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Australia

By Madeleine Kearney and Dr. Jocelyn Kellam

A ustralia’s product liability laws impose a wide range of legal obligations upon manufacturers and suppli-
ers with regard to the safety of the products they sell. Where a product contains an inherent safety risk 

which is discoverable before sale, there is often a duty to supply the product with a sufficient warning and 
appropriate instructions as to safe and effective use. Further obligations arise where a safety risk arises after 
sale. These may include a duty to notify government and regulators, a duty to provide post-sale warnings and 
a duty to recall consumer goods.

Product recalls are not uncommon in Australia. Approximately 500-600 recalls of consumer products 
each year are reported to the Australian Federal Government. The overwhelming majority of these product 
recalls are undertaken by the manufacturer voluntarily. In Australia there is, however, no single source of 
law relating to post-sale warnings and product recall. What post-sale duties importers, manufacturers and 
suppliers of products have in relation to their products may be found in various State and Commonwealth 
statutes and the law of negligence. How a recall is to be conducted is also the subject of government and 
industry guidelines and those relating to food, pharmaceuticals, medical devices and automotive products 
are described below.

Australian law recognizes that manufacturers, importers and sellers are under post-sale duties of care 
to users of their products. For example, if it appears to the Parliamentary Secretary to the Federal Treasurer 
that a supplier is not taking “satisfactory action” to prevent goods causing injury to a person, the Parliamen-
tary Secretary has the statutory power to order the supplier to recall the goods, to disclose to consumers the 
defect and risk of injury and/or to repair or replace the goods or to refund the purchase price.

What the statutes leave undefined, however, is what exactly constitutes “satisfactory action” and when a 
manufacturer or supplier should be taking steps such as a post-sale warning or a product recall voluntarily. 
Some guidance in this respect is provided by tort law. The law of negligence imposes upon manufacturers, 
importers and suppliers a duty to take reasonable care which, depending upon the circumstances, may 
require a product recall or other remedial action such as post-sale warnings or the elimination of defects by 
way of retrofit or otherwise after supply of the product to consumers.

This chapter outlines:

• the duty to warn of discoverable product risks at the time of sale;

• statutory provisions relating to recall and post-sale obligations in Australia;

• post-sale duties to warn and recall in negligence law; and

• practical steps and guidelines for recalls in Australia.

An Overview of the Australian Legal System
Australia is a federation comprising six States and two self-governing Territories. The Australian Constitu-
tion specifies a range of matters which are the responsibility of the Federal Government. The balance remains 
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the responsibility of the various State Governments. Australia has both a Federal court system and a hierar-
chy of courts in each of the States and Territories. In all cases the ultimate court of appeal is the High Court 
of Australia.

From an Australian constitutional perspective both the Federal and State/Territory Governments play 
a role in regulating product safety. Product liability/product safety is not one of the matters specified in the 
Constitution as being the responsibility of the Federal Government, however, other heads of power, in par-
ticular the corporations power, give the Federal Government an indirect power to regulate product liability/
safety. State Governments also have the power to regulate product safety, and while validly enacted Federal 
legislation “trumps” State/Territory law to the extent of any inconsistency, legislation will only be inconsis-
tent where a supplier cannot comply with both Federal and State requirements. Common law causes of action 
such as tort and contract claim are State-based. Cross-vesting legislation means that where a party has both 
Federal and State claims they can be heard together, either in the Federal or State jurisdictions.

Australia is a common law country and actions heard by Australian courts proceed on an adversarial 
basis. The practices and procedures, including rules of evidence, are similar to those in English courts. This 
is because Australia’s laws and legal system have their foundation in the common law of England. Even 
today, reference is often made to the decisions of English courts. However, while the judgments of the House 
of Lords, the English Court of Appeal and the new Supreme Court of the United Kingdom remain persuasive, 
they are no longer binding on Australian courts. Increasingly, Australian courts look to the jurisprudence of 
other common law countries in developing domestic law, particularly the United States and Canada.

Civil proceedings in Australia are generally heard by a judge sitting without a jury. While it is possible 
to have a matter head by a judge and jury in most of the State and Territory Supreme Courts, as a matter of 
practice this occurs only very rarely.

The Legislation

The Australian Consumer Law

Notwithstanding the division of legislative responsibility between the Federal and State/Territory Govern-
ment there has been a growing trend towards harmonization and Australia’s product liability/safety laws are 
no exception.

On 1 January 2011 the Australian Consumer Law (ACL) commenced. The ACL is a schedule to the Com-
petition and Consumer Act 2010 (Cth) (CCA), a Federal law which replaced the old Trade Practices Act 1974 
(Cth) (TPA). The ACL has been enacted into the laws of the States and Territories with the effect that con-
sumer laws in Australia are now (largely) harmonized.

The ACL is the primary source of statutory obligations relevant to product safety, and includes provisions 
relating to:

• strict liability for products with safety defects;

• prescribed information and safety standards;

• banning orders;

• the publication of warning notices by the Federal Government in relation to goods which are being 
investigated because they are potentially dangerous;

• notification to the Federal Government of voluntary recalls;
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• compulsory recall of unsafe goods; and

• notification of customers located overseas of product recalls, whether voluntary or mandatory.

The ACL is enforced by the Federal consumer regulator, the Australian Competition and Consumer 
Commission (ACCC) as well as State and Territory Departments of Fair Trading.

The State and Territory Fair Trading Acts

Each State and Territory has a Fair Trading/Consumer Act (FTA) on its statute books. They are:

• the Fair Trading Act 1987 (NSW) in New South Wales;

• the Australian Consumer Law and Fair Trading Act 2012 (Vic) in Victoria;

• the Fair Trading Act 1989 (Qld) in Queensland;

• the Fair Trading Act 1987 (SA) in South Australia;

• the Fair Trading Act 2010 (WA) in Western Australia;

• the Australian Consumer Law (Tasmania) Act 2010 (Tas) in Tasmania;

• the Fair Trading (Australian Consumer Law) Act 1992 (ACT) in the Australian Capital Territory; and

• the Consumer Affairs and Fair Trading Act (NT) in the Northern Territory.

Prior to the introduction of the ACL these Acts were the source of substantive rights and obligations, and 
although they largely mirrored the old TPA there were a number of differences between each of the jurisdic-
tions which added significant complexity to Australia’s product safety system. However, the FTA’s have been 
amended to apply the ACL with the substantive provisions having been largely repealed.

However, while the FTAs do not have the importance they had prior to the introduction of the ACL, they 
do continue to impose limited additional obligations with regard to product safety. In New South Wales, for 
example, where the Commonwealth Minister has ordered a compulsory recall the State FTA provides that 
the person whose goods are the subject of that recall must give notice to people whom they have supplied 
outside of the State. This obligation is cumulative with other reporting obligations imposed by the ACL.

Further, because in relation to product safety matters the Federal Government’s power is, with some 
exceptions, limited to making laws with respect to trading corporations, the FTAs provide the constitutional 
basis for the application of the ACL to other entities such as partnerships and sole traders. The FTA’s also pro-
vide for the legislative basis for the powers of the State and Territory Departments of Fair Trading.

Industry Specific Legislation

Several types of product are subject to regulation under industry specific legislation, both at State and Fed-
eral level. These include:

• food and drinks;

• motor vehicles;

• drugs and medical devices;

• poisons and hazardous goods;

• agricultural and veterinary chemicals;

• electrical products; and

• gas appliance products.
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The legislation, which is too numerous to list in full, usually establishes an industry regulator. For exam-
ple, drugs and medical devices are regulated at a Federal level by the Therapeutic Goods Administration, 
which is established by the Therapeutic Goods Act 1989 (Cth). Such legislation typically includes provisions 
relating to product labeling and advertising and product safety

In addition, the laws are often supported by regulations and voluntary industry codes of conduct.

Workplace Health and Safety Legislation

Workplace health and safety legislation also imposes obligations in relation to products used in workplaces. 
This includes both products that are intended exclusively for industrial use (such as heavy machinery) as well 
as consumer products that may also be used in the workplace (such as computers).

Pre-Sale Duty to Warn
Many types of product carry inherent risks that cannot be wholly eliminated through the design and man-
ufacturing process. However it is also often the case that risks will only materialize where a product is used 
in a particular manner, and that it is perfectly safe when used with the appropriate precautions. Further, the 
utility of the product may be such that even if its use entails risks that cannot be avoided, the end user is best 
placed to determine whether these risks outweigh the potential benefits from using the product.

Broadly speaking, a pre-sale duty to warn may arise in one of two ways:

• under general principles of product liability, such as in negligence and under the product liability pro-
visions of the ACL; or

• as a result of a specific statutory/regulatory requirement pertaining to the product.

As an overall observation the duty to warn that arises under general product liability principles is not 
absolute and is subject to two major limitations. First, in most cases suppliers need not warn of obvious prod-
uct risks because the court will not require a consumer to be warned about a risk they are already aware of. 
Second, the duty is limited to product risks that are discoverable by the supplier before sale.

The various sources of a pre-sale duty to warn are discussed below.

The Duty to Warn In Negligence

In Australia, the modern law of negligence is derived from two product liability cases heard in the first half 
of the twentieth century—Donoghue v Stevenson [1932] AC 562 (a decision of the House of Lords) and Grant v 
Australian Knitting Mills [1936] AC 85 (a decision of the Privy Council). These cases demonstrate the essence 
of a claim against a manufacturer or supplier in negligence, which is based on what Lord Atkin famously 
called the ‘neighbour principle’. The rationale behind the neighbour principle is that a person who engages in 
an activity that foreseeably exposes others to danger if proper care is not taken must exercise reasonable care 
to safeguard them from physical injury.

Under the statutory formulation which now applies in all Australian States and Territories, a manufac-
turer will be found negligent in failing to take precautions against a risk of harm only if the risk was foresee-
able, “not insignificant” and, in the circumstances, a reasonable person in the manufacturer’s position would 
have taken the relevant precautions: see, for example, Civil Liability Act 2002 (NSW) section 5B. While giving 
a warning is generally a relatively easy precaution to take to ameliorate a product risk, it is not required in 
all circumstances. Where a risk is obvious to the class of consumers by whom the product is intended to be 



Product Liability: Warnings, Instructions, and Recalls    Australia   5

used, a duty to warn will rarely arise. This is because the warning is redundant, adding nothing to the infor-
mation that the consumer already possesses about the product.

Where a known or discoverable product risk is not obvious, however, a warning is generally essential. 
Courts assess the need for a warning, and the adequacy of any warning given, with reference to the knowl-
edge and appreciation of risks which can be expected of the class of consumer by whom the product is used 
or consumed. However, while there is a particularly stringent duty to warn where a product is likely to be 
used or consumed by persons inexperienced with it, the fact that a product is only intended for expert users 
does not necessarily mitigate the duty to provide adequate warnings.

The duty to warn of product risks may extend to a duty to warn against unsafe use or misuse, and a duty 
to instruct consumers as to the safe and effective use of a product. It should be noted that the case law estab-
lishes that providing instructions as to correct use does not remove the duty to warn of product risks which 
arise if the instructions are not followed: see Glendale Chemical Products Pty Ltd v ACCC (1998) 20 IPR 619.

In Australia, there may possibly exist some scope for a defendant pharmaceutical company to rely 
upon the ‘learned intermediary’ principle to preclude liability in negligence for an alleged failure to warn. 
The rationale behind the rule is that, in the case of a prescription drug, a manufacturer ought to be able to 
discharge the duty of care they owe to consumers of that drug by providing all relevant information and 
warnings to a recognised, skilled and learned intermediary; namely, the prescribing physician. While it has 
been widely accepted in the United States, the learned intermediary principle has never explicitly approved 
or applied to decide a case, although it is apparent that information provided to doctors and pharmacists by a 
manufacturer is a relevant factor when determining the issue of defectiveness: see Carey-Hazell v Getz Bros & 
Co (Aust) Pty Ltd [2004] FCA 853, Merck Sharp & Dohme (Australia) Pty Ltd v Peterson [2011] FCAFC 128.

Strict Liability for Goods with a Safety Defect

Part 3.5 of the ACL is modelled on the EC’s Product Liability Directive 1985, and provides for a strict liability 
regime in respect of goods that have a “safety defect”. Part 3.5 allows persons who are injured to claim com-
pensation for personal injuries where the injury was suffered as a result of the goods having a safety defect. 
Damage to property and buildings can also be claimed in some circumstances.

Goods have a “safety defect” if their safety “is not such as persons generally are entitled to expect.” 
In determining the extent of the safety of goods, regard is to be given to all relevant circumstances. These 
include the information provided with the goods, such as:

• the manner in which, and the purposes for which, they have been marketed;

• their packaging;

• the use of any mark in relation to them;

• any instructions for, or warnings with respect to, doing, or refraining from doing, anything with or 
in relation to them;

• what might reasonably be expected to be done with or in relation to them; and

• the time when they were supplied by their manufacturer.

Accordingly, a product may be defective if the instructions for use or warnings supplied with it are 
insufficient to alert consumers of the possible dangers of using the product. This will be so even if the goods 
operate as the manufacturer intended and are not otherwise defective: Glendale Chemical Products Pty Ltd v 
ACCC (1998) 20 IPR 619.
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There are a number of limitations to the liability under Part 3.5 of the ACL. Under section 137A of the 
CCA, the amount of damages payable by a manufacturer may be reduced or even negated by the consumer’s 
own contributory negligence. Depending on the circumstances this could potentially include a failure to fol-
low instructions or heed warnings. Further there are four defences available. These are:

• that the alleged defect did not exist when the goods were supplied by the manufacturer (section 142(a) 
of the ACL);

• that the defect occurred because of compliance with a mandatory standard (section 142(b) of 
the ACL);

• that the defect could not have been discovered given the state of scientific or technical knowledge at 
the time the manufacturer supplied the goods (section 142(c) of the ACL); and

• where the manufacturer supplied a component that was incorporated into the finished goods, that the 
defect is only attributable to the design of the finished goods, or to the markings on them or instruc-
tions given with them (section 142(d) of the ACL).

For the present purposes, the third defense is particularly important because it limits the duty to warn of 
a safety defect to where that defect is discoverable before sale. In some cases, for example with pharmaceuti-
cals, defects may not become discoverable until several years after it had initially been offered for sale.

Consumer Guarantees

The ACL includes a regime of “consumer guarantees”. The consumer guarantee that is of the most signifi-
cance in the present context is the guarantee of “acceptable quality”.

Section 54 of the ACL provides that where a person supplies goods to a consumer “there is a guarantee 
that the goods are of acceptable quality”. Consumers have a right of damages against manufacturers where 
goods don’t comply with the consumer guarantees. Goods will be considered to be of “acceptable quality” if 
they are as:

• fit for all the purposes for which goods of that kind are commonly supplied; and

• acceptable in appearance and finish; and

• free from defects; and

• safe; and

• durable;

as a reasonable consumer fully acquainted with the state and condition of the goods (including any “hidden 
defects” of the goods), would regard as acceptable having regard to:

• the nature of the goods; and

• the price of the goods (if relevant); and

• any statements made about the goods on any packaging or label on the goods; and

• any representation made about the goods by the supplier or manufacturer of the goods; and

• any other relevant circumstances relating to the supply of the goods.

Representations made about a product, including instructions for use and warnings, are clearly relevant 
to the issue of whether it complies with the guarantee. Accordingly, detailed instructions and warnings pro-
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vided with goods will help reduce the likelihood that a consumer will be able to claim that those goods were 
not of acceptable quality in the event of injury (or other loss/damage).

Product Safety Standards

Sections 104 and 105 of the ACL empower the Commonwealth Minister to make mandatory safety standards 
in relation to consumer goods and product related services. Examples of “product related services” include 
installation and repair services. The standards that are made can either be new standards, or existing stan-
dards that have been “prepared or approved by Standards Australia International Limited or by an associa-
tion prescribed by the regulations”.

Section 104 provides that safety standards may include requirements relating to the “form and content 
of markings, warnings, or instructions to accompany consumer goods of that kind” (product safety stan-
dards) and “the form and content of warnings, instructions or other information about such services” (prod-
uct related services). Where a mandatory standard prescribes that a warning be used it must appear exactly 
as it appears in the standard without any variations, even where the manufacturer considers that there are 
good reasons for changing the wording (see BMW Australia Ltd v Australian Competition and Consumer 
Commission (2004) 207 ALR 452).

Examples of products that are required to be labeled with a warning under a mandatory product safety 
standard include a range of children’s products, bicycle and motorcycle helmets, beanbags, and vehicle jacks, 
amongst other things.

Product Information Standards

In addition to product safety standards, under sections 134 and 135 of the ACL the Commonwealth Minister 
also has the power to make “product information standards”. Again the standards that are made can either 
be new standards, or existing standards that have been “prepared or approved by Standards Australia Inter-
national Limited or by an association prescribed by the regulations.”

An information standard may make provision in relation to the content of information about goods and 
provide for the manner of form in which information about goods is provided. As such, information stan-
dards can prescribe warnings in relation to products—for example, at the time of writing aspects of labeling 
of tobacco products (including a requirement that the products be labeled with graphic health imagery) is 
governed by an information standard. Having said that information standards do not necessarily need to 
relate to product safety, for example, the information standard dealing with care labeling for textile products.

Post-Sale Duties—Statutory Notification Obligations
When certain events occur after sale, an obligation may arise to notify government regulators. These include 
an obligation to notify of voluntary product recalls, product related injuries, certain adverse events and, in 
some circumstances, product contamination and extortion incidents.

Voluntary Recalls

Section 128 of the ACL imposes an obligation to inform the Federal Minister responsible for consumer affairs 
of a voluntary recall of consumer goods. The notification must be made within two days of taking “recall 
action”. As a matter of administrative convenience the Minister has delegated responsibility for recall notifi-
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cations to the ACCC, and notifications can be made on-line. Following notification, details of the recall will 
be published on the Government’s recall website (http://www.recalls.gov.au).

The term “product recall” is not defined in the ACL. Accordingly, its precise meaning is unclear, leading 
to ambiguity about whether it is strictly limited to the return of products, or whether it includes other reme-
dial actions such as retrofit offers and situations where products are just taken off sale and not returned or 
recalled. At the time of writing this chapter (August 2018) there is a proposal to amend the ACL to include a 
definition of “recall,” so the position may change in the future.

Consistent with a definition limited to the return of products, the ACCC has said:
“The overarching Australian consumer protection legislation does not provide a definition of the term 
‘recall.’ The ACCC takes the view that if a supplier voluntarily asks consumers to carefully dispose of or 
return defective goods for a refund or replacement, then that is seen as a ‘recall.’”

What is clear is that a product recall occurs under Australian law when a manufacturer, wholesaler, 
importer, distributor or retailer asks consumers or other suppliers to return goods for refund, replacement or 
modification. A “voluntary” recall under the ACL is simply a recall that does not result from an order made 
by the Federal Government.

Only safety-related recalls are required to be notified—recalls undertaken for quality (as opposed to 
safety) reasons do not need to be notified to the ACCC. Specifically recalls are required to be notified where 
the action is being undertaken because:

• the goods concerned “will or may cause injury to any person;” or

• a “reasonably foreseeable use (including a misuse)” of the consumer goods will or may cause injury to 
any other person; or

• the goods do not, or likely do not, comply with a safety standard; or

• the goods are the subject of a product ban.

In relation to voluntary recalls, as in certain other contexts, the ACL refers to a threshold requirement that 
the goods to be recalled are of a kind which “will or may cause injury to a person”. No guidance is given as to the 
meaning of this requirement. In particular, the legislation does not seek to distinguish products which by their 
nature may cause injury even when used as intended (such as pharmaceuticals which may have unavoidable 
side-effects) or be intended to cause injury (for example, weapons). Presumably, however, in such cases it usually 
would not be alleged that their suppliers had not taken satisfactory action to prevent the goods causing injury.

The word “injury” is not defined, but at common law ‘injury’ has been held to include bodily or personal 
injury and other forms of harm: Pritchard v Racecage Pty Ltd (1997) 72 FCR 203. Section 130 of the CCA 
includes a definition of “Personal injury” which includes pre-natal injury, impairment of a person’s physical 
or mental condition (being a recognized psychiatric illness) and disease. It would seem, therefore, that injury 
in this context would be limited to physical and possibly psychological injury, and would not extend to a per-
son’s financial resources or to reputation.

In addition, no threshold of injury is specified. While it may be tempting to interpret the requirement as 
only attaching to products creating “an imminent risk of death, serious illness or serious injury,” section 132J 
of the ACL creates a special category for products posing such risks by providing that in such cases the Com-
monwealth Minister can order a compulsory product recall without delay. Theoretically, minor or temporary 
injuries would satisfy the requirement, although it would seem unlikely that such a risk would be of concern 
for a reasonable regulator.

http://www.recalls.gov.au
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Additionally a supplier must notify any persons outside Australia who were supplied with the goods: 
section 128 of the ACL.

Failure to comply with the notification obligations imposed by section 128 of the ACL may result in a 
civil or criminal pecuniary penalty being ordered against the contravening person. As a strict matter of law 
and in the absence of extenuating circumstances (such as extortion or tampering) for most product catego-
ries, the only regulator who must be notified of a recall is the ACCC. However, various government authori-
ties have published industry-specific protocols and guidelines which state that additional regulators should 
be notified. In most cases the relevant regulators have compulsory recall powers, and the protocols/guide-
lines are underpinned by these powers in that if they are not followed, there is a risk that the regulator could 
exercise its mandatory powers. In the case of therapeutic goods and agricultural and veterinary chemicals 
there exists adverse event reporting requirements. The regulators that should be notified will vary according 
to the type of goods but may include:

• The relevant State and Territory Departments of Fair Trading;

• Food Standards Australia New Zealand (FSANZ) and State and Territory food regulators—food 
and drinks;

• The Vehicle Safety Standards Branch of the Department of Infrastructure, Regional Development and 
Cities (VSS) —motor vehicles;

• The Therapeutic Goods Administration (TGA)—drugs and medical devices;

• The Australian Pesticides & Veterinary Medicines Authority (APVMA)—agricultural and veteri-
nary chemicals;

• State and Territory electrical regulators—electrical products; and

• State and Territory gas regulators—gas appliance products.

Injury Reporting

Sections 131 and 132 of the ACL impose an obligation upon suppliers of products, or of product related ser-
vices, to notify the Federal Minister where consumer goods are associated with the death or serious injury 
or illness of a person. The obligation arises in two situations: first, where the supplier becomes aware of the 
death or serious injury or illness of any person and themselves considers that it was caused, or may have 
been caused, by the goods they have supplied; and, secondly, where a supplier becomes aware of the death or 
serious injury or illness and that another person considers that the death or serious injury or illness of any 
person was caused by the goods they have supplied. As a practical matter this means that virtually all reports 
of injury that meet the definition of “serious injury or illness” will be reportable, as the fact that a report is 
received suggests that another person believes that the injury/illness was caused by the product.

The supplier must give notice to the Federal Government within 2 days of becoming aware of the death/
injury/illness. The reporting obligation attaches to all participants in the supply chain who become aware of 
the death, injury or illness, including retailers, distributors, importers and manufacturers.

A ‘serious injury or illness’ is defined in section 2(1) of the ACL as being:
“an acute physical injury or illness that requires medical or surgical treatment by, or under the super-
vision of, a medical practitioner or a nurse (whether or not in a hospital, clinic or similar place), but 
does not include:
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(a) an ailment, disorder, defect or morbid condition (whether of sudden onset or gradual develop-
ment); or

(b) the recurrence, or aggravation, of such an ailment, disorder, defect or morbid condition.”

Unfortunately, the definition is ambiguous. For example, it refers to an injury or illness that “requires” 
medical treatment. It is unclear whether this means an injury or illness that would normally justify medical 
treatment, or whether it means that the injured individual must in fact seek such treatment to meet the defi-
nition. Moreover, the terms “ailment, disorder, defect or morbid condition” are left undefined, the latter term 
being particularly obscure as to its meaning.

The reporting obligation is not related to the extent of the hazard, but rather the severity of injury. A 
serious safety defect is not sufficient in itself to trigger the reporting requirement. Property damage alone 
is not a trigger. For example, a series of fires caused by appliances catching fire would not be reportable. 
Another example is choking. Choking would normally be thought of as “serious”, on the basis that a choking 
incident can quickly lead to death. However, injuries which do not require treatment by a medical practi-
tioner or nurse are not reportable—meaning that many choking incidents solved by self help will not be cap-
tured by the requirements.

Sections 131(2)(c) and 132(2)(c) of the ACL provides that the injury notification requirements do not 
apply where the supplier or another person is required to notify the injury, illness or death under another law 
specified in the Competition and Consumer Regulations 2010 (Cth) (the Regulations) or under an industry 
code specified in the Regulations. No industry code has yet been specified. Under clause 92 of the Regula-
tions, the relevant laws include:

• the Agricultural and Veterinary Chemicals Act 1994 (Cth);

• the Therapeutic Goods Act 1989 (Cth);

• the State and Territory Coroners’ Acts;

• Acts dealing with notifiable diseases (which is potentially relevant to food-borne illnesses); and

• the State and Territory Road Safety Acts.

It is important to note that this exemption relates to the specific incident, and not the product or class of 
products—meaning that there is still the potential for twin reporting requirements in relation to products 
such as therapeutic goods.

As with the voluntary recall notification obligation, failure to comply with the injury reporting obliga-
tions imposed by the ACL may result in a civil or criminal pecuniary penalty. In addition, any person who 
suffers loss or damage “because of” such a contravention may theoretically recover private damages or seek a 
compensation order under sections 236 and 237 of the ACL, respectively. This private cause of action is only 
‘theoretical’ because it would be extremely difficult to successfully argue that there was a sufficient causal 
link between a failure to notify regulators and loss or damage stemming from an unsafe product. In any case, 
a plaintiff with a bona fide claim would almost certainly have better prospects under another provision of the 
ACL, such as the strict liability regime or one of the several consumer guarantees.

Adverse Events

There exists a comprehensive adverse event reporting regime in respect of therapeutic goods. Under the Ther-
apeutic Goods Act 1989 (Cth), sponsors of both medicines and medical devices must notify the Therapeutic 
Goods Administration of certain adverse events. This includes information:
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• that use of the goods in accordance with the recommendations for their use may have an unintended 
harmful effect;

• that the medicine or medical device may not be as effective as previously thought; and

• information that indicates that the quality, safety or efficacy of the goods is unacceptable.

There also exists adverse event reporting requirements in respect of agricultural and veterinary prod-
ucts. The “Sponsor” of an agricultural or veterinary product has a legal obligation under section 161 of the 
Agvet Code (which is a schedule to the Agricultural and Veterinary Chemicals Code Act 1994) to advise the 
APVMA if they become aware of:

• any information that contradicts data previously submitted to the APVMA to support an application 
for registration, or approval of an active constituent;

• any information that would have been submitted to the APVMA to support an application for regis-
tration, or approval of an active constituent, had the information been available at the time; and

• any information showing that the use of the product in accordance with the label instructions for its 
use, may:

• pose an undue hazard to the safety of people exposed to it during its handling, or people using any-
thing containing its residues;

• be likely to have an unintended effect that is harmful to humans, animals, plants or the environment;

• may unduly prejudice trade or commerce between Australia and other countries; or

• may be ineffective according to the criteria determined by the APVMA for the product.

Product Contamination and Extortion

There exists some product-specific legislation that explicitly deals with product tampering/extortion. Under 
the Therapeutic Goods Act 1989 (Cth), a manufacturer, sponsor or supplier of a therapeutic good is under an 
obligation to notify actual or potential product tampering or a demand within 24 hours of becoming aware 
of either an actual or a substantial risk of actual or potential tampering.

Similarly, the Food Act 2006 (Qld) imposes certain reporting requirements in regard to the “suspected 
intentional contamination of food”. Under Queensland law, the responsible person for a food business must 
inform the Queensland food regulator of the suspected intentional contamination immediately after forming 
a reasonable suspicion that food sold, or intended for sale, has been intentionally contaminated.

This legislation reflects that there have been a number of prominent product tampering and extortion 
incidents in Australia that have affected the pharmaceutical and food industries. Given these incidents, 
industry guidelines have been developed to assist companies facing such a threat. These guidelines are the 
Product Contamination & Extortion—A Protocol for the Therapeutic Goods Industry developed by the Indus-
try Government Crisis Management Committee (IGCMC) and the Australian Food and Grocery Council’s 
Guidelines on Tampering and Crisis Management for the Food Industry. Both are confidential documents 
available only to stakeholders in those industries.

In addition to these product specific obligations, concealing product contamination and extortion, no 
matter the type of product, may amount to a criminal offence in certain jurisdictions. For example, in New 
South Wales it is an offence under section 316 of the Crimes Act 1900 (NSW) not to inform the police or 
another appropriate authority of information relating to a serious indictable offence. Information relating to 
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product contamination and extortion falls within the ambit of this provision because, under section 93IB, 
it is a serious indictable offence to contaminate or threaten to contaminate goods or make false statements 
concerning contamination of goods with intent to cause public alarm or economic loss. Other States and 
Territories contain prohibitions on concealing offences which may also apply to certain incidents of product 
contamination and extortion.

When Action Is Required: Duties Imposed In Negligence
A product recall is a sound way of reducing a manufacturer’s exposure to litigation arising from injuries 
caused by defective products that they manufacture, simply because fewer people are exposed to the defec-
tive products.

However a product recall does not necessarily put an end to the manufacturer’s liability for injuries that 
were caused by a defective product. The return rate for recalls can be low particularity where the value of the 
product is low, and/or the manufacturer does not have end-user contact information. If a person is injured by 
a product that remains in the field, the manufacturer may still be liable if the product is defective even where 
a manufacturer took reasonable steps to recover a product or otherwise warn consumers of the risks posed 
by a product.

The key issue to be decided is whether the risk of personal injury posed by the defective product justifies 
a recall or some other remedial action. There are no cases that precisely quantify what risk is sufficient to 
warrant a recall. The ACL includes provisions regarding mandatory and voluntary product recalls. Although 
they impose reporting and other obligations that must be complied with in the event that a product recall is 
initiated either at the direction of the ACCC or voluntarily, the provisions do not set out criteria to be consid-
ered by a manufacturer (or other suppliers) when deciding whether to instigate a voluntary product recall.

In the absence of a specific statutory requirement as to when a product recall is required, the common 
law tort of negligence provides guidance on when a recall ought to be conducted. A manufacturer of products 
is under a duty to the consumer to take reasonable care to prevent injury to a consumer’s life or property or 
to act reasonably in the supply of their products. This duty can require manufacturers to take remedial steps 
including post-sale warnings or a product recall should a defect or dangerous characteristic of goods mani-
fest itself after products have been sold.

The Duty of Care in Negligence

The duty to take action with respect to product risks detected after sale is sometimes referred to, particularly 
in the United States, as the ‘duty of aftercare.’

In McMullin v ICI Australia Operations Pty Ltd (1997) 72 FCR 1, a representative action was brought 
against ICI, who were the manufacturers of a pesticide used on cotton, called “Helix”, which was persistent 
and bio-accumulative. A pesticide with these properties can accumulate in the fat of animals which consume 
crops treated with it. ICI did not undertake reasonable research into Helix in order to determine its bio-ac-
cumulation and persistence characteristics. At the time of supply of the pesticide in the early to mid 1990s, 
there was a widespread practice of feeding cotton industry by-products called ‘cotton trash’ to cattle, partic-
ularly during drought when more favourable feed was not available. In mid to late 1994, towards the end of a 
prolonged drought in parts of Australia, beef derived from cattle fed in this manner was found to be contam-
inated by CFZ, the active ingredient in Helix. The discovery had a serious impact on the beef industry, espe-
cially in relation to exports. Restrictions were imposed on cattle identified as being contaminated by CFZ.
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No steps were taken by ICI to determine the amount of CFZ (if any) likely to be found in harvested cotton 
trash, to determine the likely fate of that trash, to determine the likelihood of that trash being fed to cattle, to 
explore the consequences of this occurring, or to warn against it. The court found that ICI had breached the 
duty of care it owed to graziers and meat processers, among other affected parties, in failing to warn of the 
bio-accumulative nature of Helix despite knowing that the feeding of cotton trash to cattle was commonplace.

The Balancing Process

Where the defect in a product is obviously dangerous, the decision to recall is unlikely to be controversial. 
Where, however, the risk of using the product is small, or where it is not clear that a product is defective at 
all, difficult issues do arise. In such circumstances, manufacturers and suppliers must undertake a balancing 
exercise to determine both whether action is necessary and, if so, what is required to avoid a breach of their 
duty of care.

In Wagon Mound [No 2] [1967] AC 617, the Privy Council categorised events which caused loss or dam-
age as falling within one of three categories:

1. Where, before the event, the risk of the event happening would have been regarded as unreal either 
because the event would have been thought to be physically impossible or because the possibility of its 
happening would have been regarded as so fantastic or far fetched that no reasonable man would have 
paid attention to it—“a mere possibility which would never occur to the mind of a reasonable man”.

2. Where the event was plainly foreseeable, but the chance of its happening in the foreseeable future was 
infinitesimal—so small that, in the circumstances, a reasonable man would have been justified in dis-
regarding it and taking no steps to eliminate it.

3. Where there was a real and substantial risk or chance that something like the event which happened 
might occur.

Where a product poses a risk which falls into the first category, no action is necessary. Where a product 
poses a risk which falls into the second category, action to avert it may not be necessary. Where a product 
poses a risk which falls into the third category, its supplier must take action to avert it.

The difficult situations are those falling on the borderline between the second and third categories in 
which the presence of a defect in a product may have brought about a small, but real, increase in the risk nor-
mally associated with the use of the product. In order to fall into the second category, the risk must be “infin-
itesimal…so small that in the circumstances a reasonable man would have been justified in disregarding it 
and taking no steps to eliminate it.” Very few risks are likely to fall into this category.

Even if an increased risk may qualify for the second category, it may be necessary to take action to avert 
it. Judicial policy is cautious. Referring to the second category, the Privy Council said:

“But it does not follow that, no matter what the circumstances may be, it is justifiable to neglect a risk 
of such a small magnitude. A reasonable man would only neglect such a risk if he had some valid rea-
son for doing so, e.g. that it would involve considerable expense to eliminate the risk. He would weigh 
the risk against the difficulty of eliminating it…it is justifiable not to take steps to eliminate a real risk 
if it is small and if the circumstances are such that a reasonable man, careful of the safety of his neigh-
bour, would think it right to neglect it. (p.642–643).”

In Wyong Shire Council v Shirt (1980) 146 CLR 40 at 47, Mason J said that the correctness of Wagon 
Mound [No 2] depended upon its recognition of the general proposition that foreseeability of the risk of 
injury and the likelihood of that risk occurring are two different things. He said:
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A risk of injury which is quite unlikely to occur…may nevertheless be plainly foreseeable. Conse-
quently when we speak of a risk of injury as being “foreseeable” we are not making any statement as 
to the probability or improbability of its occurrence, save that we are implicitly asserting that the risk 
is not one that is far fetched or fanciful [i.e. that it does not fit into the first Wagon Mound category]. 
Although it is true to say that in many cases the greater the degree of probability of the occurrence of 
the risk the more readily it will be perceived to be a risk, it certainly does not follow that a risk which is 
unlikely to occur is not foreseeable.

In deciding whether there has been a breach of duty of care the tribunal of fact must first ask itself 
whether a reasonable man in the defendant’s position would have foreseen that his conduct involved 
a risk of injury to the plaintiff or to a class of persons including the plaintiff. If the answer be in the 
affirmative, it is then for the tribunal of fact to determine what a reasonable man would do by way of 
response to the risk. The perception of the reasonable man’s response calls for a consideration of the 
magnitude of the risk and the degree of probability of its occurrence, along with the expense, diffi-
culty and inconvenience of taking alleviating action and any other conflicting responsibilities which 
the defendant may have. It is only when these matters are balanced out that the tribunal of fact can 
confidently assert what is the standard of response to be ascribed to the reasonable man placed in the 
defendant’s position.

The conditions to which I referred indicate that a risk of injury which is remote in the sense that it 
is extremely unlikely to occur may nevertheless constitute a foreseeable risk. A risk which is not far 
fetched or fanciful is real and therefore foreseeable. But, as we have seen, the existence of a foreseeable 
risk of injury does not in itself dispose of the question of breach of duty. The magnitude of the risk and 
its degree of probability remain to be considered with other relevant factors.”

Both these cases recognize the need for a balancing exercise in determining what action must be taken 
in order to satisfy a duty of care. Not all circumstances will require a recall of the product. A consideration of 
some of the case law helps to illustrate the different factors which may be taken into consideration.

Although not strictly a product recall case, the decision in Thompson v Johnson & Johnson Pty Limited 
[1991] 2 VR 449, is an important Australian bench mark. This case involved a plaintiff who had suffered toxic 
shock syndrome (TSS), a condition which had very recently come to be known to be associated with the use 
of tampons. The plaintiff sued the tampon supplier for breach of duty of care.

The Full Court of the Supreme Court of Victoria followed Mason J in Wyong Shire Council v Shirt, It 
summarized the position at common law thus:

It is a question of fact in each case whether the duty owed has been breached. It is not a question of law. 
The manufacturer and retailer must act reasonably in placing its product on the market. The almost 
infinite variety of circumstances forbid any categorical exegesis of the manner of performance of the 
relevant duty of reasonable care.

Accordingly the duty of care cannot be categorised in the circumstances of such a case as this as 
being merely duty to warn or alternatively a duty to withdraw the product from the market. The duty 
is a duty to take reasonable care in the Donoghue v Stevenson sense to avoid injury or harm being suf-
fered by those using the product as intended. In some circumstances a discharge of such duty of care 
might require and demand that the product be withdrawn from the market so as to prevent it being 
used. In other circumstances in order to discharge the duty it may be necessary to give adequate warn-
ing as to the risks involved in its use. It does not follow that the failure to warn with respect to those 
risks will necessarily constitute a breach of duty. In each case it will be necessary for the Tribunal of 
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fact to determine whether in all the circumstances those marketing the goods failed to take reasonable 
care and whether that failure was a cause of the injury suffered by the user.”

The decisions in Walton v Leyland and Thompson v Johnson & Johnson adopt the balancing approach 
advocated by Mason J in Wyong Shire Council v Shirt. However, it is clear from the cases that determining 
the standard of care required depends very much on the circumstances of the particular case. Suppliers must 
therefore balance up the kinds of factors mentioned by Mason J together with any others which are relevant 
to their own circumstances.

Thompson v Johnson & Johnson raises another issue which is relevant to deciding the nature of the duty 
of care owed by retailers and manufacturers, namely, how does a supplier approach a decision on a possible 
recall when its knowledge of the nature and extent of the risk posed by the product is incomplete? In many 
cases, suppliers may suspect that a product may be dangerous, but have no way of confirming or negating 
its suspicions.

At the time when the plaintiff suffered TSS, the link between tampon use and TSS was not well under-
stood. There had been a number of tampon related TSS cases reported in the United States and studies 
there had demonstrated a connection between TSS and at least some tampon brands. There had also been 
a single tampon related TSS case reported in New Zealand. However, the plaintiff was the first reported 
Australian case of tampon related TSS. At the time when the plaintiff was diagnosed, the reported history 
of tampon related TSS covered two years. Prior to this, the tampon brand involved had a 30 year history of 
safe usage.

Given this context, was there any legal requirement on the manufacturer to do something to warn con-
sumers? The trial judge and the Full Court disagreed on this point, with the Full Court holding that no action 
was required at the time because the reports of a link between tampon use and TSS were still too tenuous. 
This decision indicates that suppliers may be legally entitled to take no action in relation to possible hazards 
arising in relation to their product where the connection between the product and the potential hazard is 
remote, dubious or not clearly established.

In Thompson v Johnson & Johnson there was a great deal of discussion as to the exact nature of the link 
between tampon use and TSS. It was clear that the link was not well understood, nor was there any history of 
difficulties within Australia. In similar circumstances a supplier may have justification for hesitating to act.

In this regard, all the product recall programs of which we are aware (including those sanctioned by the 
Federal Government) require the manufacturer or supplier to investigate reports of possible defects to satisfy 
themselves that a defect in fact exists.

The general principle remains that, if a manufacturer or retailer learns, after sale, that there may be a 
safety related defect in a product, it must reconcile the need to investigate the reports of the defect with the 
need to warn the public of the possibility that a defect may exist. It is necessary to respond with whatever 
promptness reflects the nature of the information that there may be a safety related defect and the serious-
ness of the possible consequences.

Directors’ or Officers’ Personal Liability

In certain circumstances, failure to act upon a product risk discovered after sale may lead to personal civil or 
criminal liability for directors or officers of a company. This may be imposed at common law or under statute 
and ought to be factored in to the risk management calculus which informs the decision making process.
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First, the fact that conduct may be in the course of a person’s duties as a director or officer does not 
preclude the possibility of personal liability if that conduct fulfills each of the elements of an offence or 
civil liability.

Secondly, by virtue of their office, directors and officers are under certain legal obligations in relation 
to their management of a corporation. These obligations are encapsulated in section 180(1) of the Corpora-
tions Act 2001 (Cth), which requires a director or other officer of a corporation to attend to their duties with 
the degree of care and diligence that a reasonable person in their position would exercise. The question of 
whether a director has discharged this duty is determined by balancing the foreseeable risk of harm against 
the potential benefits that could reasonably have been expected to accrue to the company from the conduct 
in question. It is likely that ignoring a post-sale product risk would be conduct which carries a foreseeable 
risk of harm to the corporation particularly where a product is clearly defective in terms identifiable by the 
practical steps outlined above.

How Recalls Are Conducted In Australia
Undertaking a product recall in Australia requires a number of practical steps which are common with 
those typically undertaken elsewhere in the world. For example, a product recall team will usually be called 
to collate and review information, undertake a risk analysis and to make and implement a decision. These 
“generic” steps fall outside the scope of this chapter.

There are, however, a number of unique features to recalls conducted in Australia. The legal require-
ments for notification of government authorities and overseas suppliers have been described above. The other 
Australian features which need to be taken into consideration relate to:

• the format of the recall or product safety notice;

• the practice of keeping relevant authorities informed of the recall;

• the legal requirements relating to the destruction or disposal of defective products; and

• refund or replacement of recalled items.

Format of the Recall Advertisement

The traditional way of publicising recalls in Australia is to place advertisements in newspapers and initiate 
an associated media campaign and in most cases regulators still expect that this will be done. However, in 
some cases (for example, where the supplier has comprehensive consumer contact information) paid adver-
tisements will not be necessary.

The ACCC’s Consumer Product Safety Recall Guidelines includes the following statement:
It is important to match the communication medium to the consumer in order to achieve the objec-
tives of a recall as efficiently as possible. Communications regarding the recall should therefore be 
directed towards the particular consumer demographic for the recalled product by using an appropri-
ate communication method.

These Guidelines also suggest that suppliers should negotiate the content of their recall strategy with 
the ACCC prior to implementation, however, in the authors’ experience it is not usual for suppliers to heed 
this suggestion.

The ACCC Guidelines suggest that recall notices should:

• be a minimum size of 12 cms x 3 columns;
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• use the red hatched boarder with the red safety triangle in the upper left hand corner—an interna-
tionally recognized safety symbol;

• use the headline ‘Product Safety Recall’ in red and 16 point font;

• use 10 point, Sans serif typeface in the body with bold section headings as above; and

• include the words ‘See www.recalls.gov.au for Australian product recall information’ at the base of the 
notice in bold 14 point font.

The text of the advertisement should include:

• a clear description of the product (name, brand or make, serial number, batch code);

• a visual of the product (photograph or drawing);

• a description of the defect;

• a statement of the hazard;

• instructions on what action consumers should take (cease use or consumption/disposal or return);

• contact details

The ACCC Guidelines expressly state that the words “voluntary recall” should not be used.

In addition, a supplier should place information relating to a product recall prominently on their website 
and social media pages.

Keeping Authorities Informed of the Progress of the Recall

There are no regulations requiring that the government authorities are kept informed of the progress of a 
recall. However, as a practical matter government authorities (normally the ACCC) require suppliers to pro-
vide progress reports. The information sought includes the following information:

• the number of products returned from within the supply chain and from consumers;

• the number of complaints and inquiries that have been received regarding the product and the recall 
process and the nature of these complaints;

• the level of response from each communication medium; and

• whether the supplier deviated from the original plan at all in relation to the communication strategy 
or any other strategies and the reasons why.

When a supplier has taken all reasonable steps to effectively mitigate the risk posed by the unsafe prod-
uct, the recall can be closed. Closure of a recall does not affect the rights of consumers in relation to the prod-
uct and the public can continue to access information about the recall through the recalls website at www.
recalls.gov.au. However, when a recall is closed the supplier no longer needs to actively promote the recall 
and the regulatory oversight ceases.

In addition, the ACCC requires a supplier to submit a final report before the recall can be closed.

Destruction or Disposal of Recalled Product

The duties of a manufacturer extend to the destruction or disposal of a recalled product.

Some specific product categories have, strict guidelines as to protocol relating to their destruction or 
disposal. For example, the Australia New Zealand Food Standards Code contains requirements in relation to 
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the disposal of recalled food products, including that such action be discussed with the relevant State or Ter-
ritory Authority Recall Coordinator prior to disposal.

In the majority of product categories, regulators must be satisfied that a recall has, as far as practicable, 
achieved its purpose and the recall has been accurately documented before recalled product can be disposed 
of. Under Australian law, a manufacturer which has recalled products is under a duty to take reasonable 
steps to ensure that the recalled products do not inadvertently re-enter the stream of commerce. In some 
cases regulatory bodies can also issue directives as to compliance and reporting in regard to the specific 
disposal of recalled product. More rigorously regulated products such as therapeutic goods regulated by the 
TGA, are subject to uniform procedure for the return and disposal of recalled products. Products must be 
collated, quarantined and disposed of in a secured facility.

Under Australian law, regulation of the environment is not an exclusive power of the Commonwealth. 
State legislation governs the destruction and disposal of recalled product waste, with few exceptions, gen-
erally relating to agricultural and veterinary chemicals and the importation and exportation of hazardous 
waste. The framework for the management of waste in each Australian State varies. In addition the extent of 
a company’s obligations in relation to the disposal of a recalled product is determined to a large extent by the 
classification of the product, based on its composition.

In New South Wales, the broad Protection of the Environment Operations Act 1997 (NSW) (POEO Act) 
and related regulations administered by the Environment Protection Authority (EPA) prohibit the willful 
or negligent disposal of waste in a manner which would harm, or would be likely to harm the environment. 
Waste is defined in the POEO Act to include unwanted or surplus material and is inclusive of recalled prod-
ucts. A transporter of waste to an unlicensed facility, in addition to the waste’s owner, are liable under the 
POEO Act. Accordingly, manufacturers undertaking a product recall need to make appropriate arrangements 
for the disposal of waste at a licensed facility.

The POEO Act regulates the generation, classification, storage and transportation to, and processing or 
disposal of, waste at a licensed facility. Non-liquid wastes are classified by reference to their likely environ-
mental impact (inert, solid, industrial or hazardous). Recalled pharmaceutical products would generally be 
classified under the POEO Act as hazardous, which would require treatment prior to disposal at a waste facil-
ity licensed under the POEO Act.

In relation to the transportation of controlled waste, which includes but is not limited to, waste pharma-
ceuticals, poisonous and infectious substances, the States generally subscribe to the National Environment 
Protection (Movement of Controlled Waste between States and Territories) Measure (the NEPM). The NEPM 
requires that all persons who store or generate controlled waste and who intend to move the waste to an 
interstate destination obtain the relevant consignment authorization and approved waste transport certifi-
cate. Transportation of recalled product waste is often necessary due to various factors including the limited 
availability of treatment facilities for some wastes (waste facilities are licensed to accept certain categories 
and quantities of waste) and cost competitiveness of treatment in licensed facilities.

Refund and Replacement

A manufacturer or seller’s duty to refund or replace a recalled product is regulated by the general law.

Section 54 of the ACL provides that where a person supplies goods to a consumer “there is a guarantee 
that the goods are of acceptable quality”. Goods that are the subject of a product recall will be in breach 
of this guarantee. In most cases, that the goods are subject to a recall will mean that there has been a 
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“major failure” with the goods and consumers will be entitled to their choice of either a refund or replace-
ment product.

In relation to a compulsory recall, the ACL gives suppliers the option to repair (except where the recall 
notice identifies a “dangerous characteristic” of the goods), replace or refund consumers of recalled products.

Specific Products

Industry Guidelines for Voluntary Recalls

In certain industries, guidelines for voluntary recalls have been published by regulators to help companies 
achieve best practice and satisfactorily discharge their legal recall obligations. While the guidelines are usu-
ally voluntary, in practice they are followed as part of a company’s compliance strategy. They include the:

• Uniform Recall Procedure for Therapeutic Goods.

• Food Industry Recall Protocol;

• Guidelines for Recalling Agricultural and Veterinary Chemical Products; and

• Electrical Equipment Safety Recall Guide.

These documents should always be consulted when planning a recall strategy, in conjunction with the 
general guidance given by the ACCC, the legal obligations imposed by the ACL and any other relevant legisla-
tion or regulations.

Medicines and Medical Devices

In Australia, and commonly with other parts of the world, manufacturers and suppliers of drugs and med-
ical devices are subject to rigorous regulation including post-sale obligations imposed by the Therapeutic 
Goods Act 1989 (Cth) (TG Act), and relevant Regulations and Orders setting out the requirements for inclu-
sion of therapeutic goods in the Australian Register of Therapeutic Goods (a compulsory registration sys-
tem). Under the TG Act the Secretary to the Department of Health and Aging has the power to suspend and/
or cancel a therapeutic good or medical device from the register, with the consequence that it can no longer 
be legally supplied in Australia.

Post-sale requirements include, but are not limited to:

• continuous compliance with license conditions under the TG Act;

• conducting of post-market surveillance, investigating consumer reports of problems and notifying 
the TGA if adverse side-effects or a products failing to perform as effectively as was the case when 
included on the Australian Register of Therapeutic Goods; and

• keeping informed of scientific developments and providing the medical profession with information 
about risks that arise which are associated with products already on the market.

The Uniform Recall Procedure for Therapeutic Goods (URPTG) defines the action to be taken by health 
authorities and sponsors (generally persons who export from, import to, or manufacture goods in Australia) 
when therapeutic goods for use in humans, for reasons relating to their quality, safety or efficacy, are to be 
removed from supply or use or subject to corrective action. The URPTG provides procedures for public noti-
fication and recovery of products in the event of a recall. Familiarity with these procedures is a duty imposed 
on suppliers of goods considered to be therapeutic goods under the TG Act. While most recalls are voluntary 
and initiated by sponsors under the TG Act, the Secretary to the Department of Health and Ageing may 
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require the notification and recovery of therapeutic goods through recall action. Sections 30EA and 41KA 
confer the power to order compulsory recalls of medicines and medical devices, respectively, when certain 
threshold conditions are met, including:

• that there is a lack of compliance with a standard applicable to the product;

• that there is a lack of compliance with the manufacturing principles applicable to the product (which 
may cover such matters as quality assurance procedures); or

• that the quality, safety or efficacy of the goods is unacceptable or that the presentation of the goods 
is unacceptable.

The URPTG also provides an outline risk assessment scheme to assist sponsors in determining when a 
recall is necessary. Products being assessed for recall may fall into one of three classes, each requiring a dif-
ferent response. These are:

• ‘Class I,’ which occurs when products are potentially life-threatening or could cause a serious risk 
to health;

• ‘Class II,’ which occurs when products could cause illness or mistreatment, but are not Class I; and

• ‘Class III,’ which occurs when product defects may not pose a significant hazard to health, but with-
drawal may be initiated for other reasons.

Examples that would fall within each class are provided in the URPTG.

Food and Drink

The majority of food recalls in Australia are voluntary and relate to foods that pose a safety risk to consum-
ers with respect to failure to declare allergens and microbial or foreign matter contamination. FSANZ has 
principal responsibility for the co-ordination and monitoring of food recalls. As part of its regulatory role, 
FSANZ develops the Australia New Zealand Food Standards Code, which imposes certain legal obligations 
with regard to food products. Food subject to recall under the Australia New Zealand Food Standards Code 
is termed “food for disposal,” which includes food that had been returned to the supplier or manufacturer, 
deemed not safe or suitable, or reasonably suspect of not being safe or suitable. When a manufacturer or sup-
plier voluntarily takes action to recall a food product, they are under an obligation under the ACL to notify 
the government of the recall, and detail the nature of the defect or dangerous characteristic.

Clause 12 of Standard 3.2.2 of the Australia New Zealand Food Standards Code, ‘Food Safety Practices 
and General Requirements,’ specifies that:

A food business engaged in the wholesale supply, manufacture or importation of food must:

(a) have in place a system to ensure the recall of unsafe food

(b) set out this system in a written document and make this document available to an authorised 
officer on request

(c) comply with this system when recalling unsafe food”

This clause requires manufacturers, wholesalers, distributors and importers of food to have in place a 
written recall plan. A recall system includes the procedures and arrangements that a food business uses to 
ensure that unsafe food can be retrieved from the food supply chain. The business is required to comply with 
the system it has developed when it recalls unsafe food. As part of a recall plan, the Australia New Zealand 
Food Standards Code imposes obligations upon certain producers to maintain a system of traceability suffi-
cient to identify the immediate supplier and immediate recipient of the food product.
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With regard to the conduct of the recall, Clause 11 of Standard 3.2.2 of the Australia New Zealand Food 
Standards Code requires a food business to ensure food that is recalled is held, separated and identified from 
other food until it is:

• destroyed;

• used for purposes other than human consumption;

• returned to its supplier;

• further processed in a way that ensures its safety and suitability; or

• ascertained to be safe and suitable.

In the majority of cases, Australian State and Territory Food statutes contain provisions for mandatory 
recall orders to be made by relevant State Ministers. Such orders are rare and usually issued in writing set-
ting out the terms of the recall and are served on the relevant manufacturers and suppliers required to com-
ply with the order. Following service, the order is immediately effective, will be published in the newspaper 
and unless otherwise advised will expire 90 days from service of the order. Australian State and Territory 
Food statutes generally set out strict penalties for non-compliance with a recall order under the Acts. Fur-
ther, breaches of the Australia New Zealand Food Standards Code are determined by reference to the penalty 
provisions in State and Territory Food statutes that adopt it.

The Food Industry Recall Protocol, maintained by FSANZ and endorsed by Federal, State and Territory 
health authorities, provides significant risk management advice about when a recall of a food product should 
be ordered. These include such product-specific issues as:

• microbiological results outside of acceptable limits;

• chemical contamination;

• the presence of foreign matter;

• labelling errors;

• packaging defects; and

• under-processing.

The guideline also advises that a range of stakeholders should be notified of a recall, including:

• government authorities;

• the distribution network/chain, trade customers, retailers;

• the public (in the case of a consumer level recall); and

• food industry organizations.

Automobiles

The Motor Vehicle Standards Act 1989 (MVS Act) and relevant Regulations provide that it is an offence to 
import sell or present for first registration a new or imported vehicle which fails to comply with the National 
Standards for Road Vehicles and Vehicle Components. The Australian Design Rules under the MVS Act are a 
national uniform set of mandatory requirements for the design and construction of vehicles.

In relation to general post-sale duties, the MVS Act proscribes record keeping in relation to the manufac-
ture and testing of road vehicles, and inspection and testing of the vehicle manufacturing process by inspec-
tors under the MVS Act.



22   Product Liability: Warnings, Instructions, and Recalls    Australia

The Federal Chamber of Automotive Industries (FCAI), an industry body, has also published the Code of 
Practice for Conduct of an Automotive Safety Recall.

Pesticides, Agricultural Chemicals, and Veterinary Medicines

Agricultural and veterinary chemical products are regulated by the APVMA. Under the relevant legislation, 
such products must be registered to be legally sold in Australia. Any unregistered products may be subject to 
compulsory recall by APVMA under section 101 of the Agricultural and Veterinary Chemicals Code (AVCC). 
In addition, section 102 of the Agricultural and Veterinary Chemicals Code provide APVMA with the power 
to issue a compulsory recall if certain conditions are met, including that the product:

• may be likely to have an effect that is harmful to human beings;

• may be likely to have an unintended effect that is harmful to animals, plants or things or to 
the environment;

• may unduly prejudice trade or commerce between Australia and places outside Australia; or

• may have a defect in its chemical composition.

It should be noted that this section gives the APVMA the power to order a product recall in circum-
stances where a product is “defective” in some other way but does not necessarily pose a safety risk (or per-
haps where there is insufficient information available to determine whether the product poses a safety risk). 
Further, the APVMA has the power where there may be no risk to human health, but where the potential 
harm is to other living things and/or the environment. This is in contrast to most other compulsory recall 
powers which normally have a threshold requirement of a safety risk to humans.

The APVMA has published Guidelines for Recalling Agricultural and Veterinary Chemical Products.

Electrical Products

Electrical products are regulated at the State and Territory level in Australia. Certain prescribed electrical 
products are required to be certified before they can legally be sold in Australia, and State and Territory elec-
trical safety legislation empowers relevant State/Territory Ministers compulsory recall powers.

The national Electrical Regulatory Authorities Council (which is the Council of Australian electrical 
safety regulators), has published a recall guideline document, Electrical Safety Recall: a Guide for Industry.

Compulsory Recalls

When Will a Compulsory Recall be Ordered?

If a company does not take satisfactory remedial action to prevent a product from potentially causing injury, 
the Federal Government can order that the product be recalled or that certain other action be taken. Other 
action may include informing the public of the dangerous characteristic of the goods or an offer to repair or 
replace the goods or refund the purchase price. Similarly, the Federal Government can order that a recall be 
undertaken if the product does not comply with a prescribed consumer product safety standard.

As has been discussed earlier there also exists mandatory recall powers in some product-specific legisla-
tion (which may involve State and Territory regulators).

Compulsory recalls are rare. Under section 122 of the ACL, a compulsory recall may be ordered if:
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• it appears that the goods are of a kind that may or will cause injury;

• it appears that a reasonably foreseeable use (including a misuse) of the goods will or may cause injury;

• the goods do not comply with a prescribed standard for consumer product safety;

• the goods are subject to an unsafe goods order or a banning order; or

• it appears that the supplier has not taken satisfactory voluntary action.

If a compulsory recall is ordered, a company may be required to:

• recall the goods;

• inform the public of the nature of the defect in the goods, the circumstances in which the goods are 
potentially dangerous and the manner in which the goods may be disposed of; or

• undertake to repair or replace the goods or refund the purchase price.

As with voluntary recalls, a supplier must notify any persons outside Australia who were supplied with 
the goods: section 125 of the ACL.

Consultation Process

Except where there is an imminent risk of serious injury, the ACL sets out a consultation process which must 
be undertaken before ordering a compulsory recall.

The steps in the process include:

• the Federal Government preparing a draft of the warning or product recall notice to be published and 
a summary of the reasons justifying publication of the notice;

• the publication of a notice inviting any person who supplied or who proposes to supply the goods to 
notify the Federal Government whether they wish a conference to be held in relation to the proposed 
warning or product recall;

• if a conference is requested, a date for it is appointed and the interested persons notified;

• the interested persons are to be given a reasonable opportunity to present their case at the conference 
and to inspect any documents that the Federal Government has taken into consideration in making 
its recommendation. If the parties are not told of all the relevant documents which are being taken 
into consideration, this can taint and invalidate the Minister’s decision;

• a record of proceedings is to be kept; and

• as soon as practicable after the conference, the Federal Government is to make a written recommen-
dation to the Minister in writing whether or not to proceed with the mandatory recall or the publi-
cation of the warning notice. A copy of the recommendation is to be provided to the parties which 
participated in the conference.

• If the goods pose an imminent risk of serious injury, an equivalent conference must be held after the 
notice has been published.

Other Mandatory Powers (Warning Notices and Banning Orders)

Under section 129 the ACL, both the Federal and State Government Ministers may publish a notice which 
states that certain goods are under investigation to determine whether they will or may cause injury, or 
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which warns of possible risks associated with the use of goods. The Federal Government is under no obliga-
tion to consult with the importer, manufacturer or supplier of the goods before issuing such a notice.

Under the ACL, if goods do not comply with an applicable consumer product safety or information stan-
dard, the Federal Government can also publish a notice on the internet declaring the goods to be unsafe, or 
banning them from sale.

Interim bans can be made by any responsible minister, either State or Commonwealth, and usually last 
for 60 days although they can be extended. An interim ban may be made when it appears to the responsi-
ble minister that consumer goods will or may cause injury to any person; or a reasonably foreseeable use 
(including a misuse) will or may cause injury to any person; or if another responsible minister has imposed 
an interim ban and that ban is still in force.

In contrast to interim bans, only the Commonwealth Minister can impose a permanent ban. The pre-
requisites are that the goods of a particular kind are subject to an interim ban, or it appears to the Common-
wealth Minister that: consumer goods of that kind will or may cause injury to any person; or a reasonably 
foreseeable use (including a misuse) of consumer goods of that kind will or may cause injury to any person.

Consultation requirements exist at the Federal level and in some States and Territories before a ban can 
be issued.

Proposed Reforms
At the time of writing (August 2018), a review the ACL has recently been conducted. Of relevance for present 
purposes, the review recommended the introduction of a general product safety obligation in Australia.
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