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ABSTRACT: BREAST DEVICE LIBRARY  

BACKGROUND 

Breast devices are one of the most common medical devices used worldwide, with an estimated 1 million 
implants inserted annually worldwide. These devices are classified as Class-1 high-risk implantable medical 
devices by the Therapeutic Goods Administration, making long term surveillance of breast devices crucial to 
ensure their safety. The Australian Breast Device Registry (ABDR) collects data on breast devices, including 
breast implants, tissue expanders and acellular dermal matrices, in order to track the long-term safety and 
performance of implantable breast devices. 

The International Collaboration of Breast Registry Activities (ICOBRA) has established an internationally agreed 
core dataset, which will be collected by the six functioning breast device registries (Australia, Netherlands, 
Sweden, UK, US and Germany). An international breast device library is also required to ensure that the breast 
devices can be appropriately evaluated.  

OBJECTIVE 

To create a device library with a core dataset on all breast devices used in Australia. 

METHODS 

Fields for the breast device library were those from the ICOBRA global core dataset, and included 
manufacturer, distributor, reference number, device type, shell, fill, shape, volume and texture. Breast device 
catalogues released by manufacturers were the main source of data that contributed to the device library. The 
relevant data was then transferred from the catalogues into the library excel spreadsheet. Two 
teleconferences with the ICOBRA group, which included surgeons, devices regulator and a registry scientist 
were undertaken.  

RESULTS 

A total of 1864 devices were entered into the device library with 1805 breast devices and 59 mesh devices. In 
the breast devices, 1686 were breast implants and 117 were tissue expanders. In the mesh devices, all 59 were 
acellular dermal matrixes. Data on all elements of the minimum data set was able to be sourced from these 
catalogues apart from the texture of breast implants and the unique device identifier (UDI), found on the 
Global Unique Device Identification Database (GUDID). A proposal for a global taxonomy for breast devices 
was developed in discussion with the ICOBRA group. 

CONCLUSION 

The breast device library will provide a reference for global monitoring of breast devices, which will allow data 
to be linked and integrated internationally to detect trends and safety signals promptly. Additionally, it 
provides an objective framework for device characteristics to facilitate further research. This will be ratified by 
ICOBRA.    
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