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ABSTRACT 

With Increased use of medical devices, strict regulatory standards are required to ensure that 

devices are safe, well-studied and have the least adverse reactions. The updated TGA guidelines 

and the legislative amendment provide adequate guidance for both manufacturers and the 

competent authorities to manage cases effectively and in an appropriate manner. These 

guidelines shall be updated annually according to the schedule, which provides a high level of 

encouragement in the research of medical devices, as is currently the case. Pharmacy staff can 

certainly play an important role in the regulation of medical devices. The safety, risks, 

effectiveness and performance of medical devices must be well established and properly 

regulated. It is hoped that the guidelines will be implemented and properly regulated with an 

effective outcome. 
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INTRODUCTION 

Medical devices in Australia are regulated by 

the Therapeutic Goods Administration 

{TGA}, which is part of the Australian 

Government Department of Health and 

Aging. The Therapeutic Goods 

Administration {TGA} administers the 

Therapeutic Goods ACT [1989] by applying 

a risk management approach designed to 

ensure that the therapeutic goods supplied in 

Australia comply with acceptable standards 

of quality and safety [1, 2]. 
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As per TGA medical devices, a wide range of 

products are defined, such as medical gloves, 

bandages, syringes, blood pressure monitors 

and X-ray equipment. They generally have a 

physical or mechanical effect on the body or 

are used to monitor the body and its function. 

METHODOLOGY 

Essential Principles [3, 4] 

Part of these requirements includes six 

general principles that all devices must 

comply with. These relate to health and 

safety, including long-term safety, with a 

view to ensuring that the benefits outweigh 

the risks. A further nine design and 

construction principles apply to devices on a 

case-by-case basis. 

Proper compliance with these principles 

ensures that the devices are as safe as 

possible and perform as intended. Once the 

device has been approved, it is expected that 

the manufacturer will continue to monitor the 

performance and safety of its device and 

ensure that it continues to comply with the 

essential principles. 

Classification of medical devices [6, 7] 

The TGA has adopted a system of 

classification of devices based on the level of 

risk. The lowest risk medical devices, Class-I 

devices, are not assessed by the TGA prior to 

inclusion in the ARTG {Australian Register 

of Therapeutic Goods}. Classification of 

medical devices are mentioned in Figure 1. 

Marketing Regulation of Medical devices 

[8] 

Life cycle approach for medical device 

regulation is mentioned in Figure 2. 

 Pre market regulation of medical 

devices [8] 

 The manufacture shall apply the 

appropriate uniformity assessment 

procedure.  

 Manufacturers making an Australian 

declaration of conformity – a legal 

declaration that all the required 

evidence exists and that the device 

complies with Australian regulatory 

requirements. 

 The Australian sponsor shall submit 

evidence of the manufacturer's 

conformity assessment to the TGA to 

all devices. (Except for Class-I 

devices which are not sterile or do not 

have a measuring function)  

 The TGA to evaluate the available 

evidence for high-risk devices  

 Devices to be included in the ARTG 

 Post market regulation of medical 

devices [8] 

 The manufacturer shall maintain the 

current evidence of conformity 

assessment to support the device.  
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 The manufacturer shall monitor on-

going performance, safety and inform 

the TGA if there are serious issues.  

 The TGA conducts random and 

targeted assessments of the medical 

devices included in the ARTG 

 Risk based regulation of medical 

devices [13] 

The TGA has a risk-based approach to the 

regulation of medical devices. Accordingly, 

the scope of the regulation depends on  

 The intended purpose of the device.  

 The degree of risk that the device poses 

to the patient.  

 The degree of risk that the device poses 

to the user and those in the vicinity  

 Whether the device is used internally or 

externally by the patient  

 The duration of use. 

 

 

 

 

 

Figure 1: Classification of medical devices [6, 7] 

CLASS-I

CLASS-
IIa

CLASS-
IIbCLASS-III

Active 
Implantab
-le Medical 

Devices

Elastic bandages, 
Tongue depressors, 

cervical collars, slings, 
Non sterile dressings. 

x-ray films, Intravenous tubings, 
contact lenses, catheters 

Blood bags, Dressings for 
severe wounds, condoms 

Pacemakers, cochlear 
implants 

Coronary artery probes, 
Intrauterine contraceptive 

devices, Medical devices that 
contain medicines, such as 

dressings with an anti-microbial 
agent 
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Figure 2: Life Cycle Approach for Regulation of Medical Devices [5] 

 
Table 1: Annual charges in TGA regulations 2018 [9] 

 

CONCLUSION 

The objective of present work is to know the 

current trends of medical device regulation in 

Australia which are regulated by Therapeutic 

Goods Administration [TGA]. The current 

regulations are complied with the essential 

principles developed under TGA. The main 

goal of TGA is to monitor the safety and 

effectiveness of medical device. TGA has 

undergone for many revisions and developed 

many regulations to monitor the safety and 

effectiveness of medical devices. 
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