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Overview 

Welcome to the latest issue of the Addisons Direct Selling Legal Update. 

There have been a number of significant issues affecting the direct selling sector which 
have occurred since our last newsletter. Some of these issues are addressed in this 
newsletter.  

Draft legislation amending the Australian Consumer Law introduced into Parliament - 

What does this mean for direct sellers? 

In late March 2018, the Treasury Laws Amendment (Australian Consumer Law Review) Bill 
(the ACL Review Bill) was introduced into the House of Representatives. The ACL Review 
Bill includes amendments which will impact upon the way direct selling organisations and 
their independent distributors conduct their businesses. A second Bill, if passed, will 
significantly increase penalties for breaches of the Australian Consumer Law. 

We summarise the proposed amendments and the manner in which they will affect the 
direct selling industry in this Focus Paper.   

Federal Court orders Thermomix to pay a $4.6 million penalty - Don’t get burnt! 

Lessons to be learnt from the ACCC v Thermomix proceedings 

On 11 April 2018, the Federal Court ordered Thermomix to pay penalties of $4.6 million for 
making false or misleading representations and breaching the product safety obligations 
contained in the Australian Consumer Law (ACL). What should your business be doing to 
ensure that it complies with its obligations regarding product safety?  

Shedding light on the murky distinction between employees and independent 

contractors  

The distinction between who is an employee and who is an independent contractor has 
always been unclear. This is well-accepted, even at the judicial level. In the hope of 
providing some clarity to this murky area of the law, the courts have continually adapted 
their approach to solving questions of “employee or independent contractor” by, among 
other things, expanding the criteria for the two categories of workers. 

This Focus Paper will provide a short summary of each criterion which has been 
considered by the courts in application of their “multifactorial” approach to questions of 
“employee or independent contractor”. 

Important changes to the regulation of complementary medicines in Australia 

Some very significant changes have been made recently to the Therapeutics Goods Act 
1989 which affect materially the regulation of complementary medicines in Australia. We 
provide an outline of the changes and, in the coming weeks, will follow up with separate 
Focus Papers providing a more detailed analysis of some of the material changes.  

Does your business need to comply with the EU General Data Protection 

Regulation? 

On 25 May 2018, the EU General Data Protection Regulation (GDPR) commenced. The 
implementation of the GDPR has been reported widely in the Australian media and, while 
an EU-specific regulation, will apply to many Australian businesses. We consider in this 
Focus Paper the circumstances in which an Australian business must comply with the 
GDPR.  

News Alert 

Since our last Direct Selling Legal Update (which addressed data breach notification and 
GST changes), two important developments have occurred in these areas: 
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 Australia’s mandatory Data Breach Notification Scheme has commenced – are you 
ready to deal with a data breach?  

On 22 February 2018, the mandatory data breach notification scheme commenced. 
What has your business done to ensure that it is able to respond promptly to a data 
breach and to determine quickly whether notification to the affected individuals and the 
Australian Information Commissioner is required? 

 GST threshold for low value goods will be removed with effect from 1 July 2018 

Overseas-based retailers, including offshore direct selling companies selling directly to 
Australian-based consumers, will be required to register for GST, comply with GST 
reporting requirements and remit GST to the Australian Taxation Office (ATO) if they 
meet the registration turnover threshold. What, in particular, do you need to do?  

We trust that you enjoy this edition of our Addisons Direct Selling Legal Update. If you 
have any queries or wish to discuss, please do not hesitate to contact any of Addisons’ 
Direct Selling team. 

 

Cate Sendall 

Editor 
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Contact Us 

If you have any queries or comments relating to this newsletter, please feel free to contact 
one of Addisons Direct Selling Team:  
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Draft legislation amending the Australian Consumer Law 
introduced into Parliament – What does this mean for 
direct sellers?  

Author: Cate Sendall  

In late March 2018, the Treasury Laws Amendment (Australian Consumer Law Review) Bill 
(the ACL Review Bill) was introduced into the House of Representatives.

1
 The ACL 

Review Bill includes amendments which will impact upon the way direct selling 
organisations (DSOs) and their independent distributors conduct their businesses.

2
 A 

second Bill, if passed, will significantly increase penalties for breaches of the Australian 
Consumer Law (ACL) (Penalties Bill).

3
  

We summarise below the proposed amendments and the manner in which they will affect 
the direct selling industry.   

1. Clarifying that unsolicited consumer agreements may be entered into in a public place  

The amendments seek to clarify the unsolicited consumer agreement provisions in the 
ACL where: 

• an unsolicited sale occurs in a public place; or 

• the distributor need not first receive an invite by the consumer to enter the place. 

The ACL provides currently that an agreement which is the result of negotiations 
between a consumer and distributor that takes place at a place other than the 
supplier’s place of business will be an unsolicited consumer agreement. This principle 
applies where:  

• the consumer did not invite the distributor to come to that place; and  

• the total price is more than $100.  

The amendments clarify that a place can include a public place. 

Accordingly, distributors making unsolicited sales in public places, such as in streets, 
parks and shopping centres, must comply with the ACL requirements for unsolicited 
sales agreements. This will include complying with the requirements regarding calling 
hours (for example, no contact on a Sunday) and ensuring that the sales agreement 
includes the mandatory information about cooling-off rights etc. 

DSOs should ensure that their distributors are aware of the places where a sale will be 
considered unsolicited. DSOs should provide their distributor with training so they are 
adequately informed of their obligations.  

2. Clarifying requirements regarding warranties against defects  

Where a warranty against defects is provided, a mandatory statement must be 
included with the warranty documentation. However, the current mandatory statement 
only concerns warranties against defects in goods (and not in respect of services). 
Mandatory statements will need to be updated (or replaced) to take into account the 
differences between the supply of goods and the supply of: 

• services; and 

                                                

1
 The ACL Review Bill can be accessed here: 

https://www.aph.gov.au/Parliamentary_Business/Bills_Legislation/Bills_Search_Results/Result?bId=r6097  

2
 Consumer Affairs Australia and New Zealand’s Australian Consumer Law Final Report is available here: 

http://consumerlaw.gov.au/consultations-and-reviews/review-of-the-australian-consumer-law/final-report/  

3
 Treasury Laws Amendment (2018 Measures No. 3) Bill 2018 (Cth), which is available here: 

https://www.aph.gov.au/Parliamentary_Business/Bills_Legislation/Bills_Search_Results/Result?bId=r6053  

https://www.aph.gov.au/Parliamentary_Business/Bills_Legislation/Bills_Search_Results/Result?bId=r6097
http://consumerlaw.gov.au/consultations-and-reviews/review-of-the-australian-consumer-law/final-report/
https://www.aph.gov.au/Parliamentary_Business/Bills_Legislation/Bills_Search_Results/Result?bId=r6053
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• goods and services.  

Suppliers will be given a 12 month grace period (ending on 8 June 2019) in which to 
update their existing warranty documentation, if required.

4
  

3. Strengthening the Minister’s and regulators’ powers to obtain information about product 
safety  

Currently, the Commonwealth Minister (or an ACCC-appointed inspector) has the 
power to issue disclosure notices to DSOs to obtain information about the safety of 
goods or services.  

The proposed amendment will permit disclosure notices to be issued to third parties 
who may possess relevant information, documents or evidence about the safety of 
goods and services. These third parties may include: 

• other traders, such as the distributors of DSOs;  

• test laboratories and/or safety consultants; or 

• individuals who have purchased or have been injured by a hazardous product. 

A notice may be given to a third party if the Minister or inspector has reason to believe 
that that third party is capable of giving information, producing documents or giving 
evidence in relation to the safety of those consumer goods or product related-services.  

In the event that product safety issues arise, DSOs and distributors should make sure 
that the procedures regarding product safety, including the legal obligations regarding 
the reporting of incidents, are clearly understood.  

4. Strengthening the voluntary recall requirements  

A DSO is required to notify the Commonwealth Minister of a recall. This assists in the 
coordination of the recall and the wide distribution of the recall information. However, 
“recall” is not defined in the ACL. This means that a DSO has flexibility in determining 
whether remedial action should be considered a “recall” and whether the actions 
required for a recall are triggered.  

The proposed amendments to the ACL clarify the product safety framework by inserting 
a definition of “recall” into the ACL. This will assist DSOs (and other parties) in 
understanding when statutory obligations relating to recalls apply.  

A recall notification obligation will apply where a DSO has undertaken any corrective 
action to mitigate safety risks. Corrective action could include:  

• withdrawing faulty products from sale at any level of the supply chain; 

• modifying a product so that it is no longer faulty; or 

• notifying customers of the fault. 

As a result, a wider range of conduct will trigger the recall notification obligations. DSOs 
should ensure that training and procedures regarding voluntary recalls are current. 

The proposed amendments would also increase the existing civil and criminal 
penalties that may apply where a DSO fails to meet its voluntary recall notification 
requirements.   

For companies, the proposed new maximum civil and criminal pecuniary penalties, will 
be the greater of: 

• $165,000; or  

                                                

4
 Competition and Consumer Amendment (Australian Consumer Law Review) Regulations 2018 
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• three times the value of the benefit obtained by the company (and any related 
companies) as a result of the act or omission (where a court is able to determine the 
value).  

For an individual, the proposed new maximum civil and criminal pecuniary penalty is 
$33,000.  

5. Greater price transparency by ensuring all pre-selected options appear in the headline 
price 

Currently, the ACL does not require that optional charges be included in the single or 
headline price. Consequently, the headline price for a good or service has not always 
represented the total price where the person offering the goods or services has pre-
selected ‘options’. This issue has been particularly apparent in online sales, especially 
airline ticket sales.  

The proposed legislation will require that pre-selected fees or charges (or fees and 
charges not deselected before the price representation) must be included in the 
headline price.  

Delivery/shipping costs do not need to be included in the headline price. However, if a 
minimum shipping cost applies to all consumer purchases, the minimum 
delivery/shipping cost must be disclosed. DSOs can do this by, for example, including 
the minimum amount in the headline price or identifying it as a separate charge forming 
part of the total price. 

To comply with these requirements, DSOs should ensure that they include pre-selected 
charges in their headline prices (for example, whether on their website, the distributors’ 
replicated websites, if any or on hardcopy order forms). 

All order forms, sales documents and pricing references on websites should be 
reviewed and updated, where relevant. 

6. Enabling regulators to use investigative powers to better assess whether or not 
contract terms are unfair   

The ACCC and ASIC are restricted currently in their ability to investigate compliance 
and take enforcement action with respect to unfair contract terms.  

The proposed amendments extend the powers of the ACCC (and ASIC) to include the 
right to undertake investigations to determine whether a term in a contract is unfair.  

7. Clarify the scope of consumer guarantees where goods are transported or stored  

The ACL includes an exemption from the requirement to provide a consumer guarantee 
for the transport or storage of goods in certain circumstances. 

The exemption will be clarified so that it only applies where both the consignor and 
consignee are a business. The exemption does not apply where the consignee is a 
consumer.  

DSOs should check their contracts to ensure that they do not contain terms or 
conditions which exclude this consumer right.  

Penalties Bill 

Currently, under the ACL, the maximum civil pecuniary penalty and fine for criminal 
offences is $1.1 million for a company and $220,000 for an individual. The Penalties Bill 
increases the maximum civil pecuniary penalty and criminal offence penalties for 
companies to the greatest of: 

 $10 million; 

 if the total value of the benefit obtained from the breach can be determined by a court, 
three times the benefit; or 

 if a court cannot determine the benefit, 10% of the company’s annual turnover in the 
previous 12 months.  
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For individuals, the maximum penalty is increased from $200,000 to $500,000. 

Examples of offences to which the increased penalties will apply include unconscionable 
conduct, referral selling, making false or misleading representations and offences relating 
to product safety. 

Timeline 

None of the proposed amendments outlined above will be retrospective in effect. The 
amendments will take effect once the proposed legislation and regulations commence. The 
sole exception relates to the warranty against defects mandatory statement requirements, 
which will have a 12 month grace period before taking effect on 9 June 2019. We expect 
the Bills to be passed during 2018. 

For further information, please do not hesitate to contact us.  
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Federal Court orders Thermomix to pay a penalty of over 
$4.6 million – Don’t get burnt! Lessons to be learnt from 
the ACCC v Thermomix proceedings  

Authors: Jamie Nettleton, Cate Sendall, and Joseph Abi-Hanna  

A recent Federal Court decision highlights the importance of being aware of product safety 
and statutory guarantee obligations

5
. A failure to do so can lead to hefty pecuniary 

penalties. 

In mid 2017, the Australian Competition and Consumer Commission (ACCC) commenced 
proceedings against Thermomix in Australia Pty Ltd (Thermomix) in the Federal Court. 
The ACCC alleged that Thermomix had contravened the Australian Consumer Law (ACL) 
in connection with product safety issues and representations made in respect of those 
issues.  

On 11 April 2018, Justice Murphy of the Federal Court ordered Thermomix to pay $4.6 
million by way of a pecuniary penalty in respect of Thermomix’s various contraventions of 
the ACL. 

What is a “Thermomix”? 

For those readers that don’t know, “Thermomix” appliances are multi-purpose high-end 
kitchen appliances with a multitude of functions, which are manufactured in Germany and 
France. Thermomix’s TM31 product (the Product), the subject of the Federal Court 
decision, retailed for approximately $2,000 each. 

Thermomix’s Conduct 

In his judgment, Justice Murphy considered that Thermomix’s contraventions of the ACL fell 
into four categories, each of which is considered below.  

1. Safety Representation 

Between 7 July 2014 and 23 September 2014 (the Relevant Period), Thermomix was 
aware that there was a safety issue with the Product. 

There was a potential risk of serious injury if the Product’s lid lifted or moved and any 
hot food or liquid escaped from the mixing bowl. Both service staff and senior 
management were aware of this safety issue and Thermomix had received reports of 
incidents involving serious injuries.  

During the Relevant Period, Thermomix continued to supply and promote the Product 
to consumers and did not disclose the safety issue. It was only on 23 September 2014 
that Thermomix posted a notification on its Facebook page stating that a sealing ring 
on a small number of Products might not function correctly.  

Given the above, the Court found that Thermomix had engaged in misleading or 
deceptive conduct and/or had made false or misleading representations that the 
Products were of a particular standard or quality, were fit for purpose and safe to use 
(when this was not the case). 

 

                                                

5
 Australian Competition and Consumer Commissioner v Thermomix in Australia Pty Ltd [2018] FCA 556 
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2. Recall Representations 

On 4 March 2016, Thermomix published a media release (through its agent, Cannings 
Purple PR) which represented that:  

• the Product was not subject to a recall; 

• the Product was absolutely safe to use provided it was used in accordance with the 
manufacturer’s instructions; and  

• there was no safety issue which demanded consumer action.  

These representations (Recall Representations) also appeared in media publications 
between 4 and 9 March 2016. The Court determined that these Recall Representations 
were misleading and deceptive and false representations because Thermomix 
represented that there was no known safety issue involving the seal that required 
consumer action; the Product had not been the subject of a recall; and the Products 
were absolutely safe etc.  The Recall Representations were also liable to mislead the 
public regarding the Product’s nature, characteristics and suitability for purpose.  

3. Delay in Mandatory Reporting 

Thermomix failed to report 14 incidents involving serious injuries caused by the Product 
between July 2012 and July 2016. Section 131 of the ACL requires suppliers to report 
to the relevant Minister within two days of becoming aware of an incident involving the 
death or serious injury of a person. There was a delay of more than three years in 
reporting a 2013 incident.  However, other delays in reporting were shorter in length.  

4. Refund Representations 

Thermomix represented to a customer that a refund for the Product would only be 
provided if the customer signed a settlement agreement which required the customer 
not to: 

• disclose the terms of settlement; and  

• disparage Thermomix or cause any harm to its reputation.  

The Court considered that, given the nature and extent of issues that the customer in 
question had experienced with the Product, a reasonable consumer would not have 
purchased the Product had they been aware of the issues. Under the ACL, the 
customer was entitled to a refund or replacement and had elected a refund.  

Thermomix made further representations to customers that refunds or replacements 
were not available in respect of the Product or its TM5 appliance at any time. 

By stating that: 

• a refund was conditional upon entering into a settlement agreement; and 

• there was no entitlement to a refund or replacement at any time, 

the Court found that Thermomix had engaged in misleading and deceptive conduct and 
made false representations regarding the existence of the rights and remedies 
available under the ACL. 

Orders 

In his reasons for judgment, Murphy J concluded that Thermomix’s conduct was deliberate 
in promoting the Products when it knew the Products may be affected by the safety issue. 
The Court stated that the most serious contraventions of the ACL concerned the Safety 
Representations given that consumers were exposed to a potential risk of serious injury 
(through serious burns). The decision indicates that the conduct involved senior 
management. In setting the total pecuniary penalty in the amount of $4,608,000, his 
Honour noted that a high amount was required to deter Thermomix specifically from 
engaging in further conduct of this nature and to deter other traders generally.  
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In addition to the pecuniary penalty of $4.6 million, Thermomix was ordered to: 

 establish and maintain a Consumer Compliance Program for 3 years;  

 publish a notice for a period of 90 days on Thermomix’s website and Facebook page, 
which sets out details of Thermomix’s conduct, and guidance as to the action to be 
taken by a customer if s/he had a product safety concern or injury and how Thermomix 
would handle any complaints; and 

 pay the ACCC’s costs of $230,000. 

Conclusion 

The Thermomix case sends a clear warning to direct selling businesses that they must be 
aware of and comply with the requirements regarding product safety and consumer 
guarantees contained in the ACL. A failure to do so could lead to dire consequences! 

This case demonstrates that direct selling businesses must, if they do not do so already, 
have in place a strategy for proactively identifying product safety issues and managing 
product safety recalls. Businesses need to ensure that they are aware of their product 
safety obligations under the ACL and any other legal requirements relating specifically to 
their products, for example, if a therapeutic good. Businesses should ensure that they have 
in place an effective complaint handling system, an injury reporting system and a set of 
procedures which enable it to address and deal with safety issues in a timely manner, 
including reporting and escalation procedures. 

Training should be conducted routinely: both of customer service/call centre staff, the 
business’ salesforce, as well as senior management.  Training should address product 
safety and complaint handling procedures and the consumer guarantees and associated 
rights to refunds, replacements and repairs contained in the ACL. 
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Shedding light on the murky distinction between 
employees and independent contractors  

Authors: Martin O’Connor and Brandon Chakty  

The distinction between who is an employee and who is an independent contractor has 

always been unclear. This is well-accepted, even at the judicial level. In the hope of 

providing some clarity to this murky area of the law, the courts have continually adapted 

their approach to solving questions of “employee or independent contractor” by, among 

other things, expanding the criteria for the two categories of workers. 

This paper will provide a short summary of each criterion which has been considered by the 

courts in application of their “multifactorial” approach to questions of “employee or 

independent contractor”.  

Some relevant background 

The distinction between an employee and an independent contractor is rooted in the 

difference between a person who “serves” his or her employer, and a person who carries 

on a trade or business on their own.
1
 This difference sits at the heart of the “control test”

2
 – 

an objective test which looks to the degree of control which the person who engages 

another to perform work can exercise over the person so engaged.
3
 The greater the degree 

of control, the more likely the worker will be classified as an employee. This was once the 

only test applied by the courts to determine whether a worker was an employee or an 

independent contractor.   

The current approach 

The conditions and norms of the employment relationship are constantly changing. A 

distinguishing feature of modern employment relationships is the reduction in employers’ 

control over their employees. With the balance of power between employers and 

employees slowly evening out, courts have been lured away from the “control test” they 

once idolised.  

What the courts have been drawn to is an assessment of the “totality” of the particular 

relationship.
4
 In essence, this means that a number of factors must be considered before 

the court can conclude whether a worker is an employee or an independent contractor.  

How these factors manifest for each category of worker is summarised in the table below.  

 

                                                

1
 Marshall v Whittaker's Building Supply Co (1963) 109 CLR 210, 217. 

2
 Stevens v Brodribb Sawmilling Co Pty Ltd (1986) 160 CLR 16, 36.3. 

3
 Putland v Royans Wagga Pty Limited [2017] FCA 910, [18]. 

4
 Ibid [20]. 
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Factor Employee Independent Contractor 

Degree of control Works under the direction and 

control of the employer on an 

ongoing basis.  

Has significant control over the 

way in which their work is done.  

Method of 

payment 

Generally paid a set amount at 

regular intervals, for example, 

weekly, fortnightly or monthly.  

Has obtained an ABN and 

submits invoices for work 

completed or paid at the end of 

the contract or project.
5
 

Superannuation Entitled to have superannuation 

contributions paid into a 

nominated superannuation fund 

by their employer. 

Generally makes their own 

superannuation contributions.
6
 

Deduction of 

income tax 

Income tax is deducted from 

wages by the employer.  

Pays own income tax and GST, 

where applicable.  

Equipment Tools and equipment are 

normally made available or a 

tool allowance is provided.  

Generally required to use own 

tools and equipment. Do not 

receive an allowance to cover 

expenses for providing tools and 

equipment.  

Risk Bears no commercial risk for 

work that is performed.  

Bears the risk for making a profit 

or loss on each task. Also, 

usually bears responsibility and 

liability for poor work or injury 

sustained while performing the 

task. As such, contractors 

generally have their own 

insurance policy. 

Obligation and 

expectations to 

work 

Generally has an on-going 

expectation of work, unless 

employed on a set-term basis.  

Generally engaged for the 

completion of a specific task.  

                                                

5
 The Australian Taxation Office has acknowledged that, where independent contractors are engaged by a direct 

selling company which is a member of Direct Selling Australia, those independent contractors are not required to 

obtain an ABN or provide an ABN to the direct selling company where their annual commission payments are less 

than $10,000 (with this threshold to increase to $15,000 from 1 July 2018).   

6
 There are some independent contractors in respect of whom the superannuation guarantee levy is payable by 

virtue of the provisions of Section 12(3) of the Superannuation Guarantee (Administration) Act 1992. 
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Hours of work Generally required to work a 

standard number of hours per 

week.  

Generally has control over the 

hours of work so long as the 

specific task is completed within 

the designated time frame.  

Provision for 

leave and 

holidays 

Generally entitled to annual 

leave, personal/sick leave or 

long service leave. Alternatively, 

the worker generally receives a 

loading in lieu of these 

entitlements.  

Does not receive any paid leave 

or loadings.  

Worker’s ability 

to subcontract 

tasks  

Normally a requirement that the 

work be personally exercised by 

the worker. No opportunity to 

sub-contract work.  

Normally free to sub-contract or 

delegate work, or otherwise 

control who is to perform the 

required work.  

Creation of 

goodwill or 

saleable assets 

Goodwill or saleable assets 

normally created in the name of 

the employing entity.  

Goodwill or saleable assets 

normally created in the name of 

the worker. 

 

Although some factors are perhaps more indicative than others, no single factor is 

determinative. The court will look at the whole picture when making its assessment and will 

determine each case on its merits.  

Why is the distinction important?  

There are clear and rather substantial differences in the rights and responsibilities of 

employees and independent contractors under Australian employment law. Incorrectly 

classifying workers exposes employers to a number of significant legal risks. These include:  

(a) Liability for superannuation charges. 

(b) Liability for accrued employee entitlements and/or lost wages. 

(c) Liability for acts or omissions of the worker amounting to breaches of the law. 

(d) In the case of a worker whose employment has been terminated, claims of unfair 

dismissal or adverse action and further associated liabilities. 

(e) Civil penalties for breaches of the relevant statutes, including the Fair Work Act 2009 

(Cth). 

(f) Voiding of the employer’s indemnity under its workers compensation insurance on the 

basis that the employer’s wages have been understated.  

It is crucial that employers categorise correctly their workers and pay them and provide 

entitlements accordingly.  

Should you have any questions in relation to the distinction between employees and 

independent contractors, or any potential liabilities arising from the incorrect 

characterisation of a particular worker, please do not hesitate to contact us.
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Important changes to the regulation of complementary 
medicines in Australia  

Authors: Tim Clarke and Cate Sendall 

Some very significant legislative changes
1
 have recently been made to the Therapeutic 

Goods Act 1989 (TGA) in respect of the regulation of complementary medicines in 
Australia. 

The changes to the TGA have come about as part of the legislative response to the Review 
of Medicines and Medical Devices Regulation

2
 (Review). The Review was primarily 

undertaken to identify the extent to which the existing regulation of therapeutic goods 
(including complementary medicines) was unnecessary or ineffective.  The Review also 
sought to identify opportunities to improve Australia's regulatory framework to enhance 
Australia's position globally in respect of the development, manufacture, promotion and 
regulation of therapeutic goods (including complementary medicines). 

The TGA amendments directly impact the complementary medicine industry and include: 

 the publication of a list of permitted indications being all of the permitted indications 
allowed for listed complementary medicines; 

 creation of a third pathway (referred to as “assessed listed medicines”) by which 
complementary medicines can be entered on the Australian Register of Therapeutic 
Goods (Register); 

 statements of efficacy ("claimers") on product labelling and advertising in respect of 
"assessed listed medicines", being subject to pre-market assessment by the 
Therapeutic Goods Administration;  

 categorisation of new ingredients as permitted ingredients for listed complementary 
medicines; and 

 changes in the requirements to be met in respect of advertising medical devices and 
medicines (including complementary medicines). 

Unless manufacturers and suppliers of complementary medicine comply with the new 
requirements within the relevant timeframes, their products may no longer be able to 
remain listed on the Register. 

Manufacturers and suppliers of complementary medicine will need to review all of their 
current listings for complementary medicines to ensure that any indications claimed on 
products are included on the list of permitted indications.  Listed products that make higher 
level claims (i.e. indications which fall outside of the list of permitted indications) may 
require re-listing by way of the "assessed listed medicines" pathway. We consider that 
certain complementary medicines will need to be relisted in this manner, failing which they 
can no longer be offered for sale legally in Australia. 

Any business developing new ingredients for complementary medicine products, which are 
included for the first time in the list of permitted ingredients, may be granted two years 
"market exclusivity" for use of those ingredients in respect of its listed complementary 
medicines. 

These changes impact all complementary medicines businesses conducting business in 
Australia.  In coming weeks, we will be publishing a series of papers which focus on these 

                                                

1
 The Therapeutic Goods Amendment (2017 Measure No. 1) Act 2018 

2
 http://www.health.gov.au/internet/main/publishing.nsf/content/expert-review-of-medicines-and-medical-devices-

regulation  

http://www.health.gov.au/internet/main/publishing.nsf/content/expert-review-of-medicines-and-medical-devices-regulation
http://www.health.gov.au/internet/main/publishing.nsf/content/expert-review-of-medicines-and-medical-devices-regulation
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changes to the regulation of complementary medicines in Australia and the actions required 
by your business. 

If you would like more information about the recent TGA amendments and/or how it affects 
your complementary medicine business, please do not hesitate to contact us. 
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Does your business need to comply with the EU General 
Data Protection Regulation?  

Author: Cate Sendall 

On 25 May 2018, the EU General Data Protection Regulation (GDPR) commenced. The 
implementation of the GDPR has been widely reported in the Australian media and, while 
an EU-specific regulation, Australian businesses may need to comply. We consider the 
circumstances in which an Australian business must comply with the GDPR in this Focus 
Paper.  

The GDPR contains new data protection requirements and obligations. While there are 
some requirements which are common to both the GDPR and Australia’s Privacy Act 1988 
(the Privacy Act), there are a number of significant differences. Individuals, for example, 
have additional rights under the GDPR for which there are no equivalent in Australia.  The 
penalties for breaching the GDPR are significantly larger too.  

Does your business need to comply? 

An Australian business will only need to comply in the limited range of circumstances set 
out below: 

1. if it has an establishment in the EU
1
; 

2. if it offers goods or services to individuals (known as “data subjects”) in the EU (no 
payment is required)

2
; or  

3. if it monitors the behaviour of individuals in the EU (where the behaviour occurs in the 
EU)

3
. 

Each of these circumstances is considered in further detail below. 

1. EU Establishment 

Most Australian businesses will not satisfy the requirement for having an 
“establishment” in the EU.  

Having an “establishment” implies that the business engages in an “effective and real 
exercise of activity through stable arrangements” in the EU.

4
 If a business were to have 

an EU sales office which, for example, promotes or markets to EU-based individuals, 
then the business would need to comply with the GDPR. Even having a sole 
representative in the EU may be sufficient for there to be an establishment in the EU for 
the purposes of the GDPR. The legal form of the arrangements, such as having an EU 
branch or subsidiary, is not a determining factor.

5
 

2. Goods and services offered in the EU 

Whether an Australian business will be considered to be offering goods or services in 
the EU will depend upon the particular circumstances. The business must envisage or 
intend to offer goods and services to EU-based individuals

6
. If such individuals were to 

                                                

1
 Article 3.1 of the EU GDPR. 

2
 Article 3.2(a) of the EU GDPR. 

3
 Article 3.2(b) of the EU GDPR. 

4
 Recital 22 of the EU GDPR. 

5
 Recital 22 of the EU GDPR. 

6
 Recital 23 of the EU GDPR. 
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simply access the website of an Australian business, this will not be enough to require 
compliance with the GDPR. Similarly, it would not be sufficient: 

 if email addresses or contact details are provided for the business which may be 
accessed by individuals in the EU

7
; or 

 if there are only intermittent orders placed by EU-based customers.   

However, if the website were to use an EU currency or language so that EU-based 
individuals could purchase goods or services using that currency or language, or 
mentions customers in the EU or has EU customer testimonials, then the business 
would need to comply with the GDPR

8
.  

While the GDPR clearly applies to data subjects (ie individuals) at this stage, it is not 
sufficiently clear whether Australian businesses offering goods or services to EU-based 
businesses would need to comply with the GDPR.  

3. Monitoring the behaviour of individuals in the EU  

Whether an activity will be considered monitoring for the purposes of the GDPR will 
depend upon whether individuals are tracked on the internet – this includes building a 
profile of an individual so that, for example, automated decisions may be made about 
them or for the purposes of analysing or predicting their personal preferences, 
behaviours and attitudes.

9
 Monitoring could occur, for example, via the use of cookies or 

IP addresses.  

If your business does not satisfy one or more of the three criteria above, then the GDPR 
will not apply to your business.  

So you think that the GDPR does apply to your business? 

Proceed with caution! 

While there is a degree of similarity between certain requirements under the GDPR and 
Australia’s Privacy Act 1988, the GDPR goes much further in terms of the power and rights 
given to individuals. Unlike the Privacy Act, which ordinarily only applies to a business with 
an annual turnover that exceeds $3 million, the GDPR will apply to all businesses if the 
applicability criteria are met (regardless of turnover).  

You should be taking steps now to ensure that your business complies with its obligations – 
this will likely involve making changes to your practices and procedures. For example, in 
addition to updating your Privacy Policy and collection statements, you may need to appoint 
a Data Protection Officer and undertake compulsory data protection impact assessments. 

Having considered the above, if you believe your business is required to comply with the 
GDPR, you can find out more about your potential compliance obligations in our previous 
Focus Paper on the GDPR.  Should you require further information, please don’t hesitate to 
contact the Addisons Privacy team. 

                                                

7
 Recital 23 of the EU GDPR. 

8
 Recital 23 of the EU GDPR. 
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 Recital 24 of the EU GDPR. 
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News Alerts  

Authors:  

Australian mandatory Data Breach Notification Scheme has commenced – are you 

ready to deal with a data breach?  

On 22 February 2018, the mandatory data breach notification scheme commenced in 
Australia. What has your business done to ensure that it is able to respond promptly to a 
data breach and to determine quickly whether notification of the affected individuals and the 
Australian Information Commissioner is required? 

You should be mindful that the obligations on your business under the Australian Privacy 
Principles (APPs) require that your business take such steps, as are reasonable, in the 
circumstances: 

 to implement practices, procedures and systems which ensures it complies with the 
APPs and can deal with enquiries or complaints from individuals about privacy 
compliance; and 

 to protect the personal information it holds from: 

o misuse, interference and loss; and  

o unauthorised access, modification or disclosure.  

As a director or officer of a company, you will also have a duty to act with reasonable care 
and diligence under the Corporations Act 2001. A failure to adequately consider data 
security risks and compliance may amount to a breach of that duty.  

Does your business have a Data Breach Response Plan (Response Plan) which it could 
activate if a data breach (or suspected data breach) were to occur? If not, we recommend 
that you implement a Response Plan so that you are ready to deal with a breach should 
one occur. A Response Plan is not difficult to prepare.  

We have previously written about the Notification Scheme and what is required from a 
compliance perspective. We have also held a breakfast seminar on the topic. If you’d like a 
copy of our presentation and handout on director’s obligations, please don’t hesitate to 
contact us.  

GST threshold for low value goods will be removed with effect from 1 July 2018 

From 1 July 2017, Australia’s goods and services tax (GST) laws will be significantly 
overhauled. 

The GST threshold (currently AUD1,000) will be removed and GST will be imposed on the 
sale of all imported goods, including those valued at $1,000 or less at the time of the sale. 

Overseas-based retailers, including offshore direct selling companies selling directly to 
Australian-based consumers, will be required to register for GST, comply with GST 
reporting requirements and remit GST to the Australian Taxation Office (ATO) if they meet 
the registration turnover threshold. These obligations have reportedly resulted in Amazon 
US deciding to no longer supply goods to Australian-based consumers.  

We have previously detailed the new obligations in a Focus Paper. If you have any 
questions regarding the applicability of the amendments to your business, Arthur Davis 
would be happy to assist you.  

Recent Budget Announcements 

On 8 May 2018, the Federal Treasurer announced as part of the Federal Government’s 
2018 budget, the following measures which may impact upon direct selling businesses: 

 From 1 July 2019, the Government will introduce a limit of $10,000 for cash payments 
made to businesses for goods and services. This measure will require transactions 
over $10,000 to be made through an electronic payment system or cheque. 

http://www.addisonslawyers.com.au/knowledge/Direct_Selling_Legal_Update_-_June_2017988.aspx?kb_pnumber=1
http://www.addisonslawyers.com.au/knowledge/Devil_in_the_detail_-_Australia%E2%80%99s_GST_Laws_Overhauled_-_GST_to_apply_to_the_offshore_supply_of_digital_products_and_services_to_Australian_consumers_from_1_July_2017_-_What_does_this_mean_fo992.aspx
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Transactions with financial institutions or consumer to consumer non-business 
transactions will not be affected.  

 From 1 July 2019, businesses will be denied tax deductions for payments to their 
employees where they have not withheld the required PAYG. Deductions will also be 
disallowed for payments made by businesses to contractors where the contractor does 
not provide an ABN and the business does not withhold PAYG. 


