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& IMPORTANT SAFETY NOTICE

Subject: Couch Deltas not properly applied after completing setup

Statement of Problem

Radiation Therapists reported an issue during patient setup for two cases. After
applying the CBCT deltas and completing the setup, they performed the deltatsave
function and transitioned the system to the treatment position. However, upon reaching
the treatment position, there was a deviation in the displayed delta values from the
planned delta values, which should not occur. In these cases, the issue was identified
before treatment began, due to the implemented mitigations, ensuring no harm or
mistreatment occurred.

Upon review of device logs, Mevion became aware that there have been 14 total similar
occurrences across all sites with the affected hardware (KRC4 couch controller) that
were not caught prior to treatment. These events had 3D positioning errors between 0
and 5.3 mm.

Determination of Cause

A race condition occurs when the user completes setup before the CIM has updated
isocenter (completing setup within ~5 seconds after applying deltas). This leads to
deltas being doubled and system giving program move complete at an incorrect
position.

Description of Potential Harm

If this race condition occurs and is not noticed prior to treatment, there may be 3D
positioning errors which could lead to radiation to a location that was not intended to
receive dose. Treatment at the incorrect location for several fractions can cause excess
dose to an undesired location and an underdose to the intended location.

Containment or Mitigation

The User Interface indicates that couch is not in position. The planned position and
actual position are visually indicated to the user. Beam is prevented when there is a
discrepancy between intended and actual couch positions (outside of the tolerance
tables). Use of couch capture will limit the size of deltas and limit potential error.

Required User Action

Users need to review the planned vs actual position display as well as check the
treatment tolerance-tables before treatment to prevent harm.
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Additionally, users can take more than 5 seconds to complete setup after applying
deltas to prevent this race condition.

Corrective Action

e All users with KRC4 couches will be notified of this condition and the proper
response.

e A Mevion software upgrade (2.8.2.3) CIM version 2.8.2 R8 will eliminate this race
condition.

Please contact Mevion Customer service with any questions or concerns.

Please distribute this notice to all users of the Mevion Medical Systems device at your
organization who may be affected by this issue.

Customer acknowledges receipt of this notice:
| have read and understood the notice.
Signature:

Name:

Title:

Email:

Institution:

Please sign, print and return acknowledgement to Field Service or by Email to:
robyn.walker@mevion.com
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