Field Safety Notice
PHILIPS HEALTHCARE

FSN BUCT S/N: 72800383
Date: Jul. 22, 2008

URGENT - Field Safety Notice
MX4000, MX4000 Dual, MX6000 Dual

Incorrect Reference Line in Surview

Dear customer,

A problem has been detected in the Philips MX 4000, MX 4000 Dual, MX 6000 Dual CT scanners, if it
were to re-occur, could pose a risk to patients and to users. This Field Safety Notice is intended to
inform you about:

e what the problem is and under what circumstances it can occur

e the actions that should be taken by the customer / user in order to prevent risks for patients or

users
e the actions planned by Philips to correct the problem.

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

Please review the following information with all members of your staff who need to be aware of
the contents of this communication. It is important to understand the implications of this
communication.

If you need any further information or support concerning this issue, please contact our Service Support
Department.

This notice is reported to the appropriate Regulatory Agency.

We apologize for any inconveniences caused by this problem.

Sincerely,
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AFFECTED PRODUCTS | MX4000, MX4000 Dual, MX6000 Dual

PROBLEM An Field Problem Report with respect to incorrect reference line in the film
DESCRIPTION was received on May 2008.

When a “head first, couch out” or a “feet first, couch in” Surview scan is
started then paused midstream, the image generated is what the doctor
expects, but the reference lines appear in the incorrect position in the
“FILM” display mode. The acquired images accurately represent the
exact positions planned on the original Surview.

Investigation concluded that the problem may affect MX series CT
products (MX 4000, MX 4000 Dual, MX 6000 Dual scanners).

The images below are example of green reference line does not match
the scanned position in the film.
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HAZARD INVOLVED

Unmatched reference line in film that may result in incorrect diagnosis or
incorrect operative site location.

HOW TO IDENTIFY
AFFECTED PRODUCTS

See Annex A to understand where to locate the system label. You will be
contacted directly by a Philips representative to determine if the scanner you
use is affected.

ACTION TO BE TAKEN
BY CUSTOMER / USER

Users must follow the instruction below in order to avoid this issue:
Do not stop or pause scan during Surview acquisition.
For planning purposes use only uninterrupted Surview.

ACTIONS PLANNED BY
Philips Healthcare

Philips will provide updated software to all affected systems free of charge to
correct this problem.

You will be contacted by your Philips representative for the planning of this
software update.

FURTHER
INFORMATION AND
SUPPORT

If you need any further information or support concerning this issue, please
contact your Philips Healthcare Service Support Department.

PHILIPS| © KONINKLIJKE PHILIPS ELECTRONICS N.V. 2007

All rights are reserved. Reproduction or transmission in whole or in part, in any form or by any means,

&

electronic, mechanical or otherwise, is prohibited without the prior written consent of the copyright owner. 3/4




Field Safety Notice
PHILIPS HEALTHCARE

FSN BUCT S/N: 72800383
Date: Jul. 22, 2008

URGENT - Field Safety Notice
MX4000, MX4000 Dual, MX6000 Dual

Incorrect Reference Line in Surview

Annex A: Method to Identify Affected Products:
1. Locate the system label at the left bottom corner of the backside cover.

2. Read and record carefully the product S/N. See figure below.

System Model

\

y
MX 6000 Dual
PHILIPS CT SCANNER SYSTEM

MODEL: MR 6030 sl PH: SE060:5651341 .

WOLT: 3N~ 380V ﬁ
FREQ: BI60Hz FONVER: S6HWA
CLASSIFICATION: CLASS 1 TYPEB C E 97

MODE OF OPERATION: CONTINUIOUS GPERATIGN WITH INTERMITTENT LOADING
MANUFACTURED FOR PHILIPS MEDICAL SYSTEMS
MANUFACTURED BY PHILIPS AND NELSSOFT MEDICAL BYSTEMS G0, LTD.
ADDRESS: HUM NAM INDUSTRIAL AREA SHENYANG 11178, CHINA
SN MANUFACTURED: [ |

Back of Gantry

System Label of CT scanner

AN

N\

Product S/N
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