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CEO Message

Over the past year, CMA delivered one of
its most active advocacy programs to date,
which extended across every major area of
the complementary medicines sector.

Both in Australia and internationally, the complementary
medicines sector has faced an increasing volume of
consultations, policy reviews, regulatory reforms and
market access challenges. From ingredient scheduling and
medicine labelling reforms to manufacturing standards,
international scientific guidelines, and export market
access, the pace of change continues to accelerate.

In this environment, CMA's role has never been more important.

Our responsibility is not simply to respond to consultations. It
is to ensure the voice of industry is heard early, consistently
and effectively across every stage of policy development. It is
to identify emerging risks and opportunities, bring stakeholders
together, and advocate for practical, evidence-based solutions
that support both consumer safety and industry growth.

A consistent focus of our advocacy over the past year has
been ensuring regulation remains risk-based, proportionate
and fit for purpose. Consumers benefit from strong
safeguards, but they also benefit from access, innovation
and choice. Achieving the right balance is critical.

As this report demonstrates, CMA's work extends
well beyond responding to regulatory proposals.

Increasingly, CMA is helping shape the future direction of the sector
by identifying emerging challenges, developing practical solutions
and bringing stakeholders together to drive positive outcomes.

The breadth of work outlined in this report reflects the growing
importance of having a strong, credible and technically capable
industry association representing the interests of complementary
medicines manufacturers, sponsors, suppliers and exporters.

Many of the consultations and reforms described in these
pages remain ongoing and outcomes on several significant
issues are still to be determined. However, advocacy is

not measured solely by final decisions. It is measured by
ensuring industry expertise is heard, practical realities are
understood, and decision-makers have access to balanced,
evidence-based perspectives throughout the process.

| would like to thank CMA members, committee
participants and industry experts who have contributed
their time, knowledge and experience throughout the
year. Our various committees and working groups play
an important role in shaping CMA’s advocacy priorities,
testing policy positions and ensuring our work is informed
by the practical expertise of those operating across

the sector. The strength of our advocacy is built on

the expertise and engagement of our members.

As regulatory expectations continue to evolve, CMA remains
committed to ensuring Australia’s complementary medicines
sector is represented by a strong, credible and influential
voice — one that protects consumer access, supports
innovation and helps our industry continue to thrive.

Thank you for your ongoing support.

John O’Doherty

Chief Executive Officer
Complementary Medicines Australia
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Committees

CMA plays a vital role in shaping policy and

regulation by representing industry on key
committees and working groups across
government and regulatory bodies.

The Therapeutic Goods Administration (TGA) regulates
complementary medicines in Australia, setting requirements

to uphold product safety, quality and evidence-based claims.

¢ CMA-TGA Bilateral Meetings: These high-level
meetings between CMA and the TGA provide a platform
for industry input on policy developments, annual
regulatory fees and emerging issues, ensuring open
communication and collaboration between industry and
the regulator. CMA uses these meetings to highlight high-
profile regulatory issues from the industry perspective
to TGA executives and propose improvements.

¢ TGA Consultative Committee (TCC): TCC serves
as a key advisory forum where industry stakeholders
provide input on TGA-wide regulatory policies,
compliance challenges, and regulator performance.

e Complementary and OTC Medicines Regulatory and
Technical Consultative Forum (ComTech): ComTech is
a forum that facilitates discussions between the TGA and
industry representatives from the complementary and over-
the-counter (OTC) medicines sectors. It provides a structured
platform to discuss regulatory, technical, and compliance
matters specifically affecting listed and complementary
medicines in detail. By permitting both the TGA and industry
to bring matters forward for attention and resolution,
the forum ensures that industry concerns are actively
considered in the TGA's business processes and reforms.

¢  TGA-Industry Working Group on Good Manufacturing
Practice (TIWGG): This group discusses Good
Manufacturing Practice (GMP) compliance and regulatory
standards for all therapeutic goods. It serves as a forum
for industry and the TGA to collaborate on GMP-related
issues, ensuring that manufacturing requirements align
with international best practices and remain practical for
industry implementation. TIWGG explores methods of
making TGA inspections and clearances more effective
and productive to reduce unnecessary regulatory
burdens while upholding robust quality processes.

e Complementary Medicines Technical Working Group:
A technical working group under the TGA-Industry GMP
Working Group, this group specifically addresses GMP
requirements for complementary medicines. It helps refine
manufacturing quality guidelines, ensuring they consider
the unique characteristics of complementary medicine
products while maintaining regulatory compliance.

GMP Clearance Reforms Working Group: This group

is dedicated to reforming the GMP clearance process for
overseas manufacturers to develop a new and modernised
GMP clearance framework aimed at streamlining future
approvals to ensure products can get to market in a timely
way without compromising manufacturing standards.

Release for Supply Technical Working Group: This working
group operates to clarify the regulatory requirements for batch
release of therapeutic goods. It helps refine industry guidelines
to ensure applicable GMP requirements are reasonable and

pragmatic for both industry to perform, and TGA inspectors to
implement, especially for listed and complementary medicines.

Therapeutic Goods Advertising Consultative Forum
(TGACF): A forum to discuss advertising compliance for
therapeutic goods and regulatory strategies for tackling the
advertising of illegal products. It includes consumer groups,
industry representatives and media bodies, providing insights
on how advertising regulations should be applied and enforced
to balance consumer protection with industry needs.

TGA Digital Transformation Industry Working Group:
This group supports the TGA's digital transformation efforts,
offering industry feedback to ensure new online systems
will create efficient upgrades to application and compliance
processes. It ensures that technological upgrades, such as
improved electronic submission portals, are developed with
industry usability in mind for a seamless digital transition.

Food Standards Australia New Zealand (FSANZ) is a
government agency responsible for developing and
maintaining food standards including rules for food
ingredients, additives, labelling, and food safety. CMA
primarily engages with FSANZ on issues related to
sports foods to maintain public confidence, promote
innovation and ensure balanced regulation.

CMA participates in various FSANZ forums which bring
together industry, government, consumer groups, and
experts to collaborate on food standards, policy reforms,
and regulatory challenges. These include the biennial
FSANZ Stakeholder Forum for high-level discussions,
the Food Regulatory System Stakeholder Forum for
broad consultation across the food supply chain, and
temporary Consultative Working Groups providing
expert advice on specific food regulation issues.



The Department of Agriculture, Fisheries and Forestry
(DAFF) regulates biosecurity and food imports,

working with industry stakeholders like CMA to ensure
ingredients and substances meet biosecurity standards.
It engages in consultations on trade regulations,

import permits, and compliance requirements.

e CMA represents industry on the DAFF Biologicals Consultative
Group, a specialist advisory group that focuses on import
regulations for biological materials, including some animal
derived ingredients used in complementary medicine
and sports foods. It provides the opportunity for industry
input to streamline biosecurity permit processes while
maintaining strong safety and quarantine controls.

The National Health and Medical Research Council
(NHMRQC) is the main Australian government body that
funds health and medical research, develops health
guidelines, and sets ethical standards for research and
healthcare. Its work influences regulatory policies and
public health funding and helps improve health outcomes,
supports researchers, and ensures Australians have
access to reliable, evidence-based health advice.

e CMA engages with the NHMRC on various topics directly
or indirectly impacting the complementary medicines
sector, including dietary and pregnancy guidelines.

Standards Australia is responsible for developing voluntary
national standards that influence regulatory frameworks.

e CMA engages with Standards Australia to ensure
complementary medicines and traditional therapies are
considered in relevant standards, including those related
to manufacturing, labelling, and quality assurance. CMA
sits on the Standards Australia Technical Committee
for Traditional Chinese Medicine (TCM), which
develops and adopts standards for TCM products and
practices, ensuring quality and safety standards align
with international benchmarks. It serves as Australia’s
link to ISO’s global TCM standard-setting efforts.

The World Naturopathic Federation (WNF) is a
global organisation advocating for the professional
recognition and regulation of naturopathy. It works
with international health bodies, including the
WHO, to support naturopathic research, education,
and integration into healthcare systems.

e CMAis part of the WNF’s Western Pacific Region Working
Group, which focuses on advancing naturopathic regulation
and professional standards in the Western Pacific, including
Australia and New Zealand. It supports collaboration
between naturopathic associations in the region and allows
CMA to stay on top of current concerns and developments
within naturopathic education and the profession. Via this
working group, CMA provides information on key regulatory
and practitioner issues that influence industry concerns.

CMA also works closely with numerous practitioner
associations, international bodies (such as the International
Alliance of Dietary/Food Supplement Associations)

and overseas counterpart trade associations.

Ol REGULATORY ADVOCACY REPORT 2026






9¢0¢ 1H40d3ad AODVOOAAQY AHOLVINDIH ©~




0 REGULATORY ADVOCACY REPORT 2026

TGA Public Consultation: Vitamin B6 Scheduling

The TGA consulted on a proposal to introduce a new

Schedule 3 (Pharmacist Only Medicine) entry for products
containing more than 5mg per day of vitamin B6. If adopted,
the proposal would have significantly restricted access to

many commonly used complementary medicines, including
multivitamins and magnesium products, and created substantial
impacts across industry, pharmacy and consumers.

CMA advocated that the available evidence did not support
such a restrictive approach and that the proposed scheduling
threshold was disproportionate to the identified risk. CMA
highlighted the significant market disruption the proposal would
create and advocated for a more balanced approach focused on
consumer education and risk management, including enhanced
education for healthcare professionals and consumers about

the potential for heightened vitamin B6 intake from multiple
sources such as sports foods and meal replacements.

The TGA's final scheduling decision is that products containing
more than 50mg of B6 will become Schedule 3 Medicines.
CMA’s ongoing advocacy has helped achieve a significantly
higher scheduling threshold than originally proposed, resulting
in @ more proportionate regulatory approach that is expected to
affect only a handful of medicines, rather than more than 1,500.

As recommended by the delegate’s final scheduling decision,
improved label information for the remaining medicines is
under active TGA consideration. CMA continues to research
and engage with the TGA to advocate that any additional
outcomes remain evidence-based and proportionate.

TGA Public Consultation: Labelling Rules for
Listed Medicines (TGO 92)

In December 2025, the TGA released a major consultation
on proposed changes to medicine labelling requirements
under Therapeutic Goods Order No. 92 (TGO 92). The
consultation covered a broad range of issues including
ingredient quantification, allergen declarations, warning
statements, vitamin and mineral expression, large

oral dosage forms and practitioner exemptions.

CMA coordinated extensive industry engagement throughout
the consultation process, including collecting member
feedback, hosting a member webinar, meeting directly with

the TGA, and engaging with a range of external stakeholders,
industry bodies and consumer/patient groups. CMA’s
comprehensive submission advocated for evidence-based
allergen declarations, practical approaches to warning
statements and ingredient quantification, greater flexibility
around ingredient descriptors and a collaborative process to
resolve complex technical issues particularly for vitamin naming.

Early feedback suggests that CMA's advocacy has helped
secure important changes to the proposals that are acceptable
to both industry and consumer groups, including the retention
of existing gluten declaration thresholds on labels to replace the
proposed adoption of a level that would have been extremely
difficult, if not impossible, for industry to implement and

would have made labels less clear for affected consumers.

The publication of final consultation outcomes remains
pending at the time of publication of this report. CMA is
continuing to communicate with the TGA and industry
stakeholders on the matter of implementing important
technical changes, including the process of updating vitamin
ingredient labelling for easier label comprehension.

TGA Targeted Consultation: Proposal to Remove
Andrographis from Listed Medicines

The TGA released a targeted consultation proposing
removal of Andrographis paniculata from the Permissible
Ingredients Determination following reports of anaphylactic
allergic reactions associated with the ingredient.

CMA acknowledged the importance of consumer safeguards
on product packaging, while advocating for continued

public access to Andrographis in Australian listed medicines,
highlighting its long history of use, established role within
Ayurvedic, Traditional Chinese Medicine and Western
traditional medicine systems, its clinically supported efficacy
and potential future clinical research, and the costs and
potential risks to the community if access is removed.

In particular, CMA commissioned a consumer survey which
effectively demonstrated that restricting access will likely drive
a significant proportion of existing Andrographis consumers
to the use of unregulated, unlabelled Andrographis products
online without anaphylaxis warnings, producing a higher

risk safety outcome for affected community members.

CMA presented that the anaphylaxis risk is comparable to that
of commonly available foods and OTC medicines, which is most
effectively managed inside the regulatory system through single,
prominent and consistent labelling across all affected products.

The consultation outcomes are yet to be announced by the TGA.

Probiotic Quality and Manufacturing Guidance

Following implementation of the TGA's Guidance on
Demonstrating the Quality of Listed Probiotic Medicines, CMA
is continuing to monitor, engage and respond on practical
implementation issues and emerging compliance challenges.

CMA's engagement through the development of the guidelines
led to significant recognition of the ongoing importance of the use
of methodologies that are commercially available and validated
where specific testing methodologies are still under development.



CMA has been working with members to help educate

and uplift the sector on approaches to meeting regulatory
expectations, including through the CMA Biotics Day event
held in Melbourne in June 2026 and the development of a
memorandum of understanding with International Probiotics
Association. We seek ongoing member feedback on whether
further improvement to the guidelines can be sought.

Engagement on both quality and manufacturing guidance
remains ongoing as the TGA continues to refine its regulatory
approach to probiotic medicines, with further guidance

on stability expectations and updates to manufacturing
guidance to support the sector expected in 2026-27.

Guidance on Nitrosamines in Listed Medicines

The TGA consulted on guidance intended to
assist sponsors and manufacturers in identifying
potential nitrosamine risks in listed medicines.

CMA raised concerns that the draft guidance could be
interpreted as creating new regulatory expectations for
complementary medicines despite the low-risk presented
by many listed medicine ingredients, particularly herbal
materials. CMA advocated for clear, proportionate
expectations and sought clarification regarding how

the guidance would be applied in practice.

Following CMA's advocacy, the TGA confirmed the document
is intended for awareness, is not generally applicable to herbal
materials, and is not expected to be used by inspectors as a
compliance assessment tool for complementary medicines.

FSANZ Consultation: Caffeine Review

FSANZ undertook further consultation on proposed changes

to caffeine permissions in sports foods and the general food
supply. The proposals included new controls relating to guarana
extract, definitions of naturally occurring caffeine, permissions
for new caffeine-containing plant extracts, and additional
labelling and packaging requirements for certain products.

CMA's submission advocated for sports supplements to
be permitted to include caffeine in alignment with current
scientific evidence supporting adequate doses. We raised
concerns about the proposed prohibition on guarana
extract, highlighted the lack of clarity around the definition
of naturally occurring caffeine creating compliance barriers,
and the potential burden associated with relabelling
requirements for small and medium businesses.

Following consideration of stakeholder feedback, the Food
Standards Code will be amended. Importantly, caffeine now
has an express permission in formulated supplementary
sports foods, with a maximum one-day quantity of 200mg,
permitting greater flexibility for those innovating for the
sports sector by removing the requirement to enter the
therapeutic goods scheme for caffeinated products.

TGA Consultation: Scheduling Melatonin

The TGA consulted on a proposal to amend the current
scheduling arrangements for melatonin, allowing certain
modified-release oral melatonin products for adults to
be supplied as a Schedule 2 Pharmacy Medicine rather
than a Schedule 3 Pharmacist Only Medicine.

CMA provided in-principle support for increased access to
eligible melatonin products via this first down-scheduling

step, highlighting the potential benefits for consumers and the
importance of discouraging personal importation of unregulated
melatonin products through online channels. CMA also
advocated for clear scheduling parameters and an appropriately
targeted scheduling entry to preserve appropriate regulated
access. While the proposal would not make the substance
unscheduled, CMA recognises that reduction of scheduling is

a staged process and that this is one step in making melatonin
more accessible to consumers through the OTC channels.

The consultation outcome remains under consideration.

TGA Public Consultation: Fees and Charges
FY2026-27

The TGA consulted on proposed fees and charges for
the 2026-27 financial year, including options to include
an embedded, ongoing percentage increase in fees
and charges for sponsors and manufacturers above the
usual annual indexation based on rising TGA costs.

CMA supported a standard indexation-based increase but
opposed additional above-indexation increases and further
embedded cost recovery measures. We argued such increases
were difficult to justify given the cumulative rise in regulatory
costs already borne by industry during the Medicines and
Medical Devices Regulation reforms, as well as those resulting
from the TGA building costs and digital transformation. We
highlighted areas of regulation that the industry remained
concerned by, and supported improving regulatory

efficiency and reducing unnecessary resource expenditure in
identifiable areas before seeking additional cost recovery.

The proposal remains subject to ministerial consideration.

© REGULATORY ADVOCACY REPORT 2026
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TGA Public Consultation: Annual Charge Exemption
(ACE) Scheme Compliance Program Updates

The TGA proposed amendments to the Therapeutic
Goods Regulations to strengthen compliance mechanisms
relating to the Annual Charge Exemption (ACE)

scheme, following concerns regarding the verification of
turnover information provided by some sponsors.

CMA advocated for a proportionate and risk-based approach,
opposing proposals that could create unintended consequences
for compliant sponsors, particularly small businesses and
low-turnover sponsors. We recommended either retaining

the current framework with improved guidance or adopting a
more targeted compliance model supported by appropriate
safeguards and practical implementation measures.

The consultation outcome remains under consideration.

TGA Public Consultation: Adoption of International
Scientific Guidelines in Australia R01-2025

The TGA proposed adopting 23 international scientific
guidelines, including a number relevant to listed, assessed
listed and registered complementary medicines.

CMA opposed the application of pharmaceutical-style
requirements to low-risk complementary medicines and advocated
for a flexible, risk-proportionate approach. We emphasised the
need for clear statements where guidelines are not relevant to
listed medicines and highlighted the importance of practical
implementation arrangements that avoid unnecessary regulatory
burden. CMA noted the implications are not always assessable
until applications are in process, and that regulators must be able
to apply flexibility to not unduly suppress innovation in Australia.

CMA will continue monitoring implementation of adopted
guidelines and engaging with the TGA on any identified
impacts for the complementary medicines sector.

Ingredient Reform and Scheduling Consultations

CMA participated in a number of additional consultations
relating to ingredient regulation and scheduling. These
included proposals affecting Blue Cohosh, chromium organic
chelates, Wintergreen and birch extracts and matters

that affect other ingredients in the Permissible Ingredients
Determination. Across these consultations, CMA consistently
advocated for evidence-based decision-making, risk-
proportionate regulation and practical implementation.

CMA also advocated for proportionate application of
the existing Poisons Standard, including that the herbal
component, artemisinin, should not be considered
scheduled by implication due to the existence of an
entry for a related malarial drug, artemether.

Many of these consultations remain under consideration,
with CMA continuing to engage closely with the TGA

to ensure any final outcomes appropriately balance
consumer safety with appropriate access.

Food Regulation and Consumer Information
Consultations

CMA provided submissions on a range of food regulation
matters, including the FSANZ Nutrition Information Panel Review
and the Food Regulation Standing Committee consultation on
information requirements for prepackaged food sold online.

In both consultations, CMA supported measures that
improve consumer understanding while recognising the
practical realities faced by industry. We advocated for
flexibility around non-mandatory information and highlighted
the need for practical implementation approaches.

The outcomes of these consultations will continue to
inform future food policy and regulatory reforms.

Manufacturing and Reform Consultations

Over the past year, CMA participated in numerous
consultations and working groups relating to manufacturing
and GMP. These included consultations on reforming

the processes for GMP clearances to ensure that they

can be processed more efficiently and effectively into

the future to ensure ongoing supply is maintained.

Significant work has been undertaken in the development of
new Batch Confirmation and Batch Certification guidance,
which will replace existing Release for Supply guidance and
most importantly, ensure that the application of Annex 16 to the
listed medicine industry is achievable and proportionate without
introducing unrealistic expectations or excessive paperwork.

CMA continues to participate in consultations and
discussions impacting manufacturing and supply chain
information sharing, qualification and validation requirements,
pharmaceutical quality systems, documentation and
computerised systems, artificial intelligence, and the
application of international default standards.

Across all these initiatives, CMA consistently advocated
for practical, risk-based and proportionate requirements
that recognise the low-risk nature of listed complementary
medicines. We emphasised the importance of avoiding
unnecessary administrative burden, maintaining flexibility
for industry and ensuring new requirements remain
achievable for sponsors and manufacturers.

CMA continues to engage closely with the TGA and
international regulators as these reforms progress.



Advertising and Regulatory Communication
Consultations

CMA continued advocacy on the most effective regulation of
complementary medicine advertising and communications.

We strongly advocated that the most egregious and serial
advertising offenders face increased scrutiny and consequences
to ensure a level playing field for industry. The TGA listened, first
introducing a compliance area intended to monitor lower risk
products and later introducing a project specifically designed to
enforce advertising compliance for products on online platforms.

The TGA has made listed medicine advertising a priority
focus area under its 2026-2027 compliance principles,
using proactive digital advertising scrutiny, online
monitoring, education, and targeted enforcement.

For approved advertising representations, CMA
participated significantly in the review of substances
that may be described as vitamins in advertising,
strongly advocating for widely accepted terminology
that reflects both scientific understanding and consumer
familiarity while maintaining regulatory consistency.

We provided feedback on draft TGA guidance intended to
assist journalists, broadcasters and publishers in understanding
when reporting on therapeutic goods may be captured by
advertising legislation. While supporting the TGA's consumer
protection objectives, CMA highlighted the potential compliance
risks the guidance could create for sponsors engaged in

lawful health communication activities and recommended
several amendments to reduce unintended consequences.

These matters remain under active consideration by the TGA.
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Advocacy

Probiotics remain an important area of CMA advocacy, with
ongoing engagement focused on the practical implementation
of regulatory requirements and guidance. Following the
release of the TGA's Guidance on Demonstrating the Quality
of Listed Probiotic Medicines in January 2025, CMA continues
to work with members, technical committees and the TGA

to address implementation challenges and ensure regulatory
expectations remain practical and achievable for industry.

What CMA did

Over the past year, CMA continued to engage closely with
the TGA regarding implementation of the probiotic quality
guidance. Working with its technical committees, CMA
submitted additional feedback identifying unanswered
industry questions and remaining barriers to compliance
requiring further clarification or amendment. CMA continues
to work with the TGA as these issues are considered.

CMA also provided feedback on draft GMP and manufacturing
guidance for probiotics developed for use by TGA

inspectors. In its response, CMA highlighted the practical
manufacturing and testing challenges associated with
probiotic medicines and advocated for a proportionate, fit-for-
purpose approach that reflects the realities of the sector.

In addition, CMA advocated for a risk-based exemption
that would allow probiotic medicines intended for vaginal
use during pregnancy to remain available where sponsors
hold appropriate evidence of safety and efficacy. CMA
emphasised the importance of maintaining access to
appropriate treatment options for women during pregnancy.

CMA strengthened international engagement in the probiotics
sector through a Memorandum of Understanding (MOU)

with the International Probiotics Association (IPA), signed

in February 2026. The agreement establishes a framework
for collaboration on probiotic research, education, technical

knowledge exchange, regulatory harmonisation and innovation.

Through the partnership, CMA and IPA will collaborate

on workshops, conferences, educational resources and
initiatives that support the continued development of the
microbiome health sector in Australia and internationally.

Outcomes for members and industry

CMA's engagement ensured industry concerns regarding
implementation of the probiotics guidance continue to be
actively considered by the TGA. CMA remains engaged
with the regulator on outstanding issues and further
discussions are expected as implementation progresses.

CMA has also ensured that practical manufacturing

and testing considerations are being incorporated into
discussions around emerging GMP guidance for probiotics,
helping to support a proportionate regulatory approach.

The partnership with the International Probiotics Association
further strengthens CMA's ability to represent member
interests in international discussions relating to probiotics,
while creating new opportunities for knowledge sharing,
technical collaboration and regulatory alignment.

Why it matters

Probiotics are an important and growing category
within the complementary medicines sector. Clear
and practical regulatory requirements are essential
to support compliance and innovation, maintain
product availability and ensure consumers continue
to have access to high-quality probiotic products.

Where guidance lacks clarity or creates unintended barriers
to compliance, sponsors and manufacturers can face
uncertainty, increased regulatory burden and unnecessary
costs. Ongoing engagement with regulators is therefore
critical to ensure guidance remains fit for purpose and reflects
real-world manufacturing and supply arrangements.

CMA’s advocacy ensured industry concerns regarding
implementation of the probiotics guidance were
communicated directly to the TGA and actively considered
as implementation progressed. CMA also helped ensure
emerging GMP expectations for probiotic medicines were
informed by the practical realities of manufacturing and
testing within the complementary medicines sector.

CMA’s leadership in establishing international
partnerships enables Australian industry to participate
more actively in global discussions shaping the future
of probiotic regulation, research and innovation.



What’s next

CMA will continue working closely with members, technical
committees and the TGA to address outstanding implementation
issues relating to probiotic medicines. Engagement on both
quality and manufacturing guidance will remain ongoing

as the regulatory framework continues to evolve.

CMA will also work with the IPA to deliver collaborative
education initiatives, technical exchanges and industry
engagement activities that support innovation and strengthen
Australia’s position within the global probiotics sector.

—
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Advocacy

Medicine labelling remained a major regulatory focus over
the past year, with CMA actively representing industry
interests during the TGA's review of the Standard for labels

of non-prescription medicines (TGO 92). The consultation
proposed a broad range of changes with the potential to
affect a significant proportion of listed medicines and required
extensive engagement between industry and the regulator.

What CMA did

CMA undertook extensive engagement throughout the consultation
process, coordinating industry feedback, meeting directly with the
TGA, hosting a member webinar, and engaging with stakeholders
including Coeliac Australia, NHPNZ, Consumer Healthcare
Products Australia, practitioner associations and academics.

CMA's submission addressed a wide range of technical
issues and set out clear industry positions across key
elements of the proposed order. In relation to vitamin and
mineral expression, CMA promoted consumer friendly
labelling initiatives while advocating for flexibility to align with
contemporary scientific terminology and international practice,
including recognition of commonly used vitamin forms.

On allergen declarations, CMA sought clearer and more
proportionate requirements that are consistent with food
regulatory frameworks, that minimise unnecessary label
complexity, and that serve the needs of sensitive consumers
without introducing unforeseen complications for them. CMA
also raised concerns regarding proposed controls on large oral
dosage forms, emphasising the need for appropriately risk based
thresholds supported by evidence and manufacturing realities.

CMA further advocated for practical and risk proportionate
approaches to ingredient quantification requirements, raising
concerns that proposed expansion of mandatory quantification to
certain ingredients may not be scientifically meaningful in all cases
and could create unnecessary technical and commercial burden.

In relation to warning statement provisions, CMA
emphasised the importance of alignment with existing
therapeutic and food frameworks, clarity in application, and
avoidance of duplicative or conflicting requirements.

CMA sought to preserve and clarify appropriate practitioner
exemptions for extemporaneously compounded goods to
ensure continued access to practitioner led care models.
CMA sought practitioner association attention to the matter,
to ensure a wide range of representation on this issue.

CMA also continued its long-standing advocacy regarding
the substances that may be described as vitamins in
advertising. During the reporting period, CMA supported
recognition of additional vitamers under the vitamin-name
approval scheme, and advocated for the ability to use
Vitamin K2 and Vitamin B3 in advertising to appropriately
reflect scientific understanding and consumer familiarity.

In addition, CMA advocated for an exemption that
would allow certain probiotic medicines intended
for vaginal use during pregnancy where appropriate
evidence of safety and efficacy is held by sponsors.

Given the complexity of remaking TGO 92, CMA
consistently advocated for a measured approach to
reform, including further consultation where required,
and an appropriately lengthy implementation period.
This approach is intended to prevent unintended and
costly regulatory consequences while supporting the
development of modern, fit-for-purpose medicine labels.

Outcomes for members and industry

The TGO 92 consultation remains under consideration
by the TGA. However, CMA has ensured that industry
concerns and practical implementation issues have
been clearly communicated throughout the review
process and remain under active consideration.

Why it matters

Labelling requirements directly affect how sponsors
communicate important information to consumers and
healthcare professionals. Poorly targeted or impractical

requirements can create significant compliance costs, require

widespread label changes, and introduce increasing label
complexity without delivering meaningful consumer benefit.

Given the breadth of products affected by TGO 92, it is
critical that any reforms are evidence-based, practical and
proportionate to the risks they are intended to address.

CMA's advocacy ensured industry had the opportunity
to provide coordinated feedback on one of the most
significant labelling reviews affecting complementary
medicines in recent years. Important practical issues
relating to implementation, ingredient expression,
warnings and product-specific impacts are brought to
the forefront during the policy development process.



CMA will continue to work closely with the TGA and
members as the TGO 92 review progresses, with
outcomes expected in 2026. We will continue advocating
for practical, evidence-based labelling requirements

that support consumer understanding while avoiding
unnecessary regulatory burden for industry.

—
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Advocacy

Protecting access to safe, low-risk ingredients while

ensuring regulatory controls remain evidence-based and
proportionate is one of CMA's most significant advocacy
priorities. Over the past year, CMA responded to a wide range
of consultations and regulatory reviews affecting ingredient
availability, scheduling controls, permissible ingredient
requirements and ingredient naming conventions.

These consultations covered both existing ingredients used
in complementary medicines and broader policy settings
that influence how ingredients are regulated in Australia.

What CMA did

CMA engaged extensively with the TGA on a range of ingredient
and scheduling matters, while also advocating for broader
improvements to the ingredient regulatory framework, including
the development of lower-cost pathways for sponsors seeking
minor ingredient amendments, corrections and updates. This work
remains under active consideration and development by the TGA.

On market exclusivity for new ingredient applications, CMA
presented the need for greater incentives for innovation through
an extended exclusivity period, after conducting member surveys
to measure member support for such a proposal. Based

on strong member support, CMA presented to the TGA and
other industry associations on extending market exclusivity,
securing in-principle agreement for an additional year.

CMA also presented the need to expand market exclusivity

to a broader range of applications, by permitting significant
changes to existing ingredients — such as a new route of
administration, a new ingredient purpose (e.g. active ingredient
role), or a new dose or plant part — to be granted exclusivity.

CMA opposed a proposal to remove Andrographis from the
Permissible Ingredients Determination, advocating for continued
access supported by enhanced safety controls and warning
statements. CMA's advocacy on Andrographis included seeking
clarification on regulatory pathways for export-only medicines to
ensure continued market access, undertaking targeted evidence
development to assess the risk of consumer displacement

to unregulated online products, and coordinating broader
information-gathering activities to support CMA's policy position.
These activities strengthened CMA's evidence base and supported
a comprehensive response. CMA highlighted the longstanding
use of Andrographis and presented real-world evidence of

the risk that excessive restrictions will result in consumers
purchasing unregulated products from overseas suppliers.

CMA monitored scheduling proposals, herbal safety reviews,
contaminant screening and ingredient-specific risk assessments,
and responded to consultations affecting Vitamin B6, Blue
Cohosh, chromium organic chelates, Wintergreen and birch
extracts, and other ingredients subject to scheduling review.

Outcomes for members and industry

Several consultations remain under active consideration

by the TGA and final outcomes are yet to be determined.
However, CMA's advocacy has ensured industry perspectives
have been clearly represented and practical implementation
issues are being considered alongside safety concerns.

Reforms that would create more streamlined and
cost-effective pathways for sponsors to request minor
amendments to ingredient requirements continue to be
progressed by the TGA. These reforms are expected

to provide a more practical mechanism for addressing
ingredient upgrades, and other regulatory corrections to
ingredients without requiring full ingredient applications.

Based on discussions to date, it is expected that a lengthening
of the market exclusivity period for new ingredients from two
years to three years will be implemented as soon as practicable
by the TGA. Additional work on extending market exclusivity

to changes to existing ingredients is also being considered

by the TGA as part of longer-term legislative reforms.

Why it matters

Ingredients are the foundation of the complementary
medicines sector. Changes to scheduling status,
permissible ingredient requirements, warning statements
or ingredient availability can have significant impacts on
sponsors, manufacturers, retailers and consumers.

Where restrictions are introduced without sufficient evidence

or without considering the practical implications for industry

and consumers, they can reduce consumer choice and

drive demand toward unregulated online products, increase
compliance costs and limit access to ingredients with established
histories of use. Ensuring that ingredient regulation remains
proportionate and risk-based is therefore essential to maintaining
a vibrant and innovative complementary medicines sector.

CMA's advocacy ensured industry perspectives were
represented throughout consultations. Important considerations
relating to traditional use, consumer access, regulatory
proportionality and implementation impacts were consistently
brought into regulatory decision-making processes.

CMA also ensured sponsors had opportunities to
influence reforms to the Permissible Ingredients
Determination and broader ingredient policy settings,
helping to reduce unnecessary regulatory burden and
support greater flexibility within the framework.

Through ongoing engagement with the TGA, CMA has
maintained a strong industry voice in discussions regarding future
ingredient policy, scheduling decisions and permissible ingredient
reforms that may affect product availability and innovation.



What’s next

CMA will continue engaging closely with the TGA on
pending ingredient and scheduling consultations and the
need to increase potential innovation incentives for industry.

We will also continue advocating for streamlined ingredient
amendment pathways, practical ingredient regulation

and evidence-based scheduling decisions that support
consumer safety while preserving access to low-risk
complementary medicine ingredients.
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Advocacy

Over the past year, CMA continued to advocate for regulatory
frameworks that support innovation, evidence generation and
investment in complementary medicines. A key focus was
ensuring regulatory requirements remain proportionate to the
low-risk nature of listed medicines and do not create unnecessary
barriers to product development, market access or innovation.

This work spanned international scientific guidelines, broader
regulatory reform initiatives and proposals to strengthen
incentives for innovation and investment in the complementary
medicines sector.

What CMA did

CMA responded to two consultations on the adoption of
international scientific guidelines, consistently advocating
against the application of pharmaceutical-style requirements
to low-risk complementary medicines. CMA emphasised
the need for flexibility, proportionality and practical
implementation, while seeking clear statements where
guidelines are not relevant to listed medicines.

CMA also made detailed submissions to the Productivity
Commission’s inquiry into creating a more dynamic and
resilient economy and the National Competition Policy analysis
interim report. We highlighted the challenges created when
listed medicines are required to comply with international
standards developed for higher-risk products and how
excessive or inappropriate regulation can inhibit economic
dynamism and resilience. We advocated for regulatory
frameworks that support innovation, competition and

growth while reducing unnecessary burden on industry.

CMA advocated for regulatory settings that better recognise

and reward innovation, including consideration of expanded
exclusivity periods and other incentives that encourage investment
in new product development and evidence generation.

CMA continued representing the interests of
complementary medicine sponsors in the TGA's Digital
Transformation Program and related working groups.

CMA participated in concept testing and consultation
activities relating to the transition from TGA Business
Services (TBS) to the new Health Business Services Portal.
CMA worked closely with the TGA to help ensure future
digital systems, GMP clearance processes and regulatory
service platforms remain practical, flexible and fit for purpose
for listed medicine sponsors and manufacturers.

Outcomes for members and industry

The Productivity Commission’s final report on Creating a

more dynamic and resilient economy also reflected several of
CMA’s broader recommendations relating to regulatory burden
reduction, regulatory scrutiny and economic competitiveness.

The outcomes of the National Competition Policy analysis

final report recognised CMA's core concerns that mandatory
international standards create business barriers. The report
recommended governments review laws using Australian
standards that don’t match international ones, provide free
access to all mandatory standards, and factor in those access
costs when deciding whether to mandate standards.

CMA secured a positive outcome through the adoption
of an annotation to one international scientific guideline
confirming that it is not relevant to Listed, Listed
Assessed or Registered complementary medicines,
helping provide greater clarity for industry.

Why it matters

The complementary medicines sector relies on a regulatory
framework that encourages innovation while maintaining
appropriate standards of safety and quality. Where
regulatory requirements are unnecessarily complex,

costly or based on pharmaceutical paradigms that are

not suited to low-risk complementary medicines, they

can discourage investment, reduce competitiveness and
create barriers to bringing new products to market.

A proportionate and risk-based approach is essential to
support evidence generation, encourage innovation and
ensure Australian consumers continue to benefit from
access to high-quality complementary medicines.

CMA's advocacy ensured the complementary medicines sector
had a strong voice in discussions affecting innovation, evidence
generation and investment incentives. Through ongoing
engagement with regulators and policymakers, CMA helped
ensure international scientific standards and broader regulatory
reforms were assessed with appropriate consideration

of their impact on low-risk complementary medicines.



CMA will continue advocating for risk-based, proportionate
regulatory frameworks that support innovation,
complementary medicine manufacturers and evidence
generation within the complementary medicines sector.

We will remain actively engaged in future international
guideline consultations, broader regulatory reform initiatives
and ongoing discussions regarding market exclusivity
arrangements and incentives for innovation.
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CMA continued extensive engagement on GMP manufacturing-
related reforms affecting the complementary medicines sector.
A key focus was ensuring new regulatory expectations are risk-
based, scientifically justified and proportionate to the nature of
the product, dosage form, manufacturing process and supply
chain controls, rather than applying higher-risk pharmaceutical
expectations as a default to listed complementary medicines.

This work spanned manufacturing guidance, GMP clearance
processes, supplier qualification, international GMP standards
and regulatory proposals affecting pharmaceutical quality
systems, validation, documentation and supply chain oversight.

What CMA did

CMA engaged extensively with the TGA and international GMP
consultation processes on a wide range of manufacturing

and GMP initiatives. CMA continued engagement through the
GMP Clearance Reforms Working Group, Batch Confirmation
and Batch Certification guidance development. CMA focused
on ensuring batch release expectations recognise existing
GMP controls, authorised person responsibilities, technical
agreements and sponsor oversight arrangements, without
introducing duplicative document-based checks that do not
materially improve product quality or consumer safety.

CMA also led significant advocacy on the TGA's nitrosamines
information for listed medicines, arguing the guidance should
be risk-based and not result in routine, blanket assessment
requirements for low-risk ingredients, including many herbal
materials, where no plausible nitrosamine risk factors have
been identified.

Beyond individual guidance documents, CMA participated

in consultations on proposed revisions to international GMP
requirements covering documentation, computerised systems,
artificial intelligence, pharmaceutical quality systems, qualification
and validation. Across these consultations, CMA advocated for

clear, practical and risk-based requirements that support effective

quality systems without imposing unnecessary administrative

burden on listed medicine manufacturers. CMA's position was that

GMP controls should remain anchored in product and process

risk, effective pharmaceutical quality systems, appropriate supplier

qualification, technical agreements, deviation and change control,
and scientifically justified validation and verification activities.

In collaboration with Consumer Healthcare Products Australia,
CMA continued to progress the Vendor Qualification
Questionnaire project to develop comprehensive, accurate
and updated industry quality documentation to help support
TGA compliance expectations.

Outcomes for members and industry

One of the most significant outcomes was CMA's success
in securing important changes to the TGA's nitrosamines
guidance. Following CMA advocacy, the TGA clarified

that the document was intended as an awareness
resource rather than an enforceable GMP compliance
requirement, and that inspectors are not expected to
routinely request or review nitrosamine risk assessments
for complementary medicines. The document was also
retitled and removed from the TGA's official Guidance page
to avoid confusion about compliance expectations.

CMA also secured acknowledgement from the TGA regarding
industry concerns about the automatic application of default
standards to complementary medicines. Following CMA’s
presentation at ComTech, the TGA recognised the challenges
associated with applying certain international pharmacopeial
standards to Australian complementary medicines where those
standards may not be fit for purpose for low-risk products.

CMA highlighted some monographs and testing requirements
may not adequately reflect the complexity and variability of
complementary medicine ingredients. CMA advocated for

a proportionate approach that allows scientifically justified
specifications, validated alternative methods and risk-based
consideration of product quality, safety and intended use.

Why it matters

Australia’s complementary medicines industry operates within
one of the most highly regulated manufacturing environments
in the world. While strong manufacturing standards underpin
consumer confidence and support export opportunities,
regulatory requirements that are not fit for purpose can
impose significant compliance costs and administrative
burden without delivering meaningful public health benefits.

Ensuring GMP expectations remain risk-based and
proportionate is critical to maintaining a competitive and
innovative manufacturing sector while preserving high
standards of quality and safety.

CMA's advocacy ensured sponsors and manufacturers

had opportunities to provide technical input on new GMP
expectations, guidance interpretations and international
standards affecting Australian complementary medicines
manufacturing. This engagement helped ensure emerging
requirements were developed with appropriate consideration
of compliance costs, manufacturing practices, supply chain
arrangements, product risk profiles and the practical realities of
implementation across the complementary medicines sector.

In particular, CMA secured important clarification regarding
the TGA's nitrosamines information for listed medicines.
Through direct engagement with the regulator, CMA
helped ensure the document was positioned appropriately,
reducing uncertainty and providing greater clarity regarding
regulatory expectations and compliance obligations.



What’s next

CMA will continue engaging with the TGA and relevant
international regulators and GMP consultation processes

on the development of GMP requirements, manufacturing
guidance and quality frameworks. Key priorities include
finalisation of the GMP clearance reforms, Batch Confirmation
and Batch Certification guidance, probiotic manufacturing
guidance, supplier qualification initiatives and ongoing
international GMP revisions.

CMA will continue advocating for practical, risk-based

and proportionate regulatory requirements that support
compliance, maintain appropriate quality standards and
strengthen the long-term competitiveness of Australia’s
complementary medicines manufacturing sector.
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Advocacy

Over the past year, CMA continued to advocate for clear, practical
and proportionate rules governing how complementary medicines
are communicated to consumers. This included engagement on
permitted indication applications, advertising-related guidance and
regulatory proposals affecting the terminology sponsors may use
when communicating information about ingredients and products.

CMA's focus was ensuring that consumer protection
objectives are achieved without creating unnecessary barriers
to lawful communication or introducing disproportionate
compliance risks for responsible sponsors.

What CMA did

CMA has continued to advocate for improvements to the
permissible indications framework to ensure it remains
practical, transparent and supportive of innovation within

the listed medicines pathway. CMA identified several areas
where administrative requirements and interpretation issues
were creating unnecessary barriers for sponsors seeking to
innovate or update product positioning, highlighted the need for
improved transparency and predictability in decision-making,
and raised concerns about delays. CMA sought to ensure
that the framework operates in a way that supports both
regulatory consistency and practical usability for industry.

CMA also continued its long-running advocacy regarding
the substances that may be described as vitamins in
advertising. Following CMA's advocacy since 2019, the
TGA undertook a review of the list of substances that can
be advertised as vitamins. CMA supported the inclusion of
several additional vitamin-related substances and advocated
for the use of scientifically valid terminology familiar to
consumers, including Vitamin K2 and Vitamin B3.

CMA advocated for pragmatic and reasonable outcomes
of communicating mechanisms relating to nicotinamide
adenine dinucleotide (NAD), and escalated industry
concerns regarding draft NAD-related policy. CMA sought
consistency with the existing regulatory framework

and fair process outcomes for existing applicants.

CMA provided detailed feedback on the TGA's draft guidance
intended to help journalists, broadcasters and publishers
understand when reporting on therapeutic goods may be
captured by advertising legislation. While supporting the TGA's
consumer protection objectives, CMA highlighted that aspects of
the draft guidance created disproportionate compliance risks for
sponsors engaged in lawful health communication activities where
consumer advertising is expressly permitted. CMA recommended
changes to the guidance and welcomed continued engagement
through the Therapeutic Goods Advertising Consultative Forum.

Outcomes for members and industry

In response to our concerns, the TGA is reviewing the
permissible indication application process and guidance.
Ensuring that the permissible indications framework is
efficient, proportionate and aligned with the low-risk nature of
listed medicines is critical to supporting innovation, product
differentiation and consumer access to meaningful information.

On NAD-related terminology, the TGA is expected to publish
guidance in the near future on how to compliantly refer to NAD
on labels and in advertising, supporting clarity for sponsors.

CMA's advocacy on vitamin terminology has helped
progress a broader review of how certain ingredients may
be described in advertising and consumer communications,
with outcomes due for release in the near future by the TGA.

The TGA's guidance on news reporting and advertising
remains under development. However, CMA's engagement
has ensured that industry concerns regarding compliance
risk and practical implementation have been clearly
communicated during the drafting process.

Why it matters

Consumers rely on accurate and accessible information
when making decisions about complementary
medicines. At the same time, sponsors require
regulatory certainty regarding what information may

be communicated and how it may be presented.

Where guidance is unclear or overly restrictive, it can
create compliance uncertainty, limit the provision of
useful information and increase regulatory burden
without improving consumer outcomes.

CMA’s advocacy ensured industry perspectives were
represented during development of the TGA's guidance on
news reporting and advertising. Through direct engagement
with the regulator, CMA highlighted potential compliance
risks and practical implementation issues affecting sponsors
engaged in lawful health communication activities.



CMA will continue engaging with the TGA on advertising and
communication-related reforms, including the finalisation of
the news reporting guidance and the review of substances that
may be described as vitamins. We will continue advocating for
clear, practical and proportionate requirements that support
both consumer understanding and regulatory compliance.
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Advocacy

China remains Australia’s largest export market for
complementary medicines, making continued market
access critically important for Australian manufacturers and
brands. At the same time, diversification into other priority
markets helps strengthen long-term industry resilience and
reduce exposure to regulatory or trade disruptions.

What CMA did

CMA continued to work closely with Austrade and other Australian

and foreign government stakeholders to advocate for improved
international market access, and support members navigating
changing global trade conditions and experiencing exports/

customs challenges and roadblocks. CMA also maintained active

dialogue with government and trade stakeholders on broader
international trade issues affecting members as they emerged.

China remained a key focus of CMA’s export advocacy.
During the year, CMA engaged with the Chinese Embassy
and Australian Government agencies on customs, regulatory
and market access issues, including implementation of
Decree 280 and anticipated changes to China’s Cross-Border
E-Commerce (CBEC) framework. CMA sought clarification

on emerging requirements, kept members informed of
potential impacts and advocated for practical implementation
approaches that minimise disruption to Australian exporters.

CMA continued to strengthen Australia’s presence in China
through export promotion and trade engagement activities.
CMA led planning and coordination of the Australian Pavilion
at Healthplex Expo 2026 in Shanghai, showcasing Australian
complementary medicines companies and promoting the
sector’s quality, innovation and manufacturing excellence

to Chinese and Asia-Pacific buyers. This was followed

by a trade delegation to Chengdu in western China.

CMA’s participation in the Australian Government’s Trade
Diversification Network (TDN) program, delivered through
Austrade, has further strengthened support available

to exporters by facilitating business matching, market
engagement activities and strategic trade missions.

CMA also continued advocating for the elimination of tariffs
on complementary medicines through the Australia—India
Comprehensive Economic Cooperation Agreement (Al-CECA)
negotiations, with the objective of improving market access
and export competitiveness for Australian manufacturers.

CMA provided members with export-related regulatory
updates and strategic insights regarding evolving international
requirements, including developments relating to dietary
supplement regulation, halal requirements, customs changes
and importation frameworks across key export markets.

Outcomes for members and industry

CMA’s advocacy ensured member concerns were
represented directly to government and international
stakeholders during a period of significant regulatory and
trade complexity. This included engagement on Decree
280, anticipated CBEC changes and broader customs and
market access matters affecting Australian exporters.

Through export promotion activities, trade missions and
international stakeholder engagement, CMA strengthened
the visibility of Australian complementary medicines in
priority export markets and supported opportunities for
trade diversification and long-term export growth.

Why it matters

Securing and expanding access to international

markets remains a major strategic priority for Australia’s
complementary medicines industry. Export growth supports
industry investment, manufacturing capability, innovation
and long-term commercial sustainability, particularly as
Australian complementary medicines continue to be
recognised internationally for their high quality, strong
regulatory oversight and manufacturing standards.

CMA’s advocacy ensured members had a coordinated
voice on key customs, regulatory and market access
issues affecting export markets. Through ongoing
engagement with government agencies, international
stakeholders and regulators, CMA helped keep members
informed of emerging developments, supported

industry preparedness and strengthened the sector’s
ability to respond to evolving export requirements.

CMA also helped elevate the profile of Australia’s
complementary medicines industry internationally by
promoting the strength of Australia’s regulatory framework,
manufacturing standards and product quality credentials.
This work enhanced access to regulatory intelligence,
strengthened relationships with overseas stakeholders
and created valuable opportunities for exporters to
engage in strategic market development activities.



What’s next

CMA will continue prioritising China as Australia’s most
important export market for complementary medicines,
maintaining close engagement with the Chinese Embassy,
Australian Government agencies and relevant international
stakeholders on regulatory, customs and market access
matters. CMA will continue monitoring developments
relating to Decree 280, CBEC regulation and other emerging
policy changes, while advocating for practical, risk-based
approaches that support Australian exporters.

CMA will also continue to support trade diversification and
international market development initiatives. In parallel, CMA
will maintain advocacy with the Department of Foreign Affairs
and Trade and other government agencies on tariff and
market access issues, including for free trade negotiations,
while continuing to provide members with timely export
intelligence and regulatory updates across key markets.
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Industry Leadership
and Collaboration

Beyond regulatory advocacy, CMA
continued to deliver a range of initiatives
to support members, strengthen industry
capability, foster collaboration and help
position the complementary medicines
sector for long-term growth.

Expanding member events and engagement

CMA expanded its member engagement and professional
development activities through new events, networking
opportunities and industry education initiatives.

In 2026, CMA launched the inaugural CMA Biotics Day

in Melbourne. The event focused on developments in
prebiotics, probiotics and postbiotics, including microbiome
health, ingredient innovation, product development,
emerging research and regulatory requirements. The event
brought together CMA members, healthcare practitioners
and broader industry stakeholders for a dedicated day of
collaboration, learning and technical discussion focused

on the rapidly evolving microbiome health sector.

CMA also continued to expand member webinar and networking
activities throughout the year, including technical briefings,
consultation updates and professional education sessions.

CMA also delivered our flagship events — Innovation
Day and Annual Conference — providing opportunities
for members to engage directly with regulators,
government representatives and technical experts.

Sustainability and ESG initiatives

In October 2025, CMA released two new sustainability
resources for members — the CMA Guide to
Decarbonisation and the CMA Supplier Environmental,
Social and Governance (ESG) Questionnaire.

Developed in consultation with the CMA Sustainability
Committee, these resources were designed to support
members in responding to increasing environmental,
sustainability and climate-related reporting expectations.

CMA also continued supporting members in preparing
for mandatory sustainability and climate-related
reporting obligations commencing from 2026.

Complementary Medicines Communications
Working Group (CMCWGQG)

Recognising the growing importance of public trust, media
engagement and evidence-based communication, CMA
established the Complementary Medicines Communications
Working Group (CMCWG,) in early 2026. The group

was created to strengthen the public narrative around
complementary medicines and support a more coordinated,
proactive approach to industry communications.

CMA convened the CMCWG, bringing together stakeholders
from across the complementary medicines sector. The

group has begun identifying emerging issues, exploring
opportunities to better communicate the credibility and
scientific foundation of the sector, identifying and engaging
subject matter experts who can act as credible media
spokespeople, and developing strategies to strengthen public
understanding of the contribution complementary medicines
make to preventive health and wellbeing in Australia.
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About CMA

Complementary Medicines Australia
(CMA) is the peak industry body for the
$6.3 billion complementary medicines
supply chain in Australia.

Our members span the entire supply chain, including
manufacturers, raw material suppliers, wholesalers,
distributors, exporters, retailers and regulatory consultants.

CMA advocates for a strong, sustainable industry by promoting
appropriate regulation, supporting innovation and research,
and upholding the highest standards of safety and quality.

We work closely with the Therapeutic Goods Administration
(TGA), as well as other government agencies including
Austrade and the Department of Foreign Affairs and Trade.

We work hard to ensure consumers have access to
safe, high-quality products, and we advocate for our
industry, promote research and innovation, and uphold
the highest standards of quality and safety.

Why Join CMA?

As the peak industry body for complementary
medicines in Australia, CMA is widely recognised for
its strong reputation and trusted relationships with
industry leaders and regulatory authorities.

By joining CMA, you align your business with a respected
organisation that stands for quality, innovation, and excellence.

Membership signals to your peers, customers, and
stakeholders that you are committed to the highest
industry standards and ethical practices, enhancing your
credibility and brand reputation in the marketplace.

Our members span the
entire supply chain,
including manufacturers,
raw material suppliers,
wholesalers, distributors,
exporters, retailers and
regulatory consultants.

Wil



What Does CMA
Membership Include?

Advocacy and influence

We represent your voice to government,
ensuring members’ priorities are front
and centre in policy decisions. Our expert
team of regulatory professionals sits on
key government committees, including
TGA policy and technical working groups.
This allows us to directly influence the
development of new regulations and
guidelines that affect your business. Through
our strong advocacy, we've delivered
significant wins for our members, such

as market exclusivity for new ingredients
and support for research initiatives.

Shape the future

By actively participating
in our committees or working groups,
you can play an active role in shaping
the regulations and industry policy
that directly impacts your business.

Collaborate with
peers and policymakers to advance
industry standards, advocate for
sustainable practices, and foster innovation.
Together, we can drive policies that
support growth and protect our industry.

Exclusive industry resources and
support

Receive
exclusive updates, technical alerts, and
regulatory information tailored to your
business, covering compliance, market
trends, and regulatory changes.

Complimentary
access to IMgateway, an online hub of
peer-reviewed, evidence-based resources
from over 700 medical journals.

Networking and events

Attend
exclusive events, including our Annual
Conference and Industry Awards,
Innovation Day, topical industry seminars
and workshops, plus networking
events, where you can promote
your brand to a targeted audience
and build valuable relationships.

CMA
hosts the prestigious Australian Pavilion at
Healthplex in China, providing an exclusive
platform to showcase your products and
connect with international buyers and
partners in one of the world’s largest
markets for complementary medicines.
Access to exhibit at this high-profile event
is available exclusively to CMA members.

Working closely
with Austrade, CMA is co-ordinating
a range of new international initiatives
including hosting the Australia
Pavilion at Vitafoods Asia and a trade
delegation to Vietnam in late 2026.

Collaborate and contribute

Engage with industry peers through
working groups, networking sessions,
and leadership opportunities.

To learn more and to join CMA, please contact
membership@cmaustralia.org.au
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Member Testimonials

Andrew O’Keefe - Vita Life Sciences (Herbs of Gold)

“We particularly value CMA’s regulatory expertise
and industry insight. The rules governing
complementary medicines continue to evolve,

in Australia and abroad, and CMA’s research,
updates, and practical guidance help keep

the entire sector informed and prepared. For a
manufacturer that already holds itself to exacting
standards, that shared commitment to staying
ahead of regulatory change is something we
genuinely value. CMA’s advocacy benefits every
responsible manufacturer in Australia, and we’re
proud to count ourselves among its members.”

Dr Aniss Chami - Vitex Pharmaceuticals

“CMA gives the industry a collective voice.
When industry comes together, backed by
technical expertise and practical experience,
we can have a far greater impact in supporting
balanced, science-based regulatory
outcomes than we could individually.”

Cheryl Goodman - H&H Group (Swisse)

“Some of the most tangible benefits come from
the CMA’s industry insights, regulatory updates,
access to expert guidance and its liaison with
government on key industry matters. These
resources help us make better decisions, stay
ahead of compliance requirements, and respond
to emerging challenges with confidence. The
relationships we’ve built through the CMA have
been just as valuable. Events, working groups and
even informal conversations have opened doors
to new partnerships, collaborative projects and
opportunities we may never have discovered.”

Rob Tanna - Lipa Pharmaceuticals Limited

“CMA’s ability to represent the industry with

a unified, credible voice has been essential

in shaping fair and workable regulatory
frameworks. The depth of knowledge within
CMA's technical team is unmatched in the sector.
CMA consistently provides clear, timely updates
that help organisations prepare for regulatory
shifts rather than being caught off guard.”

Michael Micallef - Metagenics
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