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Executive Summary   

There is a real and immediate role for complementary medicines in contributing to consumer 

health through primary and secondary prevention of illness, creating healthy communities and 

businesses, and by encouraging and empowering all Australians to take better care of their 

health. Well-informed Australian consumers are keen to access innovative new products, even if 

this means ordering these products on-line from international sources. For the complementary 

medicines industry, as for other Australian industries, putting the right regulatory environment in 

place will nurture, promote and enable competitiveness and innovation.   

Industry’s top three deregulatory agenda recommendations are outlined below. 

1) Deregulation of Ingredient Approvals  

Many ingredients commonly used in overseas jurisdictions are unavailable in Australia due to a 

mandated costly and needless duplication of assessment. This is the primary factor inhibiting the 

growth of the Australian complementary medicines industry.  Where ingredients have been 

approved as safe by competent overseas regulators, these decisions should allow for a pathway 

to automatic or expedited adoption. 

 Estimated Value = $ 10 million per annum 

 

2) Deregulation of Marketing Approvals  

Currently, advertising of complementary medicines is regulated via a complex and inefficient 

process. Approval for advertising is delegated by the TGA to two bodies which often requires 

advertisers to seek two sets of approvals across a media campaign. The system is already limited 

as only a sub-set of advertising media are included; most notably the rapidly growing area of 

internet advertising is not covered.  Advertisements for low risk complementary medicines should 

not require pre-approval as they must comply with best practice under the Australian Consumer 

Law, similarly to foods and beverages that can also make health claims but don’t require 

advertising pre-approval. 

 Estimated Value =  $ 25 million per annum  

 

3) Deregulation of Manufacturing Complexity  

The current regulatory requirements for the Australian manufacture of complementary medicines 
are complex and extensive.  A common issue raised is the lack of a level playing field with respect 
to approval and audit of overseas manufacturing facilities. Whilst Industry recommends that the 
current level of standards is maintained for global competitive advantage, GMP should be 
regulated by the TGA but using third party conformity assessment to allow for the most efficient 
and least costly accreditation framework. 

 Estimated Value = $ 35 million  per annum 

TOTAL DEREGULATION VALUE $ 70 million per annum (available for investment in growth) 
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Introduction 

The purpose of this document is to outline the top three priority recommendations by industry 

for improving the regulatory environment for Australian complementary medicine businesses. 

Industry is proud of the high standard and quality of Australian complementary medicines.  

We believe the recommendations outlined below do not detract from the high quality standard, 

and do not signify a request for ‘no regulation’, whilst achieving the goal of supporting growth 

and reducing the regulatory burden on industry.  

 

Complementary medicines have been widely embraced by the Australian community, with two 

out of every three Australians regularly using a natural healthcare product. Research shows that 

industry revenue, which now stands at $3.5 billion, is expected to grow to $4.6 billion in 2017-

2018, and the industry expects to increase the number employees to 45,000 over the same 

period.1  Australia’s complementary medicines exports were worth over $200million in 2013.2  

 

The sector has evolved into a major world class industry supporting domestic jobs, research, 

manufacturing and exports. However, there is still an enormous untapped potential for 

complementary medicines to contribute to the Australian economy in terms of both cost savings 

to the health system and fiscal contribution – the complementary medicines industry is one 

industry that, in a supportive environment, has the ability to grow exponentially and support local 

manufacturing, as well as providing a significant contribution to our exports.   

Background    

Australia’s Therapeutic Goods Administration (TGA) is responsible for regulating therapeutic 

goods, including medicines, medical devices, blood products, and complementary medicines 

which includes vitamins, minerals and supplements.  The Australian complementary medicines 

industry is commonly regarded as one of the most strictly regulated in the world. 

 

                                                           
1 NICM, http://www.nicm.edu.au/health_information/information_for_consumers/understanding_cm 
2 Austrade and ITS Global estimates of exports of both final products (destined for retail markets) and inputs (destined for 
manufacture) based on HS tariff codes 2936, 300450 and 2106). 

http://www.nicm.edu.au/health_information/information_for_consumers/understanding_cm
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The complementary medicines industry supports regulation of complementary healthcare 

products that is appropriate and commensurate with the low level of risk these products 

represent. The recent environment of escalating red tape has led to a stifling of product 

innovation, lower productivity, less job creation and minimised incentive for industry investment. 

The most frequently raised concern is the high price of operating in Australia (factors include 

small domestic market, long process time and duplication and complexity of regulations); an 

impost keenly felt when such regulation creates a disadvantage for local operators to compete 

globally.   

 

In addition, the last few years have been a time of regulatory challenge to our industry as the TGA 

has embarked upon wide-ranging reforms as outlined in the document TGA reforms: a blueprint 

for TGA’s future. Industry recognises that significant work has been undertaken to date on the 

reforms but believes that a number of the changes have increased the regulatory burden without 

a corresponding improvement in protection of consumer safety or access to improved or 

innovative health products.  

 

Whilst it is perhaps understandable that the TGA has attempted to align the regulatory 

requirements across the range of therapeutic goods – prescription medicines, medical devices 

and complementary medicines -  in practice this has meant that complementary medicines have 

increasingly been expected to meet regulatory standards more suited to high-risk prescription 

medications. Some reforms, such as the proposed labelling and packaging reforms and 

eliminating the free text field of the Electronic Listing Facility (ELF) when applying for a product 

listing, require amendments to the Therapeutic Goods Act 1989, and are not supported by 

industry in their current form. 

 
Industry and the Australian community expect the TGA to act swiftly and decisively in the face of 

an existing or potential health and safety issue. It currently appears that the TGA is excessively 

focused on detecting advertising breaches associated with low risk medicines, which is removing 

limited resources from where they should be directed – the swift action upon serious quality 

issues.  CMA would like to see the TGA acting, first and foremost, as a standard setting body in 

terms of advertising requirements and auditing of GMP, which would allow the streamlining of 

limited resources.   
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1.  Deregulation of Ingredient Approvals     

 
 Estimated Value= $ 10 million per annum 

 
  

Issue   

The primary factor inhibiting the growth of the Australian complementary medicines industry is 

considered by industry to be the lack of availability of many dietary supplement ingredients that 

are commonly used in overseas jurisdictions. Unless an ingredient is included on the list of 

available substances, an application is required for evaluation of the substance for its inclusion.  

This process includes a quality and safety dataset and is a significant regulatory hurdle that can 

take approximately 1-2 years for the application to be evaluated - a significant investment of time 

and money.  

 

Proposed Deregulatory Change 

 Where ingredients commonly used in complementary medicines have been approved as 

safe by competent overseas regulators, these decisions should allow for a streamlined 

pathway to automatic or expedited adoption.  

 

Background 

Reflective of the work the TGA undertakes in information sharing with certain international 

counterparts, the evaluation process for substances that fit this category should be streamlined. 

An expedited process has occurred recently with the TGA conducting an evaluation of a species of 

Garcinia for use in listed medicines based on information from international regulatory 

counterparts in Canada. Ingredients that are available in markets with comparable regulatory 

standards – for example Canada, Switzerland and Singapore – should be automatically accepted 

for use here in Australia.  

Dependent on the progression of the NZ Natural Health and Supplementary Products Bill and the 

level of code of GMP principles that are adopted, an opportunity with New Zealand exists to 

consider the list of permitted ingredients previously put forward in ANZTPA phase one.  

An existing model similar to the proposed expedited application process is the Patent Prosecution 

Highway (PPH), which speeds up the examination process for patent applications filed in 

participating intellectual property offices across a number of countries. PPH leverages fast-track 

examination procedures to allow applicants to reach final disposition of a patent application more 

quickly and efficiently than standard examination processing. 
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Innovation in ingredients (e.g Australian Bush medicines) 

For novel ingredients, and submissions that contain unique data, a data protection mechanism 

such as that afforded under food and cosmetic regulatory frameworks should be established to 

provide an incentive for companies to invest in a regulatory application.   

The applicant is required to submit a detailed dossier on the ingredient, but there is no data 

protection or exclusivity available on the material when a substance is approved for use in listed 

medicines, significantly reducing the incentive for companies to pursue applications.  

Please see Appendix one, which provides additional detail with regard to a potential method to 

achieve a level of protection for applicants with innovative ingredients. 
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2. Deregulation of Marketing Approvals  
 

 
 Estimated Value $ 25 million per annum  

 

 

2.1   Advertising reforms 

 

Issue 

Advertising of complementary medicines is regulated via a complex and inefficient process. The 

current dated pre-approval system only covers a subset of advertising media and was never 

designed to take internet advertising into account (it’s inclusion now is prohibitive). The system 

has a number of weaknesses, including the requirement for advertisers to often seek approvals 

from two separate delegates for a multi-media campaign, and a complaints system that is 

confusing, lacks certainty and is highly inefficient.   

Proposed Deregulatory Change 

 Maintain the current advertising regulatory standards (such as compliance with the 

Therapeutic Goods Advertising Code) but remove onerous regulatory burden through 

abolishing the current pre-approvals and complaints system. The marketing and 

advertising of listed medicines should comply with best practice under Australian 

Consumer Law and the responsibility of compliance should belong to the individual 

advertiser.  

 

Background 

Approval for advertising is delegated by the TGA to two bodies (Complementary Healthcare 

Council of Australia and Australian Self Medication Industry) which often requires advertisers 

wishing to advertise in broadcast and print media to seek two sets of 4-8 approvals via two 

separate delegates for the same advertisement.  

Advertising complaints are heard by separate bodies, which make rulings that are often 

inconsistent with the approval provided for the advertisements previously.  In effect, this means 

that an advertiser has to go through a preapproval process to ensure compliance, but then has no 

certainty that their advertisement will not be the subject of complaint and subsequent sanctions 

from the Complaints Resolution Panel and TGA.  

 

Criticism has often been levelled at the Complaints Resolution Panel due to its lack of 

transparency and timeliness, limited penalties and lack of appeals process. Both consumers and 

industry want advertising that provides accurate and adequate information about 

complementary medicines whilst preventing misleading claims.  

Advertisements for low risk complementary medicines should not require pre-approval, but 
rather comply with best practice under the deterrent of appropriate sanctions and penalties 
under Australian Consumer Law.  Reputable industry members believe that non-compliant 
companies should face the legal and punitive consequences available to the ACCC which are 
significant compared to the current consequences of non-compliance.  
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2.2    Access to higher level claims (in the context of consumer self-management)   

Issue 

A new food standard to regulate nutrition content claims and health claims on food labels and in 

advertisements became law on 18 January 2013 – Standard 1.2.7 Nutrition, Health and Related 

Claims. Under this standard, foods are able to make stronger health claims (such as lowering high 

cholesterol), while having both lower manufacturing and evidence requirements, than 

complementary medicines listed on the Australian Register of Therapeutic Goods.  

Proposed Deregulatory Change  

 

 A modified/improved registration pathway that provides the ability to make higher level 

claims for complementary medicines with evidence substantiation but not necessitate 

duplicated/redundant safety and toxicology data requirements.  

 

Background 

At this stage, the pathway for a complementary medicine to be able to make stronger health 

claims is via the registration process; a process that requires a very substantial data package, 

similar to that required for the registration of a new pharmaceutical drug. Registration also 

requires safety and toxicology data, despite where the compound may have already been 

approved for use in listed complementary medicines sold on the Australian market (and therefore 

already deemed safe to be sold to consumers).  This is a major regulatory hurdle and impediment 

to companies investing in clinical trials to validate their products, as the safety and toxicology 

package required could be considered as too big an investment relative to the potential returns. 

CMA would like to see a modified/improved registration pathway that requires substantiation of 

evidence without the prohibitive additional cost of redundant product safety and toxicology 

testing. Where a company seeks to achieve registration for a compound which is currently 

listable, it should only have to provide evidence of efficacy (clinical trials) related to the higher 

therapeutic indications being made, not full safety or toxicology data.  This evidence would then 

be assessed by the TGA for the use of higher level marketing claims commensurate with the 

evidence provided.  Any company that wanted to use those claims must also go through the same 

regulatory submission process. 

 

2.3   Evidence requirements for advertising claims on listed medicines 

Issue 

The recently updated guidelines for the evidence required to substantiate indications for use in 

listed medicines has increased the regulatory burden for sponsors.  Compliance with evidence 

substantiation has significantly increased industry costs, slowing innovation and efficiency. 

Proposed Deregulatory Change 

 The evidence required and the claims that are available must allow for a level playing 

field with food regulations.   
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Background 

The evidence base required for making indications/claims on natural medicines needs to be 

commensurate with the low risk associated with these products. The updated guidelines create a 

significant regulatory impost which will not stop companies determined to break the rules, but 

have created a very substantial burden for reputable companies that aim to be compliant with 

the rules.  

As an example, the current evidence requirements, especially for weight loss, biomarker claims 

and other scientific indications are disproportionately excessive to the claims that are available. It 

is important that the evidence required and the claims that are available allow for a level playing 

field with food regulations. Under standard 1.2.7 Nutrition, Health and Related Claims foods are 

able to make stronger health claims (such as lowering high cholesterol), while having both lower 

manufacturing and evidence requirements, than complementary medicines listed on the 

Australian Register of Therapeutic Goods. 
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3. Deregulation of Manufacturing Complexity 
 

 

 Estimated Value $ 35 million per annum 

 

 

Issue 

With globalisation and increased commercial and economic pressures across national boundaries, 

the Australian complementary medicine manufacturing sector is under pressure to remain 

competitive and relevant. Whilst Australian manufacturers cannot be immune from global 

pressures, it is in the interests of all stakeholders, including the Australian Government, to ensure 

that local industry is supported.  

Regulatory requirements for the Australian manufacture of complementary medicines are 

complex and extensive.  The automatic adoption of the Pharmaceutical Inspection and Co-

operation Scheme (PIC/S), followed by the drafting of exemption documents for complementary 

medicines manufacturers, creates an excessive regulatory burden upon industry.   

 

Proposed Deregulatory Change 

 CMA recommends that complementary medicine specific guidelines should be designed 

and agreed in conjunction with industry. These guidelines would be based on the existing 

version of PIC/S and exemptions.  

 Whilst Industry recommends that the current level of standards is maintained for global 

competitive advantage, GMP should be regulated by the TGA but using third party 

conformity assessment to allow for the most efficient and least costly accreditation 

framework. 

Background 

The TGA implemented the 2009 PIC/S Code of GMP in July 2010. The relevant exemption 

documents for manufacture of complementary medicines have been completed, with the 

exception of the release for supply guideline which is currently being finalised, four years on. 

Whilst industry agrees that compliance with the principles of the PIC/s guide and codes of GMP 

and/or a quality system is required, the automatic adoption of PIC/s, followed by the drafting of 

subsequent exemptions, creates excessive impost upon industry.    

A common issue raised is the lack of a level playing field with respect to approval and audit of 

overseas manufacturing facilities. It seems that even with TGA manufacturing exemption 

documents the requirements within Australia (such as stability, QBI, validation and product 

quality reviews) are too high. Audit frequencies are high and there are inconsistencies between 

auditors and their interpretation of the requirements and the documentation of key decisions, 

particularly when discretions are exercised.3  

                                                           

3  ANAO audit on the administration of the Code of GMP 

http://www.anao.gov.au/~/media/Files/Audit%20Reports/2013%202014/Audit%20Report%2030/AuditReport_2013-2014_30.pdf
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Given the low risk nature of these products, specific guidelines should permit allowances for 

reduced pre-market stability and validation testing, for ongoing stability testing for 

complementary medicine products, and grouping of like products for pre-market stability and 

validation testing.  

As a more streamlined standard setting body, the focus of the TGA would be upon management 

of the licensing and audit of GMP status of supply chain participants such as manufacturers. This 

may be best achieved by third party conformity assessment rather than the current model, 

whereby the TGA, with limited resources, has staff travelling both nationally and internationally to 

perform audits. This leads to uncommercial fees and timeframes for licencing and audits.   

Conclusion 

The peak body for the complementary medinces industry, Complementary Medicines Australia 

(CMA), acknowledges the Government’s commitment to a reduction in the regulatory burden on 

industry, and the key deliverables for the TGA of reducing red tape and participating in 

international harmonisation to streamline regulatory requirements.  

 

The Australian complementary medicine industry is commonly regarded as one of the highest 

quality, yet most heavily regulated in the world, and, in recent years, has been subjected to 

regulatory burdens more appropriate to high-risk pharmaceutical products. Our industry has the 

potential to significantly increase highly skilled and innovation rich local manufacturing, as well as 

providing a significant contribution to our exports.  However, in order to fulfil this potential, a 

number of regulations and restrictions that currently stifle innovation need to be removed. 

 

Removal of over-regulation will help the Australian complementary medicines industry to gain its 

position as an innovative and competitive market that is able to meet growing consumer 

demands.  
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Appendix One  

Example method for achieving a level of protection for applicants with innovative ingredients  

When a sponsor applies to the TGA for evaluation of a new complementary medicine substance a 

compositional guideline is generated, which defines the substance that has been evaluated and 

approved for use in Australia.  

The compositional guideline, being generated from a paid application should, once approved, be 

published on the TGA website as a final compositional guideline. Public consultation on the draft 

version, as is current practice, would no longer occur. This proposal does not, strictly speaking, 

change transparency of either the process or information, with Complementary Medicines 

Australia supporting that all compositional guidelines be published to enable industry to refer to 

the approved specifications as necessary. However this process could build in a window of 

exclusive use, prior to compositional guideline publication, which would be an incentive for 

industry to apply for the listing of a new substance.  

Should another company wish to amend the final compositional guideline they can still do so by 

applying to the TGA. The amendment would need to provide justification and would be evaluated 

by the TGA. This process would incur a specified evaluation fee. If the amendment is considered 

to be appropriate, the final compositional guideline would be updated to reflect the change and 

re-published on the TGA website.  

This process and the publication of compositional guidelines on the TGA website would not 

prevent another sponsor from submitting a closely related yet distinct substance with its own 

specific compositional guideline for separate assessment. A compositional guideline for a pre-

existing complementary medicine substance would not be affected by this proposal. 

 

Complementary Medicines Australia 
 
Complementary Medicines Australia is the leading expert association exclusively committed to a 
vital and sustainable complementary medicines industry. We believe in a holistic healthcare 
model based on promoting long-term wellness of 
the community. 
 
We are unique in representing all stakeholder groups in the complementary medicines industry. 
Our members include importers, exporters, manufacturers, raw material suppliers, wholesalers, 
distributors, retailers, practitioners, consultants, direct marketers, multi-level marketers and 
consumers. 
 
CMA is the principal reference point for members, the government, the media and consumers to 
communicate about issues relating to the complementary medicines industry. 


