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Medical Device

RC-2014-RN-00632-1

Proteus XRfa X-ray imaging systems and Revolution XR/d X-ray imaging systems

Proteus XR/a X-ray imaging systems installed with collimator part numbers 2261763 and
2261765
ARTG 98099

All Revolution XRid X-ray imaging systems
ARTG 114083

12/06/2014

GE Healthcare Ausiraiia Pty Lid

GE Healthcare has become aware of a potential safely lssue due to a collimator
instaliation error during a service maintenance activity. If a device is impropery re-
instalied, the collimator may not be properly seated and may loosen and fall. Such an
event may occur immediately following re-installation during a service

maintenance activity, but may also cccur a few months after a service activity and
continued use. A fall of a colimator while the system is in use could result in an injury to a
patient or operator. There was a reported incident of a collimator fall which caused a
sarious patient injury.

Recall for Product Correction

GE s advising customers that if they observe any abnormal collimator movement,
immadiately stop using the system and contact their local GE Healthcare Service
Represantative. During planned maintenance, customers are also advised not to perform
the demounting and re-mounting of collimator for Proteus XR/a and Revolution XRfd X-ray
imaging systems as stated in the manuals. A GE Healthcare service representative will
contact customers to verify (hat all affected systems are properly installed and fo
Iimplement correction if necessary.

i Type of Product Medicine, Medical Device, or Biological
# TGA Recall Reference: Unigue number given by the TGA
= Product Name/Descriplion: Brand name (including aciive ingredient for medicines) and may include generic referance
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The TGA publizhes Australian recall actions in a searchable database (o ensure the public has access to information
about therapeutic products that have been recalled from the Australian markat. If you are concerned about your heaith
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.




