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| & -07-1445 H
2 = -01-2024

Field Safety Corrective Action of Allura Xper, Allura Centron, and Azurion systems from Philips Medical
*'h stems T"-ulitrlnnd B.V.

| ®sarin NL_HHR Marioqal !. enter H-v:dll.nl Device Reporting- SFOA
i ) L ASCaViewRecullaspx Penid=4&rid=19875
Frosduct Allura Xper, Adlura Centron, and Azurion systems.

I [escription Medical imaging sysiem.

b anufisciurer Philips Medical Systems Nederland B.Y.

Local agent Mustafa Sultan Science & Indusiry Co LLC.

The atfected

hisis Please refer 1o Appendix A in the attachment.

Three {3) components of the PCs may not perform as intended due to manufaciunng issues, The PCs
Keason within vour systern may have one (or more) of the impacted components, that may result in a loss of
system functionality,

=

L. The theee (3} components in all affected systems will be replaced by Philips.
Actiodn 2. Please follow “Actions that hould be taken by the customer / user” in the anachment.
3. Contact the local agent for remedial acrion,

Healtheare professionals are encouraged 10 report any adverse events Suspecied 1o be associated with
COMTENES the above deviee or any other medical device 1o Department of Medical Device Control through the

F-mail: Med-device(@mah. gov.om
e A

/ Dr. Mohammed Hamdan Mhuum : \
Dircctor General | = L g i
(! 1' :-;-I-

i
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PHILIPS

URGENT Field Safety Notice

Allura ¥per, Allura Centron, and Agurion Systems: PC ssues
Fotential Loss of System Functionality which May Result in Delay or Termination of Procedure

28-December-2023

This document contains important information for the continued safe and proper use of
your equipment

Flease review the following information with all members of your staff wiha need to be aware af
the contents of this communicatan, It isimpartant to understand the implications of this
communecation,

Please retain this ketter for your recosds.

Dear Customer,

Philips has become aware of issues with three |3} components in certain PCs used with the Philips Allura Xper, Allura
Centron andfor Azurion systems that may result in a loss of system functionality, This Urgent Field Safety Motice s
intended to inform you abaut:

1. What the issues are and under what circumstances they can occur

Three (3] components of the PCs may not perform as intended due to manufactuning issues. The PCs within your
systermn may have one (of mare) of the impacted components,

! PC Component Impact to System MI‘!E i Affected PCs of System ||
DitdibAs [Dual Bysterm may stop functioning and = Allura ¥por » Allura Xper and Allura
In-lime Memary | imaging may not be possible. s Allurs Centron: Imaging
Maodules) Centron Processing PC, Hast PC,

o and Fles\ision PC
Disk Bay System may stop lunctioning and = Allura Xper = Alura Xper and Allura
imaging may not be possible (&g, ® fAllura Centron: Imaging
unresponsive, frozen images). Cenlron Processing PC, Hast PC,
® Aruricn and FlexVWision PC
= fArurion: ¥Ray PC, Suite
I PC, and Flex\iewing PC
Framegrabber FlexVision monitor may show no o Allura ¥pear # Allura Kper; Fi.em,.r.-,;ign_"
Card viawports, of one or mode = Azurion PC
WiEwparts may show na image, a » Azuricn: FlexViewing PC
distoried image, o a froten image.
Also, switching between viewports
on the Flex\Vision maonitor may not
b possible.
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PHILIPS

2. Hazard/harm associated with the issues

A loss of imaging functionality could result in a delay of the procedure (Ineluding termination of the procedure, shaulkd
performing a cold restart not temporearily restore system functionality). The potential delay in treatment and/or
tearmination of the procedure may result in cerious adverse health outcomes, mcluding the possibility of death,
especially whan the system [ usad with some of the most eritical pateents.

To date, Philips is aware of the following adverse events asscciated with the component issues:

PCComponent | # of Assoclated Adverse Events |
DIIkAS 3 {1 reported death and 2 reported serious infury] |
| Disk Bay 3 (2 reparted deaths and 1 reported serious injury
Framegrabber Card &)

Based on the complaint and repair data collected and the number of procedures per device, Philips estimates that
the following components may experience an issue leading to the mpacts indicated in the table of Section 1;

| PCComponent | T
DiMMs 00043
Disk Bay 0.0099

Framegrabiber Card L

3. Affected products and how to identify them
Appendix A to this letber provides a table with the System Names and Model Mumbers of the affected systems
4. Actions that should be taken by the custemer / user

&, Cirgulate this Urgert Field Safety Notice to all users so that they are aware of the issue and follow the
instructions below. Eeep this Urgent Field Safety Notice with the documentaticon of the system umntil Philips
COMTECES YOur Systerm.

b. Establish an emergency prolocol prior to all applicable diagnostics, interventional and minimally invasive
procedures to manage the situation should yvou expenence any of the component issues during a procedure.

if a component issue materializes during 3 procedure, a cold restart may temporarily resolve the
50, but it can take up to B minutes from initiation until system functionality is available again. After
complation of the procedure, do not use the system and contact your local Philips representathe
immmediatady,

©. Perform a cold system restart every day before starting the first procedure per the instructions provided in
Appendix B. If the system does not start up after the cold system restart or exhibits a symptom noted in
Appandix B, your system may be impacted by a component issue. In such a case, do not use the system and
cantact your local Philips representative immediately,

Philips Reference @ 2022-)GT-B5T-027 Page 2 ol 13




PHILIPS

d. For those systems connected under a remote monitoring agreement, until implementation of the correction
rated helow, Philips will be remately evaluating log files of the:

o Image Processing PC and Host PC to identify patential DIMMS component issues,
o Image Processing PC [for Allura ¥per and Allura Centron) and ¥Ray PC [for Azurion) to sdentify

patential Disk Bay componsnt giuas,

if Philips determines through remote monitering that a system is impacted, you will be instructed to stop use
of the systerm. Mote that the DIMMs and Disk Bay component issues may not always be detected through

manitaring of the log files noted abowse,

o Should you not already be a remote monitoring customer of Philips, sign up for free remote
monitering by contacting yvour local Philips representative.

e. I you receive [or have received) one of the Warning Messages Delow white the PC syslem image storage
space is (or was) not full®, then your system may be impacted by the Disk Bay issue. Do not use the system
and contact your local Philips representatiee immediateby,

Allura Xper irmage slorage aot gvailable Call Service
and Allura Exposure pot possible. Trvoge disk full
Centron Fluo stare ungvailable, Image disk full

WARNING: Fluo storage not poss. imrage disk probiem
B WARNING.! Write problern, Imoges possibly fost
Azurion ®  |muoge disk problem: Deselect Roodmop
= mage shorage i not possible becouse of an image disk problem

£ In addition bo the manitoring described in items ¢-¢, a3 part of the preventative maintenance cycle Philips
will evaluate PC log files to assess whether the system is experiencing issues with any of the three [3)
components. Should Philips Identify any impacted component during the cycle, do not use the system and
follow the instructions provided by Phillps.

o Keep acopy of the Preventative Maintenance Manual Update attached in Appendix €,

o fyou do not use Philips to perform the preventative makntenance on your system, provide a copy of
Appendix € to your qualified and authod2ed service provider. The Update includes steps 1o perfarm
the evaluation described above. If compaonent(s] are determined to expersence the issues noted in
this field action, do not use the system and contact vour local Philips representative immediately.

B Please complete and relurn the attached response form [on page 5) to Philips promptly and no later than 30
days from receipt, Completing this form confirms receipt of the Urgent Field Safety Motice and understanding
af the issue and required actions to be takan,

L Subject to technical feasibility, applicable laws, and tustomer sgraement with the applicable terms and conditions.

*Sea applicable sections of the IFUs for Allura Xper, Allura Centron, and Azurion on how to manage your PC system image
sharage space,
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PHILIPS

5. Actions planned by Philips IGT Systems to correct the issues
Philips will be replacing the three (3] components in all affected systems. Component replacements will be prioritized

to those custaomers that have experienced or may be experiencing a companent issue, followed by age of the PC.
Philips will contact you to schedule a visit to replace the affected components reference 2023-1GT-BST-02 7).

Please be assured that maintaiming a high level of safety and quality is our highest priarity, If you need additicnal
information or support concerning this issue, please contact your kocal Philips representative,

htet. quality @ philips.com

This natice has been reparted to the appropriate Regulatory Agencies,

Philips regrets any inconvenience caused by this matter.

Sincerehy,

Marjan Yoz
Head of Quality = 1GT Systems

Philips Reforence # 2023-1GT-BST-027 Fage 4ol 13




PHILIPS

URGENT Field Safety Notice Response Form

Reference: 2023-1GT-BS5T-027: allura Xper, Allura Centran, and Arurion Sysiems: PC Ksues
Potential Loss of Systermn Functlonality which May Resalt in Delay or Termination of Procedure

instructions: Please complete and return this form to Philips promptly and no later than 30 days from receipt,
Completing this farm confirms receipt of the Urgent Field Safety Natice, understanding af the issuwes, and reguired
acteons to be taken,

Customer/ConsignesFacility Mame:

Sireet Address:

City,State/ZIP/Country:

Customer Actions:
1 Circulate the Urgent Field Safety Notice to all usars so that they are aware of the Esue and follow the instructions
el

o Establish an emergency protocol prior to all applicable disgnostics, interventional and minimally invasive
procedures to manage the situation should you experience amy of the component lssues during a procedure.
Perform a codd systermn restart every day before starting the first procedura per the instrections provided in
Appendix B. If tha system does not start up after the cold Systerm restart oF exhibits 5 symplom noted in Appendia
B. your systerm may be impacted by a component issue. In such a case, do not use the system and contact your
local Philips representative immediately

o Should you not already be & rermote monitoring customers of Philips, sgn up for free remote monitoring by
contacting your local Philips reprecsantative.

o I you receive {or have recehvad] one of the Warning Messages indicated In Saction d-item a of this Flela Safety
MNotice while the PC system image storage space is [or wias] not full, then your system may be mpacted by the Disk
Bay issee. [0 not use tha system and contact wour local Philips representatve immediately.

o Keep the Preventative Maintenance Manua! Update attached in Appendix C and provide & copy to yaur gualified
and authorized service prowider. If component(s) are determined to expernence the issues noted in this field
action, do not use the system and contact your local Phillps representative immadiately,

We acknowledge receipt and understanding of the accompanying Urgent Field Safety Matification and confirm that
the mfarmation from this latter has been properly distributed to all users that handle the impacted system|s).

Mame of parson completing this form:

Sagnature;
Printed Mame:

Titde:

Telephone Number:

Email Addrass:
Deates (DD F RARERA YYD

It is impartant that your erganization acknowledges receipt of this letter. Your organization's reply is
the evidence required ta monitor the progress of this Urgent Field Safety Corrective Action,

Philips Reference - MZ3-)GT-B5T-027 Page 5 of 13




PHILIPS

Appendis & - Affected Systems

System Name Model Number
712003
Allura Xper FOLO 722010
722026
723022
Allura Xper FD10 OR Table —_?E}EE_
722005
Allura Xper FD10/10 722011
722027
Allura Xper FDI10C 722001
T 72012
Allura Xper FD20 722006 |
'.I'.I.lﬂl'_!-_
) 722013
Alfura Kper FR2D Biplane r—
Albura ¥per FDZ0 Biplane OR Tabkle 722025
722015
Allura Xper FD20 OR Table - 722023
722035
Allura Xper FO20/10 B 773079
| Allura Xper FD20/15 722058
' Allura Xper FO20/15 OR Table 722053 |
Allura Xper FO20/20 722038
Allura Xper FO20/20 OR Table 722039
| Allura Cantran | Ti2a00
Azurion 3 M12 T
722211
722280
Azurion 3 M15 712222
722064
Azurion 5 M12 722227
Azurion 5 M20 722228
&runon 7 B12 Lol
722225
fzurion T B0 132245
722068
Arurion T M12 jRen
| 722078
| Azurion 7 M20 722224
722079 |
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PHILIPS

Intended Use.

The Azwrian series & intended for use to perform:
= Image guidance in diagnoste, interventignal, and minimally iInvasive surgery procedures for the following clinical
application areas: vascular, non-vascular, cardiovascular, and neuro procedures.
- Cardiac imaging applications including disgnostics, interventional and minimally invasive surgery proceduras.

The Azurion sedies is intended far all human patients of all ages, Patient waight s limited to the specification of the
patient table.

The Aflura ¥per sarias s intended for use on human patients to perform:

- WVaseular, cardiovascular and neurovascular imaging applications, including diagnestic, interventional and
minimally invasive procedures. This includes, o.g., peripheral, cerebeal, thoracic and abdominal anglagraphy, as
well as PTAs, stent placements, embolization and thrombolysis.

- Cardiac imaging applications including diagnostics, interventional and minimally invasive procedures |such as
PTCA, stent placing, athefectomies), pacemaker implantations, and electrophysiolegy (EP].

= MWon-vascular interventions such as drainages, biopsies and vertebroplasties procedures.

The Allura Centron uses X-Ray Flucroscopy and Acquisition imaging for Cardiat and Peripheral procedures;
Vascular ddagnostic and interventional procedures [Anglogram, Balloon Angicplasty, Stenting]

= Cardiac diagnostics and interventions (PCI)

Pacemaker Implantations and implantable defibs

Electrophysiology (EP] and RF ablation

= Non-wascular interventions such ai drainages, biopsies and vertebroplasty proceduras

The system is not intended for Surglcal use. It ks anly meant for interventional usa.

Philips Reference # 2023-(GT-85T-027 Page ¥ of 13
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Appendiz B = Cold Restart Instructions & Symptoms
Perfarm a cobd system restart every day before starting the ficst procedure, as fallows:
al On the Review Module, press and hold “Power OFF
bj Release the button when the indicator light bagins to flash,
¢ When the indicator light stops flashing, wait for 10 secands,
di Onthe Raview Module, press and hald "Power On"

NWOTE: Do not cperate any of the cantrols while the system is powering on, as this may Inhibit the
start-up process,

if your system exhibits one or maore of the following symptoms alter the cold restart
1. Switch ta a different viewport on the FlexVision monitor. Upon switching viewports on the FlexVision
manitor, FlexW¥ision shows no image, a distorted image, a frozen image, or you are unakble to switch

betwean viewparts (Le. warning/errar message displays “Switehing nod possible. Call Service™): or

2. System displays a Windows "blue screen” [see example balow), regardiess of what spacific mecsape is
provided on the scraen.

Do not use the system and contact your local Philips rapresentative immediately,

E Koo fe n}’ Windows “Blue sereen®

Philips Reference i J023-1GT-B5T-027 Page & of 13




PHILIPS

Appendiy C - Froventive Maintenance Manual Update
4 Workflow
4.1 Dnsite preparations

4.1.1 interviewing the customer
Interview the customer to find out if there are prablems which need attention during maintenance

4.1.1.1 Ask the customer abaut the experienced PC igdues
sk thi customer i they have experienced
& blue oreen and, or
Ay of the user messages thown an the table below while there was enough Fres Storage space i the System.

il
0 Pleasa notice that these user messages coukd be shown in the languase of the system interface,

User messages far PC fadures [Alkira RB.x, Centron)
Wk = T o e e T St o3 - B )
Emage storage nob availabie, Cal e rvice.

Expasure nod passdile: image duk full

Fluo stora unavallable: image dek full

WARNING: Fuo storage not poss. Image disk probiem

WARNING; Write proflem: images possily lost

Switching not possible. Call Serace,

mrmma!u_fwﬁ:hllurulnum! _ o
image disk protilem; eseiect Roadmap
Exposire image sTorage is ot possibile because of an mage disk prablem

|
|
|
|

4.1.2 Use the applicable procedure to check the error messages

4.1.2.1 Check the logging for PC issues [Allura RB.x, Centron)
1. Do the service procedure Survey > Logging > View Technical Event Log.
1. Examine the log file for any of the error messagas in the tables below.
3. Take the action indicated in the Cause and Soluticn column.
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Action 1 - Check error messages

Erfar messhges B -

ORO000D0L POST -Frontal IPRC  POSTIiem: Frontal if PC Memory 4
Failled Doney Failed

POST-Lateral P PC POSTIRemy: Lateral 1P- PC Memoarg

Failed Donef Falkad
POST - Hoet PC POSETEem: Host IP-PL Mearmory &
Faibed Diore/Fasled

FrO00a1 40 P hardware Ermor Fromtal IP-PCMermary i
Lateral IP-PCMemary #

Huosk IP-PC fMermoey i

a50000001 Failed toinitzalice all - -
Brabber cards

Action 2 Disk and Disk Bay
Execute checks and actions in sequentiad order;

PART 1 - Check erroms and m‘:ﬁwu
i ﬁv. G T
13510955'52{' image storage not -
available. Call Service
WWARRMING; Fluo
skorage ot poss.
fmage disk
prablam
Exposurs net Withour prior "disk space Fow"
possible, Image disk
full
Fluo store
unavalable. Image
disk full
WARMING: »a 5 times a day]
Wiripe
prosblerr.
Irmages
possibly lost

SR el
DibARA problem: replace
the IP PC af the frontal
channel.

DIMM proilem: replace
the IP PC af the lateral
channal.

DM probiem: replace
ihe Host P

DM problems: replace
the [P PC of the frontal
channe|,

DInAM problem: replace
the P PC of the lateral
thannal,

DimAM problem: replace
tha Host PC

Grabber card problem:
reploce the FlaxVizsion PC.

A

if any of these message
are present and the
precandition is mael,
continue with PARTZ.
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PART 2 - Chack for a-ﬂdﬂmnnl BITOFS _ - -

Event 1D Error message Additianal infarmatian ‘Cause and sobution

7003115 image Dk Error Fravtal IP-PC rmage Disk # If any of the error messages are
presat conbinusy with PART3

Lateral IP-PC Image Dask i

OFOng1E2 image sk Errgr

{Read Error|
07000123 Image Disk Error
{Wirite Error
ORO00145 One ar mare IpPeFrontal PCimageddi ok
BOETs failed
IpPeLareralPCimagelis k
070000146 Image Processing Tirmeoul dusing Sopof
mal{uncion ImageStoreSinkMode
ImagesioreSourceiod e; If arny of these error messages ars
Releas=Playlist failed pressnt, continue with Part 3
Imagestoresourceied o Start
faled

0510020523  ‘Write ernors: no
storage possibe

P.I.H:TE EM:H Smar I:lula of Fruntll HII:I L:l.l.!rll IF PLC (IF !npli:-ﬂ:lﬂ

H P. ‘.-MMITDa-Ta Heal:lt:rrur Rate: I'I:II:I B = man 3 Disk ssue: i army vakia in
L E Additional info exceeds
Reallocated Sactors B max 10 the Ut Wakue, replace
Caumt: 300 cli= the image diskof the
UnCarectableSector B may Fplcablelt FL,
ot 200 <R Disk Bay issum; [fno disk
Cisrent Pending Bzmax 1 probiem, replace the
Sectar Count: MHE <lis applicable IF PC.

4.1.2.2 Check the logging for PCissues [Azurion)
1. Do the wervee procedurs System > Copy Event Logging.
Select the Start Date and End Date,
Click Export
Save the file to the USE flash drive.
Examine the log file for any of the error messages in the tables below,
Take the action indicated im the Cause and Solution column,

;o kL B

Action 1 - Check error messages

Errnr messages
i| E — -.. s o T : - I.ii-.. .-..i-\.-i-iﬁ_q_: E = 3 -\.I.I 'Il. }
2055FLOOCO002 Carmat display grabbed vadeo inpats. Grabber card problem: replace the
Soltware driver returned an FlesViewing PC
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arror for allvideo frame grabbar
cardh

Action 2 Disk and Disk Bay

Execute checks and actions in sequential order:

PAREL = Cheskcerron =SS
B Liser guidange: image sforage is Aebegse | bo 2.0, H oy of the
miot possibia because of an BITOF LA Brd present,
image: disk problem replacs the X-1my PCowith a8
Liser guidance: WARMING: Image disks {HOD f 550
storage is nol possible hecause Ralease 2.1 and highsar,
al an irage disk problen continue with FAAT 2,
Lser puidance: Image disk problem: Deselect
Roadmap
FOSSIECDO 14039 ImageStare: Usabde disk soaoe smaller than licens=d
pace
HESIECDO 14045 rrayservice: Insufficient memorny for next acguisition

PART2 - A: Check Smart Data of the ¥-ray PC with HDD

fventio | Addiionalisfe  Umitvalie Causeandsohtion
A Read Error Rate: 200 #=max 30 Disk msue: if ary walue
iz in Agditional Info
Realiocated Sectors  Remaxlo  ewceedsthelimit
Caunt: 200 ol Value, replace the
UnCosractableSectarc  #=mukd 'FT“ disk of the Xay
ounk: 200 == 1 ;
Dk Bary wsszie if thene
Currert Pending ¥=max ] arenn o, replace the
Segtar Count: 200 <= XRay PC,
PARTZ - B; Check Smart Data of the Kray PC with 550 )
e itk Lo BBt e T —
R SRABAT Disk Data SshProgramfailCount: [isk issiee; Fany value
100 <H= in Additional Info
S5DErasefailCount: 100 <f= ﬁﬂd‘! *'T““*:h
) ue, replace the
::E-:L::dl_lnccrreruh'leirrnrs. g ISk o this XRey
= -
Endrof ndermor; 100
<l

Disk Bay issue- [fhers
aennan replace the
WRay PC.
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