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Introduction 

The Consumers Health Forum of Australia (CHF) is the national peak body representing the 
interests of Australian healthcare consumers. It works in the public interest to achieve safe, 
quality, timely healthcare for all Australians, supported by accessible health information and 
systems.   
    
CHF welcomes the opportunity to provide a submission to the Complementary Medicines 
component of the Expert Review of Medicines and Medical Devices Regulation. The 
complementary medicines sector is an important and growing sector of the Australian 
economy with industry revenue of $3.5 billion in 2014. It is estimated that two in three 
Australians use complementary medicines each year, and 42 per cent do so to prevent or 
manage chronic conditions identified as national health priorities.  This is one of the highest 
consumption rates per capita in developed nations1.  
 
Consequently, the Australian Government has a duty of care to ensure that the 
complementary medicines supplied are of high-quality and safe for public use. The current 
regulatory regime for complementary medicines is no longer appropriate and is in urgent 
need of improvement.  
 
We recognise three fundamental values which must drive this improvement: 

 Need to protect the public health and safety;  

 Importance of the right of consumers to be able to make informed choices on 
matters of healthcare; and  

 Ethical responsibilities of all healthcare providers including manufacturers, stockists 
and healthcare practitioners. 

 
It is imperative that an Australian regulator be responsible for pre and post-market safety, 
quality and advertising assessments of complementary medicines supplied to Australian 
consumers. Consumers consistently raise with us their concerns about the safety and quality 
of complementary medicines, giving details of personal experiences of when the safety 
regime has failed. The existing regulatory requirements are inadequate to protect 
consumers from the health safety risks posed by complementary medicines and should by 
no means be termed ‘excessive’.  
 
The complementary medicines risk-rating system, for the purposes of classification and 
assessments under existing regulations, is out-dated and needs to be redefined. We are also 
concerned that ‘complementary medicines’ can be a misnomer as consumers often do not 
consider them to be medication and take them in addition to conventional medicines for 
treatment. The Review Panel should consider this terminology carefully, in relation to risks 
posed, and where appropriate replace the term with alternatives such as health 
supplements or dietary supplements. All complementary medicines, that continue to be 
classified as medicines, should meet the medicinal Good Manufacturing Practice standards.  

                                                      
1
 Complementary Medicines Australia. In Good Health: Complementary Medicines Industry Survey. [Online] 31 

July 2014. [Cited: 5 March 2015.] 
http://www.cmaustralia.org.au/resources/Documents/Reports/CMA%20Industry%20Audit%202014.pdf  

http://www.cmaustralia.org.au/resources/Documents/Reports/CMA%20Industry%20Audit%202014.pdf
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Australia is in need of a cultural change, over the long term, to increase conversations 
between clinicians and consumers about use of these products, and in particular how they 
may interact with other products or procedures being used by consumers. 
 
The growth in the use of complementary medicines demands action from the Government 
on increasing public understanding of the role of the Australian regulator and introducing 
effective deterrents to address fraudulent activity by sponsors. 
 
The definitive goal of this review of the regulatory framework should be the safety and 
quality of complementary medicines in Australia. Any new framework must carefully balance 
the risk to consumer safety and consumer choice concerns. 

Responses to Questions for Consideration 

Theme 1: Duplication in regulatory processes 

Issue 1: Requirement for TGA assessment of ingredients approved overseas 
 

Given the apparent differences in the definition of complementary medicines internationally 
and the level of pre-market assessment that they undergo, how might Australia determine 
‘trusted’ regulators for the purpose of undertaking assessments of ingredients for use in 
listed products in Australia?    
 
If a criteria based approach were to be adopted, what criteria should apply in determining 
whether an overseas regulator is ‘trusted’ for the purpose of undertaking assessments of 
ingredients for use in listed products in Australia? 

 
Need for an Australian Regulator 
Currently the TGA does not perform pre-market assessment of safety, quality or efficacy of 
complementary medicines containing low-risk pre-approved ingredients. These medicines 
are listed on the ARTG based solely on the facts that they contain pre-approved ingredients 
and that the sponsor holds evidence to support that the product is manufactured by a 
facility that has been authorised by the TGA, as well as evidence to support the health 
benefits or claims they are making about their product. Between April 2013-April 2014, 
2,125 new medicines were electronically listed on the ARTG2.  
 
However if a sponsor wishes to use a new ingredient in a listed medicine, TGA reviews the 
ingredient's safety and quality. The TGA does not evaluate the final product (in contrast to 
the ingredients); the label; or the therapeutic claims made for the medicine or the evidence 
the sponsor may have to show the product will do what they say it will do.  
 

                                                      
2
 Therapeutic Goods Australia. Therapeutic Goods Australia. Half-yearly performance reports January - June 

2014. [Online] October 2014. [Cited: 6 March 2015.] http://www.tga.gov.au/sites/default/files/tga-
performance-report-1406.pdf . 
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In the 12 month period of April 2013-April 2014, the TGA received nine applications for new 
ingredients to be permitted for use in listed medicines2. This is not an unmanageable 
number of applications and the Australian regulator should unarguably be responsible for 
evaluating safety and quality of new ingredients before they are made available to 
consumers. 
 
Determining ‘Trusted’ Regulators 
As mentioned in the discussion paper, there is significant discord between the classifications 
of complementary medicines and assessment requirements used by comparable 
international regulators. Therefore relying solely on an international regulators’ pre-market 
assessment will present a safety risk for consumers and prove an unreliable and inconsistent 
methodology that could promote consumer confusion and distrust.   
 
The Australian regulator should have the option to fast track the approval process of new 
ingredients by harnessing the information analysis conducted by the comparable overseas 
regulators but only whilst verifying that it is relevant to the Australian context and meets all 
safety and quality standards. This will ensure that Australian consumers continue to be 
protected from unsafe complementary medicines. 
 
If a criteria based approach were to be adopted, then the pre-market approval of the new 
ingredient should be sought from at least two ‘trusted’ overseas regulators that have similar 
definitions for complementary medicines to Australia and have approved the ingredient for 
the same purpose. The ‘trusted’ overseas regulators should have evaluated the product for 
safety and quality pre-market release. CHF provided proposed criteria to determine ‘trusted’ 
overseas regulators in its January 2015 submission to Part 1 (Medicines and Medical Devices 
Regulation Discussion paper) of this Review. 
 
The Australian regulator should conduct its own robust post-market surveillance. This must 
include active monitoring of any changes to conditions or approval status imposed by 
trusted overseas regulators. 
 
Alternative Approach to Use of Foreign Regulators 
An alternative approach which could be considered, if the Australian regulator insists on 
approving ingredients assessed by a ‘trusted’ overseas regulator, is that where ingredients 
are approved by ‘trusted’ overseas regulators then the Australian regulator could introduce 
an “Approved by Foreign Regulator (name of country)” label, as a product disclosure.  
 
Some questions that arise from this proposal and will need to be addressed by the Panel are: 

• Would consumers understand the information? 
• Who is accountable if any adverse events arise, the Australian Government, 

the foreign Government or the sponsor company? 
• Will post-market surveillance be conducted for these products? Who is the 

contact for post-market surveillance? 
 

This proposal, if given due consideration, could help inform consumers when they are 
making healthcare choices but will not always protect them if the approved ingredients 
aren’t what is claimed.  
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Should an ingredient only be considered to have been ‘approved’ by an overseas regulator if 
it has been subjected to some form of assessment?  If yes: 
• Should this assessment include quality, safety and efficacy?   
• Should evidence standards be comparable with, or superior to, those currently applying in 

Australia? 

 
We agree that an ingredient should only be considered to have been ‘approved’ by an 
overseas regulator if it has been subjected to some form of assessment. This ‘form of 
assessment’ should be at minimum consistent with the current Australian regime, for 
approval of new ingredients, and consist of a robust pre-market assessment for quality and 
safety of the product, not necessarily efficacy. A new ingredient should only be considered 
‘approved’ by an overseas regulator if it meets the above described criteria for ‘form of 
assessment’. It is not sufficient for a sponsor company to have undertaken their own 
assessment which is then provided to an overseas regulator, the regulator must have done 
the assessment under their own conditions and according to their standards. 
 
The product should be ‘approved’, as per the defined criteria, by at least two ‘trusted’ 
overseas regulators prior to its release in Australia. CHF believes that the evidence standards 
for safety and quality assessments of new ingredients should be comparable with, or 
superior to, those currently applying in Australia. This will ensure that a harm minimisation 
approach is pursued and public health is protected. 
 
If the criteria for ‘approved’ is to include efficacy then these complementary medicines 
should be assessed to the same safety, quality and efficacy Standards as over-the-counter 
and prescription medicines. Presently, Canada performs assessments against efficacy in its 
pre-market approval process. However CHF is concerned about the lack of rigour in trials of 
complementary medicines and the scarcity of robust peer-reviewed literature on the use of 
these products.  
 
Canada’s recent approval of homeopathic “vaccinations”, nosodes, has resulted in pressure 
on their federal Government to remove these products from the market. Nosodes are 
products promoted by many homeopaths and naturopaths as safe, effective alternatives to 
vaccines. Health Canada approved dozens for sale with a statement on the label “This 
product is not intended to be an alternative to vaccination.” But many natural health 
practitioners across Canada are flouting that rule and promoting nosodes to prevent 
measles, whooping cough, the flu and numerous other conditions, seemingly without 
consequence3. Leading health experts say nosodes risk undermining vaccination campaigns 
and have demanded action from the federal Government.  
 

If Australia were to adopt approvals of ingredients provided by ‘trusted’ overseas regulators, 
what additional assessment, if any, should be conducted by the Australian regulator?  
 

                                                      
3
 Weeks, Carly. Health experts question lack of crackdown on ‘homeopathic vaccines’. [Online News Article] 

Ontario : The Globe and Mail, 2015. 
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What value do you believe an assessment by the TGA adds in cases where such an 
assessment has already been undertaken by a ‘trusted’ overseas regulator? 
 
Are there aspects of safety or quality that need to be considered in the Australian context? If 
so, what aspects?   

 
The Australian regulator should have the responsibility for conducting additional assessment 
in cases where there is disagreement amongst overseas regulators about the safety or 
quality of a complementary medicine, or if the decision of one of those regulators is 
amended/revised. This check is vital to ensure the safety of the Australian population, and 
that exposure to the least necessary risk.  
 
Since there is a significant difference in the way the complementary medicines are defined 
and regulated in different countries, an assessment by the Australian regulator can add 
significant value by ensuring that all complementary medicines released to the Australian 
consumer meet the same safety and quality Standards. 
 
The manufacturers and distributors for complementary medicines usually differ for the 
Australian market as it is geographically distant from markets that are regulated by 
comparable overseas regulators. This can have an impact on the safety and quality related to 
the manufacturing and distribution process. Therefore these processes must be regulated 
locally to ensure that medicines are manufactured in a licensed facility to Standards that 
protect Australian consumers. 
 
Issue 2: Interface between advertising and listing evidence requirements 
 

How might evidence requirements for listing on the ARTG and for advertising pre-approval of 
complementary medicines be harmonised?  What changes to evidence requirements would 
be required?  

 
The Australian National Audit Office (ANAO) TGA Performance Audit report 2011-12, found 
that one of the main reasons for the non-compliance by 90 per cent of listed products was 
the aggressive marketing strategies used by sponsors that frequently result in issues with 
advertising, evidence, and overall presentation4. Consequently, the suggestion that 
‘satisfying the requirements of the advertising standards, including the requirement not to 
mislead, are sufficient to ensure public health and safety’ is unfounded. 
 
Sponsors applying for a pre-publication approval to advertise should not be allowed to 
bypass the Australian regulator requirement to hold evidence supporting their claims and 
indications.  
 

                                                      
4
 Australian National Audit Office. Performance Audit Therapeutic Goods Regulation: Complementary 

Medicines. . Audit Report No.3 . [Online] 2011–12 . [Cited: 9 March 2015.] 
http://www.anao.gov.au/~/media/Uploads/Audit%20Reports/2011%2012/201112%20Audit%20Report%20No
%203.pdf  

http://www.anao.gov.au/~/media/Uploads/Audit%20Reports/2011%2012/201112%20Audit%20Report%20No%203.pdf
http://www.anao.gov.au/~/media/Uploads/Audit%20Reports/2011%2012/201112%20Audit%20Report%20No%203.pdf
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The consumer representatives we have consulted stated that there is an increasing level of 
apparently false and misleading advertising on internet and pay TV in relation to 
complimentary medicines. Revisions to the regulations need to be made to ensure that this 
advertising is considered part of mainstream advertising, subjected to appropriate 
requirements, assessments and complaints processes. 
 

Theme 2: Regulatory requirements are not commensurate with risks 

Issue 1: Interface between complementary medicines and pharmaceuticals 
 

Is the current regulatory regime for complementary medicines in Australia appropriate and 
commensurate with the risk posed by these products?  If not, why not?   

 
Current Regulatory Regime 
The current regulatory regime for complementary medicines in Australia is deficient and fails 
to appropriately mitigate potential for risks posed by these products to a large and rising 
proportion of the Australian population.  
 
Although complementary medicines are regulated under the same Therapeutic Goods Act 
1989 (the Act) as higher risk pharmaceuticals their evaluation requirements are significantly 
different. Over 98 per cent of complementary medicines are listed medicines containing pre-
approved ingredients and, unlike prescription medicines, are not subjected to individual 
safety or quality assessments. These are listed using the electronic system which relies on 
the sponsor to certify, upon submission of their application to the TGA, that the goods that 
are the subject of the application meet all the requirements of listing. The TGA does not seek 
this evidence from the sponsor and thus the regime is largely self-regulated by the industry 
and does not place ‘excessive’ regulatory burden. 
 
Risks Posed by Complementary Medicines 
The increasing use of complementary medicines by Australians has resulted in a high profit 
industry affecting a large proportion of the population and, as such, any risks posed can have 
a far reaching effect. It is important that this industry is regulated at a national level to 
protect consumer safety.  
 
Approximately 80 per cent of current consumers purchase complementary medicines from 
pharmacies, supermarkets and health food stores5. 50 per cent of consumers report using a 
conventional medicine on the same day as their complementary medicine6,7. Many 
consumers do not understand the full effects of these complementary medicines on their 

                                                      
5
 National Prescribing Service (NPS). Limited Information Use and Needs of Complementary Medicines Users. 

National Prescribing Service (NPS). [Online] 2008. [Cited: 10 March 2015.] 
http://www.nps.org.au/__data/assets/pdf_file/0010/66619/Complementary_Medicines_Report_-
_Consumers.pdf  
6
 Australian Bureau of Statistics. Complementary therapies. Australian Social Trends. s.l. : Australian Bureau of 

Statistics, 2008. Paper 4102.0. 
7
 V., Kotsirilos. GPs' attitudes toward complementary medicine . [Journal Article] s.l. : Australian Family 

Physicians, 2007 . 36:270-1. 

http://www.nps.org.au/__data/assets/pdf_file/0010/66619/Complementary_Medicines_Report_-_Consumers.pdf
http://www.nps.org.au/__data/assets/pdf_file/0010/66619/Complementary_Medicines_Report_-_Consumers.pdf
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health and the potential for their interaction with over-the-counter or prescription 
medicines. Additionally, they do not tend to volunteer usage information and most doctors 
and pharmacists do not engage in discussions about their patient’s use of complementary 
medicines and their potential to interact with complementary medicines. This is an 
important issue that poses a high risk of adverse events and necessitates serious 
consideration by the Review Panel.  
 
Often cited examples of major adverse reactions caused by complementary medicines 
interaction with prescription medicines are the use of St John’s wort or Glucosamine by 
patients also using the drug Warfarin. These interactions lead to reduction in the effect of 
Warfarin or increased bleeding risk respectively and can pose significant harm to the patient. 
 
As most complementary medicines are listed medicines and the evidence of their interaction 
potential is often not available. In addition, manufacturers are not obliged to provide a 
consumer medicine information leaflet with advice or warnings regarding complementary 
medicine interactions. 
 
If the Australian regulator wishes to maintain its buyer be-aware caveat emptor approach, 
then it should invest in enhancing consumer and retailer (for example: pharmacy, health 
food stores, and supermarket staff) awareness and the availability of reliable information.  In 
addition, the nature and level of adverse event reporting in relation to the use of 
complimentary medicines must be enhanced. 
 
Issue 2: Threshold for therapeutic goods 
 

Should low-risk complementary medicines be regulated as general consumer goods, 
removing the requirement for listing on the ARTG?  If yes, why?  If not, why not?  
 
What criteria should be used to determine whether a complementary medicine should be 
regulated as a therapeutic good? 

 
The current criteria used to categorise low-risk and high-risk complementary medicines is 
ambiguous as 98 per cent of complementary medicines on the ARTG are listed and therefore 
considered to be low-risk. The Australian regulator should redefine the risk-rating system 
used to classify complementary medicines. 
   
Low-risk complementary medicines should continue to be assessed for safety and quality 
and should not be classified as general consumer goods. Unlike general consumer goods, 
complementary medicines can pose indirect harm (through drug interactions) and harm over 
prolonged use to the Australian public. In order to responsibly protect public health the 
Australian regulator must gather evidence of such adverse events and their cause and apply 
it when assessing applications for similar listings in the future, especially by the same 
sponsors. 
 
Some low-risk complementary medicines make significant therapeutic claims in their 
advertising, despite a lack of evidence, which may lead to consumers missing out on the 
optimal treatment. This has been raised as an ongoing concern by many medical health 
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professionals. For example, in Australia8 and Canada9, there have been instances where 
homeopathic products have been advertised as an alternative to certain childhood 
vaccinations and have put the community at risk. 
  
Any criteria used to define whether a complementary medicine should be regulated as 
therapeutic good needs to at least consider: 

 the significance and seriousness of the therapeutic claims made by that product in 
the context of public health protection; 

 the  potential for interaction with other pharmaceuticals; and 

 the side-effects caused by the use of the product. 
 
Given that there is no agreement between consumers, industry and health professionals on 
the criteria, CHF strongly encourages a discussion to further clarify and strengthen the 
proposed criteria.  
 
Issue 3: Interface between complementary medicines and foods 
 

Should certain dietary supplements, such as water soluble vitamins, be regulated as foods or 
as general consumer goods rather than as therapeutic goods?  If not, why not?   
 
What is the rationale for continuing to regulate these products as therapeutic goods? If yes, 
should such goods be regulated as foods or consumer goods?  
 
What criteria should be applied to determine whether a product should continue to be 
regulated as a therapeutic good? 

 
In certain cases we support the Expert Panel’s proposal to classify certain low-risk dietary 
supplements as foods. However, such re-classification is not appropriate in those cases 
where the consumptive form of the product is changed while the active ingredients remain 
the same.  We are aware that some sponsor companies have changed the consumptive form 
of their products in order to attempt to lessen the scrutiny applied to their health/lifestyle 
claims, while continuing to include the same active ingredients.  If a health claim is made in 
relation to a product, then it should be subjected to equivalent therapeutic tests, regardless 
of the form in which it is delivered. 
 

Should the TGA introduce a modified registration pathway for complementary medicines 
seeking to make higher level health claims that would allow it to only assess the evidence to 
support the higher level claims?  
 
If yes, what would be the risks and benefits of this approach?  How might any risks be 
mitigated? 
 

                                                      
8
 Alexander, Harriet. Homeopathy regime is rejected as judge tells parents to immunise child. [Online News 

Article] Sydney : The Sydney Morning Herald, 2012. 
9
 Weeks, Carly. Health experts question lack of crackdown on ‘homeopathic vaccines’. [Online News Article] 

Ontario : The Globe and Mail, 2015. 
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If not, why not? 

 
CHF is opposed to the introduction of a modified registration pathway for complementary 
medicines seeking to make higher level health claims. It is concerned about the safety and 
quality standards that might be compromised as result of this modified process. If the 
industry has concerns about the equivalency of health claims across food and medicines 
regulation, then that should be the subject of specific review.  It is very concerning that 
producers of either type of product should be able to make health claims without sufficient 
and rigorous data to support such claims. 
 
Issue 4: Evidence requirements 
 

Are the current evidence requirements for listed medicines overly onerous?  If so in what 
way?  
 
How could the current evidence requirements for listed medicines be altered to reduce the 
burden on sponsors without reducing consumer confidence that complementary medicines 
are safe, efficacious and comply with quality standards? 

 
The current process which was streamlined in 2013 allows the processing to be done 
through an electronic business system relies heavily on the sponsor to self-assess and certify 
that it holds evidence. In a majority of cases, this evidence is not assessed by the TGA. This 
demonstrates that current evidence requirements for listed medicines are not overly 
onerous. 
 
It is concerning that a product is allowed for release to consumers after it has been logged 
into the electronic system but prior to any assessment being conducted. The application 
does not require an approved status prior to market release. There is a risk that any change 
to the current evidence requirements that aims to reduce the burden on industry will result 
in a decline in compliance with safety and quality standards and moreover a decline in 
consumer confidence.  
 
The Australian regulator should expand its pre-market monitoring and regulatory activities 
to ensure sponsors hold reliable and robust evidence to support their safety and quality 
claims. 
 
Issue 5: Compliance with GMP 
 

Should Australia remove the requirement for manufacturers of low risk products or 
ingredients to comply with medicinal Good Manufacturing Practice (GMP) standards? If not, 
why not?  What risks do you believe this would create and what evidence is there for this? If 
yes:  
• What are the risks of removing PIC/S requirements? 
• How could these risks be mitigated?  
• What would a complementary medicine-specific GMP scheme look like? 
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We support the development of complementary medicine-specific GMP guidelines on the 
condition that these only apply to low risk products or ingredients which are determined as 
low-risk through a new and revised rigorous classification system.  
 
This classification system must be transparent and developed in consultation with 
consumers, health professionals and industry.  
 
Primarily it needs to take into consideration: 

 Seriousness of therapeutic claims;  

 Concentration of active ingredients; 

 Uptake of product by the Australian population; 

 Potential for interaction with other pharmaceuticals; and 

 Side-effects caused by the use of the product. 
 
Any complementary medicines that wish to continue to use the word ‘medicine’ should 
continue to be manufactured under the medicinal GMP standards to mitigate the risk to 
consumer safety. 
 
Issue 6: Pre-publication approval for advertising 
 

Should Australia continue to require compulsory pre vetting of complementary medicines 
advertised direct to consumers or should it move towards a self-regulatory model or 
combined statutory and self-regulatory models such as that operating in the UK? 
 
If Australia was to adopt a self-regulatory model or a model which combined risk based 
regulation with self-regulation (such as the UK) what key elements would need to be in place 
to ensure that public health and safety was protected, while minimising regulatory burden?  
 
Should listed complementary medicines be required to include a disclaimer in all advertising 
materials and on product labels advising consumers that statements/claims have not been 
independently assessed by the TGA?   

 
Pre-Vetting of Complementary Medicines 
The current pre-publication approval process for advertising of complementary medicines is 
flawed and complex. The delegation of the administration of the Therapeutic Goods 
Advertising Code 2007 (the code) to the industry peak bodies has essentially led to the 
emergence of a self-regulatory model with questionable efficacy. According to the TGA half 
yearly performance report (June-July 2014), approximately 60 per cent of listed medicines 
that were reviewed had compliance issues relating to advertising and labelling.  
 
The ANAO report published in 2011 stated that the TGA has a wholly reactive approach to 
monitoring non‐compliant behaviour. Consumers must complain in order to get action 
although occasionally random reviews are conducted. This means that most of the time, 
consumers may be subject to non‐compliant advertising until someone complains and the 
TGA acts. During the audit the ANAO searched for therapeutic goods advertising using the 
term ‘TGA approved’ and ‘safe’ (both of which are not permitted by the regulations). The 
search identified many thousands of instances which included these claims including other 
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such as the use of the prohibited term ‘cancer’. In response to the ANAO’s advice, the TGA 
stated that it planned to send warning letters to the advertisers of the products.  
 
There is sufficient evidence to mandate a more effective approach to the regulation of pre-
advertising approvals. The current system, primarily reliant on self-regulation and consumer 
complaints, is evidently and thoroughly ineffective.  
 
The Australian regulator has the ultimate responsible for the pre-vetting of advertisements 
and should employ its powers to protect consumers from being exposed to risks associated 
with misleading claims about effectiveness. 
 
Adopting a Self-Regulatory Model 
In the context of the reviews and audits in this area it would be wholly irresponsible to adopt 
a self-regulatory model in Australia. Health consumers require an ‘independent’ watchdog to 
ensure that they are not exposed to false and misleading claims.  If the corrective action 
taken by the TGA does not improved the level of compliance under the current regime, there 
would be a strong case for pre-vetting to be brought into the Australian regulator’s direct 
responsibilities. 
 
Inclusion of Disclaimers 
Consumers are already exposed to false and misleading claims and it is very concerning that 
this may lead not only to adverse events but also about the harm to consumers from 
spending money on products with insignificant benefits, especially when they already face 
significant health costs. 
 
All listed complementary medicines should include a disclaimer in advertising material and 
on product labels stating the therapeutic claims have not been assessed by the TGA.  
 
Currently complimentary medicines are required to be listed by the TGA and the listing 
number on the Australian Therapeutic Goods Register (ARTG) must be displayed on product 
labels.  However, all too frequently, advertisers display the ARTG number with additional 
claims that the listing on the Register means TGA approval of the product.  It appears this 
mistake is sometimes a misunderstanding and sometimes a deliberate deception.  In reality, 
of course, the TGA does not assess products in the listing process and relies substantially on 
self-assessment by the sponsors. 
 
It is very concerning that the Complaints Resolution Panel regularly finds breaches of the 
Therapeutic Goods Advertising Code in respect to this matter.  It seems the existing system 
is, at best, sending out the wrong signals and, at worse, facilitating deception in this regard.   
The proposal to include a disclaimer in all advertising materials and on product labels 
advising consumers that statements/claims have not been independently assessed by the 
Australian regulator would start to redress this situation. 

Theme 3: Complexity of the regulatory framework  

Issue 1: Lack of understanding of requirements for listing 
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Should sponsors of complementary medicines have to undergo compliance training before 
being able to list a product on the ARTG?  If yes:  
• What evidence is there that such a scheme would increase compliance?  
• What would the impact of this be on sponsors in terms of additional costs and time to 

market?   
• Would it delay consumer access to new products?  
 
If not, what other strategies might be put in place to increase sponsors’ understanding of 
regulatory requirements and/or increase compliance with regulatory requirements?  
 
Is current guidance material user friendly and easily understood by sponsors? 

 
To increase compliance, the Australian regulator should develop and disseminate easy to 
understand content and guidance materials prior to considering provision of training for 
sponsors. As indicated by the low-rates of compliance for listed complementary medicines, it 
is clear that the current guidance material is not user friendly nor easily understood by 
sponsors. 
 
Issue 2: Poor consumer understanding 
 

Is the regulation of complementary medicines transparent enough in terms of informing 
health consumers about the level of scrutiny that the medicine has undergone?  If not, how 
could it be improved? 

 
There is currently a significant lack of understanding, among health consumers and the 
general public, of the role the TGA plays in the regulation of complementary medicines. 
Consumers are largely unaware that most complementary medicines are listed and subject 
to little scrutiny prior to approval.  
 
To improve consumer and community understanding of the regulatory processes and 
evidentiary requirements related to complementary medicines, it is important that the 
Australian regulator invest in enhancing transparency of process and raising public 
awareness through activities such as: 

 Improved labelling and advertising requirements, including clear and strict 
requirements for disclaimers; 

 A national campaign which highlights how complimentary medicines are regulated in 
Australia; 

 Provision of guidance materials and training to retailers of these products including 
pharmacy, supermarket and health food store staff;  

 Current and proactive supply of accurate information, highlighting lack of efficacy 
assessments, for consumers and retail staff on the Australian regulator webpage; and 

 Complaints mechanisms and information on where and how to report adverse 
events. 
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Theme 4: Inadequate deterrents  

Does the current legislative framework provide sufficient deterrents to prevent sponsors from 
knowingly listing non-compliant complementary medicines on the ARTG?  If not, what 
additional measures should be considered?  
 
Should complementary medicines that are withdrawn from the ARTG require some form of 
assessment before being able to be re-listed? 
 
How effective are the current post-market compliance reviews of complementary medicines 
in minimising exposure of consumers to non-compliant complementary medicines? 

 
Deterrents to Prevent Sponsors  
To deter sponsors from ‘gaming’ the system and cancelling their non-compliant listings prior 
to review completion, the Australian regulator should be given the powers to continue to 
complete the review of a product even if its listing is cancelled.  The cancellation of the 
listing should be made publicly available on the website, as soon as practicable, to inform 
stockists, health professionals and consumers.  
 
The information collected as part of the non-compliance review should be used by the 
Australian regulator to create a database that prompts the Australian regulator to evaluate 
any re-listings of the same medicines by the same sponsors, and for monitoring those 
sponsors in case they attempt similar tactics with other products.  
 
The proposed process will create a deterrent for the sponsors currently ‘gaming’ the system 
as they will be subject to public notification of a review and will have to submit additional 
information when re-listing.  
 
Re-Listing of Previously Withdrawn Complementary Medicines 
Due to the high incidence of non-compliance in listed complementary medicines, there is a 
strong argument to support assessment of previously withdrawn complementary medicines 
from the ARTG. This assessment should consist of a robust investigation of the reasons for 
non-compliance by the Australian regulator. This will guarantee that consumers are not 
exposed to the same risks multiple times. 
 
Effectiveness of Post-Market Compliance Reviews 
The post-market surveillance rate for complementary medicines was last reported to be a 
mere 15 per cent, however it is concerning that there is a lack of accurate and up to date 
information in this area.   
 
As noted in the review paper, the Department of Health reported that in 2009-10 as many as 
90 per cent of the listed products reviewed were found to be non-compliant with regulatory 
requirements. The Advisory Committee on Complimentary Medicines (ACCM) that was 
established following these findings to address the issue of non-compliance and is required 
to meet quarterly has not met for over a year. The ACCM last met on 6 June 2014 and the 
next meeting is scheduled for 16 July 2015, and it is currently without a consumer 
representative.  
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It is questionable how the post-market non-compliance surveillance can be vigorous and 
reliable if the committee responsible is not meeting regularly and has no consumer 
representation. These observations indicate that the post-market surveillance is not 
effective and there is currently a high risk of exposure of consumers to non-compliant 
complementary medicines. 

Conclusion 

The increasing use of complementary medicines by the Australian community, in particular 
those with chronic conditions, make it essential that the Federal Government take action to 
ensure that complementary medicines are appropriately regulated, in order to protect the 
public.  Complementary medicines need to be regulated for safety and quality in the 
Australian context and any changes to their regulation need to be communicated clearly to 
consumer as well as retailers.  
 
There is a need to create a greater awareness among all consumers and health professionals 
of the potential for complementary medicines to interact with other medicines, and that 
consumers understand the risks associated with the personal importation of unregulated 
complimentary medicines.   
 
The Federal Government should acknowledge and adapt its regulatory strategies to reflect 
the unfortunate reality that these products are largely consumed without the benefit of a 
discussion with a health professional. The Australian regulator must take a more active role 
in ensuring that consumers have access to reliable information about complementary 
medicines, the skills to interpret this information to be able to make informed decisions, and 
easily accessible avenues to report adverse events when things go wrong. 
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About CHF 

The Consumers Health Forum of Australia (CHF) is the national peak body representing the 
interests of Australian healthcare consumers. CHF works to achieve safe, quality, timely 
healthcare for all Australians, supported by accessible health information and systems.  
 
CHF does this by: 

1. advocating for appropriate and equitable healthcare  

2. undertaking consumer-based research and developing a strong consumer knowledge 
base 

3. identifying key issues in safety and quality of health services for consumers 

4. raising the health literacy of consumers, health professionals and stakeholders 

5. providing a strong national voice for health consumers and supporting consumer 
participation in health policy and program decision making 

 
CHF values:  

 our members’ knowledge, experience and involvement 

 development of an integrated healthcare system that values the consumer 
experience 

 prevention and early intervention 

 collaborative integrated healthcare 

 working in partnership 
 

CHF member organisations reach Australian health consumers across a wide range of health 
interests and health system experiences. CHF policy is developed through consultation with 
members, ensuring that CHF maintains a broad, representative, health consumer 
perspective.  
 
CHF is committed to being an active advocate in the ongoing development of Australian 
health policy and practice. 

 


