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Dear Sir / Madam, 
 

Consultation: Complaints handling - Advertising therapeutic goods to the public 
 
We refer to your call for submissions re the above. 
 
ASMI appreciates this opportunity to provide comment on the proposed reforms. 
 

About ASMI 
 
ASMI (Australian Self Medication Industry) is the peak body representing companies involved in 
the manufacture and distribution of consumer health care therapeutic goods (non-prescription 
over-the-counter and complementary medicines including vitamins, minerals and supplements) in 
Australia. ASMI also represents related businesses providing support services to manufacturers, 
including advertising, public relations, legal, statistical and regulatory consultants. More 
information about ASMI and our membership is available on our website. 
 
This submission has been prepared with input from the ASMI membership and reflects their 
combined views. 
 

Summary 
 
In addition to the detailed commentary below, we have also attached a “tracked” copy of the 
consultation document (as Attachment 1) in order to illustrate and clarify the principal points 
made on the following pages as well as to identify further concerns that were more practical to 
describe by way of the “tracked” copy. 
 
This submission and the “tracked” copy of the consultation document need to be read in 
conjunction with each other. 
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unclear. The consultation document indicates that the new Committee will “provide advice” to the 
TGA on a range of issues, but without legislative underpinning the TGA will be completely free to 
ignore that advice.  
 
Proposing that the new Committee has the same acronym as the Code, is one more example of 
the poor quality of the consultation document.  
 
Nevertheless, ASMI has been an active member of both the TGACC and the CRP and would expect 
to be invited to participate on this new Committee. 
 

Education and Guidance 
 
For the reasons outlined in Attachment 1, we have serious concerns about the appropriateness of 
the TGA staff being engaged in running a training organisation for poorly prepared advertisers. 
 
Further to those comments, in our view, while the objects of the Act may permit the TGA a limited 
role in educating sponsors, the objects of the Act do not permit the TGA any role in educating 
consumers or other stakeholders. 
 
In relation to cost-recovery, the TGA’s website9 indicates that: 
 

The TGA is required to recover its costs through fees and charges for all activities that fall 
within the scope of the Therapeutic Goods Act 1989, including the TGA's public health 
responsibilities. 

 
In addition, the Australian Government Charging Framework10, includes the following Charging 
Policy Statement: 
 

Where specific demand for a government activity is created by identifiable individuals or 
groups, they should be charged for it unless the government has decided to fund that 
activity.  

 
Taken together, this means that: 
 

 If the TGA want to educate poorly prepared advertisers, then those advertisers should be 
charged for that education, and 

 If the TGA want to educate other stakeholders (e.g. consumers) then the government 
should fund that activity. 

 
Under no circumstances should sponsor’s fees and charges be used to educate consumers, 
interested stakeholders or poorly prepared advertisers. 
 
Furthermore, in the recent past, the TGA recognised that the TGACC/CRP secretariat could not 
cope with the level of complaints being received and organise TGAC training seminars at the same 
time. As a result, the TGACC ceased to run the seminars and industry were left to make their own 
arrangements for the seminars to continue. Given that the number of complaints likely to be 

                                                   
9 https://www.tga.gov.au/fees-and-payments  
10 https://www.finance.gov.au/resource-management/charging-framework/  
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Other Potential Outcomes of the TGA’s Proposals 
 
In addition to the concerns raised above, the TGA’s flawed proposals are likely to have a number 
of unintended adverse impacts, some of which are as follows: 
 

 Lack of a fair hearing and incorporation of bias will lead to poor decision making and will 
therefore expose the TGA to routine and unnecessary challenges of those decisions by 
affected parties. 

 Referral to other agencies will lead to complexity, lack of certainty and lack of 
accountability. 

 The TGA’s focus on safety will encourage intentional non-compliance with the other parts 
of the TGAC. 

 Lack of transparency will undermine confidence in the TGA and its processes. 

 Failure to publish detailed outcomes promptly and accurately will deprive stakeholders of 
valuable insights and will increase the TGA’s educative burden. 

 Complex screening processes will lead to unnecessary delays. 
 

Tracked Copy 
 
Further to the comments provided above in relation to our principal concerns we have included a 
“tracked” copy of the consultation document (see Attachment 1) to illustrate these and other 
concerns not addressed above (since it was more practical to describe them by way of the 
“tracked” copy). The comments above and the “tracked” copy of the consultation document need 
to be read in conjunction with each other. 
 
 
 
 
 
We remain available to meet with you to discuss any of the above should you require any further 
clarification relating to this submission.  
 
 
Yours sincerely, 
 
 
 
Steven Scarff 
Regulatory and Legal Director  
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List of Attachments 
 
 
 
Attachment 1  A “tracked” copy of the consultation document with ASMI comments 
 
 
 
Attachment 2 ASMI’s 21 December 2016 response to the TGA’s consultation on “The 

regulatory framework for advertising therapeutic goods” (see pages 8 – 10 
in relation to the transparency and accuracy of TGA reporting) 
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Advertisements for therapeutic goods must not refer, expressly or by implication, to serious 
forms of diseases, conditions, ailments or defects specified in the code as restricted 
representations, unless prior approval is given under the Act. 

By selecting the “make an application to advertise therapeutic goods with a restricted 
representation” option on the TGA advertising hub you will be able to make an application 
to advertise therapeutic goods with a restricted representation. When available, online 
applications will be acknowledged automatically by return email with an identification 
number. 

In considering an application for approval to include a restricted representation in an 
advertisement, the decision-maker must be satisfied that the representation is accurate and 
balanced and is not misleading or likely to mislead. The decision-maker can seek advice and 
will also ensure that public interest criteria are applied. Further information on restricted 
representations can be found at Restricted representations. 

4. Make a complaint about an advertisement 
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21 December2016 
 
Advertising Consultation 
Regulatory Practice, Education and Compliance Branch 
Therapeutic Goods Administration 
PO Box 100 
WODEN ACT 2606 
 
Email:   advertising.consultation@tga.gov.au  
 
 
Dear Sir/Madam, 
 
 
Submission to the Consultation on the Regulatory Framework for Advertising Therapeutic Goods 
 
 
We refer to your call for submissions re the above. 
 
ASMI (Australian Self Medication Industry) is the peak body representing companies involved in 
the manufacture and distribution of consumer health care therapeutic goods (non-prescription 
over-the-counter and complementary medicines including vitamins, minerals and supplements) in 
Australia. ASMI also represents related businesses providing support services to manufacturers, 
including advertising, public relations, legal, statistical and regulatory consultants. 
 
ASMI appreciates this opportunity to provide comment on the proposed reforms. 
 
Our recommendations in response are summarised on the next page (with our rationale on the 
following pages). 
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ASMI Recommendations 
 
For the reasons detailed below, ASMI makes the following recommendations: 
 

1. Removing pre-approvals takes away a valuable consumer protection, and the transition to 
the new compliance measures needs to be carefully managed. 

 
2. The TGA needs to demonstrate proficiency with the new compliance measure before pre-

approvals are removed. 
 

3. There must be tangible benefits to obtaining pre-approval, for a self-regulatory approach 
to be successful. 

 
4. The TGA are underutilising the mechanisms currently available. Effective use of the 

substantial existing powers needs to be the objective, rather than the introduction of 
additional burden and red tape. 

 
5. If sanctions and penalties do need to be increased they must be set transparently and 

according to existing Commonwealth Government principles. 
 

6. The design elements of an appropriate complaints system are more important than the 
identity of the managing body. We want - one advertising code, one complaints panel and 
one process. 

 
7. In order for stakeholders to have confidence in the processes, the TGA needs to improve 

transparency. 
 

8. When the TGA does report outcomes of compliance activities, the reporting should be 
accurate. 

 
9. The Therapeutic Goods Advertising Code needs to be updated and expanded. 

 

10. Measures need to be put in place to ensure that the valuable input from the CRP and the 
TGACC continues to be available to the TGA. 

 
11. If the TGA provides clear regulatory guidelines and timely publication of regulatory 

decisions, then the need for a formal education program will be reduced. 
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Pre-approval of advertisements 
 
Removing pre-approvals takes away a valuable consumer protection, and the transition to the new 
compliance measures needs to be carefully managed. 
  
For the reasons described in our previous submissions, advertising pre-approvals has worked well 
to protect consumers in Australia (and in comparable markets such as the UK and New Zealand). 
Removing pre-approvals will take away this protection and has the potential to damage the 
reputation of the industry. 
 
Despite this, the Government decision to abolish pre-approvals has now been made and so 
transition will be the key. 
 
In order to minimise the risks to consumers and to maintain the reputation of the industry, pre-
approvals must not be abolished until the TGA has demonstrated proficiency with their new 
compliance measures. 
 
If this transition is not handled strategically then we will have a system which lacks both pre-
publication advertising control and post-publication compliance. The reputations of the TGA and 
the industry will be damaged and consumers will not be properly protected. 
 
 
Proposed Transition Arrangements 
 
The TGA needs to demonstrate proficiency with the new compliance measure before pre-approvals 
are removed. 
 
With the preceding points in mind, we suggest the following transition steps be adopted: 
 

1. Advertising pre-approvals continue as they currently stand. 
2. The TGA’s new compliance measures are introduced. 
3. The TGA develops proficiency with the new compliance measures in relation to all media 

not subject to pre-approval. 
4. Once the TGA has demonstrated that the new measures are working, then pre-approvals 

can be removed and the TGA can apply the new compliance measures to all media. 
 
This is the most logical way to maintain consumer protection as well as the reputations of the 
industry and the TGA. 
 
 
A More Self-regulatory Approach? 
 
There must be tangible benefits to obtaining pre-approval, for a self-regulatory approach to be 

successful. 
 
Both the Expert Review Panel and the Government have called for a more self-regulatory 
approach to advertising pre-approvals. 
 
The TGA can assist with this outcome by including design elements that encourage and promote 
pre-approvals. 
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For example, the new compliance measures could identify pre-approval as a mitigating factor 
when determining sanctions and penalties. Sponsors may then consider pre-approvals to be of 
value if they know that (should they subsequently be found in breach) they will be subject to 
reduced penalties. 
 
For example, sponsors repeatedly found in breach of the advertising requirements could be 
compelled to have their advertising pre-approved for a specified period of time. 
 
The TGA consultation paper suggests (at page 9) that any third party could establish a self-
regulatory pre-approvals framework. However, it is difficult to imagine that advertisers would pay 
for a non-mandatory pre-approvals system that offered no benefits beyond “a level of confidence 
in the advertisement’s compliance with the regulatory framework”.  
 
 
Sanctions and Penalties 
 
The TGA are underutilising the mechanisms currently available. Effective use of the substantial 
existing powers needs to be the objective, rather than the introduction of additional burden and 
red tape. 
 
In this consultation paper, the TGA repeats the assertions from the 2013 consultation that the 
issues surrounding advertising compliance will be fixed simply by increasing the range of available 
sanctions and by increasing the size of the available penalties. 
 
The TGA provides no evidence that this is a likely outcome. 
 
In this consultation paper, the TGA also assert that their call for more powers has widespread 
support. On page 11 of the consultation paper the TGA states that: 
 

“Approximately 85% of respondents supported enhanced investigation and enforcement 
powers, rather than the status quo.” 

 
This contradicts the TGA’s own archive on the 2013 consultation, which states: 
 

“Consultation on proposals aimed at amending the regulatory framework for advertising of 
therapeutic goods to the general public closed on 19 July 2013. A total of 1276 submissions 
were received by the TGA in response to the Consultation Regulation Impact Statement: 
Regulating the advertising of therapeutic goods to the general public. The vast majority 
were from complementary-therapy practitioners in response to proposal 6 of the 
consultation RIS. Most of these submissions supported the status quo in relation to this 
proposal.”1 [emphasis added] 

 
ASMI understands that this “vast majority” of 2013 submissions comprised over 1,000 responses 
solely addressing the issue of whether or not Naturopaths and Herbalists should continue to be 
considered to be healthcare professionals (i.e. proposal 6 from that consultation). It is therefore 
not mathematically possible for “approximately 85%” of respondents to have supported enhanced 
investigation and enforcement powers. 
 
It is also worth noting that the ASMI submission of 19 July 2013 (on behalf of more than 50 ASMI 
members) only provided conditional support for increased sanctions and penalties. 

                                                   
1 https://www.tga.gov.au/submissions-received-consultation-regulation-impact-statement-regulating-advertising-therapeutic-goods-general-public   
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The TGA does not have widespread support to increase investigation and enforcement powers. 
 
Furthermore, the TGA already has a comprehensive suite of investigation and enforcement 
powers described in the Therapeutic Goods Act including the following: 
 

 The Secretary may request information in relation to advertising and there are civil 
penalties for failing to comply (s8) 

 There are civil penalties for advertising outside the ARTG indications (s22(5)) 

 It is a standard condition of registration that advertising has to be consistent with the 
indication(s) in the ARTG (s28(5)) 

 The Secretary may suspend the registration or listing of a product (s29D) 

 The Secretary may cancel the registration or listing of a product for (among other things) 
its presentation, its advertising or a failure by the sponsor to provide information or 
documents (s30) 

 There are criminal penalties for non-compliance with requirements (s30EC) 

 There are civil penalties for non-compliance with requirements (s30ECA) 

 The Secretary can compel a sponsor to provide information relating to (among other 
things) the safety, efficacy or advertising of any product (s31)  

 There are fines and potential custodial sentences where a sponsor either fails to comply 
with a request, or provides false or misleading information in response to a TGA request 
for information (s31)  

 There are civil penalties where a sponsor provides false or misleading information in 
response to a TGA request for information (s31AAA) 

 There are fines for publishing non-approved or non-compliant advertisements (s42C) 

 There are fines for a range of advertising offences (s42DL) 

 There are fines for advertising that is not compliant with the TGAC (s42DM) 

 There are fines for generic information that is not compliant with the TGAC (s42DP) 

 The Regulations can make provisions for infringement notices (s 42YJ and s 42YK) 

 Secretary can accept court-enforceable undertakings (s 42YL) 
 
However, it is not enough to have the powers available; the TGA must have the expertise and the 
appetite to enforce those powers. Despite the range of existing powers, and despite the TGA’s 
stated concerns about the advertising of therapeutic goods, there is a real absence of published 
TGA activity in this area, for example: 
 

 The most recent compliance action relating to advertising was in December 20142.  

 There have only been two enforceable undertakings published3. 

 The court actions undertaken by the TGA all relate to unapproved or counterfeit goods4. 
 
In any event, should the TGA’s powers actually prove insufficient, the ACCC can always take 
carriage of the matter as they have recently done in relation to:  
 

 Amber teething necklaces 

 Sensaslim 

 Homeopathic vaccinations 

 Holographic wrist bands 
 

                                                   
2 https://www.tga.gov.au/decisions-relation-complaints-about-advertisements-sorted-date  
3 https://www.tga.gov.au/compliance-undertaking  
4 https://www.tga.gov.au/court-action  
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Sanction and Penalties – as Proposed 
 
If sanctions and penalties do need to be increased they must be set transparently and according to 
existing Commonwealth Government principles.  
 
It is unclear how the TGA arrived at the proposed penalties and it is unclear why those penalties 
are disproportionality large and inconsistent with relevant Commonwealth guidelines. 
 
ASMI is concerned that the proposals appear to be based on an assumption that the problems 
with the current system can be fixed by simply increasing the size of the penalties. The TGA has 
provided no evidence to support such a course of action. 
 
ASMI notes that the Commonwealth Attorney General has published “A Guide to Framing 
Commonwealth Offences, Infringement Notices and Enforcement Powers”5 and it is disappointing 
to see that the TGA consultation paper has made no reference at all to this guide. 
 
While we have not made a comprehensive review of the Commonwealth Attorney General’s 
guide, we do note the following obvious departure from recommended practice. While the 
Attorney General’s guide indicates that “The maximum penalty that can be imposed on a body 
corporate is 5 times higher than the penalty that can be imposed on a natural person” [The “body 
corporate multiplier rule”], the TGA has applied a multiplier of 10 so that that the proposed 
penalties for body corporates are 10 times those proposed for individuals. 
 
It is also worth noting that the proposed penalties are substantially greater than those already 
specified in the Australian Consumer Law (the ACL). Under the ACL, the maximum penalty for false 
or misleading conduct is $1,100,000 for corporations and $220,000 for individuals6, whereas the 
TGA are proposing maximum penalties of $9,000,000 and $900,000 respectively (these for 
breaches of the advertising code under section 42DM). 
 
We have no way of knowing how the TGA arrived at these figures, why they are so large or why 
the TGA chose to disregard relevant Commonwealth guides on the topic. 
 
There should be no change to the sanctions and penalties until the TGA clearly articulates the 
reasoning behind the proposals. 
 
 
Complaints Handling 
 
The design elements of an appropriate complaints system are more important than the identity of 
the managing body. We want - one advertising code, one complaints panel and one process. 
 
The consultation paper makes reference to the Commonwealth Ombudsman’s “Better Practice 
Guide to Complaint Handling”7. This guide contains much which could be relevant to therapeutic 
goods advertising. However, because it chiefly concerns individual’s complaints about government 
agencies, it does not properly cover off transparency of outcomes for the benefit of other parties. 
Care therefore needs to be taken to prevent too much reliance on this guide. 
 

                                                   
5 https://www.ag.gov.au/Publications/Pages/GuidetoFramingCommonwealthOffencesInfringementNoticesandEnforcementPowers.aspx  
6 https://www.accc.gov.au/business/business-rights-protections/fines-penalties  
7 http://www.ombudsman.gov.au/ data/assets/pdf file/0020/35615/Better-practice-guide-to-complaint-handling.pdf  
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As described previously by ASMI (and by other stakeholders) the manifold problems with the 
current complaints system include: 
 

 Myriad interconnected processes. 

 Complaints options are dictated by the advertising medium, the audience to whom the 
advertising was directed and the advertiser’s industry association membership. 

 The complaints processes are complex and do not effectively cover all media, all 
advertisers or all audiences. 

 The CRP only makes recommendations and cannot impose sanctions. 

 There is no formal appeal mechanism in relation to CRP determinations. 

 TGA actions are neither timely nor transparent. 
 
In our view, the design elements of an appropriate complaints system are more important than 
the identity of the managing body. In relation to non-prescription medicines, we want - one 
advertising code, one complaints panel and one process. 
 
At this stage of the reforms, rather than focus on who should handle the complaints about 
therapeutic goods advertising, we have chosen to describe the attributes of our preferred system. 
In our view the preferred system for handling complaints about non-prescription therapeutic 
goods should: 
 

 Have a single body to receive and determine all complaints, regardless of: 
o The advertising medium, 
o The advertiser’s membership of an industry association, or,  
o The audience targeted (i.e. consumers and healthcare professionals, noting that 

while the Therapeutic Goods Act and the TGAC distinguish between the audiences, 
the ACL makes no such distinction) 

 Have a single Advertising Code which applies to all advertisements 

 Have published processes which include mandatory timeframes 
o Timeframes to be in weeks rather than months (so as to allow a proper balance 

between principles of fairness and efficiency) 
o Parties to complaints need to know at what stage proceedings are at and what the 

next steps are 

 Publish all outcomes quickly and in sufficient detail to be educative 

 Be designed with efficiency in mind 

 Include screening and prioritising into: 
o Vexatious complaints (to be rejected promptly) 
o Obvious, objective, breaches (e.g. missing mandatory statements) (to be handled 

simply) 
o Serious breaches involving consumer safety (e.g. cancer treatments) (to be 

determined as a priority) 
o The remainder (to be determined in the order received) 

 Only determine those issues raised by the complainant  

 Include an option to combine multiple, separate, complaints about an advertisement or 
campaign where practical to do so 

 Consider seasonality of campaigns (e.g. cold and flu products)(e.g. sunscreens) and provide 
timely responses accordingly 

 Include effective sanctions, which: 
o Are enforceable 
o Are selected appropriately from a range of options 
o Include financial penalties which are of the appropriate size 
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 Be appropriately resourced 

 Incorporate a multi-stakeholder Panel (which must include technical expertise, industry 
expertise, advertising/communications expertise, consumer representation and healthcare 
professional representation) 

 Include an appeals process (with mandatory timeframes) 

 Be funded by the TGA (with penalties being used to offset costs and to educate advertisers 
– provided measures can be put in place to prevent revenue raising) 

 
If the body eventually selected to handle complaints can meet these requirements, then ASMI 
would support that body. 
 
In order to illustrate the complexity of the current systems we have included the following 
attachments: 
 

 Attachment 1 is a list of the current complaint options available in relation to therapeutic 
goods advertising. This list demonstrates the wide range of options available together with 
some of the key aspects (and limitations) of each option. 

 Attachment 2 is a flow chart (prepared by ASMI in 2014) of some of the current complaint 
options. This chart demonstrates the complexity of the current arrangements. 

 Attachment 3 is a draft flow chart (prepared by the TGA in 2014) of the CRP processes. This 
chart demonstrates the complexities of just one of the complaint options available. 

 
 
Transparency 
 
In order for stakeholders to have confidence in the processes, the TGA needs to improve 
transparency. 
 
On page 20 of the consultation paper, the TGA notes that: 
 

“At present, there is little transparency in how cases brought to the Complaints Resolution 
Panel progress through review.” 

 
This is not true. The transparency of the CRP has not been called into question. It is common 
ground amongst stakeholders that it is the TGA who lack transparency. Whereas the CRP publish 
its procedures, acknowledge all complaints, keep the parties informed of progress and publish 
every determination on their website, the TGA are not anywhere near so transparent. 
 
By way of Illustration, we note that: 
 

 Since 2010, the TGA has claimed to have a process for handling complaints which fall 
outside the CRP’s jurisdiction. Despite frequent requests to do so, the TGA has not 
provided or published details of the process. 

 

 The 2014-2015 CRP annual report8 shows that, during the report period, the CRP referred 
185 complaints to the TGA without the Panel making a determination (since the TGA were 
better suited to deal with the complaint). During the same period, the CRP referred 39 
defiant advertisers to the TGA (by way of a Recommendation to the Secretary). As far as 
we can tell, none of the resulting outcomes have been published by the TGA. 

 
                                                   
8 http://www.tgacrp.com.au/wp-content/uploads/files/ComplaintsSummaryFor2014-2015.pdf  
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 The 2015-2016 CRP annual report9 shows that, during the report period, the CRP referred 
86 complaints to the TGA without the Panel making a determination (since the TGA were 
better suited to deal with the complaint). During the same period, the CRP referred 57 
defiant advertisers to the TGA (by way of a Recommendation to the Secretary). As far as 
ASMI can tell, none of the resulting outcomes have been published by the TGA. 

 

 So, in the past 2 years, the CRP referred 328 complaints to the TGA, and none of the 
outcomes have been published. 

 

 In November 2015, the TGA caused to be published a Legislative Instrument (the 
Therapeutic Goods Information (Outcomes of Advertising Complaints Investigations) 
Specification 201510) the sole and specific purpose of which was to permit the TGA to 
publish outcomes of advertising complaints where the CRP had made a Recommendation 
to the Secretary. Despite 12 months elapsing since this publication was made, and despite 
the substantial number of complaints referred by the CRP, the TGA has not been able to 
publish a single outcome. 

 

 The power to publish under the November 2015 Legislative Instrument was in addition to 
the pre-existing TGA power to publish determinations made by the TGA under Regulation 9 
(i.e. Regulation 9 Orders). It is worth noting that the last Regulation 9 Order was published 
in December 2014. 

 

 These powers are in addition to the power under s61(5A) of the Therapeutic Goods Act, 
which provides that the Secretary may release to the public therapeutic goods information 
relating to any decision or action taken under the Act or the regulations11. 

 
So, even with a range of powers and even with a substantial quantity of complaints materials 
referred from the CRP, the TGA has not seen fit to publish a single outcome in more than 24 
months! 
 
 
Accuracy of TGA Reporting? 
 
When the TGA does report outcomes of compliance activities, the reporting should be accurate. 
 
In 2013, there was an illuminating decision from the AAT on the nature of restricted 
representations (Health World Limited and Minister for Health and Ageing [2013] AATA 38812). 
While the advertisement was ultimately found to be in breach because of the absence of a 
qualifier regarding traditional Chinese use, the references to “cystitis” were found not to be in 
breach (since they were not restricted representations).  
 
While the advertisement was found to have breached 4(1)(b) of the TGAC, there was no breach of 
42DL(1)(c) of the Therapeutic Goods Act and there were no breaches of paragraphs 4(2)(a), 4(2)(b), 
4(2)(c) or 5(2) of the TGAC.  
 
So the advertisement was found to be largely compliant and the determination provides a detailed 
examination of what amounts to a restricted representation. 

                                                   
9 http://www.tgacrp.com.au/wp-content/uploads/files/CRP complaints summary 1-Jul-2015 to 30-Jun-2016.pdf  
10 https://www.legislation.gov.au/Details/F2015L01900.  
11 https://www.tga.gov.au/court-action  
12 http://www.austlii.edu.au/au/cases/cth/aat/2013/388.html  
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Despite this outcome (and despite the clear educative value of the determination), the TGA 
website coverage of the decision13 simply states that: 
 

“While the AAT found that the advertisement breached the Code (but not the Act) (see 
paragraph 83 of the decision), for the reasons set out in paragraphs 84 to 92 of the 
decision, the AAT decided not to order that the advertisement or relevant claims be 
withdrawn or to order a retraction of the advertisement. In those circumstances, the AAT 
decided to revoke the TGA's 27 April 2012 decision.”  

 
It is open to speculation as to why the TGA have reported the outcome in such cursory manner. 
 
 
Future of the TGAC, the TGACC and the CRP 
 
The Therapeutic Goods Advertising Code needs to be updated and expanded. 
Measures need to be put in place to ensure that the valuable input from the CRP and the TGACC 
continues to be available to the TGA.  
 
The Therapeutic Goods Advertising Code: 
 

 Needs to be updated to address the deficiencies already identified by stakeholders (such as 
ASMI and the TGACC) 

 Needs to cover all non-prescription advertising (to both consumers and healthcare 
professionals) 

 Should include a sunsetting clause so as to ensure that it is kept up to date. 
 
The Complaints Resolution Panel can be disbanded only if the multi-stakeholder complaints 
handling body (described above) is in place. 
 
The Therapeutic Goods Advertising Code Council currently provides useful advice to the TGA in 
relation to general advertising issues, amendments to the TGAC, applications for restricted 
representations and applications for review of advertising pre-approval decisions.  With the 
removal of pre-approvals the role of the TGACC will be diminished, however the TGA would 
continue to benefit from receiving multi-stakeholder advice in relation to advertising matters and 
there should be a formal mechanism for the TGA to obtain that advice. 
 
 
Industry Education 
 
If the TGA provides clear regulatory guidelines and timely publication of regulatory decisions, then 
the need for a formal education program will be reduced. 
 
The TGA already has an obligation to provide clear and unambiguous regulatory guidelines and 
this is especially important given the proposed increase in penalties. 
 
Timely publication of sufficiently detailed regulatory decisions will be of great educative value to 
advertisers. 
 

                                                   
13

https://www.tga.gov.au/advert-complaint/urinary-tract-support-health-world-limited-complaint-no-201012013-update-0  
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ASMI would support the TGA running an education program only so long as it was a “user-pays” 
system and not funded out of the TGA’s revenue from sponsors. In a similar way to the current 
training sessions on the TGAC that are conducted by ASMI. 
 
However, as discussed above, ASMI could also support the TGA using money from advertising 
fines and penalties to educate advertisers. 
 
We are concerned to note that on page 23 of the consultation paper, the TGA states that: 
 

“The simplest way to achieve this would be to align the requirements for advertising with 
the information contained within the ARTG for a particular product. This will require greater 
clarity within the Advertising Code and a disciplined approach to what claims are allowed 
to be included on the ARTG” 

 
It is well established that inclusion in the ARTG is a process concerned with product indications 
(i.e. the specific therapeutic uses of the product) and that advertising is a process concerned with 
product claims (i.e. what the advertiser says about the product). These two processes (i.e. 
inclusion in the ARTG and advertising) are separate and have separate requirements. The TGA’s 
conflation of these terms is of concern for the following reasons: 
 

 It suggests a misunderstanding of the terms on the part of the authors of the consultation 
paper, or, 

 It signals an intention by the TGA to restrict advertising to indications only. 
 
We would therefore request further explanation from the TGA on this point.  
 
We note that sections 22 and 28 of the Therapeutic Goods Act already require an alignment 
between advertising and the indications included in the ARTG, so it is unclear what additional 
“clarity” and “discipline” the TGA are seeking to achieve. 
 
 
 
 
 
 
Please contact me should you require any further clarification relating to this submission. 
 
 
 
 
Yours sincerely, 
 
 
 
 
Steven Scarff 
Regulatory and Legal Director 
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Attachment 1 – List of Current Advertising Complaint Options 
 
 
For a complainant wishing to lodge a complaint about therapeutic goods advertising the following 
options are currently available: 
 
Option Comments 

Formal request to cease publication  Quick 

 Applies to all advertisers and all media 

CRP  Can only make recommendations 

 TGA and Panel Members bear the costs 

 Applies to some media 

ASMI Complaints Panel  Only applies to members 

 Unsuccessful party pays the costs 

 Applies to all media 

Advertising Standards Bureau  Process  Decisions are complied with voluntarily but supported by 

publishers and broadcasters  

 Complainant pays the costs (where the complaint relates 

to claim substantiation) 

 Applies to all advertisers and all media 

Approach TGA directly  No published process 

 Unclear scope 

Complaint under another industry Code  Requires membership of another association 

 Scope would depend on the Code 

Alternative Dispute Resolution (e.g. mediation)  Confidential outcomes 

 Applies to all advertisers and all media 

Interlocutory Injunction  Costly 

 Applies to all advertisers and all media 
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Attachment 2 – ASMI Flow Chart of some of the Current Complaint Options 
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Attachment 3 – TGA DRAFT Flow Chart of the CRP Process 
 


