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Introduction
Complementary Medicines Australia(CMA) appreciates the opportunity to provide feedback on the
Department of Health’s Therapeutic Goods Administration (TGA) consultation paper “Enhancing

Sanctions and Penalties in the Therapeutic Goods Act 1989”, dated May 2017.

On 8 April 2015, CMA made a comprehensive submission to the Expert Panel Review of Medicines
and Medical Devices Regulation, announced by the then Minister for Health, the Hon Peter Dutton
MP and the Assistant Minister for Health, Senator the Hon Fiona Nash and chaired by Emeritus
Professor Lloyd Sansom AO. The CMA submission addressed the Stage Two Report on the
regulatory frameworks for complementary medicines and advertisingoftherapeutic goods
(recommendations 33 to 58).0n the 15 September 2016, following consultation with industry,
consumers and healthcare professionals, the Government providedits response, which largely

accepted the Medicines and Medical Devices Regulation (MMDR) suit of recommendations.

The acceptance of recommendations twenty-eight and fifty-sevenrelate to enhancingsanctions and
penalties in the Therapeutic Goods Act 1989. Specifically, the approval of recommendation fifty-
seven approves that the Australian Governmentgive consideration to whetherthe currentrange of

investigation and enforcementpowers should be broadened.

CMA supportsthe main themes ofthe MMDR; that is to identify ways to improve access to
therapeutic goods for consumersand ensure that the regulatory settings are appropriately aligned
to risk and remove unnecessary regulatory and administrative burden, whilst maintaining the
safety of therapeutic goodsin Australia. The Act can be amended tobetter reflect publichealthand

consumer protection outcomes thatitis designed toachieve.
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Executive Summary

Increasing consumer demand for complementary medicines has resulted in the industry becoming
a significant pillar in preventative healthcare, one that will continueto generate an evidence base

on which polices can be developed toimprove health and strengthen Australia’s economic fabric.

Over the lastfew decades the Australiancomplementary medicines sector has evolved intoa major
world class industry supporting domestic jobs, research, manufacturingand exports. Whilst
manufacturingis essential toa diverse and resilient economy, and offers a disproportionally large
contribution to exports and research, it is well recognised that Australia is a high-cost place todo

business.

The implementation of the Medicines and Medical Devices Regulation (MMDR) recommendations
fifty-five, fifty-seven and fifty-eight gohand in hand in changing the entire process of vetting and
pre-approval ofadvertising on a basis of increased penalties and sanctions for compliance that will

be underpinned by a sponsor education program.

The removal of pre -approval requirements will helpreduce unnecessary complexity for sponsors
and advertisers, and is consistent with the Government's commitmentto minimising unnecessary

regulatoryburden.

The broadening of enforcement powers will benefitconsumers by appropriate compliance with
advertising regulatory requirements and deter inappropriate and misleading adve rtising of

products.

Importantly, the development of a sponsor education program will assist sponsors and advertisers
in understanding their obligationsand will be particularly vital once the reforms tothe advertising

regulatory frameworkare in place.
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Stakeholder consultation

As part of stakeholder consultation, CMA provided a submission on the regulatory frameworks for

advertising therapeutic goods, which closed on the 21 December 2016.

The CMA submission highlighted thatboth consumers and industry desire advertising that provides
accurate and adequate information about complementary medicines. The advertising framework
under which complementary medicines are regulated ought toreflect the lower risk profile of these
products, and deliver a streamlined system thatis easy to navigate for both businessand

consumers.

CMA supported the removal of the current mandatory pre-approval requirements for several

reasons, including reducing unnecessary complexity for sponsors and advertisers and to minimise

excessive regulatory and financial burden upon businesses.

CMA acknowledges that recommendations fifty-seven (enforcementpowers) and fifty-eight
(sponsor education) are critical for managing potential concerns ofthe reforms and is of the firm
beliefthat the implementation of these recommendations will ensureresponsible advertising of
complementary medicines. The vast majority of the complementary medicines industry appreciate
the importance of responsible advertising of therapeutic products. The comple mentary medicines
industry strongly supportedthe retention of a therapeutic goods advertising code, the ability for
the regulator to take swift action against blatant major non-compliance and repeat offenders,and a

strong educational component withinthe advertising framework.
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Layered approach to compliance and enforcement

Itis important that the proposed amendments to the Act provides for an effective layered approach
to compliance and enforcement. Vitally, the main objective shouldbe toensure regulatory actions

are proportionate with the riskthat the therapeutic goods pose.

Enhancing sanctions and penalties

Recommendation 57 - The Government accepts the need for stronger compliance powers against
misleading advertising, noting that broadening enforcement powers will benefit consumers by
ensuring appropriate compliance with regulatory requirements and deter inappropriate and

misleading advertising of therapeutic goods.

The vast majority ofindustry seeks to comply with the regulations. Acknowledging thatlisted
medicines pose alower risk profile, the new regulatory framework should be effective in allowing
for a scale of mechanisms tosupport compliancethatreflect the severity ofa breach, while also
providing the regulator with the ability to swiftly and effectively deal with those who severely flout

therules or repeatedly fail to comply.

CMA supportsthata gradation of sanctions and penalties for each prohibited action should be
provided to effectively manage the level of risk for each offense. Aspartof the gradation approach,
there maybearole for the proposed third party providers for advertising copy advice. For example,
in the eventthatabreach isnota major breach, the TGA could direct an offending company to have
their advertisements pre-approved by the third party provider for a specified period of time, or that
an individual from the company must undergo compulsory advertising training. This coupled with
enhancements and increases in post market monitoringactivates and complian ce reviews for

complementary medicines, sets the stage for an effective deterrent regime.
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Introduction of substantiation notices —advertising

The Government accepted the Expert Panel’s recommendation thatconsideration be given to
broadening the current range of enforcement and investigation powers. Consistent with the 2016
consultation, it was proposed that the Actbe amended toallow the regulator toissue substantiation
notices requiring a person to give information and or produce documentation thatcould
substantiate or supporta claim or representation made by the person in an advertisementofa

therapeuticgood.

The regulator proposes that the substantiation notices be similarto those used by the Australian
Competition and Consumer Commission (ACCC). Consistentwith this, a person served with a notice
would be required to comply with the notice within 21 days; the person would not be required to
prove thata claim or representation is true or not misleading; rather it would be used asa

preliminary investigative tool that would be used to determine whetherfurtherinvestigation was

warranted.

If aperson does not respond to the substantiation notice or fails tod o so within the compliance
period, or provides false or misleading information or documentsin response to the notice, the

amendments proposes various actions beingavailable, including:
e commence criminal proceedings;
e commencing litigation; and
¢ issuinginfringementnotices as an alternative to formal courtaction.

Significant penalties for non-compliance and/or the provision of misleading information are also

proposed, ranging from 12 penalty units to 250 penalty units.
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CMA requests thatadditional information be providedin relation tothe detailed circumstances in
which the regulator would issue substantiation notices and provide examples of such
circumstances.

CMA also proposes that, consistent with the ACCC 21 day time frame, the period in which to provide
documentation allows for circumstances where an extension can be granted. CMA believes thata
legitimate attempt to provide information which could (rather than would) substantiatea claim

would be adequate to comply with a notice.

Introduction of public warning notices —advertising

Consistent with the 2016 consultation, it was proposed thatthe Actbe amended toallow the

regulator toissue publicwarning notices similar tothe ACCC. Itis proposed that the Actbe

amended toallow the issue of a publicwarning notice where the regulator:

e hasreasonable groundstosuspectthatan advertisementfor therapeutic goods may
constitute a contravention of a provision in the Act;

e aresatisfied that one or more other persons may have suffered, or is likely to suffer,
detrimentasaresult ofthe advertisement; and

e aresatisfied thatitisin the publicinteresttodoso.

CMA agreesthat the key consideration in the issuing of a public notice would be whether there is an

imminent need to inform consumers.

CMA requests furtherinformation abouthow the regulator intends toset up its publicwarning
noticeregister and the extent of the detail of information that would be provided to the publicin

such notices.
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Introduction of injunctions

The RPSPA provides for a framework of standard regulatory powers tobe exercised by government
agencies across the Commonwealth. Its key featuresinclude investigative powers and enforcement
powers such as civil penalties, infringementnotices, enforceable undertakingsand injunctions. The
Act currently allows for all of these regulatory tools except for injunctions and the regulator
anticipates that by enlivening the ability to seekan injunction, the reforms will allow serious

advertising non-compliance tobe addressed in a timely manner.

CMA believesitisinthebestinterests ofindustry and consumers for the TGA to have the ability to
apply to a court for an interim or permanentinjunction toimmediately restrain a person from

advertising when such advertising poses serious risks to public health and safety.

Consistent with the 2016 stakeholder consultation on advertising reforms, the TGA propose that
the power to apply for an injunction by introduced by adoption ofthe powers in the Regulatory
Powers (Standard Provisions) Act 2014 (RPSPA), which would be consistent with other

Commonwealth legislation.

The powers allow investigation of suspected contraventions of offences and civil penalty provisions.
The investigation powersinclude powers tosearch for and seize evidence as well as inspect,

examine, measureand testanything on a premises.

In addition, the RPSPA provides for the use of civil penalty provisions, infringementnotices and
injunctions to enforce regulatory provisions, and the acceptance and enforcement of undertakings

relating tonon-compliance with provisions.
The proposed amendments tothe Acttoadoptthe provisions of the Regulatory Powers (Standard

Provisions) Act 2014, will include:
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e Monitoring;
e Investigation;
e InfringementNotices; and

e Injunctions (new tool, not currently provided for in the Act)

Strict liability offencesin the Act

The Government has endorsed the ExpertPanel’s recommendation to provide for graduated
penalties that would allow the regulator torespond toa range of non-compliance - from repeated

minor breaches through to serious non-compliance.

As outlined in the consultation document, the currentAct requirement for many strictliability
offences that the relevant goods, if used, would likely resultin harm or injury toa person requires
an [unnecessary] complex assessment of the circumstances where the underlying action is so
seriousthatitis notappropriate toinclude this additional requirement. Therefore, the TGA propose
removing the requirement of the "likelihood ofharm or injury to any person" from each strict
liability criminal offence in the Act so as to align all strict liability offences with the proposed
amendments for strict liability offences in relation to advertising.

Thatis, the proposed new strict liability offences relating to advertising will not have an element of
culpability (likely toresultin harm or injury) and as a consequence the proposed amendments will
also resultin a substantial reduction in penalties from 2,000 to 100 penalty units, aligningstrict
liability offences with many other strict liability offences available to comparable Commonwealth

regulators.

CMA supports the intent for reforms to the advertising framework provide for graduated penalties
thatallow the regulator to respond appropriately to the full range of non-compliance issues - from

repeated minor breaches through to serious non-compliance. However, given the breadth of this
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change to the Act and the potential implications of the removal of the parameter to prove
culpability, we respectfully reservethe right to see further detail of the drafted legislation before

commenting further on the impact this may have on our sector.

Inaddition, CMA suggests that there may be arole for repeat/minor non-compliance breaches of
the advertising code tobe dealt with more efficiently through a centralised third partyorganisation,

as proposed and accepted by recommendation fifty-six, as described below.

Education Program

Recommendation fifty-eight - The Government accepts that the TGA should develop a formal
education program to provide sponsors and advertisers with appropriate information and toolsto
assist them in understanding their obligations and achieving compliance with advertising
requirements. This will be particularly important once the reforms to the advertising regulatory

framework are in place (particularly implementation of Recommendation Fifty-Five).

In supporting a strong education component (rec55 refers), CMA proposes that a third party
provider of voluntary advertising copy advice (referred toas AUS-TAPS/ASBinour 2016
submission) be recognised by the TGA. That s, such services would be available on a voluntary fee-
for-service basis and where identified through TGA non- complianceactivity, industry members
would be required toseekthe services of copy advice at their own expense toaddress any

deficiencies for a required period of time.

The Advertising Standards Bureau (ASB) isresponsible for the administration of the complaint
resolution component of the advertising self-regulation system in Australia. The Bureau supports
the work of the Advertising Standards Board (StandardsBoard) and Advertising Claims Board

(Claims Board), the bodies established to consider publicand competitor complaints respectively
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aboutadvertising and marketing communications against provisions set outin the relevant

advertising codes.

As described in stakeholder responses tothe 2016 consultation, CMA believe the ASB would be an
appropriate body for the handling of complaints under the design of a new centralised advertising
complaints management process. Thereis an opportunity for the TGA and an organisation such as
the ASB to work collaboratively in the handlingof complaints related toadvertising of therapeutic
products and to develop a formal education/accreditation program, with ongoing managementthe

responsibility of the ASB.

Itis considered that the Bureau’sindependent, well-recognised and proven complaintresolution
process offers a practical and cost-effective solution to the problems with the currentcomplaints
process highlighted over successive reviews, includingthe recent findings ofthe Expert Review.
Bringing complaints aboutadvertising of therapeutic products within the complaint resolution
process managed by the Bureau achieves the goal of a single, central point for complaints (MMDR
rec56 refers) about advertising of therapeutic products, withthe advantage that efficient processes
and procedures for complaint handling are already in place. A single agency approach to complaints
management has the potential toreduce complexity and encourage greater consistency in decision -

making, benefiting consumers.

CMA supportsthatthe Bureauisbest placed to develop and maintain a robust and effective
advertising complaints management process for therapeutic product advertising, one that provides
confidence for consumers and industry and leverages off the existing model and extensive

experience the ASB have in advertising complaint management.
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Industry education

Listed complementary medicines are included in the Australian Register of Therapeutic Goods
(ARTG)via an electronicapplication process that is designed for efficient access to market. At the
time of listing, the product sponsor must certify that they hold the evidence to support any
indications or claims made about their medicine, and that the indications and claims are true, valid
and not misleading. However, tobecome a sponsor one does not necessarily require specialist
knowledge about one’slegal or regulatory responsibilities.

CMA supportsthe implementation of an accreditation/licensing scheme for medicine sponsors, as
an efficient solution to ensuring that before a sponsor is able tolist products on the ARTG they have
undertaken areasonable level of compliance training and will be subjectto compliance monitoring.
This would further engage industry and assistin the removal of regulatory burden arisingfrom a
lack of understanding whilst providing an additional level of assurance for the protection of

consumers.

Itis envisioned that such a program would cover and assess alearner’s ability to:

submit productlistings on the ARTG;

e sourcesuitable evidence tosupportindications and prepare itina manner appropriate
for TGA submission;

e determine appropriateindicationsand claims for a product;

e prepareand review advertising/marketing for a product; and

e providerequiredlabelinformation for a product.

The program could be set up so that atleast one company-nominated individual would need to
complete the associated assessments toreceive a statement of attainment or certificate.

Once training was completed, the individual would be given an ‘Authority ID’ which could be issued
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by a body such as ASB, an ID number would thenbe required in order tolist a therapeutic product
on the ARTG. Thisrequirementfor an ‘Authority ID’ allows the ability for the TGA to rescind the
license of repeat minor non-compliance offenders and also goes some way to replacing the need for

a mandatory pre-approvals system for advertising.

Ideally, sponsors would alsobe required to nominate toabide by an industry association code of
practice. This would not mean that the sponsor must become a financial member of said association,
nor would it restrict their ability tojoin alternate associations. This concept was proposed by the
Working Group for the Promotion of Therapeutic Productsin 2011, asarecommendation to
strengthen and standardise industry self-regulation and to provide a mechanism to ensure
compliance by both members and non-members of industry associations. This had a very high level
of supportacross multiple stakeholders at the time, and would help to provide the ability for an

effective sanctions and penalties frameworkto deter non-compliance.

Summary

A responsive and effective regulatory framework for complementary medicines should balance
safety and market access priorities to the benefit of consumers and industry and align with the
government’s commitment toincrease productivity and competitiveness. With the set of MMDR
reforms and a combination of co-regulatory mechanisms described in this submission, the TGA will
continue to operate effectively and efficiently, while also maintaining appropriate publichealth and

safety protections.

Overall, the proposed modifications to the RPSPA will update the suit of regulatory tools of the TGA

and provide alignment with other comparableregulators and current Governmentpolicy.
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