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1. Purpose 
The purpose of this Procedural Instruction is to provide guidance on the treatment of substances and goods 
that are regulated under the provisions of the Therapeutic Goods Act 1989 (TG Act), and to provide 
guidance on their administration by the ABF in the import environment. It should be noted that the TG Act 
has built parallel provisions to cover export of therapeutic goods: however, these provisions are not generally 
applied at the border. 

The information in this instruction specifically describes the powers of the ABF that underpin the end-to-end 
activities relating to the management of therapeutic substances and goods, and provides guidance on 
recommended procedures around the referral of these goods. 

It is important to note that Australia has a complex drugs control framework in place. The Department of 
Home Affairs (the Department) and the Australian Border Force (the ABF) contribute to the framework 
through: 

• administering the import and export restrictions for drugs specified in the Customs (Prohibited Imports) 
Regulations 1956 (the PI Regulations) and the Customs (Prohibited Exports) Regulations 1958 (the PE 
Regulations) as per technical advice from the Office of Drug Control 

• identifying border controlled drugs and plants specified in the Criminal Code Act 1995 (the Criminal Code) 
on behalf of Australian Federal Police (the AFP) 

• administering and investigating the import and export of border controlled precursors also specified in 
Criminal Code 

• identifying and seizing of therapeutic goods specified in the TG Act under direction of Therapeutic Goods 
Administration (TGA). 

It is the ABF border responsibilities in relation to goods in the last category and their clearance that are the 
subject of this instruction. 

2. Scope 
2.1. In Scope 

This Procedural Instruction applies to all ABF officers who process goods at the border that are presented or 
labelled as likely to have therapeutic use, and covered by the provisions of TG Act. The form of such goods 
could include tablets, capsules, ointments, oils, lotions, crystals, and powders. Furthermore, these 
procedures apply to medical devices and biologicals that are intended to, or claim to, cure, improve, mitigate, 
treat or prevent disease, and are therefore taken to make a therapeutic claim. 

Officers detecting these substances and goods will be required to determine the appropriate course of action 
for the substance or good based on the nationally consistent policy defined in this instruction. 

The responsibilities of the ABF encompassed by this PI include: 

• the identification of substances suspected to be therapeutic goods 

• the correct application of legislated controls that apply to therapeutic goods 

• the directed seizure process. 

This Procedural Instruction focuses on border regulation of therapeutic goods on import as this route 
presents a higher threat to the safety of the Australian community through potentially exposing the Australian 
consumer to sub-standard therapeutic goods or goods that ordinarily require prescription. Parallel provisions 
covering exports exist in the TG Act, however they are not generally used. 
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2.2. Out of Scope 

This Procedural Instruction does not provide instruction on the management of substances that are border 
controlled and listed in Schedule 2 to the Criminal Code Regulations 2019 (the CCR) and/or prohibited under 
Schedules 4, 7A or 8 to the PI Regulations.  Detailed instruction on this subject is under development. 

This instruction does not detail the safe handling procedures for dangerous substances, but officers must be 
aware that substances detected, especially in mislabelled liquid or powder forms, may present a serious 
safety risk, and as such, this document must be read in conjunction with the relevant Work, Health and 
Safety Procedural Instructions: 

• Management of Hazardous Chemicals and Other Hazardous Substances Procedural Instruction (HR-
2135)  

• Managing Unidentified Substances Procedural Instruction (TT-6312). 

3. Procedural Instruction 
3.1. Detection of Drugs and Therapeutic Substances – Role of the 

ABF 

ABF officers have responsibilities within every tier of Australia’s complex framework for managing (as much 
as possible) the border movement of serious drugs, their analogues and precursors, prohibited imports, 
therapeutic goods, new psychoactive substances (NPS) as well as serious drug alternatives (SDA). When 
performing this role, ABF officers may encounter goods of interest to the TGA, which operates within the 
Australian Government Department of Health and Aged Care, and provides for the establishment and 
maintenance of a national system of controls relating to the quality, safety, efficacy and timely availability of 
therapeutic goods. 

In practice, the TGA is generally made aware of an intended importation of prescription medicine, a medical 
device, or medication that does not meet the required standard. This is generally through a referral from the 
ABF when officers working in a Customs Place detect relevant goods as part of fulfilment of their general 
search duties. 

More information relating to the standard requirements for a referral of goods to TGA is provided in Section 
3.3.6.1 of this instruction. 

Note: Trade and Goods Operation Policy (TGOP) Section is the ABF operational policy liaison point with 
AFP and various sections of the Department of Health and Aged Care on matters relating to the 
classification and border management of these substances and goods. All general questions to assist with 
classification of drugs and therapeutic substances must be raised through the TGOP Mailbox in the first 
instance, via @abf.gov.au. 

3.2. Import and export controls – drugs framework 

All drugs and therapeutic substances, identified as part of border processing procedures, fall into one of the 
four general categories, which determine the processing methodology, applicable legislation, define the roles 
of relevant partner agencies and are importantly associated with different responsibilities of ABF officers. 

Furthermore, there are multiple pieces of legislation controlling the importation and exportation of drugs 
(including analogues), plants, precursors and therapeutic goods and substances at the border and the TG 
Act is only one of these.  
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The four categories of drugs and therapeutic substances under Australian Legal Framework are: 

• Border Controlled Drugs (including analogues), Border Controlled Plants and Border Controlled 
Precursors captured by provisions of the Criminal Code and specifically by reg 14 (Schedule 2),  
reg 15 and reg 16 of the CCR imported without permission 

• Prohibited Drugs covered by reg 5 (Schedule 4), reg 5H (Schedule 7A) and 5G (Schedule 8) of the PI 
Regulations 

• Substances, suspected to represent a NPS or SDA, as defined in the Criminal Code, which are not 
otherwise regulated or exempt 

• Therapeutic Goods: Medicines (other than prohibited or border controlled drugs), medical devices and 
biologicals that are regulated under the provisions of the TG Act. 

A drug, plant, precursor or substance may be controlled under more than one piece of legislation. 

A diagram summary of the complete Australian Drugs and Therapeutic Substances framework, including 
existing controls and clearance processes, is summarised in Figure 1. The key legal difference between the 
four categories of drug and therapeutic substances in relation to application of Customs Powers is that: 

• Border Controlled Drugs (including analogues), plants  and precursors, prohibited imports and NPS/SDA 
goods fall under the definition of special forfeited goods under subsection 229(1) of the Customs Act 1901 
(the Customs Act). When these goods are identified in a Customs Place as part of s186 customs 
examination activities, these goods may be seized without warrant in line with the standard provisions of 
s203B of the Customs Act 

• Medicines, medical devices and biological goods as defined in the TG Act are only able to be seized by 
the ABF as prohibited imports or exports under the Direction of a Delegate of the Secretary of the 
Department of Health and Aged Care. 
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Figure 1. Australia’s Legislative Drugs and Therapeutic Substance Framework 

 
Notes on Figure 1: 

1] While Figure 1 refers to Permits that are available under the provisions of the PI Regulations, this reference is included for general 
overview of the Drugs and Therapeutic Substances Framework. Permits for border controlled and prohibited drugs will be further 
discussed in other instruction, which are under development. 

2] New Psychoactive Substances (NPS) Exemptions prevent for goods that are generally taken to be food, alcohol, tobacco and 
industrial goods may from being considered under the NPS provisions. An example of this is caffeinated drinks, which are taken to be a 
food/drink despite the fact that caffeine has a potent effect on the nervous system. 

3.3. Import and Export Controls – Therapeutic Goods Act 

This section is designed to help ABF officers understand the legislative controls, which apply to therapeutic 
goods at the border via the TG Act.  

3.3.1 Controls on medicines and substandard medicines under the Therapeutic Goods Act 
A definition for ‘therapeutic goods’ is included in the Glossary section of this Procedural Instruction.  

A number of provisions exist under the TG Act that refer to the management of the import and export of 
different types of therapeutic goods (medicine, medical devices and biologicals). The most commonly used 
provision in relation to regulation of medicines at the border is s19B. 

Subsections19B(1), (4), (4A) of the TG Act specify that a person commits an offence if they import, export, 
manufacture or supply therapeutic goods that are prescription pharmaceuticals for use in humans, and none 
of the following conditions apply in relation to the goods: 

(i) The goods are registered goods or listed goods in relation to the person 
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(ii) The goods are exempt goods 

(iii) The goods are exempt under s18A 

(iv) The goods are the subject of an approval or authority under s19 

(v) The goods are the subject of an approval under s19A. 

The above provisions usually apply in cases where importers are accessing prescription only medicine from 
other countries without authority. 

Parallel controls relating to border management of medicines that do not meet the Australian standards set 
by the TGA are in s14 of the TG Act. Further details of existing TG Act controls to cover all types of 
therapeutic goods and medical equipment imports and exports are in Section 3.3.2. 

3.3.2 Controls on medical devices and biologicals under the TG Act  
Two further types of therapeutic goods identified in and controlled by the TG Act are medical devices and 
biologicals. The TGA makes the determination when the definition of a medical device or biological for the 
purposes of the TG Act is appropriate for an imported therapeutic good on referral. Full definitions for both 
therapeutic product types are included in the Glossary section of this Procedural Instruction. 

In brief,   medical devices are instruments, apparatus, appliances or other articles that do not achieve their 
principle intended action in or on the body by pharmaceutical, chemical, immunological or metabolic means. 

Importation and exportation of a medical device related offences are described under subsections 41MA(1), 
(4), (4A), (9), (12), subsections 41MAA(1), (3), subsections 41MB(1), (4), (5) and s41MIB. 

Biological therapeutic goods controlled by the TG Act are products made from or containing human cells or 
human tissues (or otherwise specified), including human tissues therapy products (skin, bone, collagen, 
heart valves, cornea, cell-based tumour vaccine). 

Importation and exportation of biological therapeutic goods related offences are described under subsection 
32BA(1), (4), (4A) or subsections 32BB(1), (4), (4A) of TG Act. 

3.3.3 Controls counterfeit therapeutic goods under the Therapeutic Goods Act 
Section 42E of the TG Act specifies that a person is guilty of an offence if they intentionally manufacture, 
supply, import or export counterfeit therapeutic goods and they are either: 

• aware the goods are counterfeit, or 

• reckless as to whether the goods are counterfeit. 

The definition for counterfeit therapeutic goods for the purpose of this offence is included in the Glossary 
section of this Procedural Instruction. 

In limited circumstances counterfeit medication may also breach Intellectual Property Rights (IPR) under the 
provisions of the Trade Marks Act 1995 (the TM Act) and Copyright Act 1968 (the CR Act). However, 
counterfeit Therapeutic Goods will always be dealt with under the TG Act, as there is less chance of the 
goods entering the community. 

3.3.4 Directed Application of the Customs Act 
Each of the controls described above have associated provisions within the TG Act that enable the 
application of the Customs Act by authorised officers in relation to the goods upon direction from the TGA. 
These are summarised in Table 1. TG Act Provisions relating to the Directed Application of the 
Customs Act 1901 to Imported and Exported Therapeutic Goods. 

The authorised officers in the circumstances are ABF (Customs) officers exercising powers in a Customs 
Place (within the meaning of s183UA of the Customs Act). TGA directed application of the Customs Act 
provisions has the effect that therapeutic goods intercepted at the border are forfeited to the Crown under 
s229 because they are: 
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If therapeutic goods are controlled under multiple pieces of legislation (e.g. the Customs Act, the Criminal 
Code and the TG Act): 

• When imported through International Mail or Cargo streams, containing border controlled or prohibited 
ingredients that are also regulated under the TG Act (e.g. fentanyl patches or Adderall) then a valid permit 
will always have to be presented.  

• When imported through the passenger stream, the passenger concessions should be applied. 

3.3.5.1 Exemptions for Travellers under the Customs Act  
A Traveller Exemption is applicable to certain prohibited imports and exports under the Customs Act, with the 
requirement that: 

• goods are imported in the accompanying luggage  

• are declared 

• the traveller has a letter or prescription from their foreign or Australian doctor 

• importation amounts do not exceed 3 months’ supply.  

The only exception to the traveller exemption are certain classes of PIs (Schedule 8 Therapeutic 
Substances). Furthermore, athletes may not be able to import certain PIs (Schedule 7A) under traveller 
exemptions if the imported goods in question are considered to enhance performance. This exemption does 
not apply to goods which are imported via the international mail or cargo streams. 

It is important to note that this is separate and different from the TG Act personal import scheme described at 
3.3.5.2. 

3.3.5.2 Exemptions for the importation of therapeutic goods under the TGA Personal Importation 
Scheme 
The TG Act and TG Regulations make provision for a Personal Importation Scheme (PIS), whereby a person 
may legally import a quantity of up to 3 months’ supply of most therapeutic goods (at the manufacturer’s 
maximum recommended dosage), provided they are for personal use only. 

Personal importation occurs when: 

• an individual arranges from within Australia for a therapeutic good to be sent to them from an overseas 
supplier or family/friend and 

• the goods are to be used by that individual or a member of his/her immediate family and are not sold or 
supplied to any other person. 

The TGA can assist in determining whether imported goods meet the requirements of this scheme and 
further information is available on their public website, accessible using the following link: 
https://www.tga.gov.au/personal-importation-scheme. 

ABF officers should note the passenger exemptions outlined in the PI and PE Regulations do not apply to 
goods imported through international mail and air cargo, but the TGA’s PIS may.  
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Therefore, there are many circumstances when therapeutic goods controlled under the TG Act will meet the 
requirements of this exemption. The determination on the exemption can be made by the TGA, and will 
largely be based on confirmation that: 

• the therapeutic/pharmaceutical goods do not contain goods controlled or prohibited by the Criminal Code, 
Customs Act and PI and PE Regulations 

• the importer has provided a copy of the prescription and all other import requirements have been met. 

3.3.6 Standard for the Uniform Scheduling of Medicines and Poisons and ABF authority to 
refer therapeutic goods detections to the TGA 

3.3.6.1 Scheduling Principles and Relevance to TGA 
Scheduling is a national classification system that controls how medicines and/or poisons are made available 
to the public. The Australian Health Ministers’ Advisory Council Scheduling (Scheduling Committee), a 
committee established by s52B of the TG Act, drives the scheduling of medicines and poisons. The final 
scheduling decisions captured in the Standard for the Uniform Scheduling of Medicines and Poisons 
(SUSMP), also known as Poisons Standard. 

Within the SUSMP, medicines and poisons are organised into Schedules according to the expected level of 
regulatory control over the availability of the medicine or poison required to protect public health and safety. 
Schedules are updated regularly to maintain the currency of the content. Attachment F provides further 
details on the purpose of each Poison Schedule and includes the formal definition of a poison. 

Poisons in Schedule 4 to the SUSMP are Prescription Only Medicines, which also include certain types of 
prohibited imports, notably hormones, androgenic substances and the border controlled substance 
cannabidiol. Imports of Schedule 4 poisons, except for therapeutic substances that are border controlled or 
prohibited at the border, are managed in accordance with policy and Direction from TGA via an initial referral 
from the ABF. 

The majority of substances in the SUSMP Schedules 8, 9 and 10 are controlled or prohibited and are 
managed at the border by the ABF in accordance with the CCR and PI Regulations. However, due to the 
chronology of poisons scheduling, a small number of poisons included in these higher risk scheduled may 
not be border controlled or prohibited until the annual or even bi-annual amendments of relevant legislation.  
Until their incorporation into the CCR and or PI Regulations, the ABF can refer such newly scheduled 
Schedule 8-10 Poisons to the TGA. 

There are two ways for ABF officers to establish if a referral of a therapeutic good (pharmaceutical/medicine) 
to TGA is warranted: 

• Officers can consult the ABF Drugs and Therapeutic Substances Sharepoint Database at 
, which lists all:  

o Border Controlled Drugs, Plants Precursors and Some Analogues 

o PI and PE Schedules 4, 7A and 8 

o Substances and SUSMP 4 and  

o Newly listed SUSMP 8-10 with their relevant classification. 

• Officers can refer to Goods Management System (GMS), as part of processing a consignment, which 
will prompt them to action each identified substance in accordance with the correct classification 

If ABF Officers are uncertain of how an identified substance should be managed, a referral of the case for 
classification advice should be made to the TGOP Mailbox at 

@abf.gov.au. Outcomes of all classification decisions managed by TGOP 
will be captured in the Sharepoint Database and GMS to maintain currency of ABF information and subject 
matter policy. 
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3.3.6.2 Referral of Unscheduled Substances 
There are currently no formal arrangements in place between the ABF and TGA in relation to managing 
substances that make a therapeutic claim but are unscheduled in the SUSMP or excluded from the definition 
of Therapeutic Goods under the TGA Act. Since a number of Commands are able to share intelligence 
relating to importation of unscheduled medicines, dietary supplements and vitamins on the basis of active 
Standing Authorisation to Disclose Immigration and Border Protection Information (Attachment G), ABF 
officers can always refer information relating to consignments that may be of interest to TGA for their post- 
border investigation. In these cases, low risk goods may not need to be held. The option to refer 
consignments to TGA always remains open; however, referring officers should make a note as per record 
keeping practices in the relevant work area, recording the reasons why a case was escalated to a referral. 

If officers are concerned about a consignment and remain uncertain of therapeutic substance scheduling or 
authorisation related to holding relevant goods or potential of community risk, they can consult TGOP via 

@abf.gov.au Mailbox before making a decision to refer to the TGA. 

3.3.7 TGA Referral vs New Psychoactive Substance Seizure Options 
Unscheduled psychoactive substances intercepted at the border, that are not border controlled, prohibited or 
otherwise exempt, can be considered under the New Psychoactive Substance (NPS) Scheme. 

Psychoactive substances are defined in the s320.1 of the Criminal Code as those that have the capacity to 
induce psychoactive effect when consumed. Psychoactive effect is further defined, in relation to a person, 
as: 

• stimulation or depression of the person’s central nervous system, resulting in hallucinations or in a 
significant disturbance in, or significant change to, motor function, thinking, behaviour, perception, 
awareness or mood, or  

• causing a state of dependence, including physical or psychological addiction. 

The following pharmacological action descriptors are common examples of evidence that a substance may 
be psychoactive: Anxiolytics, anorexiants, sleeping pills, sedatives and tranquilizers. For the NPS Scheme to 
apply, goods with these properties must not already be controlled or regulated at the border, including under 
the provisions of the TG Act. 

Occasionaly, It can be difficult to make a distinction between therapeutic goods and NPS, particularly 
because importers can sometimes state that the good is intended to improve health (e.g. a supplement). It is 
appropriate to consider a claimed “therapeutic good” under the provisions of the NPS Scheme if that good is 
not commercially packaged (not in blister packs in dose amounts, no labelling or dosage information, 
description or warnings are not on the package) and difficult to identify (as it is presented as unlabelled and 
unidentifiable powder). However, officers are reminded that they must NOT attempt to identify unknown 
powders without following the instruction in the Managing Unidentified Substances PI (TT-6312). 

Please note that detailed instruction on NPS is under development.  

3.3.8 TGA Referral vs Serious Drug Alternative Seizure Options 
Under some circumstances, a substance that does not readily present itself as a therapeutic substance may 
represent a Serious Drug Alternative (SDA). SDAs are generally psychoactive substances that are not 
related biochemically or otherwise easily associated with known goods with mind-altering properties, which 
are well described in open source literature. 

In the absence of technology and detection equipment standards, suspicion that a substance represents an 
SDA may be built on the labelling of a substance. Relevant labels generally include words and/or illustrations 
that suggest drug use or are known names of goods associated with SDA imports. Examples of substances 
that are captured by SDA provisions include:  

• make up or lollies, where packaging is covered with pictures of Cannabis leaves 

• tea in packages with illustrations suggesting drug use 
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* Note: s19B provisions refer to prescribed medication only. As described in Section 3.3.4, other TGA offences and 
provisions of the TG Act exist that are related to directed seizure under provisions of the Customs Act. TG Act references 
relevant to all types of therapeutic goods are listed in Table 1. 

3.5.2 Claims for Return of Seized Goods 
If goods are seized, the importer can make a claim for the return of the goods seized within 30 days of the 
seizure notice being served on the owner. The claim must be made in the approved Form B144 – Claim for 
Return of Goods Seized, the form prescribed under s205B(2) of the Customs Act. If no claim is made within 
the allowed timeframe, the goods then become forfeited to the Crown and they can be disposed of. 

All claims are processed by the NCPS of the Department. 

If a claim for return of goods is made by an importer, the Department then has 120 days to commence legal 
proceedings for the condemnation of the goods, unless a period of retention has been granted by the Court 
(s 205E). In this period, the importer may decide to withdraw their claim to avoid legal proceedings. When a 
claim is withdrawn, the goods are automatically forfeited to the Crown and can be disposed of. 

If a claim is made and the Department fails to commence action within the time frame, the goods must be 
released to the importer. 

There may be some situations where goods directed to be seized by TGA may be released to the importer 
through the claims process. This in particular refers to situations were ownership of prescribed medication is 
unclear at the point of TGA interaction with the importer, prompting the issue of a Notification under s19B(7) 
of the TG Act. Further documents relating to the circumstances of the import can be considered at the point 
of Claim processing. An example of such a situation includes a case of a release of prescribed medication 
that was order to be seized by TGA as it was addressed to the importers’ General Practitioner. Further 
evidence provided in this case was sufficient to prove that the importer was a consignee on the parcel and 
the goods could be released. 

3.6. Release, Re-Export and Disposal of Therapeutic Substances 

The process for release, re-export or disposal of therapeutic goods is detailed in the Detained Goods 
Management Procedural Instruction (Detained Goods Management PI TT-4786). 

3.7. Powers and responsibilities 

3.7.1 Powers of the TGA 
On receipt of a referral from the ABF, the TGA will either issue a written Direction for the ABF to treat the 
goods as prohibited imports within the meaning of the Customs Act or advise that the goods may be 
released.  

The powers of the TGA are limited to directing the ABF to treat goods controlled under the TG Act as 
Prohibited Imports/Exports or not. 

TGA does not have the power or an ability to direct or target ABF resources beyond providing Direction in 
relation to therapeutic goods. This means that if TGA is unable to order the seizure of the therapeutic goods, 
the ABF has no grounds to continue holding them. TGA is also unable to order ABF to re-export the goods or 
sample therapeutic goods prior to a Direction in relation to therapeutic goods being given. 

3.7.2 Powers of the ABF 
The ABF has the power to: 

• determine whether the goods are controlled under the Customs Act, Criminal Code or is NPS/SDA with 
the assistance of TGOP 
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Attachment C – Consultation 
1.1. Internal Consultation 

• Customs and Trade Policy Branch Customs Group 

• Compliance Operations Trusted Trader and Trade Compliance Branch Customs Group 

• National Goods Intervention Management Trusted Trader and Trade Compliance Branch Customs 
Group 

• Pre-Clearance Intervention QLD Trusted Trader and Trade Compliance Branch Customs Group 

• Pre-Clearance Intervention WA Trusted Trader and Trade Compliance Branch Customs Group 

• Port Operations Command (Air Cargo VIC) 

• Port Operations Command (Air Cargo NSW) 

• Port Operations Command (WA Aviation Operations) 

• Operational Practices Command, ABF College  

• Legal Group 
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Attachment G: Summary Standing Authorisation 
to Disclose Immigration and Border Protection 
Information (Department of Health and Aged Care 
and TGA) 
Available as an associated Document at TRIM Reference ADD2020/19097283 
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Attachment H: ABF Management of Therapeutic 
Goods 
Available as an associated Document at TRIM Reference ADD2020/1798170 

 
 

 
 

 
 

 
 

 
 

 
 

 




