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Re: How to avoid potential system freezes of the Cios Alpha mobile C.arm x-ray system and
resume full system operation

Dear customer,

This letter is to inform you of how to avoid system freezes that may potentially lead t& hazard to
patients and how to resume operation of Cios Alpha mobile C-arm x-ray system in a fast and reliable
manner,

When does this malfunction occur and what are the potential risks?

It has been reported that under certain' circumstances the- following user actions may cause the
system to freeze. The system may become temporarily inoperable.
* When images were transferred from the left monitor to the right monitor {function A to B)
during image acquisition (i.e. radiation on) or shertly before starting image acquisition
« When acquisition of image was started while storing of scenes initiated by pressing the Store
button was still in progress
» When scene replay was initizted either automatically or by pressing the *play” button
(especially when pressing the “play” button more than once) white the storing of those scenes
was still in progress '
* VWhen image acquisition was initiated again before automatic replay of the last scene started
- ee-Whendfinatized CD/IDVDs were Used to store additional datg— -~ — =~~~ -
s When radiation sumrmary reports with more than 190 entries were being exported
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+ When system restart was initiated when the error message “System blocked. Tum system
offfon” (error codes 215/80 and/or 208/80) was displayed

If a system freeze occurs, a system reset is required to resume fully operation. This process may take
approximately 4 minutes,
During the reset protess no x-ray imaging is available at Cios Alpha mobile G-arm x-ray system.

What steps ean the user take to avoid the potential risk of this issue?

* Avoid to transfer images with the A ta B function either shortly before starting or during image
acquisition and allow a minimal time delay (Up to 5 seconds) between A to B and the start of
the next image acguisition

» Allow storing of scenss to be completed (Le. the progress bar ‘Flusro loop storage in
progress” is not displayed anymore) before you inftiate next image acquisition

» Allew raplay of the ‘Last Ecene Hold' (LEH) to be completed before you start next image
acquisition, do not press the “play” butten more than once. .

» Allew storing of scenes to be completed (i.e. the progress bar “Fluoro loop storage in

" progress’ Is no longer displayed) before starting play/replay of the scene

» Ensure that CDs/DVDs used to store data have not been previously finalized

+ Avoid exporting studies with radiation summary reports containing more than 190 entries to
CO/DVD/USB media and to DICOM nodes

+ If the error message “System blocked. Turn system offfon’ (error codes 215/80 and/or 208/80)
is displayed do not turn off the system, The system is able to recover automatically without a

restant, Please wait up 10 50 seconds and simply acknowledge the message by pressing the
QK button

In general, f a system freeze occurs during an intervention, act according to the emergency
procedure (please refer to the highlighted Section “Resetting the Cios Alpha” at the aend of this letter);
Reset the Cios Alpha mobile C-arm x-ray system by pressing the RESET button located on the right
side of the monitor cart and press the ON button on the monitor cart.

The system restart will take up to 4 minutes.

Please be advised that the emergency procedure is available as a magnetic board and should be
attached at the system monitor cart. :

Pleage, dé not tf‘y to turn the system off and an, as this will not restart the system in the above
mentioned cases and may unnecessarily delay resumption to full operation.
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How will the issue finally be resolved?

Siemens is planning to release a modification for the Cios Alpha mobile C-arm x-ray system that will

resolve the above mentioned potential malfunctions, The modification will be available by the end of
: June 2015, As soon as the modification is available a Siemens service engineer will get in touch with

you to schedule implementation of the modification for your Cios Alpha mobile C~arm x-ray system.

We appreciate your understanding and cooperation with this safety advisory and ask you to
immediately instruct your personnel accordingly. Fleass ensure that this safaty advisory is placed in
the system’s instructions for use. Your personnel should maintsin awareness over an appropriate
defined period.

If you have sold this device/equipmient and it is no longer in your possession, we kindly ask that you
forward this safety notice to the rew owner of this device/equipment. Please inform us about the new
~ owner of the device/equipment.

Sincerely Yours

Jirgen Buckow
HCRP XP QM
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Acknowledgement of receipt

Cusatomer address:

} hereby confirm as the owner / responsible operator of the Cios Alpha mobile C-arm x-ray
system with the Serial number (optional) that | racelved the
following document: :

Safety Advisory Notice

How to aveid potential systern freezes of the Cios Alpha mobile G-arm x-ray system and resume
full system operation

Place, Date

Name

Signature
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Cios Alpha - Emergencv Pl’DGEdUI‘E
For rterventional applications, ahways keep a second unit ot hand for enrgenches

Cardiopuyimonary resuscitation (CFR) protedure
& Radea thae ebuctric brakes snd rove the C-oem Ik 3 penition

It + J
2 o - - froen whane it asn be remevind from the potient Shie without
OH OO —wus
+ h cane of power fallure/ermnergency shop: Dveeride the brakes,

e HT @ Hnecessary, remove the remate control unit from the patient
g ] table 2nd attuch It o the reondue tribey.

Mg, * Relezoe the broke hver and remeve thi Cisa Alha fram the
W trectrrent ares. Witch out for mables leading to the monitor

*" u% tralley, remote cortyod umit and fook mwiteh |
- o 4 I necensary, relaose the foot beake ond rermove the: montor

trofiey from the treiment arez,

=

Unlocking radistion rebease
% Preas this budton m the PREFPARATION tab,
* Enter the paanword DO 0 enable mdixtion rehease,

The emergensy 3tep button iz losated on the contral untt of the
Cie Alpha

# Press the efeigeiicy ston Bultoh,
= A motorted trevetvssnityy siw dinatied,
= Radirtion is Imtemumed,

* R radiztion again- Preas the foot awitch o hand switch

LN LT R Al T T IR AT LTS " 4 LA LM 0 1Y,

i the cotrputier fil to shut dowh of no * Prean the reswd button with 3 polnted obirch then preas the ON
Torger responda o Inputs, 3 oyxtern reset brttan ot the moniioxe tolley.
* Wa urdil tha srystern hac rkactied,
) The folleswing information will be faat as Hhe result of @ reset
. Colimiar peation, sat dose vaiues, image orientation, position
memgry,

Resuming operation ater & power failure
In thie 2o &5F 2 st failure, the wnit & gl ol e compuber has shut dawn,

b awiiched off. #* Rextart the ayatemn by preaaing the ON button on the monior
J trolley an sien 20 prwer ks been rexiowd,

® Wait until the unit b fully rebooted, Pay attention to any eroe
. . reyadges that tnoy appear during basting,
@ @ * Hepurm treotrment:
. = Reselect the bt potient.
= Maoke the receoary netlings, v.g dose, collmator, imoge

“Tertal Hime urtil resometion of operation: [ a———
appron. A minutes, = Crckfonermet the C-ammy pualtian,

For Bevaled Friomatin pleine reter 1o the: Systern Operator Moo,
XPAT=300,640,02.01.05 © Simmres AG 214 All right reverved.
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