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AIMS

Before implementing a new device or a new treatment technique, a multidisciplinary working group is set up to carry out a self-assessment of the risks
associated. This self-assessment allows to draw up a risk map and to prioritize the actions to implement in order to improve the safety of treatments.
Recently, the “surface-guided radiotherapy solution AlignRT” (VISION RT, London, UK) was installed in our radiotherapy department. The aim of this
poster is to present the risk analysis and the specific actions that were taken to mitigate the identified risks.

TEAM

The choice of the members of the working group is essential: it must be composed of experienced members and experts in the area analyzed. The group
must be multidisciplinary: doctor, physicist, RTT in order to have different points of view or expertise. They must also have decision-making power within
the service to initiate the development of corrective measures.

Our team was lead by the RTT quality manager and made up of a doctor, a physicist (who followed the training courses given by VisionRT), the head of
RTTs and the RTT TrueBeam referent (who followed the training courses given by VisionRT).

METHODS

The dedicated Failure Mode and Effect Analysis [1] approach is a predictive analysis of the reliability of a system: it identifies the modes of potential
failures before they occur. It consists of three steps: 1-identification of the involved subprocesses; 2-identification and ranking of the potential failure
modes, together with their causes and effects, using the risk probability number (RPN) scoring system; and 3-identification of additional safety measures
to be proposed for process quality and safety improvement. The multidisciplinary working group met regularly and discussed each failure mode until the
members afreed on the levels of severity based on their personal experience, taking into account the specific processes in our department.
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A total of 33 failure modes were identified: 13 in the stage of preparation of the region of interest (ROI) used by AlignRT for tracking the movements of
the patients, 11 in the stage of the daily treatment and the rest in stages of quality controls, users training and computing. RPN upper threshold for little
concern of risk was set at 9. This threshold was exceeded in 8 cases: 2 in the stage of preparation of the region of interest, 5 in the stage of the daily
treatment and 1 about users training. The most critical failures appeared to be related to the creation of the region of interest. Based on these findings,

additional solutions have been proposed for completing the safety strategies already adopted in the clinical practice for limiting the risk of these failures,
and increasing patient safety.

ANALYSIS TABLE OF FAILURE MODES

Here are four examples from the final failure mode analysis table. They come from four different stages in the process of using the AlignRT system. [a]
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The FMEA is a prospective systematic method for identifying vulnerabilities before the implementation of a new device such AlignRT. The success of this
self-assessment depends in particular on the participation of members of the entire radiotherapy multidisciplinary team. In particular, this FMEA

identified 33 failures modes mainly in the stage of preparation of the region of interest. Proposals have been made to preventing these problems and
enhancing safety in the clinical use of AlignRT.
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FURTHER INFORMATION

[a] Complete table (in French) is available upon request to the principal author.
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