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Discovery IGS 730 & Discovery IGS 740 Systems with affected system ID’s:
00169VAS01; 10692VAS01; 190020RX26; 2036941GS730; 6109540R1; A4185526
M4160476; S41600101; YV2000; 718283D740; M54866AG1; S04208228; S04242294

XR649425BU6; HC4348XR11; 206 VMDISCOVERY1; 330375HOR; M40480222;
190059RX30; AE1477RX04; S04239583; S04165355; 82416120043; 82416040061. |
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GE Healthcare
9900 Innovation Drive
Wauwatosa, W1 53226
USA

URGENT MEDICAL DEVICE CORRECTION

<Date of Letter Deployment> GEHC Ref# 12223
To: Hospital Administrators/Risk Managers

Managers of Radiology/Cardiology

Radiologists/Cardiologists

RE:  Discovery IGS 730 and Discovery IGS 740 systems - Potential unintentional motion or rotation due to
positioning user Interface (Smart Box).

GE Healthcare has recently become aware of a potential safety issue with respect to a potential unintentional system
motion or rotation due to a positioning user interface issue with your Discovery IGS 730 & 740 products. Please ensure
that all potential users in your facility are made aware of this safety notification and the recommended actions.

Safety The affected systems may experience an unintentional motion or rotation due to a

Issue positioning user interface issue. The potential reversed motion of the gantry/table has
been observed when the user positions the joystick at its maximum position {end of
travel) on the Smart Box. The unintended reversal of the direction of the motion may
lead to a collision of the table or C-Arm with medical instruments, patient or
personnel, and result in injury. There have been no injuries reported due to this issue.

Safety If you observe any unintentional motion or rotation during the use of the Smart Box

Instructions  joystick control on your Discovery IGS 730 or Discovery IGS 740 product, immediately
release the control/joystick to stop the motion.
Important Note: You can continue to use the system normally but you must
remember not to push the joystick of the Smart Box to its maximum position. The
cellision avoidance and sensors are fully functional on your system and are not
impacted by this issue.

Affected Discovery IGS 730 & Discovery IGS 740 Systems with affected system ID's:

Product 00169VASO1; 10692VASQO1; 190020RX26; 2036941GS730; 6109540R1; A4185526

Details M4160476; S41600101; YV2000; 718283D740; M54866AG1; S04208228; S04242294
XR649425BU6; HC4348XR11; 206VMDISCOVERY1; 330375HOR; M40480222;
190059RX30; AEL477RX04; SO4239583; S04165355; 82416120043; 8241604006 1.

Product GE Healthcare will correct all affected systems with a software upgrade at no cost to

Correction you. A GE Healthcare service representative will contact you to arrange for this
correction.

Contact If you have any questions or concerns regarding this notification, please contact the

Information following phone number or email:

UAE Service Center (phone): 8003646 (Landline : +97144296162)
UAE Service Center ([email): UAEServiceCenter@ge.com
You can also contact your local GE Healthcare Service Representative.
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