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Executive Summary 

IVD Australia is pleased to provide comment on the Consultation Paper - “Proposed 
amendments to the new regulatory framework for in vitro Diagnostic Medical Devices (IVDs)” 
that was released on 3rd May 2013. 

In considering the proposals, IVD Australia supports the right of the Australian community to 
access a high quality pathology sector and that there is an appropriate level of scrutiny of high 
risk IVDs to ensure that they are safe and effective and function as intended by the 
manufacturer. However that right must be balanced with a timely and resource efficient process 
that ensures that market entry is not unduly restricted by cost or timeline restraints. 

After careful review IVD Australia supports; 
 

 Proposal 1A - staged transition to the new IVD Framework. Whilst recognising that 
the Proposal as framed would achieve the objective of allowing Class 4 IVD and 
Australian manufacturers additional time to complete the Transition, IVD Australia 
recommends that the simplest implementation would be to extend the Transition Period 
for all IVDs to 30th June 2015. 

 
 Proposal 2A - A modified conformity assessment procedure for the regulation of 

Class 4 in-house IVDs predicated on a commercial assay.  IVD Australia however 
seeks further information from TGA on the fees and charges that would apply to these 
proposed modified CAs, and recommends that TGA produce a prescriptive list of 
modifications that would be acceptable under this Proposal. 

 
 Proposal 3 - Selective performance evaluation of Class 4 IVDs that are submitted 

for design examinations. However the requirement to undergo performance testing 
needs to be well justified and based on clinical and/or scientific grounds and not just to 
duplicate data or testing that has already been provided or could be provided by the 
sponsor 

 
 Proposal 4 - Regulation of tests for predisposition or susceptibility to disease. IVD 

Australia accepts that changes need to be made to the definition of a medical device to 
ensure that developments in technology such as predisposition and susceptibility assays 
are adequately captured under the Therapeutic Goods Act. However the final wording of 
the definition must be reviewed carefully to ensure it is aligned with GHTF/IMDRF 
harmonization efforts as much as possible. 

 
IVD Australia does not support Proposal 1B as it is clear that additional time is required for 
sponsors to submit and for TGA to assess applications for conformity assessment.  
 
IVD Australia cannot support Proposal 2B which would allow a different standard of 
assessment for de novo in-house Class 4 IVDs to that applied to identical commercial IVDs. 
Similarly, Proposal 2C which retains the status quo is not supported.  
 
IVD Australia looks forward to working with the Therapeutic Goods Administration, and the 
Parliamentary Secretary for Health and Ageing, in implementing the outcomes of the 
Consultation in order to continue to ensure that the IVD Regulations are workable and fair to all 
sections of the pathology sector and ensure that pathology tests remain accessible for all 
Australian health consumers.  
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About IVD Australia 
 

IVD Australia is the peak body representing sponsors and manufacturers of in vitro diagnostics 
based in Australia. 
 
In vitro, literally “in glass”, diagnostics (IVDs) comprises the instruments, reagents and 
consumables that are used to perform pathology tests requested by General Practitioners 
(GPs), specialist Physicians (specialists) or other healthcare professionals (HCPs), or those 
undertaken as part of a screening program. These pathology tests are generally performed in 
accredited Public and Private pathology laboratories across Australia, but IVDs also include 
over-the-counter tests such as blood glucose meters for diabetes testing, home pregnancy test 
kits and point of care (PoCT) devices used in general practice and healthcare clinics to measure 
INR or HbA1c levels. Supply of these products in Australia is regulated for the Government by 
the Therapeutic Goods Administration (TGA).  

IVD Australia was formed in July 2009 and currently represents Australian manufacturers, multi-
national and local distributors of IVDs, as well as regulatory consultants working in the IVD 
sector. Our 53 members supply in vitro diagnostic products in Australia valued at over 
$750,000,000 per annum and they employ over 2000 people across Australia. 

IVD Australia members supply the majority of IVDs used in Australian pathology laboratories as 
well as most of the blood glucose meters and strips used for SMBG, home pregnancy testing 
and point of care diagnostics used in Australia. 
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Background to the Changes  Consultation Paper 
 

IVD Australia thanks the Therapeutic Goods Administration for the opportunity to comment on 
the Consultation Paper - Proposed amendments to the new regulatory framework for in 

vitro Diagnostic Medical Devices (IVDs). 

Following on from almost 3 years of transition within the new IVD regulatory framework it is 
clear that there are issues that need to be addressed. 

IVD Australia has expressed a number of concerns to TGA regarding the transition over the 
past several years; 

 The slow uptake of the transition by sponsors especially for higher risk (Class 3 and 4) 
IVDs despite the waiving of annual charges and the investment in training by IVD 
Australia (and TGA) of members and non-members; 

 The development of a backlog in processing of Conformity Assessment and Design 
Examination applications within the TGA which has now reached a crisis point as 
applications are not being finalised in time to meet the June 2014 deadline for inclusion 
of products on the ARTG; and 

 Anecdotal information from members that a number of currently available commercial 
IVDs will not be transitioned to the new framework due to the cost of doing so. 

 
IVD Australia is as concerned as TGA and the Parliamentary Secretary to ensure that all 
Australians have access to the most appropriate IVD to diagnose or monitor their disease or 
condition. However IVD Australia reminds TGA that the Australian market represents less than 
2% of the world market for IVDs. IVD manufacturers and sponsors will take commercial 
considerations into account, including the market size and penetration and the cost of 
regulation, when making decisions to include or to not include IVD products on the Australian 
Register of Therapeutic Goods (ARTG).  

IVD Australia notes also that, in the preamble to the Proposals, the paper reiterates that the 
framework for IVD Regulation had been developed over a substantial period of time from 2002 - 
2010. There was extensive consultation over this 8 year period with all interested parties, 
including commercial manufacturers and sponsors, pathology laboratories, both public and 
private, the Royal College of Pathologists of Australasia (RCPA), other medical colleges, 
healthcare professionals and of course consumers. The framework that was agreed and has 
been implemented represents a good balance between the need to regulate all IVD products 
and the level of risk that those IVDs pose to the community. 

Hence after 8 years of consultation and 3 years of a widely discussed and heavily promoted 
transition period, IVD Australia is loathe to make changes to the Framework without good and 
sufficient reason.  

IVD Australia accepts that the issues raised in the Consultation Paper are real and need to be 
addressed. However we are concerned that the need to address them does not; 

 Disadvantage those manufacturers, sponsors and laboratories that have made their 
applications or done their preparation in good faith for the transition; or 
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 Create a situation where high risk (Class 4) in-house IVDs are subject to a significantly 
less level of scrutiny than those of commercial manufacturers, as appears to be the case 
under Proposal 2B. 

 
IVD Australia is also concerned that, in respect of in-house IVDs, the revised Standard covering 
the “Development and Use of in-house in vitro Diagnostic Medical Devices (IVDs)” has not yet 
been released by the National Pathology Accreditation Advisory Committee (NPAAC). It is 
expected that this will make significant changes to the previous Standard but it will not be 
available for release until at least mid June 2013. Until it is released it is still unknown what 
additional conditions will be imposed on laboratories seeking to manufacture Class 4 in-house 
IVDs. Until this is available, laboratories will need to rely on the 2007 Edition.  
 
IVD Australia continues to be concerned that regulation of Class 1-3 in-house IVDs relies 
heavily on the involvement of NATA to ensure that there is appropriate scrutiny of these assays. 
It is not clear to IVD Australia that NATA has been ensuring that laboratories comply to the 
requirements of the Standard as currently available or to the TGA regulations regarding both 
pre-market assessment and post-market surveillance of in-house IVDs. 
 
Finally, IVD Australia has concerns regarding the legislative timelines for any or all of the 
proposed changes. Given the writs for the upcoming Federal Election will be issued on 10th 
August 2013, it is not possible for these changes to be drafted, reviewed, introduced to 
Parliament and legislated before then. Hence they will have to wait until the new Parliament and 
then it is likely that they will not be legislated before March 2014 at the earliest. This is getting 
very close to the close of the Transition period as currently regulated, which leaves little leeway 
if there are not to be significant numbers of products that are unable to be transitioned. 
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Issue 1 - timeframe for valid applications for inclusion in the ARTG 

 

Comments on the Current Situation regarding timeframes 
 

The current regulations regarding the transition of Class 4 commercial IVDs and Australian 
manufacturers of IVDs require the sponsor to have obtained a TGA Conformity Assessment 
Certificate (CAC) as the only form of acceptable manufacturers evidence before submitting their 
application for inclusion of a product or products on the ARTG. It should be noted that while the 
emphasis in the Consultation paper is principally on Class 4 IVDs, Australian manufacturers of 
IVDs require TGA conformity assessment for all their Class 2 - 4 products, not just the Class 4 
ones. Similarly, laboratories that are manufacturing Class 4 in-house IVDs have to receive a 
TGA CAC before making their applications for inclusion. 

It should also be remembered that overseas manufacturers can also apply for a TGA 
Conformity Assessment which will then cover all the products included on the scope of the 
Certificate. This may enable a sponsor to include a series of products from an overseas 
manufacturer that might otherwise be subject to a number of Technical File Reviews.  

Once the application for inclusion on the Australian Register of Therapeutic Goods (ARTG) is 
submitted by the sponsor with the CAC then it is considered to be a valid application and hence 
may continue to be supplied under the Transition arrangements. With only 13 months to the end 
of the transition period on 30th June 2014, surveys conducted by IVD Australia as well as the 
TGA suggest there are still a considerable number of Australian manufactured commercial 
IVDs, and commercial as well as in-house Class 4 IVDs that have not yet been the subject of a 
CAC application.   

Given the current backlog of work within TGA, IVD Australia estimates it is likely that 
applications made over the next few months will not be completed prior to 30 June 2014. Hence 
there may be a number of products where sponsors have made CAC applications in good faith 
but may not receive their CAC in time to make an application for inclusion before the end of the 
transition period. 

This will mean that a number of assays used currently for screening the blood supply and other 
critical diagnostic purposes may not be able to be supplied past July 1st 2014. 

Under the current arrangements, sponsors that submit applications for products that are new to 
the Australia market are not considered separately to those applications involving transitioning 
products.  Given the backlog that is developing, IVD Australia is concerned that this will cause 
significant delays to sponsors seeking to market new IVDs that require (or elect to undertake) 
Conformity Assessment and thus may restrict the availability of new technology to Australia 
health consumers over the next several years. 
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Proposal 1A:  staged transition to the new framework 
 

 
Under Proposal 1A the TGA is proposing to extend the date for submission of valid Applications 
for inclusion for IVDs that require TGA Conformity Assessment until 30th June 2015. In order to 
ensure that sponsors have sufficient time to receive the required Conformity Assessment 
Certificates, TGA is proposing to allow manufacturers until 30th June 2014 to make applications 
for Conformity Assessment. 
 
IVD Australia is supportive of Proposal 1A. There is evidence from surveys conducted by IVD 
Australia that some sponsors of Class 4 commercial IVDs are struggling to meet the evidence 
requirements necessary for a CAC and hence would be unlikely to meet the requirement of 
having either a completed inclusion on the ARTG or at least have a valid application. IVD 
Australia understands that laboratories manufacturing Class 4 in-house IVDs have also 
indicated to TGA that they are unlikely to meet the current 30th June 2014 deadline to submit 
valid applications. 

The benefit of this proposal is that it will provide additional time to gather the evidence and to 
then submit a valid application by 30th June 2014. 

There are several risks however in doing this. Although it may provide additional time for some 
sponsors and laboratories to make submissions, there is no guarantee that it will not cause a 
similar issue at the end of 2015. 
 
Another major concern of IVD Australia is that there will be delays in the inclusion of new Class 
4 commercial IVD products or to Australian manufacturers, either new entirely, or those making 
new Class 2 - 4 IVDs, that are seeking conformity assessment. TGA must ensure that there is a 
process to assess applications for new manufacturers or their new products independent of 
those for existing manufacturers, and to process design examinations for new products 
independent of transitioning applications to ensure that they are not disadvantaged by the 
changes.  
 
The TGA statutory limit of 255 working days to undertake a Design Examination equates to 
about one calendar year. There is however no statutory limit on the time taken by TGA to 
finalise an application for a Quality Management System CAC.  Given that there have only been 
a small number of Class 4 products transitioned and that there a considerable number of 
products still registered as “Other Therapeutic Goods”, IVD Australia has a major concern that 
TGA still will not be able to complete all the applications for Conformity Assessment, even for 
applications lodged during the first 6 months of 2013. Hence there will be products for which the 
sponsor has made genuine efforts to have their product included but who are unable to do so 
because TGA has not finalised the assessment. 
 
The Consultation Paper also makes no reference to Application Fees and to Annual Charges 
that would apply after 30th June 2014. IVD Australia presumes that the normal CA application 
fees would apply. As part of the negotiations for the Framework it was agreed to have no annual 
fees until 1st July 2014 in order to ensure that those sponsors who made applications for 
inclusion early in the Transition would not be disadvantaged. However, it is unclear how the 
Transition period can be extended for some products and some sponsors, but not all without 
creating an unfair situation regarding annual fees. 
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IVD Australia therefore proposes that if Proposal 1A as currently formed is to be adopted that 
the Annual Charges for all IVDs be set at $0 for the 2014/15 year. 
 
IVD Australia would suggest that the most effective solution to the issue is, of course, to extend 
the transition period for ALL IVDs to 30th June 2015. This would mean that all sponsors, 
commercial or otherwise, would have an additional year to transition their products no matter 
what class. Adoption of this proposal would necessitate TGA engaging in an extensive 
education program to ensure that those manufacturers requiring a TGA CAC understood the 
timelines involved in the process and that applications for CA would need to be made within the 
next 12 months.  
  
 

Proposal 1B:  retain existing timeframes for transition to new regulatory 

framework 
 

IVD Australia does not support Proposal 1B over Proposal 1A should TGA decide to proceed 
down this path. 

Under Proposal 1B (status quo) it is quite likely that a number of products will not be included 
on the ARTG before 30 June 2014 given the current TGA backlog and the rate at which 
applications are being processed. 

The benefit to this proposal is that it requires no change to the regulations. Sponsors who do 
make applications within the current timeframes are able to supply their products as they 
expected. Those that have not undertaken the appropriate work will not be able to supply until 
they have received their CAC and have subsequently had their products included on the ARTG. 

The risk of retaining the status quo is that there clearly will be some IVD products important to 
the health and well-being of the community that are not able to be supplied for some period of 
time post June 30th 2014. 
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Issue 2: Regulatory requirements for Class 4 in-house IVDs 
 

Comments on Current Situation regarding Class 4 in-house IVDs 
 

Over the last several years it has become clear that there are a number of situations where it 
will be onerous for laboratories that are manufacturing Class 4 in-house IVDs to obtain a full 
TGA Conformity Assessment Certificate for these assays. These situations will include in-house 
assays that are based on a commercially supplied IVD but; 

 that incorporate a modification of the assay instructions for use; and/or 
 that are performed on sample types not covered by the manufacturer’s intended use; 

and/or 
 that have an additional pre-analytical step; and/or 
 that use specimens outside the manufacturer’s recommended storage conditions; and/or 
 that are intended by the manufacturer as a Class 3 IVD but are used as a Class 4 assay 

for donor screening. 
 
IVD Australia accepts that it may not be possible for laboratories who are using assays based 
on commercially supplied products to obtain the detailed information necessary to prepare an 
application for full TGA conformity assessment. 
 
IVD Australia also accepts that, in the specific case of IVDs that are used to test cadaveric 
samples intended for tissue donation, it may not be possible for laboratories to submit full 
manufacturing and design examination data without access to the original manufacturer’s data 
files. In addition the low volume usage of these assays may mean that it will not be possible to 
access sufficient samples to provide adequate validation to satisfy TGA requirements for 
conformity assessment. 

IVD Australia does however have concerns where laboratories are seeking to use Class 3 
assays for donor screening purposes. We accept the need for up-classification from the 
manufacturer’s intended purpose for rare or non-routine assays but do not accept that 
laboratories should be able to up classify in-house assays just for the purpose of cost-saving 
where there is an existing Class 4 commercial assays.  
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Proposal 2A: A modified conformity assessment procedure for the regulation 

of Class 4 in-house IVDs predicated on commercial IVDs 
 

As indicated previously IVD Australia would prefer that there be no changes to the agreed and 
legislated IVD framework. However this will not practical at the present time in respect of some 
in-house IVDs that are based largely on the modification of commercially supplied IVDs.  

Hence in order to ensure that modified commercial IVDs that are used as in-house IVDs can 
continue to be available for specific purposes, IVD Australia is prepared to accept Proposal 2A. 

Given that Proposal 1A is adopted in the format proposed by TGA, or in the format suggested 
by IVD Australia, it will be also necessary to extend the time that laboratories manufacturing in-
house IVDs have to comply with the CA requirements. If an in-house Class 4 IVD is based upon 
a commercial IVD, it will be necessary for the commercial IVD to be assessed by TGA before 
the commencement of the assessment of the in-house IVD using the modified CA procedure. 
Hence the Proposal that the cutoff date for inclusion of these assays be set at 30th June 2016 is 
reasonable. 

However, any in-house Class 4 IVDs that are submitted for assessment under this Proposal 
must have equivalent assessment of the validation of the modification to that applied to a 
commercial Class 4 IVD that has undergone modification. 

In agreeing to Proposal 2A, IVD Australia however seeks further information from TGA on the 
fees and charges that would apply to these proposed modified CAs. These must be at the same 
level of charges that a modification to an assay submitted by a commercial sponsor would 
attract. 

IVD Australia also recommends that TGA create a prescriptive list of the modifications to 
commercial IVDs that would be considered to represent fundamental changes to a commercial 
IVD and hence would not be able to be assessed under the modified CA procedure. These list 
must, for example, cover significant dilution or alteration of reagents that comprise the 
commercial IVD. 

IVD Australia notes that some laboratories that provide blood and tissue donor screening 
services already hold and maintain a current good manufacturing practice (GMP) license. 
However this is not the case for all blood and tissue screening laboratories nor for laboratories 
that undertake diagnosis using Class 4 assays. 

However there must be adequate scrutiny of all laboratories that are intending to manufacture 
(by modification of commercial assays) Class 4 in-house IVDs under this modified CA and there 
must be demonstrable compliance with this. IVD Australia does not accept that this can be 
provided by solely having NATA accreditation as a medical testing laboratory under ISO 15189.  

IVD Australia also requests that laboratories be reminded that Class 4 in-house IVDs that are 
based upon modified commercial assays remain “in-house IVDs”. Each laboratory that 
undertakes the modification of a commercially supplied IVD must be subject to CA on its own 
behalf and must demonstrate validation of the assay in its hands. IVD Australia cannot accept a 
situation where Class 4 in-house IVDs that have undergone this modified CA procedure are 
then made available to other laboratories as “commercial” IVDs. 
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Proposal 2B:  A modified conformity assessment procedure for the regulation 

of all Class 4 in-house IVDs 
 

IVD Australia cannot support Proposal 2B as it would mean that all Class 4 in-house IVDs 
would be able to undertake to the modified CA procedure developed in Proposal 2A. This would 
create an uneven playing field where a de novo Class 4 in-house IVD is not subject to the same 
Conformity Assessment procedure as equivalent commercial assay. 

Under this proposal new Class 4 in-house IVDs could be developed by laboratories with 
minimal scrutiny by TGA. This is exactly the situation that led to the inclusion of in-house IVDs 
in the proposed regulatory framework in 2002 where incorrect results from an in-house HCV 
assay were detected. To accept Proposal 2B would permit high risk assays to be available for 
use without appropriate scrutiny and such a situation is not acceptable to IVD Australia. 

The development of a de novo IVD is a lengthy undertaking and requires significant investment 
of resources in design, manufacture, testing and validation in order to ensure that the assay 
performs reproducibly and reliably. It also requires stringent manufacturing procedures be in 
place to ensure the assay continues to meet its claims and does not compromise health and 
safety.   Any and all de novo in-house Class 4 assays must be subject to the same level of TGA 
assessment as a commercial IVD to the level of ISO 13485, as is the intention of the current 
IVD framework. 

It is also not acceptable to IVD Australia that, under this Proposal, laboratories creating in-
house Class 4 IVDs would only be subject to NATA accreditation as a medical laboratory  - 
“maintain a Good Manufacturing Practice )GMP license and/or NATA / RCPA accreditation….”.  

IVD Australia is firmly of the belief that laboratories must have both GMP (or equivalent) as well 
as NATA accreditation if they are manufacturing Class 4 in-house IVDs that are being used to 
test the blood supply, or bone and tissue donations, or used for other high risk diagnostic 
purposes for Australian health consumers. 

   

Proposal 2C: retain the current regulatory framework for Class 4 in-house 

IVDs 

IVD Australia has indicated that there is clearly a need to introduce a modified Conformity 
Assessment procedure for some Class 4 in-house IVDs. 

Hence IVD Australia does not accept Proposal 2C 

The risk of retaining the current framework for all Class 4 in-house IVDs is that there will be no 
appropriately validated assays for some high risk indications which is not acceptable to IVD 
Australia, TGA, DoHA and the Government, and most importantly the Australian community. 
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Issue 3: Performance evaluations for design examinations 
 

Comments on Current Situation regarding Performance Evaluations 
 

IVD Australia accepts that the current situation where the TGA has the ability to request 
samples of Class 4 IVDs for evaluation but has no legislative remit to require or undertake a 
performance evaluation as part of a design examination for a Class 4 IVD is not satisfactory and 
was clearly an oversight when the IVD Regulatory framework was created. 

IVD Australia believes that the results of local performance testing data may be of value when 
assessing applications for design evaluation. 

 

Proposal 3: Selective performance evaluation of Class 4 IVDs that are 

submitted for design examination 
 

Whilst IVD Australia accepts the need to amend the regulations to allow for the local 
performance testing of IVDs that are the subject of a design examination, we are strongly of the 
opinion that local performance testing is not required for all class 4 IVDs as a general rule. 

In particular the requirement to undergo local performance testing needs to be well justified and 
not just duplicate data or testing that has already been provided by the sponsor. Performance 
testing by or on behalf of TGA can be justified only where; 

 there is good evidence that epidemiological, phenotype or genotype differences exist in 
the Australian population compared to populations elsewhere; or 

 where there is good evidence that new technology is significantly different to existing 
technology; and 

 where the manufacturer has failed to provide adequate evidence to support the use of 
the assay with the Australian population 

IVD Australia does not believe that introduction of a new marker in itself justifies the cost and 
resource expense of a performance evaluation. 

IVD Australia believes also that TGA should provide clear examples of exactly what constitutes 
a “new technology” or a “novel indication for use”. An “IVD designed to detect a serious 
infectious disease” would not necessarily be classified as a Class 4 IVD, and hence would not 
be subject to the need for performance evaluation. There is a need to have TGA provide 
guidance on what will be selected and what data and protocols TGA will be expecting in such 
circumstances. There is a need to ensure that demonstrating the safety of new assays and/or 
new technologies is balanced with access to state-of-the art healthcare technology. 

IVD Australia also believes that there must be an option for manufacturers to supply data that 
would obviate the need for performance testing, unless the TGA can conclusively demonstrate 
why testing is required. In many cases the available market for a Class 4 IVD is quite small and 
to require testing in Australia may cost the manufacturer significantly more tests and resources 
than will be sold once the IVD has reached market and hence the performance testing will mean 
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that the assay is commercially non-viable.  In such cases manufacturers must have the option 
to supply data relevant to the Australian population and clinical practice that has been 
generated overseas. The consequence will be that sponsors will take the commercial decision 
not to introduce the product due to excessive costs. The subsequent impact will be that new 
technologies and markers might not be made available to the Australian community.  

Alternatively, IVD Australia suggest that TGA could provide samples which could be 
incorporated into the manufacturer’s pre-market validation testing to allow for the data to be 
collected as part of the assay validation. The development of bio-banks within the Australian 
setting has meant that samples could be made available for such purposes.  

IVD Australia understands the benefit to the Australian community of local performance testing 
for markers where there is clear evidence of differences within the Australian population and 
that the manufacturer has not addressed these in their design validation. 

However we believe that the risk of this proposal is that Class 4 IVDs will be subject to local 
performance testing where the need is not justifiable.  This will lead to substantial expense for 
manufacturers and sponsors, the need for significant increase in TGA resources, the possibility 
that assays will not be introduced to the Australian and ultimately this will all be to the detriment 
of the Australian community 
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Issue 4:  Regulation of tests for predisposition or susceptibility to 

disease 
 

Proposal 4: Amend the definition of a medical device to include predisposition 

and susceptibility tests 
 

IVD Australia accepts that changes need to be made to the definition of a medical device to 
ensure that developments in technology such as predisposition and susceptibility assays are 
adequately captured under the Therapeutic Goods Act and are thus appropriately regulated. 

TGA has identified that there was an oversight in the drafting of the IVD Regulations such that 
predisposition and susceptibility tests were overlooked when reviewing the definition of medical 
devices, although they were captured in the definition of an IVD. 

These tests have become available in the Australian market. They have gained substantial 
prominence in the past weeks1 and have the potential to lead to major surgery or lifestyle 
changes in some circumstances. 

IVD Australia therefore supports the amendment of the definition of a medical device to 
incorporate these tests. We do not believe that the proposed change will have any effect other 
than to clarify the regulatory situation of these types of IVDs and will provide a benefit in 
ensuring that these technologies can be appropriately regulated without confusion as to their 
status. We foresee no risks from the proposed change. 

IVD Australia recommends however that the final wording of the definition is reviewed carefully 
to ensure it is aligned with GHTF/IMDRF harmonization efforts as much as possible.  

                                                           
1
 New York Times; May 14

th
 2013; Angelina Jolie “My Medical Choice”;  

http://www.nytimes.com/2013/05/14/opinion/my-medical-choice.html?_r=3& as accessed on 25/05/2013 

http://www.nytimes.com/2013/05/14/opinion/my-medical-choice.html?_r=3&
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List of Abbreviations and Acronyms 
  

ARTG   Australian Register of Therapeutic Goods 

CA   Conformity Assessment procedure 

CAC   Conformity Assessment Certificate 

IVD   In vitro Diagnostic 

NPAAC  National Pathology Accreditation Advisory Committee 

TGA   Therapeutic Goods Administration 

RCPA   Royal College of Pathologists of Australasia 

 

 


