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THE DIRECTOR GENERAL OF HEALTH SERVICES IN ALL GOVERNORATES
Commanding Officer, Armed Forces Hospital (Al Khoudh & Salalah)

Director General of Engineering Affairs, MOH

Director General of Royal Hospital

Director General of Khoula Hospital

Director General of Medical Supplies (MOH)

Director General of Pvt. Health Est. Affairs (to kindly arrange distribution to all Pvt. Hospitals)
Hospital Director (Al Nahda Hospital)

Hospital Director (Al Massara Hospital)

The Head of Medical Services in SQU Hospital

The Head of Medical Services in Royal Oman Police

The Head of Medical Services in Ministry of Defence

The Head of Medical Services in The Diwan

The Head of Medical Services in The Sultan’s Special Force

The Head of Medical Services in Internal Security Services

The Head of Medical Services in Petroleum Development of Oman

The Head of Medical Services in LNG Oman

ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Please find attached our Circular No J 17‘ 2. dated f @ / Fa / 2.3 Regarding NCMDR Recall
of Accessory of Ultrasound Systems from (mfr: Philips Healthcare).

Copy to:

Director, Office of H.E. The Undersecretary for Health Affairs
Director of Medical Device Control, DGPA&DC

Director of Pharmacovigilance & Drug Information Dept, DGPA&DC
Director of Drug Control Department, DGPA&DC

Director of Pharmaceutical Licensing Department, DGPA&DC
Director of Central Quality Control Lab., DGPA&DC

Supdt. of Central Drug Information
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P.O. Box: 393 Muscat - Postal Code 100 - Tel: 22357111 - Fax: 22358489
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Recall of Accessory of Ultrasound Systems from Philips Healthcare.

NCMDR - National Center Medical Device Reporting- SFDA.

SOUrce https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19614

Product 3D9-3v Transducer (Accessory to Philips Ultrasound Systems: EPIQ Elite, Affiniti 30, 50, and
odu 70, ClearVue 850, HD1S, iU22, Compact 5000)

Description Accessory of Ultrasound Systems.

Manufacturer Philips Healthcare.

Local agent Mustafa Sultan Science & Industry Co.LLC.
The affected The device identifier is 00884838061545.
products . - i
Please refer to senal numbers of the affected 3D9-3v Transducer list in the attachment.
Reason The above affected transducers may come apart due to chassis bonding issue.
. 1. Philips Healthcare will provide a replacement device, and collect the affected product.
Action : 3
8 o | 2. Contact the local agent for remedial action. .

Healthcare professionals are encouraged to report any adverse events Suspected to be associated
comments with the above device or any other medical device to Department of Medical Device Control
through the E-mail: Med-device@moh.gov.om
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PHILIPS

URGENT Field Safety Notice

3D9-3v Transducer (Accessory to 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 need to be aware of
the contents of this communication. It is 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.

What the problem is 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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PHILIPS

2. Hazard/harm associated with the issue.

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 products and how to identify them.

To identify your transducer serial number:

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

Transducer number printed on the Connector
3D9-3v

Philips Reference # 2023-PD-US-005 Page 2 of 5




PHILIPS

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

e |mmediately 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 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 retain this letter with your system(s) and ensure the letter is in a place likely to be
seen/viewed.

5. Actions planned by Philips to correct the problem.

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 FC0O79500565).

Please be assured that 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: met.quality@philips.com

This notice has been reported to the appropriate Regulatory Agencies.

Sincerely,
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PHILIPS

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 with the 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 retain this letter with your system(s) and ensure the letter is 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 return this completed form to met.quality@philips.com
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PHILIPS

Appendix A — Serial Numbers of the affected 3D9-3v Transducer List

) B3TBRW | FO1W12 | FO1ZG6 F01zZ5 F024G2 FO03Q35 FO4DX8 FO4DXC FO4DXD | FO4F28
FO4F29 FO4F2G FO4F2H FO4F2L FO7GYO FO7VBZ FO7XRT FO7XRV FO7XRX FO7Y4Q
FO83JP FO86Z5 FO88QC FO8JPF FO8K4H FO8VLP FO8VLY FO8W1C | FOBWI1D | FO8W1J
FO8W1K | FOBWIL | FO8W1M | FO8W1Q | FOBWXP | FOSWXY | FO8WZY | FO8X01 FO8X02 FO8X03
FO8X04 FO8Y2T FO8ZR3 FO8ZR4 FO8ZR5 F092BQ FO92BR F092BV F097QQ | FO97QV
FO97QW | FO9BTB FO9BTC FO9BTD FO9BTG FO9BTH FOSBTN FO9BTP FOSC1G FOSC1H
FO9SCI1L FO9C1M | FOBXCY FOBXT4 FOBXT5 FOBXT7 FOC3W1 | FOC4DJ FOSF3R FOSF3T
FO9F3V FOSF3X FO9F3Y FOSF3Z FOSF40 FO9F41 FOSF42 FO9F43 FOSF45 FOSF48
FO9F49 FO9F4C FO9F4D FO9F4F FO9F4G FOSF4H FO9IJTO FO9JT2 FO9IJT3 FOSMH4
FOOMHS | FOSMH6 | FOOSMH7 | FOSMH8 | FOOSMHS | FOOMHB | FOOMHC | FOOMHG | FOOMHH | FO9MHK
FOSMHL | FOOMHM | FOOMHN | FOOMHP | FO9N4) FOSN4K FOSN4M | FOSN4N | FO9N4P FOSNLM
FOONLN | FOSNLP FOONLQ | FOSNLR FOONLT FO9V25 FO9V26 FO9v27 FO9V28 FO9V29
FO9V2C FOSV2D FO9V2F FO9V2G | FO9V2H FO9V2) FO9VH6 FO9VH7 | FO9VHS | FOSVHB
FOSVWL | FOOSVWM | FOSVWN | FO9VWP | FO9VWQ | FO9XY4 FO9XYS FO9XY6 FO9XY7 FO9XY8
FO9XYB FO9XYD FOOXYF FOSXYG FO9XYH Fo9YQ7 FO9YQ8 FO9YQS FO9YQB | FOB16)
FOB16K FOB16M | FOB16P FOB1KS FOB1K6 FOB1K7 FOB1K8 FOB1K9 FOB5KP FOB5KQ
FOBSKR FOBSKT FOB5KV FOB5KW | FOB6K9 FOB6KB FOB6KC FOB6KD | FOB6KF FOB6KG
FOB7ND | FOB7NF FOB7NG | FOB7NH | FOB7NJ FOB7NK FOB7NM | FOB7NN | FOB7NQ | FOB7NT
FOB7NX | FOB7NY FOB7PO FOB7P4 FOB7P5 FOB7X9 FOB7XC FOB7XD | FOB7XG FOB8G7
FOB8G8 | FOB8GY FOB8GB | FOB95D | FOB95G FOBSS5H FOBBO1 FOBB02 FOBBO3 FOBBGT

| FOBBGW | FOBBGX FOBBGY FOBBGZ | FOBCFQ | FOBCFR FOBDMQ | FOBDMR | FOBDMT | FOBDMV
FOBFK8 FOBFKB FOBFKC FOBFXH FOBFXJ FOBFXK FOBFXM | FOBFXN FOBFXQ | FOBFXV
FOBHWP | FOBHWQ | FOBHWR | FOBHWT | FOBHWV | FOBHWW | FOBHZP FOBHZR FOBHZT FOBHZV
FOBHZW | FOBHZZ FOBJOO FOBJO1 FOBJOX FOBJOY FOBJBO FOBJB1 FOBJB2 FOBJYQ

| FOBJYR FOBLO3 FOBLO6 FOBMC1 | FOBMC4 | FOBMCS | FOBMC6 | FOBN4N | FOBN4T | FOBN4V
FOBR78 FOBR79 FOBR7B FOBR7D | FOBRMH | FOBRMJ FOBT87 FOBT88 FOBT8B FOBT8C
FOBVPB | FOBVPC FOBVPF FOBWOO | FOBWO1 | FOBW02 | FOBWO3 | FOBWO0O4 | FOBWOS5 | FOBXCT
FOBXCV | FOBXCW | FOBXCX
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