Review of certain complementary medicine products - Homoeopathic products
I agree with Option 1 and 2 and strongly disagree with Options 3 and 4.
Options for reform
Option 1 - Maintain the status quo regulation of homoeopathic products
Under this option TGA continues to regu late homoeopathic prod ucts as listed complementary
medicines or exempt goods depending on their composition and dil ution and would conti nue to
be required to meet the regulatory requi rements detailed above.
Please note: The Government has agreed to furth er MM DR recommendations to reform
the regu lation of complementary medicines. Recommendations 38 and 39 cover the
establishment of three pathways for entry of complementary medicines in the ARTG
based on a hi erarchy of evidence and permitted indications for listed medicines.

Those proposals are further detailed in a separate com plementary medicines
cons ultation paper which is currently open for consultation 31 •
•

An issue of maintaining the current regulation of homoeopathic products under the same
framework as evidence based medici nes is that it may imply government endorsement of
these produc ts. This is particularly relevant given the Australian National Health and
Medical Research Council (NH MRC) recently concluded that there is no reliable scienti fic
evidence that homeopathy is effective 3 2 •

This issue is also being considered by other regulators. A 2009 U.K. government reviewll
concl uded that:
'By providing homeopathy on the NHS and allowing MHRA lice nsing of products which
subsequently appear on pharmacy shelves, the Government runs the risk of endorsing
homeopathy as an efficacious system of medicine. To maintain patient trust, choice and
safety, the Government should not endorse the use of placebo treatments, including
homeopathy.'
In November 2016, the US Federal Trade Commission in the USA concl uded si milar fin di ngs. 34
An advantage with th is option is that sponsors and manufactu rers who are already fam iliar with
the regu latory framewo rk would not need to understand or implement any regulatory changes.

Option 2 - Serious therapeutic claims must be supported by scientific evidence.
Currently, Item 5 of Part 1 to Schedule 4 of the Regulations states that homoeopathic
preparations that refe r to the treatment of a disease, condi tion, ailment or defect specified in
Part 1 or 2 of Appendix 6 to the Advertising Code are eligible for listi ng. This is inconsistent with
the regulation of other listed medicines.
Under this op tion it is recommen ded that the Regulations be amended to require homoeo path ic
pro ducts that make high level claims to be registered in the ARTG and requi re sup porting
scientific evidence, as per non homoeopathic medicines that make high level claims.
Homoeopathic products relying on traditional evidence would only be able to make therapeutic
claims acceptable for minor claims in relation to self-limiti ng conditions that do not require
healthcare practitioner supervision.
This option allows for greater consistency with international regulatory frameworks (see
Appendix 2) by ensuring that those goods whi ch refer to th e treatment of a se rious condition are
not listable but rather must be registered and evaluated fo r their quality, safety and efficacy.
Premarket assessment of evidence could potentially cause delays to market for registrable
homoeopathic medici nes.

Option 3 - Exemption from listing in the ARTG and/or GMP
Under this option. it is proposed that all homoeopathic prod ucts would be exempted from Parts
3-2 and 3-3 of the Act.
Exempt products remain therapeutic goods under the auspices of the Act and therefore still
subject to the regulatory requirements detai led above.
This option represents a lower barrier to market for those homeopathic products that were not
previously exempt and could result in a greater range of prod ucts for consumers.
A potential risk under this proposal is that products are supplied into the market that contain
therapeutically significant quantities of restricted ingredients. However, any product containing
levels of substances captured in th e Standard for the Uniform Scheduling of Medicines and
Poisons (SUSMP) that breach the scheduled limits would be subject to appropriate regula tory
action, as is cu rrently the case.
Any homoeopathic prod uct containing ingredients of human or animal origin as currently
specified in Schedule 5 wou ld be requi red to comply with the TGA policy on TSE and wou ld not
be subj ec t to any fu rther regulatory requirements.35

