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Including IVD medical devices in the ARTG 

Overview 
The ARTG is a register of therapeutic goods accepted for importation into Australia, supply for 
use in Australia, or exportation from Australia. The ARTG can be viewed from the TGA eBusiness 
Services (eBS) website at <www.ebs.tga.gov.au>. 

Medical devices1 cannot generally be imported, supplied in or exported from Australia unless 
they are included in the ARTG. 

Exceptions to this requirement include devices that are supplied through one of the following 
mechanisms for supplying medical devices in Australia not included in the ARTG: 

• Clinical Trials in Australia 

• Authorised Prescribers 

• Special Access Scheme 

• Personal Importation 

• Exemptions in the national interest, to deal with emergencies 

For more information on these mechanisms please see Section – Access to unapproved medical 
devices in Australia in the Australian Regulatory Guidelines for Medical Devices (ARGMD) or 
refer to Parts 4-6A and 4-7 of the Therapeutic Goods Act 1989 (the Act) and Schedule 4 of the 
Therapeutic Goods (Medical Devices) Regulations 2002 (the Regulations). 

Class 1-3 in-house IVD medical devices are required to be entered on an in-house IVD database 
that is separate from the ARTG - for more information please see Section – In-house IVD 
medical devices or refer to Part 6A in Schedule 3 of the Regulations. 

Only an Australian sponsor can apply to include an IVD in the ARTG – for more information 
please see Section – What a sponsor needs to know about conformity assessment. 

A sponsor can apply to include an IVD in the ARTG if: 

• the device complies with the Essential Principles; and 

• an appropriate conformity assessment procedure has been applied to the device. 

Other requirements that must be complied with are outlined in this Section. 

All inclusions in the ARTG are subject to automatic conditions and further conditions may be 
imposed by the TGA where it is appropriate. 

Depending on the type of IVD to be included in the ARTG, slightly different processes need to be 
followed. These processes are for: 

• IVDs intended for export only 

• Class 1 IVDs 

• IVDs other than Class 1. 

 
1 The use of the term ‘medical device’ is taken to include ‘IVD medical devices or IVDs’ - the latter terms 
will be used to denote references that are specific to IVD medical devices. 

http://www.ebs.tga.gov.au/
http://www.ebs.tga.gov.au/
https://www.tga.gov.au/publication/australian-regulatory-guidelines-medical-devices-argmd
https://www.tga.gov.au/publication/australian-regulatory-guidelines-medical-devices-argmd
https://www.legislation.gov.au/Series/F2002B00237
https://www.legislation.gov.au/Series/F2002B00237
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Process for including export only IVD medical devices in the ARTG 
IVDs intended for export only are either manufactured in Australia solely for export or are 
imported into Australia for the purposes of export. Export only IVDs need to be included in the 
ARTG as Class 1 IVDs and cannot be supplied to users in Australia. An IVD that is imported solely 
for the purpose of export is exempt from the requirement to be included in the ARTG, provided 
it remains subject to the control of the Australian Customs Service and is not subject to any 
actions that could be considered an act of manufacturing in Australia. 

The following flowchart summarises the steps for including an export only IVD in the ARTG: 

 

Sponsor lodges 
application to include 

device in ARTG via TGA 
eBS 

Sponsor can now apply 
to TGA for a certificate of 

free sale 

Sponsor prints 
Certificate of Inclusion 

from eBS 

IVD medical device 
included in ARTG and 
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ARTG entry may be 
selected for post market 

review 
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Process for including Class 1 IVD medical devices (other than export 
only) in the ARTG 
The following flowchart summarises the steps for including a Class 1 IVD that is to be supplied in 
Australia in the ARTG: 

Application satisfactory? 
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No 
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Process for including IVD medical devices (other than Class 1) in the 
ARTG 
The following flowchart summarises the steps for including an IVD that is to be supplied in 
Australia, other than a Class 1 IVD, in the ARTG: 

Application satisfactory? 
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Applications for inclusion in the ARTG 
The Australian sponsor must lodge an application to include a device or devices in the ARTG 
using eBS. 

The manufacturer’s quality management system certificate or conformity assessment certificate, 
which may also be referred to as Manufacturer’s Evidence, is not required for Class 1 IVDs. 
Manufacturers of Class 1 IVDs must still apply the appropriate conformity assessment procedure 
and prepare an Australian Declaration of Conformity (DOC), this needs to be submitted to the 
TGA with the device application. The sponsor must provide evidence of conformity to the TGA 
upon request. 

Manufacturer’s Evidence is required for all Class 2, 3 and 4 IVDs. Before lodging an application, 
sponsors must submit and receive notification that the manufacturer’s quality management 
systems certification or conformity assessment certificate has been accepted by the TGA. For 
more information on acceptable Manufacturer’s Evidence and its submission please see Section 
– What a sponsor needs to know about conformity assessment. 

The process for lodging an application for inclusion in the ARTG requires the sponsor to 
undertake the following, in accordance with Section 41FC of the Act:  

• complete the appropriate application form 

• submit the completed application to the TGA 

• pay the prescribed application fee 

• ensure that, if a conformity assessment certificate is required for the device, the appropriate 
certificate has been obtained before lodging the application for inclusion of the IVD in the 
ARTG 

• ensure that the application does not contain information that is false or misleading. 

The following must also be provided with the application lodged through eBS: 

• Australian Declaration of Conformity for Class 3 IVDs 

• TGA-issued Design Examination certificate or Type Examination certificate, as appropriate, 
for Class 4 IVDs 

If the application is for a Class 3 IVD and a CMDCAS ISO 13485 certificate has been selected to 
support IVDs in the application, evidence of the Class 3 Canadian Medical Device Licence for the 
IVDs supported by the CMDCAS ISO 13485 certificate, if an active licence exists, should also be 
provided. 

When lodging an application, the sponsor must certify in accordance with Section 41FD of the 
Act that: 

• the device/s are medical devices 

• the device/s are intended for a specified purpose 

• the device/s are correctly classified according to the medical device classifications 

• the device/s comply with the Essential Principles 

• they have: 

– available sufficient information to substantiate compliance with the Essential 
Principles, or 
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– procedures in place, including a written agreement with the manufacturer of the 
device/s to ensure that this information can be obtained from the manufacturer within 
the period required by the TGA 

• an appropriate conformity assessment procedure has been applied to the device/s 

• they have: 

– available sufficient information to substantiate the application of those conformity 
assessment procedures, or 

– procedures in place, including a written agreement with the manufacturer of the 
device/ to ensure that this information can be obtained from the manufacturer within 
the period required by the TGA 

• the device/s comply with every requirement (if any) relating to advertising  

• the device/s do not contain substances that are prohibited imports for the purposes of the 
Customs Act 1901 

• the information included in or with the application is complete and correct. 

There are criminal and civil penalties for making false statements in connection with a 41FD 
certification or an application for inclusion in the ARTG. 

For Class 1 IVDs, most successful applications lodged in eBS will result in an ‘automatic’ 
inclusion in the ARTG. This means that there will be no further assessment of the application by 
the TGA prior to the device being included in the ARTG. 

However, some devices in applications for Class 1, 2 and 3 IVDs may be subject to a mandatory 
or non-mandatory application audit which involves checking some or all aspects of the 
application and certifications. Application audits that are conducted on IVDs are generally 
limited to the product technical file and are often referred to by the TGA as Technical File 
Reviews (TFRs). 

Section 41FH of the Therapeutic Goods Act 1989 (the Act) specifies that: 

• applications to include certain medical devices in the ARTG must be selected for an 
Application Audit and an assessment fee will be charged. If however, the evidence of 
conformity submitted prior to lodging the application is a TGA Conformity Assessment 
Certificate, an audit will not be conducted as the necessary assessments are considered to 
have already been conducted. 

• the TGA may select any other applications for inclusion to undergo an Application Audit – an 
assessment fee will not be charged for these non-mandatory audits.  

For more information on Application Audits see Section – Application audits of IVD medical 
device applications. 
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In summary: 

If Then and 

an application to include a 
device in the ARTG is 
successful 

the TGA will notify the 
sponsor that the application 
has been successful 

the sponsor can print the 
Certificate of Inclusion on eBS. 

an application to include a 
device in the ARTG is not 
successful 

the TGA will notify the 
sponsor in writing that the 
application has not been 
successful 

the sponsor should ensure 
that they have addressed any 
deficiencies in the 
information provided to the 
TGA before they re-apply. 

Kinds of IVD medical devices 
An inclusion in the ARTG is for a “kind of medical device”. This means that an entry in the ARTG 
may cover a range of products that are of the same kind rather than individual devices. 

 

From the Therapeutic Goods Act 1989 – 

41BE Kinds of medical devices 

(1) For the purposes of this Chapter, a medical device is taken to be of the 
same kind as another medical device if they: 

(a) have the same sponsor; and 

(b) have the same manufacturer; and 

(c) have the same device nomenclature system code (see subsection 
(3)); and 

(d) have the same medical device classification; and 

(e) are the same in relation to such other characteristics as the 
regulations prescribe, either generally or in relation to medical 
devices of the kind in question. 

 

 

From the Therapeutic Goods (Medical Devices) Regulations 2002 – 

1.6 Kinds of medical devices - other common characteristics 

For paragraph 41BE (1) (e) of the Act, in relation to any of the following 
medical devices, a characteristic is the unique product identifier given to the 
device by its manufacturer to identify the device and any variants:  

(a) a Class 4 IVD medical device, other than an immunohaematology 
reagent IVD medical device that is a Class 4 IVD medical device 
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In the case of Class 1, Class 2, Class 3 IVDs and Class 4 immunohaematology reagents (IHRs), one 
IVD is considered to be of the “same kind” as another IVD, if both devices: 

• have the same legal manufacturer and 

• have the same sponsor and 

• are the same classification and 

• have the same GMDN code. 

Provided these criteria are met, a single entry in the ARTG may encompass multiple devices. 
There is no record kept in the ARTG of the product family name, product numbers, or catalogue 
numbers for Class 1, Class 2 or Class 3 IVD medical devices. However, for Class 4 IHRs and Class 
1-3 IVDs that have undergone a mandatory technical file review, the names of the individual 
IVDs covered by an entry will appear in the ARTG. If a sponsor wishes to add a new IVD to an 
existing entry for a “kind of medical device”, and the new IVD is subject to a mandatory technical 
file review, an application for variation to the ARTG needs to be submitted. 

For Class 4 IVDs (including Class 4 in-house IVDs) that are not IHRs, a further requirement is 
added to the definition of same kind of medical device – they must have the same Unique 
Product Identifier (UPI). 

For information on applying suitable GMDN codes to IVDs of the same kind for entry in the ARTG 
see Section – The use of GMDN codes for IVDs in Australia 

How to group Class 1, Class 2 or Class 3 IVDs 
Described below is an example of a “kind of medical device” that is a Class 2 IVD: 

Manufacturer "ABC Pty Ltd" produces a range of kits, calibrators, controls and test reagents 
intended to be used for the measurement of a number of different proteins in clinical specimens. 
The range of tests includes total protein, albumin, C-reactive protein (CRP), ferritin, transferrin 
and also a number of different classes of immunoglobulins. The manufacturer has classified each 
of the products as a Class 2 IVD. 

Sponsor "XYZ Pty Ltd" wishes to import the full range of assays measuring protein-based 
analytes and supply them in Australia.  Before the sponsor imports the IVDs, they obtain the 
manufacturer's Australian Declaration of Conformity and establish that the manufacturer has 
classified each IVD as a Class 2 IVD, and that the same GMDN collective term, “CT974 Clinical 
chemistry-specific protein IVDs” has been applied to each. The sponsor then confirms that each 
test within the range of IVDs for the measurement of different proteins therefore has: 

• the same manufacturer (ABC Pty Ltd) 

• the same risk classification (Class 2 IVD) 

• the same GMDN code (CT974 Clinical chemistry-specific protein IVDs). 

Because each of the different tests to be imported fit the parameters that describe an IVD “of the 
same kind”, there is no requirement for multiple ARTG entries, even though the individual kits 
may have different trade names and detect different proteins (e.g. "ABC Blue C-reactive protein 
kit", "ABC Red ferritin kit" etc.). The unique name for each product is not considered within the 
definition for a "kind of medical device" for Class 1-3 IVDs. Therefore, sponsor XYZ Pty Ltd 
submits an application to the TGA to include the full range of Clinical chemistry-specific protein 
IVDs under a single entry in the ARTG. 
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Sponsor "QRS Pty Ltd" also wishes to supply the same range of assays for the measurement of 
the different proteins to laboratories across Australia, and has arranged to source the kits from 
manufacturer “ABC Pty Ltd”. They discover that ABC Pty Ltd is already entered in the ARTG as the 
manufacturer of these produces, however because QRS Pty Ltd is not the same sponsor as 
identified in the existing ARTG entry, they will need to apply to the TGA to have the same range 
of Clinical chemistry-specific protein IVDs included in the ARTG under their name before they 
may import them for use in Australia. 

This scenario highlights that when two different sponsors import the same products for use in 
Australia, they are regarded as different "kinds of medical devices" and therefore each sponsor is 
required to have their own separate ARTG entries. This requirement only applies to sponsors, 
and not to users or marketing agents who obtain their products from the sponsor for 
distribution or on-sale. 

New IVDs can be taken to be covered by an existing inclusion provided that they are the same 
“kind of medical device” as described in Section 41BE of the Act. However, if the device is of a 
kind that would be selected for an application audit for any of the reasons listed in Regulation 
5.3 Applications to be selected for auditing, a variation must be submitted and approved before 
the device can be considered to be covered by an inclusion. For more information please see 
Conditions which may be imposed on inclusion in the ARTG following. 

How to group Class 3 or Class 4 Immunohaematology 
reagents (IHRs) 
Described below is an example of a “kind of medical device” that is an Immunohaematology 
reagent (IHR). 

Sponsor "XYZ Pty Ltd" also wishes to import blood grouping antisera manufactured by “ABC Pty 
Ltd” for use in testing the ABO and Rhesus blood group systems. The manufacturer has classified 
each individual reagent as Class 4 IVD and applied the GMDN code “CT887 Immunohaematology 
blood grouping antisera IVDs”. The IHRs therefore have: 

• The same manufacturer (ABC Pty Ltd) 

• The same classification (Class 4 IVD) 

• The same GMDN code (CT887 Immunohaematology blood grouping antisera IVDs). 

Because each of the blood grouping antisera does not result in a change to any of the parameters 
describing a “kind of medical device”, they do not require separate ARTG entries, even though 
they detect markers from different blood group systems. Therefore an application can be made 
to include the antisera in a single entry in the ARTG. 

Typically, a manufacturer will produce a range of different antisera and may also produce typed 
reagent red blood cells for use as IHRs. A product range will commonly encompass both Class 3 
and Class 4 IVDs. If for example, ABC Pty Ltd manufactured antisera for the Lutheran blood 
group system (a Class 3 IVD) as well as ABO and Rhesus blood grouping antisera (Class 4 IVDs) 
then the entire range could not be grouped as the same “kind of medical device” in a single ARTG 
entry because all the antisera are not assigned the same risk classification. 

Under the classification rules, IHRs can only be classified as either Class 3 or Class 4 IVDs, 
therefore when considering a range of IHRs there can be a maximum of two entries per GMDN 
collective term code (i.e. one for Class 3 and one for Class 4 IVDs), provided they also have: 

• the same manufacturer; and 

• the same sponsor. 
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Unique Product Identifiers (UPIs) 
The UPI is the combination of words, numbers, symbols or letters assigned by the manufacturer 
to uniquely identify an individual IVD, or a combination of IVDs which together constitute an IVD 
closed system. 

An IVD closed system is a combination of reagents, calibrators and quality control materials that: 

• share a common intended purpose; and 

• are to be used only in combination with each other as components of a single assay. 

Closed systems are usually dedicated for use with a single instrument. 

The UPI is generally different from the catalogue or stock unit identifier assigned to the device 
and usually the family name, assay name and/or test kit name will form a hierarchy in 
identifying the device. 

Different manufacturers identify their product lines in different ways such as: 

• using family names to identify a range of products that use similar platform technology; 

• uniquely identifying each device with an assay name; 

• specifying the technology or method an IVD uses; 

• specifying the disease marker a device tests for; or 

• a combination of these approaches. 

For example, a family of immunoassays may be represented as follows: 
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In this example, the family name “Everest Immunoassay” is not considered a UPI, because it does 
not distinguish between the individual IVDs and the closed systems in the product range – i.e. 
HIV Ag ICT Test Cards vs. HIV Ab/Ag EIA. 

The HIV Ab/Ag EIA Reagents and HIV Ab/Ag EIA Controls together form an IVD closed system 

since the reagents and controls are dedicated for use only with each other. The UPI for this 
closed system would therefore be Everest HIV Ab/Ag EIA. 

Separately supplied components of the Everest HIV Ab EIA and Everest HCV Ab EIA assays 
cannot be regarded as a closed system because they share the same multi-analyte controls. The 
multi-analyte controls may be used with the HIV Ab EIA Reagents, the HCV Ab EIA Reagents and 
they may also be used with the HCV Ab EIA Kit as an alternate to controls supplied in the kit. 
Constituents of a closed system must be used only in combination with each other as 
components of a single assay with a common intended purpose. 

In the example given above, the following kit names are considered UPIs: 

• Everest HIV Ag ICT Test Cards 

• Everest HIV Ab/Ag EIA 

• Everest HIV Ab EIA Reagents 

• Everest Multi-analyte HIV/HCV Controls 

• Everest HCV Ab EIA Reagents 

• Everest HCV Ab EIA Kit (includes reagents and controls). 

Family Name 

 

Assay Names 

 

Everest 

Immunoassay 

Everest HIV Ag ICT 

 
Everest HIV Ab/Ag 

EIA  

 

Everest HIV Ab EIA 

 

Everest HCV Ab EIA 

 

HIV Ag ICT Test Cards 

HIV Ab/Ag EIA 
Reagents 

 HIV Ab/Ag EIA 
Controls 

 
HIV Ab EIA Reagents  

 

Multi-analyte HIV/HCV 
Controls 

 
HCV Ab EIA Reagents  

 

Assay materials 
supplied separately 

 

HCV Ab EIA Kit 
(includes reagents and 

controls) 
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Please note: Different pack sizes, for example a 100 test kit or a 500 test kit of 
the same IVD, are not considered to form part of the UPI. 

Conditions on inclusion in the ARTG 
All inclusions of IVD medical devices in the ARTG are subject to conditions. There are: 

• automatic conditions, which are imposed at the time a device is included in the ARTG; 

• other (additional) conditions, which may be imposed by the TGA when device/s are included 
in the ARTG; and 

• conditions imposed after devices are included in the ARTG. 

Automatic conditions on inclusion in the ARTG 
In accordance with section 41FN of the Act, the following conditions on inclusion apply 
automatically: 

Type of condition Description 

Entry and inspection powers An authorised person be allowed to: 

• enter and carry out inspections of premises where 
devices are dealt with 

• take samples 

• obtain and copy documents 

Delivery for samples If requested by the TGA, the sponsor will deliver a 
reasonable number of samples of a device 



Therapeutic Goods Administration 

Including IVD medical devices in the ARTG 
V1.1 May 2021 

Page 16 of 19 

 

Type of condition Description 

Availability of information 
about a device 

The TGA may request information at any time while a device 
is included in the ARTG: 

• substantiating compliance with the Essential Principles  

• substantiating that conformity assessment procedures 
have been applied to the medical device 

• relating to changes to the: 

– medical device 

– product range 

– quality management system of the manufacturer of 
the device. 

The sponsor must have procedures in place, including a 
written agreement with the manufacturer of the devices, to 
ensure that information required by the Regulations can be 
obtained from the manufacturer within 20 working days. 

The sponsor must also report adverse events to the TGA 
within specified mandatory timeframes and assist in their 
investigation. For more information please see Section – 
Ongoing monitoring and vigilance for medical devices. 

Advertising materials Advertising material relating to the medical device is 
consistent with the intended purpose as certified in the 
application for inclusion in the ARTG. 

Conditions which may be imposed on an inclusion in the ARTG 
In accordance with section 41FO of the Act, the TGA may impose additional conditions when 
including the kind of device in the ARTG. These conditions may be imposed to address any 
specific concerns regarding the manufacture, storage or disposal of products, keeping records 
and tracking devices, or any other issues relating to quality, safety and performance. 

Conditions imposed after devices are included in the ARTG 
In accordance with section 41FP of the Act, the TGA may: 

• impose new conditions on the kind of device included in the ARTG 

• vary or remove existing conditions. 

Imposing a new condition, or the variation or removal of an existing condition takes effect: 

• if the notice states that the action is necessary to prevent imminent risk of death, serious 
illness or serious injury—on the day on which the notice is given to the person 

• in any other case—on the day specified in the notice, not earlier than 20 working days after 
the notice is given to the sponsor. 
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Certificates of Inclusion 
Sponsors will be notified by the TGA if their application for inclusion in the ARTG has been 
successful. The notification will include instructions for printing the Certificate of Inclusion from 
eBS. 

Applications for amendments to entries in the 
ARTG 
If a sponsor needs to amend the details of an IVD that is already included in the ARTG, they 
should access eBS and complete the appropriate form. For more information on changes to 
entries in the ARTG please see Section – Changes and variations to IVD medical devices. 
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Version history 
Version Description of change Author Effective date 

V1.0 Original publication Medical Devices Section August 2010 

V1.1 Updates following Class I 
Validation project – export only 
devices 

Medical Devices Section May 2021 
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