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Urgent Field Safety Notice

Affected device: Oncentra MasterPlan revision 3.0 or higher
FSCA-FPR237182/240055

Installation of Oncentra MasterPlan revision 3.1 SP2

Place ID: Date:

Attention: Users of Oncentra MasterPlan

Details on affected devices:
Oncentra MasterPlan revision 3.0 or higher

Description of the Problem:

In some circumstances, it has been detected that Oncentra MasterPlan can produce Treatment
Printouts that contain obsolete information, where the last updates to the plan were not included after
use of Beam Weighting in Plan Evaluation. It has also been found that Beam Weighting in Plan
Evaluation might result in plans where the dose distributions and dose point contributions do not
correspond to the monitor units specified for the beams. For details we refer to the Customer
Information Bulletin CIB-OTF 192.041-04.

Advice on action to be taken by the user:

You are strongly advised to install Oncentra MasterPlan version 3.1 SP2 as soon as possible. This
revision contains the corrective actions on above described problem. The CDs containing this revision
are enclosed with this letter.

After the installation of Oncentra MasterPlan 3.1 SP2 you are requested to return the attached Device
Modification Farm to the address listed below.

Transmission of this Field Safety Notice:

This notice needs to be passed on to all of those who need to be aware of this available revision within
your organization and/or to any organization where the potentially affected devices have been
transferred.

Please transfer this notice to other organizations on which this action has an impact.

Please maintain awareness on this notice and resulting action for an appropriate period to ensure
effectiveness of the corrective action.
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Contact reference:

MNucletron BY

PO Box 930

3900 AX VEENENDAAL

The Netherlands

Tel: +31 318 557 111

Fax: +31 318 557 361

E-mail: OncoSupport@nl.nucletron.com

In case of any questions you can contact your local Nucletron representative.
The undersigned confirms that this notice has been notified to the appropriate Regulatory Agency.
Trusting to have been of your service with this information, we remain,

Sincerely yours,

Nucletron BY

Guido Ligthart
Senior Quality Engineer



