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URGENT FIELD SAFETY NOTICE
NOTICE D’AVERTISSEMENT DE SECURITE URGENTE

Platinum and Platinum dRF
Field Safety Corrective Action nA16100035AA
Recommendations for use:
Vertical movement of the table and the longitudinal panel

Date: 18 November 2016

Recipients: local vigilance officers
Director / manager of radiology services
After-sales service of the distributors

Object: Potential risk of table collision or damage during movements in vertical position

APELEM would like to draw your attention on a potential safety problem.

This field safety notice is intended to inform you of the identified potential malfunctioning as well as
immediate measures taken by APELEM to ensure the safety of the patients and users.

Please read entirely this field safety notice.

Problem description

APELEM took note of several incidents:

The table is in vertical position. The operator asks the table or the longitudinal pane! to go down with
the joystick or a pre-programmed position. The table goes down and continues its movement until it
reaches the floor.

No injury for the patients and operators. Concerned about the safety of the patients and the medical
personnel, APELEM takes these events very seriously and immediately initiated a thorough analysis of
the causes.

This potential malfunction was noticed after the upgrade of the M32 axis controller
to vbR33 or v6R34 version giving the possibility to lower the table/panel assembly
to a minimum height of 5cm vertically,
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Concerned radiology tables
List of serial numbers potentially affected by this field safety notice:

SN Country SN Country SN Country
F146F0079 |ALGERIA D136F0052 | France E166F0171 | France
E146F0078 |ALGERIA B136F0054 | France F166F0179 France
G146F0083 ALGERIA E136F055 France F166F0175 France
M146F0096 | ALGERIA A136F0045 | France E166F0173 | France
C156F0103 | BANGLADESH F136F056 France L136F0068 France
D116F0008 | BELGIUM F136F0D58 | France L146F0092 France
J146F0085 BELGIUM H136F060 France G126F0032 Italia
C116F0007 | CANADA K136F065 France F126F0031 Lebanon
F136F0057 |CHINA K136F0064 | France F126F0030 | Lebanon
J106F004 CYPRUS C146F0073 | France K126F0041 NIGERIA
F146F0080 CYPRUS B146F0072 | France L126F0042 PERU
D126FC028 | CONGO A146F0070 | France C136F0048 | PERU
J136F0062 United Arab C146F0074 | France C136F0051 PERU

Emirates
B156F0100 | Spain E146F0075 |France J136F0061 PERU
1106F0002 France F146F0081 France K146F0089 | PERU
E116F009 France G146F00B2 | France M146F0097 PERU
F116F011 France G146F0084 | France L116F0019 UK
F116F013 France J146F0087 France J126F0036 UK
H116F014 France K146F0088 France C136F0050 UK
J116F015 France L146F0090 | France E146F0077 |UK
J116F016 France E146F0076 |France L126F0043 RUSSIA
L116F018 France M146F0094 | France J146F0086 RUSSIA
K116F017 | France M146F0098 | France L146F0091 | RUSSIA
L116F020 France A156F0098 | France C126F0024 | SENEGAL
M116F0021 |France D156F0106 | France J106F0005 | SUISSE
M116F0022 | France D156F0109 | France H136F0059 | UKRAINE
B126F0023 France D156F0107 | France
C126F0026 | France D156F0108 | France
C126F0027 |France C126FQ025 |France
E126F0029 France E156F0111 France
[126F0035 | France F156F0112 | France
G126F0033 |France H156F0125 | France
J126F0037 France H156F0124 | France
K126FC038 |France H156F0126 | France
L126FQ044 France H156F0128 |France
B136F0047 | France J156F0133 | France
B136F0046 France L156F0148 | France
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Measures immediately taken by APELEM
APELEM prepares software corrections to resolve this malfunction.

As soon as these software corrections are ready, a local representative of the APELEM after-sales service
or its distributor will contact your establishment for the installation of these corrections.

Precautions the user should take

Until the software corrections are implemented, it is recommended to follow these instructions:
> Do not use the programmed pre-positions allowing the movement of the table in vertical
position,
> When the table is in vertical position, do not use the commands intended to lower the table or
the panel,
> During table movements in vertical position, it is recommended to the operators to stay far from

the lower part of the table,
»> The operators should also make sure the patients use the handles located along the table.

¢ Please distribute this field safety notice to the relevant persons in your establishment.

e Please distribute this field safety notice to any other organization that might be concerned by this
field safety corrective action.

* Please note that safety measures were taken in the locations where the malfunctions took place.

For any question regarding this field safety notice, please contact APELEM.
E-mail: service@apelem.com - Phone: +33 466 29 30 05
For any communication, do not forget to mention the number FSCA n°A16100035AA,

Please acknowledge receipt of this field safety notice and certify it will be taken into account by returning

the enclosed form (page 3) before 30 November 2016.
by e-mail service@apelem.com or by fax +33 466 27 87 47 to APELEM client service

The relevant competent national authorities have been informed of this field safety notice.

We apologize for any inconvenience. APELEM thanks you for your cooperation in the application of this
field safety notice. Maintaining a high level of safety and quality remains our first priority.

Samuel SANCERNI

General Manager gff
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ACKNOWLEDGEMENT OF RECEIPT

URGENT FIELD SAFETY NOTICE
NOTICE D’AVERTISSEMENT DE SECURITE URGENTE

Platinum and Platinum dRF
Field Safety Corrective Action n°A16100035AA

Recommendations for use:
Vertical movement of the table and the longitudinal panel

ORGANIZATION
Name:

Address:

Name:

e-mail:

Phone: Fax:

Model:

—

Serial number(s):

We hereby certify this field safety notice was taken into account and distributed to the relevant
personnel and services.

First name and last name:
Function:

Date:

Signature:

Please fill in and sign this acknowledgement of receipt, and send it back:
by e-mail service@apelem.com
or by fax +33 466 27 87 47 to APELEM Client Service.
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