System for Australian Recall Actions

Recall detail

| Medical Device

RC-2013-RN-01213-1

| Vessix Generator System (portable RF generator used with percutaneous angioplasty
| balloon catheter to deliever low frequency RF energy into the renal artery)

Material Number: H749RDNS0100
Catalogue Number: RDNS010
| Serial Numbers: 42041, 42020, 42011, 42034, 42042, 42035

ARTG Number: 208743

| 14/11/2013

| Boston Scientific Pty Ltd

| An investigation has found that the units manufactured since April 2013 were not
manufactured according to specification. This manufacturing issue may cause an electrical
short in the generator. The issue could result in excessive RF energy being delivered to
he renal artery with intermittent temperature spikes that may range between 86 - 93

| Customers are requested to segregate the devices immediately and organise for the return
o Boston Scientific.

02 8063 8340 - Boston Scientific Quality Assurance

Footnotes

i Type of Product: Medicine, Medical Device, or Biological

it TGA Recall Reference: Unique number given by the TGA

it Product Name/Description: Brand name (including active ingredient for medicines) and may include generic reference
for the kind of medical devices. Includes all necessary information such as affected: catalogue / model and / or batch /
serial numbers.

iv Recall Action Level: The level to which the recall action is to be undertaken. This is based on the significance of the
risk and the channels through which the goods have been distributed. The recall action levels are / Wholesale /

Hospital / Retail / Consumer.
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The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.
Please read all the important information at the beginning of this report.




