System for Australian Recall Actions

Recall detail

L TYPe of Product! Medical Device

' TGA Recall Reference' [INCIPTIPICINESPEPE!

N-a-ﬁ'-e,gescﬁpﬁmﬁ. 50mm Left Standard Ti Mandible

Batch numbers: 525190A & 525190B

Recall Action Level

Hospital
Recall Action
[Ctaagiication! Class Il
Recall Action 20/10/2014

Commencement DateV

e
AL ESL Y Biomet Australia Pty Ltd

Re_a.ﬁo_r__l_ | ssuet | Biomet Microfixation has initiated this recall following an internal investigation which
identified that the Titanium Mandible Implants may exhibit fatigue fracture due to a laser
etch that was delivered at a more powerful setting resulting in a wider and deeper etch.

| The laser is used to etch the part number, lot number, and logo on the implant.

lRecaII Actioni* Hazand Aot

'Recall Action

Instructions* Biomet Australia is notifying surgeons and hospitals of the potential problem and providing

instructions for clinical follow up. Further information can be found on the TGA website.

L LERR LB 02 0878 6100 - Biomet Regulatory Affairs

Footnotes

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

' TGA Recall Reference: Unigue number given by the TGA

i 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.

v 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.

* Wholesale - includes wholesalers and state purchasing authorities.

* Hospital - includes nursing homes and institutions, hospital pharmacists, ambulance services, blood and tissue
banks and laboratories as well as wholesale as appropriate.
Retail - includes retail pharmacists, medical, dental and other health care professionals as well as wholesale
and hospital as appropriate.
* Consumer - includes patients and consumers, as well as wholesale, hospital and retail levels as appropriate.
v Recall Action Classification: Recall actions of therapeutic goods are classified based on the potential risk the

deficiency poses to patients / consumers. They are classified as Class |, Class Il or Class Il
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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.




