
Therapeutic 

Goods     

Administration 

 

LIST OF CONTENTS:  

1. What is TGA? 

 

2. What the TGA does 
      2.1 What is a therapeutic good?  

 

3. Medicines regulation and the TGA 
 3.1 Purpose of this document  

 3.2 Introduction  

 3.3 Role of the TGA  

 3.4 Manufacturing requirements  

 3.5 Advertising  

  3.6 The TGA’s Risk management approach 

         3.6.1 Introduction 

         3.6.2 The risk management process 

         3.6.3 Enforcement action 

3.7 Listed medicines  

3.8 Registered medicines  

3.9 prescription medicines  

3.10 Over-The-Counter Medicines  

3.11 Complementary medicines (ARGCM) 

3.12 Exempt or excluded medicines 

3.13 Medical device 

3.14 Australian Register of Therapeutic Goods (ARTG)  

3.15 The Australian Code of Good Manufacturing Practice 

 

4. Reference 

http://www.tga.gov.au/docs/html/tga/tgaginfo.htm#what#what
http://www.tga.gov.au/docs/html/medregs.htm#purpose#purpose
http://www.tga.gov.au/docs/html/medregs.htm#intro#intro
http://www.tga.gov.au/docs/html/medregs.htm#role#role
http://www.tga.gov.au/docs/html/medregs.htm#manuf#manuf
http://www.tga.gov.au/docs/html/medregs.htm#advert#advert
http://www.tga.gov.au/docs/html/medregs.htm#risk#risk
http://www.tga.gov.au/docs/html/medregs.htm#listed#listed
http://www.tga.gov.au/docs/html/medregs.htm#registered#registered
http://www.tga.gov.au/docs/html/medregs.htm#exempt#exempt
http://www.tga.gov.au/docs/html/medregs.htm#artg#artg


therapeutic goods administration 

                                      (TGA) Australia 
 

1. What is TGA? 
 
 Therapeutic Goods Administration, which came into effect on 15 February 1991 

 To provide a national framework for the regulation of therapeutic goods in Australia to 

ensure the quality, safety and efficacy of medicines and ensure the quality, safety and 

performance of medical devices 

 The Therapeutic Goods Administration (TGA) is a unit of the Australian 

Government Department of Health and Ageing and is responsible for administering 

the provisions of the legislation. 

 Essentially therapeutic goods must be entered on the Australian Register of 

Therapeutic Goods (ARTG) before they can be supplied in Australia 

 

2. What the TGA does 

Regulates the  therapeutic goods in Australia ( including medicines, tissue, blood 

& blood products,  medical devices)  

 

2.1 What is a therapeutic good ? 

A 'therapeutic good' is broadly defined as a good which is represented in any way to be, or is 

likely to be taken to be, for therapeutic use (unless specifically excluded or included under 

Section 7 of the Therapeutic Goods Act 1989). 

Therapeutic use means use in or in connection with: 

 preventing, diagnosing, curing or alleviating a disease, ailment, defect or injury;  

 influencing inhibiting or modifying a physiological process;  

 testing the susceptibility of persons to a disease or ailment;  

 influencing, controlling or preventing conception;  

 testing for pregnancy; or  

 replacement or modification of parts of the anatomy.   

3. Medicines regulation and the TGA 

3.1 Purpose of this document 

This document provides a general introduction to the regulatory process for medicines in 

Australia. It is designed to help you determine whether your product is likely to be regulated 

by the TGA. 

3.2 Introduction 

The objective of the Therapeutic Goods Act 1989 ('the Act') is to provide a national 

framework for the regulation of therapeutic goods in Australia, so as to ensure their 

 quality  

 safety  

 efficacy, where appropriate, and  
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 timely availability.  

                                           The Therapeutic Goods Administration (TGA), as part of the 

Australian Government Department of Health and Ageing, has responsibility for 

administering the Act. Essentially, any product for which therapeutic claims are made must 

be either listed or registered in the Australian Register of Therapeutic Goods (ARTG) before 

it can be supplied in Australia. 

3. 3 Role of the TGA 

The TGA carries out a range of assessment and monitoring activities to ensure that all 

therapeutic goods available in Australia are of an acceptable standard. At the same time, the 

TGA aims to ensure that the Australian community has access, within a reasonable time, to 

therapeutic advances. 

Overall control of medicines is exerted through five main processes: 

 pre-market evaluation and approval of registered products intended for supply in 

Australia;  

 development, maintenance and monitoring of the systems for listing of medicines;  

 licensing of manufacturers in accordance with international standards of Good 

Manufacturing Practice;  

 post-market monitoring, through sampling, adverse event reporting, surveillance 

activities, and response to public inquiries; and  

 the assessment of medicines for export.  

3.4 Manufacturing requirements 

 Australian manufacturers of therapeutic goods must be licensed under Part 4 of the Act. 

Their manufacturing processes must comply with the principles of GMP (Good 

Manufacturing Practice). 

 The aim of these licensing requirements and standards is to protect public health by 

ensuring that medicines meet defined standards of quality and are manufactured in 

conditions that are clean and free of contaminants. 

 GMP requirements apply irrespective of whether a good is listed, registered or exempt. 

3.5 Advertising 

The advertising of therapeutic goods in Australia is subject to the advertising requirements of 

the Act (which adopts the Therapeutic Goods Advertising Code [TGAC] 2005 ) and the 

supporting Regulations, the Trade Practices Act 1974 and other relevant laws. 

The TGAC specifies the requirements for advertising of therapeutic goods to consumers. The 

objective of the TGAC is to ensure that the marketing and advertising of therapeutic goods to 

consumers is conducted in a socially responsible manner that promotes the quality use of 

therapeutic goods and does not mislead or deceive the consumer. Advertisements to the 

general public for therapeutic goods appearing in mainstream media (eg newspapers, 

magazines, television and radio) must be pre-approved prior to their publication or broadcast. 
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3.6 The TGA's risk management approach 

3.6.1 introduction 

In undertaking its regulatory roles, the TGA adopts a risk management approach by 

identifying, analysing, evaluating and treating the risks posed by medicines, medical devices, 

blood, blood products and tissues. 

Risk management is “the systematic application of management policies, procedures and 

practices to the tasks of identifying, analyzing, assessing, treating and monitoring risks”. 

              Risk is thought of as being a measure of the combination of the likelihood and the 

consequence of an undesirable event. A precursor to any management of risk (reduction of 

likelihood or consequence or both) is to: 

► identify and clarify the events that are considered undesirable; 

► qualify or quantify the likelihood and consequence of these events (the risk); and 

► evaluate each risk and decide if they are acceptable or require some action. 

             In other words risk management is about defining what can go wrong, why and what 

can be done. Risk management doesn‟t mean that risks can be prevented or avoided 

completely but reducing the impact of risk to an acceptable level. 

 

3.6.2 The risk management process 

 

The risk management process generally involves 7 steps: 

 

1. Establishing the context. For example, defining the relationship between the organization 

and its environment, understanding the organization‟s capabilities and identifying the internal 

and external stakeholders of the organization. 

 

2. Risk Identification. This involves identifying the risks that need to be managed. 

 

3. Risk Analysis. The objectives of analysis are to separate out the minor acceptable risks 

from the major risks and to provide data to assist in the evaluation and treatment of risks. 

Risk analysis involves consideration of the sources of risk, their consequences and the 

likelihood that those consequences may occur. 

 

4. Risk Evaluation. Risk evaluation involves comparing the level of risk found during the 

analysis process with previously established risk criteria. 

 

5. Risk Treatment. This involves identifying the range of options for treating risk, assessing 

those options, preparing risk treatment plans and implementing them. 

 

6. Monitoring and Review. It is necessary to monitor risks, the effectiveness of the risk 

treatment plan, strategies and the management system which is set up to control 

implementation. Risks and the effectiveness of control measures need to be monitored to 

ensure changing circumstances do not alter priorities. 

 

7. Communication and Consultation. This is an integral part of all aspects of the risk 

management process. 

 
 

 



3.6.3 Enforcement action 
If new risks have been identified (or previously identified risks have been realised through, 

for example poor manufacturing processes or a break down in quality systems), the TGA then 

has a number of different means for treating such risks. 

 

The TGA’s enforcement options are detailed in the therapeutic goods legislation and 

include the capacity to: 

 impose new conditions on the registration or listing or vary or remove existing conditions; 

 apply additional conditions to the manufacture of the product; 

 cancel the registration or listing of the product, meaning it can no longer be supplied in 

Australia; 

 suspend or cancel a manufacturing licence; 

 require mandatory recalls of products; or 

 investigate alleged breaches with a view to briefing the Director of Prosecutions to pursue 

a prosecution under the legislation (which may result in the imposition of monetary fines 

or imprisonment terms). 

3.7 Listed medicines 

 Listed medicines are considered to be of lower risk than registered medicines, so the 

Regulations allow sponsors to 'self assess' their products in some situations. The majority 

of listed medicines are self-selected by consumers and used for self-treatment. 

 Listed medicines may only contain well known established ingredients, usually with a 

long history of use, such as vitamin and mineral products or sunscreens. They do NOT 

contain substances that are scheduled in the SUSDP. 

 Listed medicines are assessed by the TGA for quality and safety but not efficacy. This 

means that the TGA has not evaluated them individually to see if they work. 

 Most complementary medicines (eg. herbal, vitamin and mineral products) and 

sunscreens are examples of listed products. 

 Medicines which are for export only are listed (not registered) on the ARTG. 

 All listed medicines must display an "AUST L" number on the label as proof of listing. 

3.8 Registered medicines 

      Medicines assessed as having a higher level of risk must be registered (not listed). The 

degree of assessment and regulation they undergo is rigorous and detailed, with sponsors 

being required to provide comprehensive safety, quality and efficacy data. 

All registered medicines: 

 must display an AUST R number on the label as proof of registration;  

 are evaluated as either 'high risk' or 'low risk' registered.  

Non-prescription (low risk) registered 
 follow the route of evaluation described in Part 2 (non complementary), or Part 3 

(complementary) of Schedule 10 of the Therapeutic Goods Regulations;  

 do not include ingredients described in Schedule 4, Schedule 8, or Schedule 9 of the 

SUSDP;  

 usually contain ingredients which are described in Schedule 2, Schedule 3, or 

sometimes Schedules 5 or 6 of the SUSDP;  

 are available without prescription.  

            Examples: Mild analgesics, cough/cold preparations, anti-fungal creams. 

http://www.tga.gov.au/docs/html/medregs.htm#susdp#susdp


Prescription (high risk) registered 

 follow the route of evaluation described in Part 1 (mainly prescription) of Schedule 10 

of the Therapeutic Goods Regulations;  

 may include ingredients described in Schedule 4, Schedule 8 or Schedule 9 of the 

SUSDP;  

 are usually only available on prescription.  

           Examples: all prescription medicines; all injectables (e.g. insulin for diabetics).  

 3.9 Prescription medicines 
        You need a doctor's prescription to buy these from a pharmacist. Otherwise, only 

authorized health care professionals can supply them, such as in a hospital setting. Examples 

include contraceptive pills, antibiotics and strong painkillers. 

 

Australian regulatory guidelines for prescription medicines 

               These guidelines describe the information to be supplied with an application to 

include a new medicine in the ARTG. They apply to medicines that are evaluated by the 

Drug Safety and Evaluation Branch (DSEB) of the TGA, in accordance with Section 25 of 

the Therapeutic Goods Act 1989. All prescription medicines and certain other high-risk 

medicines such as injections  come under this category. 

 Include a new medicine in the ARTG applicable to medicines that are evaluated by the 

Drug Safety and Evaluation Branch (DSEB) of the TGA 

 CTD format for the documentation of data on the quality, non-clinical and clinical 

aspects of medicines 

 

Guidelines related to prescription medicines given under 

 Module 1: Administrative Information and Prescribing Information For Australia and 

 Volume 2B: Notice to Applicants: Medicinal products for human use, Presentation 

and format of the dossier CTD 

Regulatory guidelines & standards 

 Australian regulation of prescription medical products 

 Australian regulatory guidelines for prescription medicines (ARGPM) 

3.10 Over-The-Counter (OTC) Medicine 

Introduction 

            These guidelines describe the information to be supplied with applications for 

registration or variation of OTC medicines. These are medicines which are available without 

a prescription but not „complementary medicines‟. The object of the guidelines is to assist 

sponsors to submit applications which will be evaluated in the minimum possible time and be 

successful 

 

Route of evaluation 

Medicines are evaluated by one of three regulatory units. OTC Medicines are evaluated by 

the OTC Medicines Section (OTC), complementary medicines by the Office of 

Complementary Medicines (OCM) and prescription and other specified medicines by the 

Drug Safety and Evaluation Branch (DSEB). 

 

http://www.tga.gov.au/docs/html/pmeds_reg.htm
http://www.tga.gov.au/pmeds/argpm.htm


Where a justification for evaluation of a product or substance via the OTC or OCM route is 

proposed, the primary factors to be taken into account include: 

• The safety of the active substance; 

• The need for professional counseling before use; 

• The nature of the ailments or symptoms to be treated  

• The abuse potential of the product or substance; 

• The incidence of adverse effects and contraindications; 

• The risk of masking serious disease; 

• The risk/benefit profile of the product (eg. therapeutic index). 

 

Other factors that may be taken into account include: 

• Whether the product would be in a lower schedule if presented in a different form (eg. 

different pack size, different strength, different indications, different route of 

administration); 

• Whether products containing the substance are available without prescription in other      

countries with comparable regulatory regimes to Australia; 

• Whether the product contains a substance that has a closely related chemical structure and 

similar therapeutic action to other substances that are in a less restrictive schedule; 

• Whether the substance appears to meet the criteria for listing. 

 

Presentation 

        The presentation of OTC medicines is critical for their safe use. It is defined in the 

Therapeutic Goods Act 1989 (Section 3) as “the way in which the goods are presented for 

supply, including matters relating to the name of the goods, the labelling and packaging of 

the goods and any advertising or other informational material associated with the goods”. 

Presentation is one of the factors that must be taken into account by the TGA delegate in 

making decisions on the registration of medicines (Section 25). 

The Act states that the presentation of a medicine is unacceptable: 

• if it is capable of being misleading or confusing as to the content or proper use of the  

goods 

• if it states or suggests that the goods have ingredients, components or characteristics that 

they do not have; 

• if a name applied to the goods is the same as the name applied to other therapeutic goods 

that are supplied in australia where those other goods contain additional or different 

therapeutically active ingredients; or 

• if the label of the goods does not declare the presence of a therapeutically active 

ingredient; or 

• if a form of presentation of the goods may lead to unsafe use of the goods or suggests a 

purpose that is not in accordance with conditions applicable to the supply of the goods in 

australia. 

 

Constitutes acceptable for presentation  of OTC medicines 

 

 Product name  

 Interpretation of .name.  

 Umbrella. / family brand names 

 Own name. products 

 Professional endorsement  

 

 



Labelling 

Statement of ingredients  

Directions for use and dosage 

Warning statements and contraindications  

Distinctiveness of labels  

Graphics, logos and symbols  

Pregnancy warning statement  

Use of the term .easy breathing 

Reference to other products  

Comparison 

Endorsements 

Internet addresses 

Foreign language text on labels  

 

 Product Information (PI)  
Product Information (PI) is a term used to describe the technical information approved by the 

TGA and intended for distribution to health professionals. It is often distributed via 

publications such as MIMS and the APP Guide. 

 

Consumer Medicine Information(CMI) 

The Therapeutic Goods Regulations 1990 require that sponsors supply Consumer Medicine 

Information (CMI) with all „Pharmacist Only Medicine‟ (Schedule 3) products approved for 

registration after 4 July 1995. All „Pharmacist Only Medicine‟ (Schedule 3) products will 

require a CMI from 1 January 2004. 

The CMI must be: 

• written in English, 

• clearly legible, 

• written in language that can easily be understood by patients, and 

• consistent with the PI. 

New products  

Existing products  

Changes to CMIs  

3.11 Complementary medicines  

                  TGA has developed the Australian Regulatory Guidelines for Complementary 

Medicines (ARGCM) to assist sponsors of complementary medicines to meet their 

legislative obligations. 

A complementary medicine is defined as a therapeutic good consisting wholly or principally 

of one or more designated active ingredients each of which has a clearly established identity 

and a traditional use. Traditional use means use of the designated active ingredient that is 

well documented, or otherwise established, according to the accumulated experience of many 

traditional healthcare practitioners over an extended period; and accords with well-

established procedures of preparation, application and dosage. 

 

 

 

 

 



 

 

 classes of complementary medicines  

 

                                  

Herbal 

Medicines 
  

Traditional 

Medicines 
  

Vitamins 

& Minerals 
  

Nutritional 

Supplements 
  

Homoeopathic 

Medicines 
  

Aromatherapy 

Products 

                                  

                            

  
Ayurvedic 

Medicines 
  

Traditional 

Chinese 

Medicines 

  

Other 

Traditional 

Medicines 

              

 

Other terms sometimes used to describe complementary medicines include 'alternative 

medicines', 'natural medicines' and 'holistic medicines' 

 

For complimentary medicines TGA developed 

 Safety of ingredients for use in Listed complementary medicines 

 Quality standards for ingredients for use in Listed complementary medicines 

 British Pharmacopoeia (BP) is currently the source of official standards, The BP is 

supplemented by Therapeutic Goods Orders (TGOs) 

 Efficacy of Listed complementary medicines 

 The indications and claims are true, valid and not misleading 

TGA has developed the Guidelines for levels and kinds of evidence to support indications and 

claims to assist sponsors in determining the level of evidence required to support indications 

and claims made for complementary medicines 

 

3.12 Exempt or excluded medicines 
All medicines manufactured for supply in Australia must be listed or registered in the 

Australian Register of Therapeutic Goods (ARTG) unless they are exempt or excluded. 

Excluded 

Some products (mostly therapeutic devices, rather than medicines) may be unintentionally 

covered by the definition of a Therapeutic Good. They are therefore specifically excluded 

under section 7 of the Act. 

An example of an excluded good is unmedicated soap. 

 



Exempt 
Some medicines do not need to be registered or listed in the ARTG as a result of a specific 

exemption or determination. However, it is important to note that all other applicable 

requirements under the Act and Regulations (eg. standards and advertising or labelling) must 

be complied with.  

3.13 medical devices 

Medical Devices Evaluation Committee (MDEC) which provides advice to the Minister on 

issues relating to the safety, quality, performance and timely availability of medical devices  

The regulation of medical devices includes the following features: 

 classifying the medical device based on different levels of risk;  

 assessing compliance with a set of essential principles for their quality, safety and 

performance;  

 implementing appropriate regulatory controls for the manufacturing processes of 

medical devices;  

 including the medical device in the ARTG; and  

 Implementing a comprehensive post market vigilance and adverse incident reporting 

program.  

3.14  Australian register of therapeutic goods (ARTG) 

The Australian Register of Therapeutic Goods (ARTG) was established under the 

Therapeutic Goods Act 1989. 

The ARTG is a computer database of therapeutic goods. Therapeutic goods are divided 

broadly into two classes: medicines and medical devices. Unless exempt, medicines must be 

entered as either 'registered' or 'listed' medicines and medical devices must be 'included' 

before they may be supplied in or exported from Australia. 

Information held on the database includes: 

 product name and formulation details  

 sponsor and manufacturer details  

Assessment criteria 

Whether a product is listed or registered in the ARTG depends largely on three things: 

 the ingredients;  

 the dosage form of the product; and,  

 the promotional or therapeutic claims made for the product.  

   In assessing the level of 'risk', factors such as the strength of a product, side effects, 

potential harm through prolonged use, toxicity, and the seriousness of the medical condition 

for which the product is intended to be used are taken into account. 

3.15  The Australian Code of Good Manufacturing Practice 

Australian manufacturers of medicinal products are required to comply with the Australian 

Code of Good Manufacturing Practice (GMP) for Medicinal Products, which is based entirely 

on the international standard, Guide to Good Manufacturing Practices for Medicinal 

Products, published by the Pharmaceutical Inspection Cooperation Scheme (PIC/S). The 

http://www.tga.gov.au/docs/html/gmpcodau.htm
http://www.tga.gov.au/docs/html/gmpcodau.htm


Australian Code applies to all medicines manufactured in Australia, including 

complementary medicines. 

Compliance with the Australian Code of GMP is ascertained by carrying out pre-licensing 

audits and, thereafter, regular on-site audits of manufacturers of medicinal products. The 

TGA has GMP inspection agreements with some other countries and organisations to obtain 

inspection reports, GMP certificates and other GMP-related information about overseas 

manufacturers exporting or wishing to export medicinal products to Australia. 

Medicines that are assessed to be of higher risk are individually evaluated for quality, safety 

and efficacy. Higher risk products approved by the TGA are included on the ARTG as 

Registered medicines. Efficacy is usually assessed by examining data from controlled clinical 

trials. However, where adequate information is available on each active ingredient, and it is 

well described in standard textbooks/guidelines, this may be used to support efficacy. 

Listed medicines are low risk medicines and are included on the ARTG via a low-cost and 

streamlined electronic application and validation process. Listed medicines may only contain 

ingredients that have been evaluated by the TGA to be low risk, must be manufactured by 

licensed manufacturers in accordance with the principles of GMP and may carry indications 

only for health maintenance and health enhancement or certain indications for non-serious, 

self-limiting conditions. Most, but not all, complementary medicines included on the ARTG 

are Listed medicines. 

Listed and Registered medicines are differentiated on the product label by the designation, 

'AUST L' or 'AUST R' respectively, followed by a unique number. 
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