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1. Executive Summary 
 
The Medical Technology Association of Australia (MTAA) appreciates the opportunity 
to comment on the trans-Tasman early warning scheme and how the system will 
work in Australia and New Zealand (NZ).  
 
MTAA endorses the introduction of a joint regulatory agency for Australia/NZ and 
views the introduction of a trans-Tasman early warning scheme as a step toward the 
alignment of the Australian and NZ regulatory systems although parallel 
communication systems will be developed under the scope of the project. 
 
MTAA questions the need for monitoring communications to encourage consumers 
and healthcare professionals to report problems with medical devices. A more 
proactive, multi stakeholder educational approach needs to be taken to make 
consumers and healthcare professionals aware of how and when to report problems 
with medical devices.  
 
MTAA is also concerned that monitoring communications would cause unnecessary 
concern as no advice is given and the communications are untargeted. 
 
MTAA supports the use of alert communications for disseminating important 
information and recommendations to improve the safe use of devices through 
targeted dissemination. MTAA suggests that alert communications are only 
disseminated for generic problems or after a sponsor/manufacturer communication 
has been deemed to be ineffective to avoid repetition of alerts to the healthcare 
community. 
 
MTAA is concerned that the decision criteria for communications are not based on 
robust risk analysis and trending techniques used by device manufacturers and 
recommends that regulators employ the same techniques in determining if a 
communication is required. 
 
Education across the health care system is required to ensure that early warning 
communications are effective and actioned appropriately. 
 
 
2. Overview of the early warning system 

  
MTAA notes that Figure 1 of the paper shows the location of the early warning 
system in therapeutic product process. A more detailed process flow including the 
decision trees that determine the need for a communication is required. 
 
Figure 1 implies that both the monitoring communications and alert communications 
can potentially go out without sponsor/manufacturer engagement.   
 
Sponsor/manufacturer engagement is crucial for ensuring that the correct message 
is delivered in the communications.  If the monitoring communication is generic, 
several sponsors/manufacturers of the kind of device causing concern should be 
consulted. 
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Figure 11: Location of the early warning system in the therapeutic product process 
(Yellow Boxes), blue arrows show how sponsor engagement can be bypassed. 
 

 
 
 
Monitoring and alert communications are not clearly defined and delineated, hence 
there is potential for misinterpretation by consumers/end users. 
 
3. Monitoring Communications 
 
MTAA is concerned that monitoring communications may cause unnecessary 
concern given that further investigation would not have been conducted by the 
regulator and no advice is being given to consumers, healthcare professionals and 
end users at this stage. 
 
Monitoring communications should not be the forum used to encourage consumers 
and healthcare professionals to report problems with medical devices. A more 
proactive, multi stakeholder educational approach needs to be taken to make 
consumers and healthcare professionals aware of how and when to report problems 
with medical devices.  
 
MTAA challenges the need for the monitoring communication as it does not provide 
any useful advice for consumers and healthcare professionals, particularly given that 
targeted dissemination is not planned for these communications. 
 
 
4. Alert Communications 
 
MTAA supports the use of alert communications for disseminating important 
information and recommendations to improve the safe use of devices. 
 

                                                 
1 Figure 1 from page 8 of the early waring system paper. 



3 
 

The success and effectiveness of an alert communication is highly dependent on 
clear and concise messaging, targeted dissemination and clear guidelines on actions 
to be taken.2  
 
Sponsors/manufacturers should be engaged early in the process to ensure the 
technical accuracy of the communication.   
 
MTAA notes that a study on the effectiveness of safety alert communications 
undertaken in the UK2 found there was repetition between manufacturer, regulator 
and other safety agency alerts which causes confusion about when to take action.  
MTAA suggests that alert communications are only disseminated for generic 
problems or after a sponsor/manufacturer communication has been deemed to be 
ineffective. 
 
5. Decision criteria 
 
Medical device reporting and post market vigilance responsibilities of the sponsor are 
specified in the Therapeutic Goods Act 1989.  Manufacturers of medical devices also 
have on going post market responsibilities including the periodic review of risks 
arising from the use and manufacture of a device.  Manufacturers of medical devices 
are required to have post market systems in place to review risk inputs from all 
sources including internal audits and complaint/feedback from customers. The result 
of undertaking a risk review may lead to additional instructions for use, design 
changes or corrective actions such as recalls and safety alerts. 
 
Under the current regulations medical device manufacturers are required to 
investigate all complaints received and document the outcome of the investigation.  It 
is mandatory for medical device sponsors to report to the TGA all problems that meet 
the definition of an adverse event.  Sponsor reports make up over half the reports 
received by TGA.  
 
Figure 2 Sources of TGA reports3 
 

  
 
                                                 
2 Evaluation of the uptake of advice, directives and guidelines to the NHS concerning patient safety by the Safety 
Alert Broadcast System – presentation, York Health Economics Consortium and Cardiff University 
3 McGee et al. Med J Aust. 2012 Mar 5;196(4):256-60.Medical device regulation in Australia: safe and 
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It is important to note that under the current medical device reporting exemption 
rules4, expected and foreseeable side effects documented in the product instructions 
for use do not have to be reported if no change in trend has been observed.  
However, an increase in complaints on a particular product range will trigger a 
manufacturer to take corrective action in the form of a recall or safety alert.  
 
As sponsors are also required by the Act to maintain distribution records for product 
supplied in or exported from Australia, communications can be targeted to customers 
that have received potentially affected products.  Such communications are currently 
conducted with TGA consent in accordance with the well-established Uniform Recall 
Procedure for Therapeutic Goods (URPTG). 
 
MTAA asserts that the sponsor/manufacturer must be engaged during the initial risk 
assessment phase as the regulator may not have the breadth of visibility the 
manufacturer has through its post market surveillance system.  It is likely that the 
manufacturer will be aware of and should inform TGA about potential device-related 
problems5 prior to the regulator detecting any safety concerns.  
 
MTAA is concerned that the decision criteria for communications are not based on 
robust risk analysis and trending techniques used by device manufacturers. MTAA 
recommends that the same risk assessment techniques used by manufacturers are 
used by the regulator in the decision criteria process.6 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

                                                 
4 ARGMD 
5 as required by the regulations 
6 ISO 14971 
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