System for Australian Recall Actions

Recall detail

Type of Product’ Madical Device

TGA Recall Reference’ RC-2014-BN-00834-1

Product i
MName/Description!!

Discovery XRG56 Wall Stand System (X-ray system)

Part Numbers: 5374589 and 5397837

Serial numbers: D0000100365HLE, 00000099847HLE, 00000102154HLS,
000001087 16HL2, DDODOT09561HL1, 00000109564HLS

Recall Action Level™ Hospital

Recall Action
Classification Class I

Recall Action
Commencement Date”! ST T

el LD GE Heaithcare Australia Pty Lid

Reason / Issue" GE Healthcare has recently become aware of two FlashPad detector falls due to a broken

nylon support hook. A detector fall could result in an injury to a palient or operator. There
have been reporied incidents of detector falls, but no injuries have been repored.

Recall Action™ Recall for Product Correction

Recall Action

Insinictiost Users are advised that if they observe either one of the nyion support hooks as broken or

loose on the Discovery XRG5G wall stand system, immeadiately stop use and contact their
local GE Healthcare Service Reprasentative. If the hooks are not brokan, users may
continue o use the wall stand system. GE Healthcare is comecting all affected systems by
replacing the nylon hooks. |

Contact Information®

1800 659 465 - GE Healthcare National Call Centre |

Footnotes

! Type of Product: Medicine, Medical Device, or Binlogical

" TGA Recall Refarance: Unigue number given by the TGA

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

* 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
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The TGA publishes Australian recall aclions in a searchable dalabase o ensure the public has access 1o information
about therapeutic products that have been recalled from the Australian market. If you are concemned about your health
or if you have experienced an adverse event please seek advice from a heatth professional as soon as possible;
Please read all the important information at the beginning of this report.




