System for Australian Recall Actions

Recall detail

Typﬂ of Product' Medical Device

TGA Recall Reference” oS RSN \E) | rak R

Product
Mame/Description™

AVS ARIA Implant Inserler |
ltem number: 48758500 (Located in Instrument Tray 48759040-T)
Lots numbars affecied: 107400, 10G906, 110214

| ARTG number: 178870

Recall Action Level™

Hospital
Recall Action
Classification” Class | -
Recall Action
Commencement Date" 187072014 |
i Stryker Ausirafia Pty Lid
Smpon | =g Stryker has received reports of fracture of the veriebral PEEK spacers when implanied

with the AVS ARIA Implant Inserter. According to the reporied complaints, the proximal
end of the implant either cracks or the tip breaks off in ons fragment. There have been no
reports of the broken fragment remaining in the surgical site.

Recall Action™

E‘i’ifﬂcﬁgﬁgﬁ’ Stryker is advising their customers to quarantine any affected lots and will arrange for the
return of any affectad lots from the field.

LIS 1500 803 601 - Stryker Australia

Footnotes

! Type of Product: Medicine, Medical Device, or Biciogical
i TGA Recall Reference: Unigue number given by the TGA
i Product Name/Description: Brand name (including active ingredient for medicines) and may include gensric reference
for the kind of medical devices. Indudas all necessary information such as affected: catalogue / model and / or bateh [
serizl numbers.
¥ Racall Action Level: The level fo 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 wholesslers and state purchasing authorities.

* Hospital - includes nursing homes and institutions, hospital pharmacists, ambulance servicas, biood and fissue

banks and laboratoriez as well as wholesale as appropriate.
* Retail - includes retail pharmacists, medical, dental and other health care professionals as well as wholesale
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The TGA publishes Australian recall actions in a searchable database fo ensure the public has access to information
about therapeutic products that have been recslled from the Australian market. If you are concemed about your healih
or if you have experienced an adverse event please seek advice from a2 health professional as soon as possibie.
Please read all the important information at the beginning of this report.




