Movembear 20, 2017

Urgent Field Safety Notice

Regarding ProteusPLUS and ProteusONE

SuBJECT Risk of misalignment for plans with multiple isocantars
IBA REFERENCE Problem Raport PR-90463

ProoucT Protaus 235

BRaND HAME ProteusPLUS and ProfeusCNE

COMPONENT Treatmant Cantar

SoFtwaRe versions | All
Mooe All
CoNFIGURATION All

PAT.000, PAT.001, PAT.003, PAT.006, PAT.107, PAT.108, PAT.104,
PAT.110, PAT.111, PAT. 112, PAT.113, PAT.114, PAT 115, SAT. 116,
SATA17, SAT. 119, SAT 120, SAT.122, SAT 123, SAT 126, SAT.132
SAT.133, 5SBF.101, 5BF.105

SemaL NUMEER

Whean creating/importing a freatmant plan with multiple isccantars, tha
usar has to enter Patient Positioning System positions manually.

Tha Patiant Positicning System positions should have a dalta batwaan
tham that is equal to the delta batwean the positions of the difierent

isocenters’.

E.g.: case of iwo reafment beams with different isocenters positions
DESCRIPTION OF THE - reatment beam 1 withisocenter posifion (1,1,1)
FRODUCT PROBLEM - reatment beam 2 with isocenter position (3,3,3)

¥ the Patient Positioning System position for beam 1 is (0,0,0) then Pafent
Posiioning System posifion for beam 2 should be (2,2,2).

Tha Proton Therapy System does not check the dalta of the Patient
Positioning System positions and delta of actual isocentars. If a
Patiant Positioning Systam positicn is wrongly prescribad, the usar is
naot notified.

' Some sites use a shding table, in this instance, the delta could difier and the example is not valid.
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Tha Proton Therapy System accapts a plan with multiple isocenters
whan the Patient Positioning Systam positions are prasant, but thera
is no check on the consistancy of thosa positions and the positions of
the different isoceniars.

If a Pationt Positioning System position is wrongly prascribad and i
the user doas not verify patient positicning with X-ray image for aach
treatment beam as recommendad in tha IBA clinical usar guide, any
ofisat is possible (no limit).

Mote that the wersions of Oncology Information System MOSAIG
before 2.60 do not support plans with multipla isocentars.

Risk FOR THE PATIENT | Misalignmant

Risk FOR THE USER WA
FuRTHER IBA is not aware of any patient injury spacific to this issue at any of
INFORMATION the IBA Proton Tharapy sites. IBA is proactively addressing this issue.

When using the multiple isccenters workflow, IBA recommands tha
user toansura that the delta betwaan the differant Patiant Positioning

Usen acTion Sysiom positions comasponds to the delta batwaan the positions of
the diffierent isocantars.
IBA will implemant a chack of consistency of the dalta batwean Patiant
Positioning System positions and the delta batween the positions of
the diffarent isocanters. In case of mismatch, the proten therapy

IBA acTiON systamn will warn the usar.
This solution will ba daployed by Decembar 341, 20412 on all impacied
sitas.

CUSTOMER Sylviane BEERGER

CompLainTs & Vigilance (@iba-group. com

ViciLance DIRECTOR | .30 40 203 727

Helpdesk +32 2 507 20 81 (available 24/7)

By signing balow, the customer represantative confirms that this notice has been read and
understood and communicated to the appropriate employees within the organization. The
customer reprasentative confirms also that this notice has been received in both English and
nafional language (if diffierant than English).

Pleasa maintain awarenass on this notice and resulting action for an appropriate pericd to ensura
affactivenass of the cormective action.

Your Mational Competent Authority has baen informed of this Field Safety Notica.
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We apologize for any inconveniance that this may cause, and we would like to thank you for your
cooparation.

Your IBA mprasentative is able to provide you with additional information andior guidalines i
necassary.

Pleasa return the copy of the notice signed to IBA within 10working days.

Hame Sylviane BERGER MamEe
TimLE Customer Complaints and | Tmoe
Vigilance Director
DaTte Movamber 20, 2017 Date
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