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Field Notice
concerning
Universal Arm Support
Dear Customer,
Trumpf Medical has received customer feedback related to the following devices:
Product Name Model Number up to serial number
Universal Arm Support 450 1697630 103106579
Universal Arm Support 450 T 1697635 103011318
Universal Arm Support 600 1697639 102631713
Universal Arm Support 600 T 1697651 102968819
Universal Arm Support 450 U 1697660 102956866
Universal Arm Support 450U T 1697662 102945650

Serial numbers not mentioned above are not affected.

Description of the problem:

During our continuous monitoring and analysis of Trumpf Medical products installed in the field,
customers have reported that the Universal Arm Support may be unable to hold its set position and
support the arm of the patient. Our investigation indicates this is typically seen prior to initial use
or during set-up, but the clamping could also deteriorate over time. The product has not been
involved with any reported injuries, and there are no known safety risks related to it. As a reminder,
the Universal Arm Support is used to position and restrain a patient’s arm securely during surgery,
as well as the induction and recovery phases.
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Actions to be taken

1. Check that all mechanical functions and parts are undamaged and in good working order prior
to each use in accordance with the Instructions For Use (Instruction Manual).

2. Incases where the device is defective, damaged, leaking oil or will not hold its set position, stop
the use of the device and contact Trumpf Medical: TM_FSCA_MOD@hill-rom.com

3. Place a copy of this letter within your Instruction Manual.

Passing along this information:

Please make sure that, in your organization, all users of the Universal Arm Support as well as any
other personnel who must be informed, have been made aware of this letter. If you have provided
the device to third parties, please forward them a copy of this information, or inform the contact
person listed above.

Best Regards,

/ 77 7 '
Y 2z | /
Florian Denk

Director Quality Assurance Trumpf Medical
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