilverCloud




OPPORTUNITIES: Al Digital Tool Trials

The RAPIDx Al digital tool is an Al-powered
decision-support tool designed to assist ED clinicians
in diagnosing and managing suspected cardiac chest
pain cases.

The SA health system has been part of a NHMRC-
funded trial being run across 12 hospitals in
metropolitan and rural South Australia.

o foley

o :
- S @ InterSystems:
n‘!ﬂ SRESEARCH >ACTION »IMPACT Me:;tal Res?:::;hca::ncil Creative data technology

Sydney Local Health District (SLHD) has trialed the
Tissue Analytics Al-powered app that helps
analyze, treat and monitor chronic wounds. SLHD
has worked with local distributor Virtualcare to
integrate it into its Oracle Health (Cerner) EMR.

It is now being rolled out to rpavirtual’s virtual
wound care centre after a successful trial.

t‘ Net Health

(73]
“\\_\“_l‘ Sydney
NSW Local Health District

+
Carpavirtual virtualcare

“Al is becoming more common in healthcare, but it doesn’t always
fit in smoothly with the vital work of our doctors and nurses”



UK HEALTH TECH IN AUSTRALIA 2 foley

MELCOVATE Medovate signed an exclusive partnership with a Brisbane-based
Developing Innovation distributor LTR Medical, allowing them to distribute the SAFIRA®
N (SAFer Injection for Regional Anaesthesia) ™ in Australia and New
7 Zealand.
LTR Medical
:‘ Biocomposites® Biocomposites, a medical devices company, has an exclusive
agreement with LifeHealthcare (LHC) to sell its STIMULAN® and
_ e genex® products in Australia, used in surgery to treat bone and
LifeHealthcare soft tissue infections.
~ Australia’s 2" largest private hospital group, Healthscope, has
A4 Adoreboard partnered with a Northern-lrish company Adoreboard since 2019 to
- quantify the drivers of human emotion like trust and anger in patient
@Heahhsco?e/ feedback using Atrtificial Intelligence (Al).



https://www.ltrmedical.com/2020/10/ltr-medical-to-distribute-the-safira-in-australia-and-new-zealand/

MARKET ACCESS CONSIDERATIONS

Australia’s health ecosystem — key players & stakeholders:

« Government
* Industry

* Business

« R&D

« Consultants

o foley

STATE & TERRITORY GOVERNMENT AGENCIES
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MARKET ACCESS CONSIDERATIONS foley

Market Entry ‘ROADMAP’

« Familiarize yourself with the AUS healthcare ecosystem « Be aware of potential challenges:
« Understand who your key customers & end-users are Fragmented health system and complex procurement
 Identify the top priority areas (‘pain points’) and trial the Strong competition from European, US, Asian companies

solution in the local environment
Reluctance by hospitals/clinics to change current suppliers
 Ensure that your offering complies with local regulations

and standards — secure TGA approval A prevailing price consciousness among healthcare providers
* Select suitable local partners to work with (a distributor) Navigating integrations with legacy digital platforms
« Consider aligning yourself with key stakeholders Privacy & data hosting requirements can be stringent

EE : A Need to demonstrate success (track record

am-D0R  (Jdwees BABupa  MIPConnect ( )

Getting people on the ground early and spending time in the
market will enhance chances for successful market entry!

el

v




KEY INDUSTRY EVENTS 2025 foley

Australian Healthcare Week | Sydney Digital Health Festival | Melbourne -

19-20 MARCH 2025
e J
DIGITAI. HEALTH

14th Annual @ FESTIVAL
/\
ﬁu?tthralla 5\\, — T MING HEAI.THcABE
eaithcare vee THROUGH CONNECTION.
The Largest and Most Influential Health Expo MELBOURNE EXIBITION CENTER
13-14 MAY 2025
@EQ-IP-IEERNIENCE %EIN HEACTHCATE {gm HEALTHCARE WORKFORCE
;@' CARE =Kok y"”“"’“’“‘" @““E MODELS AusMedTech Conference | Sydney -
@:gssllngWIFE RY Q, Al GOVERNANCE

ﬁ @HE:E-#[ f ° .,'il L C INFRASTRUCTURE .
N HEALTHCARE n
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"\%‘-'7'."“"‘v""";‘K""FEOL'ECBE""G y smart TECHNOLOGY Australia's Medtech 2 0 2 5 Tl

Conference
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A sTART

DAY TWO: 20th March 202, Thursday DAY ONE:19th March 2025, Wednesday

AusBiotech




THANK YOU

Mirna Sarihodzic
Principal Consultant
Foley | Sydney, Australia
E: mirna@foley.com.au

2 foley

www.foley.com.au

This presentation was created by Foley (March 2025). All content is for informational purposes only.
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Copyright Statement

This course, including all content and materials,
are protected by Copyright Laws. Sl

You must not

. . thi k
The course materials may not be used or copied withautpemlsdn
without express permission of the copyright
owhner. copyright.com.au
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Disclaimers

The information provided in this presentation is intended for general informational purposes only

and does not constitute legal, professional, or any other type of advice. While every effort has been
made to ensure the accuracy and reliability of the information, the presenter(s) makes no

representations or warranties, express or implied, regarding the completeness, suitability, or
applicability of the content to specific products or situations. Attendees are encouraged to seek
professional advice on how the material and concepts apply in specific circumstances.

During this presentation, it will not be possible to provide advice on specific matters relating to
products in development.

o<
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Y Adjutor
Copyright Adjutor Healthcare
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Agenda

 Australian Regulator and the
Regulatory Framework

Definitions

Registration Process and Timelines

Devices with overseas approval

Impact on global strategy

Case study
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Australian Regulatory
Framework & Environment

Section 1
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Regulator
The Therapeutic Goods Administration (TGA):
part of the Australian Government Department of Health

established in 1989

regulates and monitors all therapeutic goods that are distributed in

Australia.

operates:
o with cost-recovery model. Fees and charges apply

The RGgUIatOr and o risk-based approach (for product and compliance)
the Regulatory
Framework

Framework Therapeutic Goods are regulated on the Australian Government level (i.e.
federal level).

1. Therapeutic Goods Act 1989 (‘Act’)
2. Therapeutic Goods (Medical Devices) Regulations 2002
(‘Regulations’)
3. Therapeutic Goods Orders, Determinations and Instruments

TGA regulatory framework | Therapeutic Goods Administration
TGA

i
Adjutor

Copyright Adjutor Healthcare 6 Healthcare


https://www.tga.gov.au/tga-regulatory-framework
https://www.tga.gov.au/tga-regulatory-framework

Terms & Definitions

Section 2
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Terms and Definitions

Medical device Defined in the Act, Section 41BD (similar to EU MDR).

Device risk As set out in ‘Regulations’, Schedule 2 (MD) and in Schedule 2A (IVD).

classification Mainly follows EU MDR

ARTG All therapeutic goods must be included in the (public) Australian Register
of Therapeutic Goods (ARTG) before supply.

‘kind of’ medical Registration applications are made for a kind of medical device, enabling

device low to moderate risk devices to be grouped under one ARTG entry, if they
have the same sponsor, manufacturer, risk classification and GMDN code.

Software as Medical software and mobile apps that meet the definition of a medical device,

Device (SaMD) unless otherwise excluded *

Sponsor Is a local Australian entity responsible for the product. May be different

from the distributor.

(Legal) Manufacturer:  As defined in the Act, Section 41BG. )
* Consult the TGA guidance: Adjutor

Copyright Adjutor Healthcare 8 Healthcare



https://www.tga.gov.au/sites/default/files/my-software-regulated.pdf

Terms and Definitions

Term Definitions

GMDN Code Is the Global Medical Device Nomenclature, different to EMDN

Essential Principles Is defined in the ‘Regulations’ Part 2. Every device must comply with its
requirements. Mostly harmonised with EU GSPR. Contains AU labelling
requirements.

Application audit Is conducted by the TGA to verify that device registration applications
meet the relevant legislative requirements. For some applications, an
audit is mandatory, others may be selected for auditing at the discretion
of the agency.

Exempt device Some oversight by the TGA may be retained, however, registration is not
required
Excluded device Completely unregulated by the TGA, not considered therapeutic goods.

See the Act, section 7AA.

>
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Is my software
regulated?

Software that analyses data
obtained froman IVD is
regulated as IVD software.
See Software as in vitro
diagnostic medical devices
(1VDs) for more information.

medical device

For more detail see the
following pages:

r )
Medical Purpose -
Page 3

\ J

¢ ™

Excluded software -
Page 4 and page 5

L

Exempted clinical
decision support
software - Page 6

e

Source: Is my software regulated?

Itisanin ;I:':tfﬂ Does it work
diagnostic (IVD) directly with data

F "
Software (including
apps)

Software can be part of a medical device.
This software is sometimes referred to as
S5iMD (software in a medical device). The
TGA regulates this software as part of that
medical device.

¥ Yes

' ™)
Is its purpose likely

to be medical?

L (see page 3)

Yes

) 4

Is it excluded? Yes

Does it work in
combination with a
medical device?

Mo It is not a medical
device

F 9
Yes

(see page 4)

L 4

*Nn

Does it enable or assist | pg
with the function of
that medical device? J

obtained in vitro?

L

Does it support ‘]

Mo

Yes

Y

AT

(regulated as a

. Bt
It is an accessory
medical device) J

clinical decisions? J

Yes

Y

Is the clinical decision Mo
support software exempt?

(see page 6)

Yes

k4

It is a medical
device

Itis an exempt
medical device

T~

This software is not regulated by the
TGA. See Examples of regulated and
unregulated (excluded) software
based medical devices for more
information.

This software is an accessory. An
accessory to a medical device is
something that its manufacturer
specifically intends to be used with a
medical device to enable or assistit to
be used as intended.

An accessory to a medical device is
regulated as a medical device, and
must be entered on the ARTG prior to
supply. See How the TGA regulates
software based medical devices for
more information.

This software is a medical device and
must be entered on the ARTG prior to
supply. See How the TGA regulates
software based medical devices

and Examples of regulated and
unregulated (excluded) software
based medical devices for more
information.

This software is exempt clinical
decision support software. See Clinical
Decision Support Software for more
details on how exempted CDS is

ﬁ regulated.



https://www.tga.gov.au/sites/default/files/my-software-regulated.pdf

Registration Process
and Timelines

Section 3

e
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Registration Process Overview

Conformity Assessment (CA):
* Evidence review by regulator
* Site inspection by regulator

Device registration:
TGA review of device details

Regulatory Approval & Marketing

Product is a MD/IVD
&
Device risk category is established

Manufacturer establishes their QMS

& Manufacturer’s evidence:
All technical documentation is TGA review of manufacturer’s CA
developed and documented evidence
https://www.tga.gov.au/how-we-regulate/supply-therapeutic-good/supply-medical-device/medical-device- oe@

inclusion-process AdetOf

Is my software regulated? Copyright Adjutor Healthcare 12 Healthcare



https://www.tga.gov.au/how-we-regulate/supply-therapeutic-good/supply-medical-device/medical-device-inclusion-process
https://www.tga.gov.au/how-we-regulate/supply-therapeutic-good/supply-medical-device/medical-device-inclusion-process
https://www.tga.gov.au/sites/default/files/my-software-regulated.pdf

Timelines

Device registration®**:

Manufacturer’s with Application Audit

Conformity
Assessment (CA)* **

i % %k ~
(~12 mo) evidence** (<1 mo) (AA) (~2-12 mo)

w/o AA (1 mo)

* This step can be waived, if overseas CA evidence is available. Target TGA processing timeframe 255 working
days.

** Not required for Class | devices or Class 1 IVDs. No target TGA processing timeframe.

*** TGA AA is mandatory for highest risk devices/IVDs, unless TGA CA or EU MDR CE is available. Other
devices can be selected at TGA's discretion. Target TGA processing timeframes for Level 1 application audits is
30 working days, and 60 days for Level 2 application audits. However, due to TGA backlog actual process may

take longer.
https://www.tga.gov.au/resources/guidance/understanding-application-audit-rules-medical-
devices-including-vitro-diagnostics-ivds oL

[ ]
https://www.tga.gov.au/resources/publication/publications/therapeutic-goods-administration- AdetOf

Health
performance-report-2022-23 ealthcare



https://www.tga.gov.au/resources/publication/publications/therapeutic-goods-administration-performance-report-2022-23
https://www.tga.gov.au/resources/publication/publications/therapeutic-goods-administration-performance-report-2022-23
https://www.tga.gov.au/resources/guidance/understanding-application-audit-rules-medical-devices-including-vitro-diagnostics-ivds
https://www.tga.gov.au/resources/guidance/understanding-application-audit-rules-medical-devices-including-vitro-diagnostics-ivds

Devices with overseas
approval

Section 4

e
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Devices with overseas approval

 All devices require conformity assessment evidence, except Class .

* TGA accepts overseas evidence,
* Devices with CE mark:
* Extended validity of CE mark under EU MDD*:
* Additional evidence required to demonstrate pending EU MDR re-certification
e Product may be selected for TGA application audit (longer process)
* CE mark under EU MDR:
* No additional evidence required
e Quick registration process
e Evidence from Canada, USA, Japan and Singapore may also be acceptable

EU MDR transition extension | Therapeutic Goods Administration (TGA)

N
_ Adjutor

Copyright Adjutor Healthcare
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https://www.tga.gov.au/resources/legislation/therapeutic-goods-medical-devices-information-must-accompany-application-inclusion-determination-2018
https://www.tga.gov.au/how-we-regulate/supply-therapeutic-good/supply-medical-device/eu-mdr-transition/eu-mdr-transition-extension
https://www.tga.gov.au/resources/legislation/therapeutic-goods-medical-devices-information-must-accompany-application-inclusion-determination-2018
https://www.tga.gov.au/resources/legislation/therapeutic-goods-medical-devices-information-must-accompany-application-inclusion-determination-2018

Impact on global strategy

Section 5
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=l Details of your product and the competitors

sl T he legal manufacturer

What do you
need to
consider?

— REICEANERLES

8l Registration requirements F

§ Commercialisation and clinical strategy

o
Adjutor
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/
If No CE Mark Available /

Consider the Medical Device Single ‘
Audit Program (MDSAP).

Fast and cost

MDSAP - effective.
An alternative \|
pathway to CE ;

/

/

MDSAP members

USA, Canada, Japan, Australia, Brazil.

Notified bodies
can also conduct

Observers: EU, S.Korea, Taiwan, plus. MDSAP audit
Single evidence can
support multiple markets >e
Certificate issued by the TGA is acceptable by US- :
FDA and other significant regulators. Adjgigrr;



Case Studies

Section 6
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Case Study # 1

Situation: Overseas manufacturer, Class llb device, current CE mark under EU MDD and pending

EU MDR re-certification

Process:
CE certificate and device technical documentation assessment
Establishment of procedures to comply with TGA requirements
Quality agreement established
Created AUS compliant labelling & promotional materials
Prepared and submitted application to the TGA.
Approval granted in 1 month

>
Adjutor
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Case Study # 2

Situation: Australian manufacturer, Class Ilb device in development

Process:
Development of a global registration strategy
MDSAP: AU first, followed by US FDA (510(k), Canada and Japan

EC mark: 2nd priority due to long waitlist and uncertainties with interpretation of
requirements

Development of a clinical development strategy

Main study in AU, which is excellent for running clinical trials: data acceptable in Tier 1
countries and R&D tax incentives for local companies

>
Adjutor
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Australia is an attractive market:

Estimated population 26 million with an above average wealth

well-established regulatory landscape

recognition of CE mark and US-FDA approval

Device registration with CE mark can be as fast as 1 mo for
Class |, lla and Ilb devices or Class 1-3 IVDs.

Highest risk devices/IVDs requires mandatory TGA review
(unless with CE mark under EU MDR), which can take 12
months or more.

Take Home
Messages

Local requirements for Sponsors, product
labelling/advertisement and post approval reporting apply.

>
Adjutor
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4”;I1hank you!

Please also contact us at

- contact@adjutor.com.au if you would

__like to get some advice on a project you
e are working on.

: Slidesgo and Ereepik


mailto:contact@adjutor.com.au
http://bit.ly/2PfT4lq
https://bit.ly/2AB5gGa

Utilising the
UK-Australia
Free Trade
Agreement

| r'ucuomnlﬁcblm ”W’r?.‘f,“" Marzozs

! ‘&\ . FTAU Team

Department for Business and
Trade




~ Whatis a Free Trade
Agreement?

A Free trade Agreement (FTA) is an agreement
between two or more countries setting out the rules
that cover their trade in goods and services.

It reduces restrictions on imports and exports and
secures market access, which can make trading
easier and cheaper.

As anindependent trading nation, the UK now has
over 70 trade agreements in place.




) Key UK Free Trade Agreements

2021 2022 2023 2024
* Jan: UK-Japan FTA * Jun: UK-Singapore * Jun: UK-Australia FTA 15" Dec: CPTPP (8/12
« Jan: UK-Vietham FTA Digital Economy « Jun: UK-New Zealand CPTPP countries,
Agreement (DEA) FTA Australia on 24t Dec)

* Feb: UK-Singapore FTA

* FTAs are designed to remove tariffs and regulatory restrictions for businesses when
trading. This allows for cheaper and easier exports/imports.

 Some of the provisions will apply automatically. With others, there may be actions
you need to take first before you can benefit.

* The action(s) you will need to take depends on the type of goods or services you are
buying or selling and the country that you are doing business with.



TEMPORARY ENTRY

Facilitating temporary entry of
businesses persons for
business purposes (i.e to
deliver a service, negotiate
the sale of goods or services,
for investment) without
intending to establish
permanent residence.

DATAFLOW

No unjustified restrictions on
data flows and no unjustified
data localisation
requirements. No
requirement to share source
code and cryptographic
technology.

¥ Providing or Selling Services

EQUAL TREATMENT

Same treatment as domestic
competitors or as
competitors from any other
country.

&

ACCESS

For investment, equal and
open market access.
Protection for investors. Free
movement of capital.
Reduced investor
requirements.



You can enjoy up to 0% tariffs when exporting under an FTA if
you can prove that your goods are ‘originating’.

FTAs provide various ways of doing this, these are called

product specific rules (PSRs), based largely on commodity

codes. Finding your Commodity Code
Change of Chapter

* Example: Wheat (1001) + Milk (0401) = Biscuits (1905)

Regional Value Content Determining Rules of Origin

* Example: 40% of the cost of your good are from UK

materials or cost of manufacturing
Proving Rules of Origin

Additional guidance on Rules of Origin for exporting to
Australia can be found on great.gov.uk

Filing Documentation
The full treaty chapter can be found on gov.uk


https://www.great.gov.uk/markets/australia/uk-australia-free-trade-agreement-guidance/Rules_of_origin/
https://www.gov.uk/government/publications/uk-australia-fta-chapter-4-rules-of-origin-and-origin-procedures/chapter-4-rules-of-origin-and-origin-procedures-including-annex-4a-data-requirements-web-version

Duties, taxes and charges - 9021.40.00.20

United Kingdom to Australia Updated on: 14.02.2025

¥ Check How to Export

Where applicable, tariff preferences are available. If the conditions for preferential access are not met, the Most

“ ” Favoured Mation {(MFN) rate applies.
G OOd s too l ] c H E G Eind out more about the UK-Australia Free Trade Agreement.

Find out more about the CPTPP agreement.

»  How to use the tariffs table

Type Amount
Ereferential (PREF) Duty- GB 0%
The potential tariff
savings, if any, from MFN e gl R 0%

rate
Most Favoured Nation (MEN) Duty 0%

Expands to show local
taxes which are not part
of tariffs

» Show taxes and charges

Rules of origin - 9021.40.00.20

e CHEG has all the latest
information on PSRs and
tariff savings

United Kingdom to Australia

The UK has trade agreements with Australia.
Goods must meet the rules of origin to benefit from preferential tariffs {(where available).

United Kingdom to Australia (AL}

O Yo u Wi l.l. n eed yo u r H s 9021.40 - Hearing aids, excluding parts and accessories
UK-AU FTA
COde ready Product Specific rule Basic rule: Regional value content of not less than forty (40) per cent or a change from any other
subheading

United Kingdom to Australia (CPTPP)
CPTPP— Comprehensive and Progressive Agreement for Trans-Pacific Partnership

* Itwill also display the list
Of p a pe rs yo uwi ll n e ed o n 2021.40 The List of "Product-specific Rules of Origin” does not contain a description of the
. product at this point. The description may be found in the Harmonized System in the
both sides of the border, CPTPP version of 2012.
Inc"Udlng sample forms PrOdUCt SpeCIfIC rUl.e Basic rule: A change to a good of subheading 9021.40 from any other subheading; ar
oo . Mo change in tariff classification required for a good of subheading 9021.40, provided
fO r CO m p I ll ng Wlth loca l there is a regional value content of not less than:
(a) 30 per cent under the build-up method; or
1 {b) 40 per cent under the build-down method; or
regu lat I o n s (c) 50 per cent under the focused value method taking into account only the non-
originating materials of subheading 9021.40.

» Rules of origin explained



https://www.check-duties-customs-exporting-goods.service.gov.uk/selectdest

¥ Online Guidance

Online guidance is available for those
considering exporting to Australia for the
first time.

FTA specific guidance can be found
under the ‘How to Utilise the FTA’
section.

This should be the starting point for all
exporting journeys as it provides
overviews of key aspects of UK
government support as well as useful
links and resources.

Exporting from the UK to Austr
market guide

Find information about your product

Australia shares a common language and culture with the UK, as well as free
agreement. This makes it easier for UK companies to do business there.

£15.6 billion  13th 1.8%

total UK exports to Australia argest UK export market of total UK e
for the four quarters to the
end of Q2 2024

four quarter:
Q2 2024

Signin

Export life sciences to Australia

Free Trade Agreement export guide

Jump to:

Qverview

Commercial opportunities in Australia underpinned by the FTA

Procurement

Innovation

Logistics

Regulation

Australian product regulations and import conditions

Additional information for selling goods in Australia

Case study: exporting a vascular port system to Australia



https://www.great.gov.uk/markets/australia/

Export Support Eco System

markets.

9

PLAN

If you have never exported
before, sigh up to access
the resources
on great.gov.uk which
includes step-by-step
guidance and lessons on
how to get started,
including the Export

Academy

RESEARCH

Refer to the market
guides to find out about
local market opportunities,
including all countries
where a trade agreement is
in place

CONSULT

If you have an exporting
plan, or want advice on
setting one up, you can see
if you are eligible for
support from
an International Trade
Adviser (ITA) and
the International Markets
Service (DBT regional-
based support overseas)

CHECK

When you are ready to
export, you can use
the Check Duties and
Customs for Exporting
Goods tool to see what
paperwork is required

The Department for Business and Trade is here to help all exporters, no matter their size, product, or experience.

The export support ecosystem offers a wealth of training, advice, and tools for businesses wishing to export to global

From writing your first exporting plan to clearing customs, we are by your side, every step of the way.

®
&

SUPPORT

You can reach out to
the Export Support

Service at any time during

your journey for support
and signposting



https://www.great.gov.uk/
https://www.events.great.gov.uk/website/6264/
https://www.events.great.gov.uk/website/6264/
https://www.great.gov.uk/markets/
https://www.great.gov.uk/markets/
https://www.great.gov.uk/contact/domestic/export-support/
https://www.great.gov.uk/contact/domestic/export-support/
https://www.gov.uk/guidance/access-international-market-export-support
https://www.gov.uk/guidance/access-international-market-export-support
https://www.gov.uk/check-duties-customs-exporting
https://www.gov.uk/check-duties-customs-exporting
https://www.gov.uk/check-duties-customs-exporting
https://www.gov.uk/ask-export-support-team
https://www.gov.uk/ask-export-support-team

Appendix:
Resource Pack




Y Potential Savings

Australia example: MFN rate is 5%, GSTis 10%

Duties
and Tax
Without FTA With FTA

Goods
value £90,000.00 £90,000.00
Freight £2,500.00 £2,500.00
Sub-total £92,500.00 £92,500.00
Import duty 5% £4,625.00 -
Pre-total £97,125.00 £92,500.00
Tax 10% £9,712.50 £9,250.00
Total £106,837.50 £101,750.00
Savings per shipment £5,087.50

Most UK goods have a most favoured nation (MFN) rate
under FTAs. If your goods are originating from the UK, this
would be lowered to 0%.

An example calculation of potential savings for a single
shipment of goods worth £90,000 to Australia (MFN 5%) is
provided in the table, taken from a real-life example. The seller
saved over £15,000 in duties after sending just three
shipments.

This made the product much more competitive in the market
and cheaper to import.

Online guidance is available on how to work out origin on
great.gov.uk



Using HMG
Tools to
Determine

RoO




®
USIng the cH EG TOOI You can use the ‘Check how to export goods’ (CHEG) tool if you

know your HS code to see what duties and rules of origin (RoO)
requirements are there when exporting to a country.

1. Where would you like to export to? 2. What type of information are you looking for?
First enter the country that you are exporting to. For Then select what kind of information you would require.
example, Australia. For example, ‘Information on exporting a specific product

to Australia’.

SE[E:_;L Lhe destination L'l:_.1.,_'1|.r;-.-'-;3' territory for your goods. You can come back Q Information on exporting a specific product to Australia
to this page to select a different country.

O Generalinformation on exporting to Australia

O How to hire a person or business to deal with customs foryou



https://www.check-duties-customs-exporting-goods.service.gov.uk/

Using the CHEG Tool

3. Search for your goods

Either enter your HS code or search for the correct code
by using text. For example, “Bicycles”. Then go down the
list of codes until you have correctly identified your
product. E.g. “Bicycles and other cycles (including
delivery tricycles), not motorised”.

You can also apply for an advanced ruling on the tariff
code you should use if you are unsure.

4. The Results

You should now see the relevant duties and RoO for the
product.

The ‘how to get your goods out of the UK’ and ‘how to get
your goods into Australia’ tabs will contain a full export
checklist.

Under the duties information is the RoO requirement as
agreed in the FTA. You can use DBT’s online guidance for
more information on meeting these requirements.

Export 8712.00.00.52 from the United
Kingdom to Australia

BT

Section XVII: Vehicles, aircralt, vessels and associated transport equipment

L Vehicles other than railway or tramway rolling stock, and parts and accessories 87
thereof
L Bicycles and other cycles (including delivery tricycles), not motorised B7 12

L Having a wheel diameter of 508 mm or less and a frame seat tube 87 12 0000 52

length of 335 mm or less

» Commodity notes Unexpected result? Go to product group

What duties to pay How to get your goods out of the UK How to qet your goods into Australia

Duties, taxes and charges - 8712.00.00.52

United Kingdom to Australia Updated on: 14.07.2023

The UK has a trade agreerment with Australia

Where applicable, tarifl preferences are available. If the conditions for preferential access are not met, the Most
Favoured Mation (MFN) rate applies.

Find out more about the UK-Australia Free Trade Agreement.

» How to use the tariffs table

Type Amount

Preferential (PREF) Duty 0%

Most Favoured Mation {MFMN) Duty 5% of FOB

)



https://www.gov.uk/guidance/apply-for-an-advance-tariff-ruling
https://www.great.gov.uk/markets/australia/uk-australia-free-trade-agreement-guidance/Rules_of_origin/

Using the CHEG Tool

4. The Results - Continued

Rules of origin - 8712.00.00.52
Under the example of ‘bicycles’, the rule is for the et Kinaddom (o Australi
product to have a regional value content of not less than | 1. uknas 2 trace agreement with Austrata.

40% . Goods must meet the rules of origin Lo benefit from preferential tariffs (where available).

If the origin of your good is not straight forward, you can CniecKngriom o AustmTa

apply for an advanced ROO ruling on |tS Origin Via HMRC 8712 Bicycles and other cycles (including delivery tricycles), not motorised
° an Advance Orl,QIn RUUnQ |f vou imoort into or export Basic rule: Regionalvalue content of not less than forty (40) per cent or a change from any other
< < 7 ' ' heading

from Great Britain (England, Scotland and Wales)

»  Rules of origin explained

* aBinding Origin Information decision if you import
into or from Northern Ireland



https://www.gov.uk/guidance/apply-for-an-advance-origin-ruling
https://www.gov.uk/guidance/apply-for-an-advance-origin-ruling
https://www.gov.uk/guidance/apply-for-a-binding-origin-information-decision
https://www.gov.uk/guidance/apply-for-a-binding-origin-information-decision

DBT Export
Support
Eco System




Export Support Eco System

markets.

9

PLAN

If you have never exported
before, sigh up to access
the resources
on great.gov.uk which
includes step-by-step
guidance and lessons on
how to get started,
including the Export

Academy

RESEARCH

Refer to the market
guides to find out about
local market opportunities,
including all countries
where a trade agreement is
in place

CONSULT

If you have an exporting
plan, or want advice on
setting one up, you can see
if you are eligible for
support from
an International Trade
Adviser (ITA) and
the International Markets
Service (DBT regional-
based support overseas)

CHECK

When you are ready to
export, you can use
the Check Duties and
Customs for Exporting
Goods tool to see what
paperwork is required

The Department for Business and Trade is here to help all exporters, no matter their size, product, or experience.

The export support ecosystem offers a wealth of training, advice, and tools for businesses wishing to export to global

From writing your first exporting plan to clearing customs, we are by your side, every step of the way.

®
&

SUPPORT

You can reach out to
the Export Support

Service at any time during

your journey for support
and signposting



https://www.great.gov.uk/
https://www.events.great.gov.uk/website/6264/
https://www.events.great.gov.uk/website/6264/
https://www.great.gov.uk/markets/
https://www.great.gov.uk/markets/
https://www.great.gov.uk/contact/domestic/export-support/
https://www.great.gov.uk/contact/domestic/export-support/
https://www.gov.uk/guidance/access-international-market-export-support
https://www.gov.uk/guidance/access-international-market-export-support
https://www.gov.uk/check-duties-customs-exporting
https://www.gov.uk/check-duties-customs-exporting
https://www.gov.uk/check-duties-customs-exporting
https://www.gov.uk/ask-export-support-team
https://www.gov.uk/ask-export-support-team

The Great.gov.uk site should be your first port of call Guidance and support for UK exporters
if you have never exported before, or if you are an

experienced exporter IOOking to expand to other Find the answers to your Check duties and customs
markets exporting questions procedures

Get instant help from our online services One of our most popular and useful
and how-to articles or contact our Export - tools. Find all the rules, duties, codes

FUII tra|n|ng courses on hOW to export can be found Support Service to access our wider ‘ and procedures for your goods and
. . . . network of support. arget market.

in the form of online lessons or webinars via the UK i .

Export Academy.

Quick links are available to online guidance and Exporting courses and training

tools for the most asked questions, such as ‘how
can | find my commodity code’.

v ,Ia
UK Export "\
Academy / ¥

Join the UK Export Academy Learn to export Where to export

Sign up for our online and in-person Complete short step-by-step lessons to A comparison tool to help you choose
events and learn how to sell accelerate your exporting ability. the right market.

G reat . g O V- u k confidently to overseas customers.



https://www.great.gov.uk/

RESEARCH

Great.gov.uk contains individual country pages that Markets \

highlights vital stats, market opportunities_, and a — T ppepe—— 1B

wealth of other resources to help you decide o o g
whether you would like to explore that market

further. SRR

Guidance on FTAs is provided on pages under ‘How Filter markets guides

High potential sectors for UK

to Utilise the FTA. s .

E] Advanced manufacturing i

This should be used in conjunction with the training )
resources on great.gov.uk when producing an L] A

[ Agritechnatogy Algeria

exporting plan. o .
P ap [ iechnoiony Exporting from the UK to Australia: A

D Cleantech ma rket guide

[] construction
D Consumer products
D Cyber security

D E-commerce = Australia shares a common language and culture with the UK, as well as free trade
agreement. This makes it easier for UK companies to do business there,

Eind information about your product

[ education Australia

[ energy
£15.6 billion  13th 1.8%

U U K -A U FTA G e n e r al G u i d an C e total UK exports to Australia largest UK export market of total UK exports for the

for the four quarters to the four quarters to the end of
S Kt trade: ol

« UK-AU FTA Sectoral Guidance



https://www.great.gov.uk/markets/australia/uk-australia-free-trade-agreement-guidance/Rules_of_origin/
https://www.great.gov.uk/markets/australia/sector-explainers/

Once you have an exporting plan, you can check if
you are eligible to receive 1-2-1 support from a DBT
International Trade Advisor (ITA).

You can also use these services if you are an
existing exporter looking to expand.

DBT has consolidated the various export support
services, including finding an ITA, into a single self-
service point of entry, hosted on great.gov.uk.

Fill out the export support request form on the
website with your query, and the team will
endeavour to get back to you within 3 working days.

Export Support Form

CONSULT

Step 1 of 6

Contact us

This information will help us direct you to the right support for your business.

Business type

Understanding the business type will help us proy
O UK private or public limited company

O Sole trader or private individual

O Other type of UK organisation

Business name
Start typing your business name into the search. I
the search results, please enter manually.

| Search...

Company registration number (Optional)
Information about the company helps us to impra

Connect directly with
internationaB@yers

Create a business profile on great.gov.uk.

Start now

Your business profile on
great.gov.uk will

Let buyers find you

Give companies looking to buy from your
industry an easy way 10 find you

Showcase your company

Highlight your company’s projects and
experience 1o give buyers insight into what
you do.

Pull in the right leads

Attract more business by connecting with
the right international buyers.



https://www.great.gov.uk/contact/domestic/export-support/

You can use a range of online tools to assess what Export goods from the UK: step by

paperwork you will need to export your goods, such step Export 8714.91.00.48 from the United
as rUIeS Of Orlgln or Sanltary reqUIrement51 as We" as How to move goods from the UK to international destinations, Kingdom to .Au;tra.lia

duties and tariffs (if applicable). V.

Th |S |S a g reat Way tO ald you r own com pI I ance () Show all steps Section XVII: Vehicles, aircraft, vessels and associated transport equipment

—1 L Vehicles other than railway or tramway rolling stock, and parts and accessories

processes and reduce the risk of issues at customs. 1 Checkifyouneedtofollow this process = "

L Parts and accessories of vehicles of headings 8711 o 8713

© Show L Other

Information on FTA related rules of origin information & Frames and forks and partsthreof

-1 L Other

can be found on the results page, linked to the Check the rules for exportingyourgoods ., ooy roces
commodity code of your product. © Show

The step-by-step exporting guide also works as a Apply for any licences you need to export
checklist. © show

What duties to pay How to get your goods cut of the UK How to et your goods intoe Australia

Get your business ready to export Duties, taxes and charges - 8714.91.00.48

United Kingdom to Australia Updated on: 15.09.2023
[¥) Show
The UK has a trade agreement with Australia

Where applicable, tariff preferences are available. If the conditions for preferential access are not met. the Most
Favoured Mation {(MFN) rate applies.

« Export Goods from the UK: Step by Step e
* Check Duties and Customs Tool

Type

Preferential {PREF) Duty 0%

Most Favoured Nation (MFN) Duty 5% of FOB



https://www.gov.uk/export-goods
https://www.check-duties-customs-exporting-goods.service.gov.uk/searchproduct?d=AU&ds=gtp

You can contact the Export Support Service at any
segment of your export journey via the online self-
service portal or directly via the link below.

You will be put in contact with the relevant support
team depending on the nature of your question, be it
a request for a conversation with a market advisor or
Issues with customs paperwork.

You can ask for support on anything you like. There
is no such thing as a ‘stupid question’!

If you encounter a market barrier, you can report it to
us via the trade barrier tool.

Export Support Service
Report a Trade Barrier

Check or report a trade
barrier

greatgov.uk > Trade barders > Report a trade barrier

Tell us if you think you're facing a new trade barrier or have an issue with
barrier. We might be able to help resolve it,

A trade barrier is something that slows down, limits or prevents a UK b
investing in an overseas market,

They can affect businesses of all sizes and at all stages of exporting, evel
exploring opportunities,

Check if a trade barrier has already been rep

Check if a trade barrier has already been reported on GOV.UK. The servit
trade barrier title and identifying code which can be used to report any i
barrier.

Check a trade barrier

SUPPORT

Ask the export support team
aquestion

Contact the export support team if you're a UK business selling goods or
services to any country in the world except Ukraine, Russia or Belarus.

If you have a question about trading with Ukraine, Russia or Belarus
use the dedicated online service.

Read the latest information on sanctions on trading with Russia and other
current UK sanctions regimes.

You can ask any question for your business, including on:

* exporting to new markets
* paperwork you need to sell your goods abroad
* rules for a specific country where you want to sell services

Startnow >



https://www.gov.uk/ask-export-support-team
https://www.great.gov.uk/report-trade-barrier/
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