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PTW Freiburg GmbH - Lérracher Str. 7 - 79115 Freiburg - Germany

To whom it may concern

Field Safety Notice

Attention:

If a user of VERIQA RT MonteCarlo 3D has used a bolus for dose calculation in the treatment planning
system (TPS), it is used in the dose calculation exactly as specified in the TPS; however, this is not displayed
in the user interface.

Details of the affected product:
VERIQA RT MonteCarlo 3D from version 3.1.18 when using a bolus contour

Description of the problem:

If a customer plans with a bolus in the TPS and then sends this plan to VERIQA RT MonteCarlo 3D for
secondary dose calculation, the dose is calculated based on the RT Plan data including the bolus and its
correct density. However, the user interface does not indicate that the bolus was taken into account in the
calculation. This may lead to a wrong interpretation if the user uses VERIQA RT MonteCarlo 3D to check if a
bolus is needed for this treatment. If the bolus is omitted during radiation therapy, this may result in the
prescribed dose being delivered at the wrong tissue depth.

Advice for users:

If a user is unsure whether a bolus must be used for treatment or not, VERIQA RT MonteCarlo 3D must not
be used as the source of information. The user must rely exclusively on the information from the TPS and
from the patient record to determine whether a bolus is used for treatment or not. VERIQA RT MonteCarlo
3D must not have any influence on the treatment workflow or on the treatment plan.

Measures undertaken by the manufacturer:
Customers are informed by means of this Field Safety Notice. This error will be fixed in the next VERIQA RT
MonteCarlo 3D release.

Communicating this Safety Notice:
Please forward this notice to everyone in your organization, or in any other organization using VERIQA RT
MonteCarlo 3D version 3.1.18, who needs to be aware of it.

Kind regards

Nicole Brand (Product Manager), Dr. Philipp Alter (PRRC/ Regulatory Affairs Manager)

PTW Freiburg, Lérracher Stralle 7, 79115 Freiburg, Germany
E-mail: vigilance@ptwdosimetry.com
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Confirmation

Device concerned: Software VERIQA RT MonteCarlo 3D (Version 3.1.18)

| confirm that | have read the notice above and will follow the instructions in section "Advice for
users’.

Date: oviiiiiiiii, Signature: ...



