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Issue/Title/Product: Review breast imaging product ARTG 152697 

Call -consultant hired by the sponsor to review all information etc with this particular device. 
He under new management the sponsor has realised that the conditions of inclusion of the device on the 
ARTG cannot be met and so will be removing the device from the ARTG. 

- to consult with the Board of Directors and then fax the form to TGA requesting removal of the product from 
ARTG. Will fax MVMS a copy of the form at the same time. 

) 
, he sponsor is hoping to get an Australian manufacturer to then go ahead and produce the device and then enter the 

device again on the ARTG. 

Follow up: 
MVMS to request all information that the sponsor is able to provide about the device even though removing their entry 
from the ARTG. (Clinical evidence; labelling and advertising including website; IFUs; electrical safety standards) 
This information is necessary for TGA to review the type of device and how it works. 

) 
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