PHILIPS

URGENT Field Safety Notice
3D9-3v Transducer (Accessoryto Philips Ultrasound Systems:

EPIQ Elite, Affiniti 30, 50, and 70, ClearVue 850, HD15, iU22, Compact 5000)

3D9-3v Transducer may come apart due to chassis bonding issue

June 29, 2023

If the serial number for your 3D9-3v Transducer is listed in Appendix A:
Please immediately stop use and/or distribution of transducer listed in Appendix A.
(See also section 4 Actions to be taken by customer).

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

Please retain this letter for your records.

Dear Customer,

Philips has become aware of a potential safety issue with 3D9-3v Transducers where these transducers
may come apart. This failure may occur during clinical use. This URGENT Field Safety Notice is intended
to inform you to immediately stop using the potentially affected 3D9-3v Transducers.

1. Whatthe problemis and under what circumstances it can occur.
The 3D9-3v Transducer chassis assembly consists of two parts that are bonded together. The bond

between the front and rear parts of the chassis of these transducers may fail as shown in Figure 1
below.

Figure 1. Transducer Bond Failure

Philips has received complaints associated with this issue; however, there are no reports of injury or
serious harm.
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2. Hazard/harm associated with theissue.

If the transducer comes apart, the risk to users and patients includes tissue damage (laceration) due
to contact with sharp edges and delay in diagnosis, procedure, or treatment. In addition, electric
shock may occur if the transducer comes apart and the built-in safety measures to prevent electric
current from reaching the patient/operator were to also fail in the transducer or the Ultrasound
system. The built-in safety measures to mitigate electric current are independent mechanisms from
the chassis and are not impacted if the chassis comes apart.

3. Affected productsand howto identify them.
To identify your transducer serialnumber:
The potentially affected 3D9-3v Transducer serial numbers are listed in Appendix A. Refer to Figure 2

and Figure 3 below to locate the transducer number, device identifier and the serial number. The
device identifier is 00884838061545.

Figure 2. 3D9-3v Transducer

3D9-3v

[ Transducer number printed on the Connector ]
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Intended Use:

Ultrasound systems are intended for diagnostic ultrasound imaging or fluid flow analysis of the human
body. The clinical environments where these Diagnostic Ultrasound Systems can be used include
Clinics, Hospitals, and clinical point-of-care for diagnosis of patients.

4. Actions thatshould be taken bythe customer / userin order to preventrisks for patientsor users.

e Immediately stop usage and/or distribution of the affected 3D9-3v Transducers and secure
them in a location where they cannot inadvertently be used. Transducers not included in
Appendix A are not affected by this recalland can be used in accordance with the instructions for
use.

e Please complete and return the attached response form to Philips promptly and no later than
30 days from receipt. Completing this form confirms receipt of the Urgent Field Safety Notice,
understanding of the issue, and required actions to be taken.

e Circulate this Urgent Field Safety Notice to all users of this device so that they are aware of the

issue. Please retainthis letter with your system(s) and ensure the letteris in a place likely to be
seen/viewed.

5. Actions planned by Philips to correct theproblem.

A Philips representative will contact you to schedule a time for a Field Service Engineer (FSE) to visit
your site, provide a replacement device, and collect the affected product (reference FCO79500565).

Please be assuredthat maintaining a high level of safety and quality is our highest priority. If you need
any further information or support concerning this issue, please contact your local Philips

representative.

This notice has been reportedto the appropriate Regulatory Agencies.

Sincerely,
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URGENT Field Safety Notice Response Form

Reference:3D9-3v Transducer may come apart due to chassis bonding issue (FCO79500565).
Instructions: Please complete and return this form to Philips promptly and no later than 30 days from

receipt. Completing this form confirms receipt of the Urgent Field Safety Notice, understanding of the
issue, and required actions to be taken.

Customer/Consignee/Facility Name:

Street Address:

City/State/ZIP/Country:

Customer Actions:

e Immediately stop usage and/or distribution of the affected 3D9-3v Transducers and secure
them in a location where they cannot inadvertently be used. Transducers not included in
Appendix A are not affected by this recall and can be used in accordance withthe instructions for
use.

e Circulate this Urgent Field Safety Notice to all users of this device so that they are aware of the
issue. Please retainthis letter with your system(s)and ensure the letteris in a place likely to be
seen/viewed.

We acknowledge receipt and understanding of the accompanying Urgent Field Safety Notice and confirm
that the information from this Letter has been properly distributed to all users that handle the affected

3D9-3v Transducers.

Name of person completing this form:

Signature:

Printed Name:

Title:

Telephone Number:

Email Address:

Date (DD/ MMM/ YYYY):

Please returnthis completed form to your Philips representative.
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Appendix A —Serial Numbers ofthe affected 3D9-3v Transducer List

B3TBRW | FO1W12 | FO1Z2G6 | FO01ZZ5 | F024G2 FO3Q35 FO4DX8 | FO4DXC | FO4DXD | FO4F28
FO4F29 FO4F2G FO4F2H | FO4F2L | FO7GYO FO7VBZ FO7XRT | FO7XRV [ FO7XRX | FO7Y4Q
FO83JP FO86Z5 FO88QC | FO8JPF FO8K4H FO8VLP FO8VLY FO8W1C | FOBW1D | FO8W1J
FO8SWI1K | FOBW1L | FOBW1M| FO8W1Q | FOBWXP | FO8WXY [ FO8WZY | FO8X01 | FO8X02 | FO8X03
FO8X04 | FO8Y2T FO8ZR3 FO8ZR4 | FO8ZR5 F092BQ FO92BR | F092BV | FO97QQ | FO97QV
FO97QW | FO9BTB FO9BTC FO9BTD | FO9BTG | FO9BTH FOOBTN | FO9BTP | FO9C1G | FO9C1H
FO9C1L FO9C1M | FOBXCY | FOBXT4 | FOBXT5 FOBXT7 FOC3W1 | FOC4DJ FO9F3R | FO9F3T
FO9F3V | FO9F3X FO9F3Y FO9F3Z | FO9F40 FO9F41 FO9F42 FO9F43 FO9F45 FO9F48
FO9F49 FO9F4C FO9F4D | FO9FAF | FO9FAG FO9F4H FO9JTO FO9JT2 FO9JT3 FO9OMH4
FOOMH5 | FOOMH6 | FOOSMH7 | FO9SMHS8 | FOOMH9S | FOOMHB | FOOMHC | FOOMHG | FOOSMHH | FO9MHK
FOOMHL | FOOMHM | FO9SMHN [ FOOSMHP | FO9N4) FOON4K FOON4AM | FOON4AN | FOON4P | FOSONLM
FOONLN | FOONLP FOONLQ | FOONLR | FOONLT FO9V25 FO9V26 | FO9V27 | FO9V28 | FO9V29
FO9V2C | FO9V2D | FO9V2F FO9V2G | FO9V2H FO9V2) FOOVH6 | FO9VH7 | FO9VH9 | FO9VHB
FOOVWL | FOOVWM | FOSVWN | FOOVWP | FOOVWQ | FO9XY4 FO9XY5 FO9XY6 | FOOXY7 | FO9XY8
FO9XYB FO9XYD FO9XYF FO9XYG | FO9XYH FO9YQ7 FO9YQ8 | FO9YQ9 | FO9YQB | FOB16)J
FOB16K | FOB16M | FOB16P | FOB1KS | FOB1K6 FOB1K7 FOB1K8 | FOB1K9 | FOB5KP | FOB5KQ
FOB5SKR | FOB5KT FOB5KV | FOB5KW | FOB6K9 FOB6KB FOB6KC | FOB6KD | FOB6KF | FOB6KG
FOB7ND | FOB7NF FOB7NG | FOB7NH | FOB7N)J FOB7NK FOB7NM | FOB7NN | FOB7NQ | FOB7NT
FOB7NX | FOB7NY FOB7PO FOB7P4 | FOB7P5 FOB7X9 FOB7XC FOB7XD | FOB7XG | FOB8G7
FOB8G8 | FOB8G9 | FOB8GB | FOB95D | FOB95G | FOB95H FOBBO1 FOBBO2 | FOBBO3 | FOBBGT
FOBBGW | FOBBGX FOBBGY | FOBBGZ | FOBCFQ | FOBCFR FOBDMQ | FOBDMR | FOBDMT | FOBDMV
FOBFK8 FOBFKB FOBFKC FOBFXH | FOBFXIJ FOBFXK FOBFXM | FOBFXN | FOBFXQ | FOBFXV
FOBHWP | FOBHWQ | FOBHWR | FOBHWT | FOBHWV | FOBHWW | FOBHZP | FOBHZR | FOBHZT | FOBHzV
FOBHZW | FOBHZZ FOBJOO FOBJO1 FOBJ9X FOBJOY FOBJBO FOBJB1 FOBJB2 FOBJYQ
FOBJYR FOBLO3 FOBLO6 FOBMC1 | FOBMC4 | FOBMC5 FOBMC6 | FOBNAN | FOBNAT | FOBN4V
FOBR78 | FOBR79 FOBR7B | FOBR7D | FOBRMH | FOBRMJ FOBT87 FOBT88 | FOBT8B | FOBT8C
FOBVPB | FOBVPC FOBVPF FOBWOO | FOBWO01 | FOBWO02 | FOBWO3 | FOBWO04 | FOBWO5 | FOBXCT
FOBXCV | FOBXCW | FOBXCX
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