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Dear,

NCMDR team send a weekly update every week
containing the latest Field Safety Corrective
Action/Recalls of medical devices/products on
SFDA website.

* Role of NCMDR officer:

* Disseminate and share the information with
other Departments within healthcare facility and
Ensuring that the healthcare facility is free of any
affected device/product.

* Communicate with NCMDR Team and
Authorized Representative of the manufacturer if
there is any affected device/product.

Hospital name:

Date:
Hospital affected by any medical device/product
in this report: oNo OYes

¢ .IThe yellow highlights Indicates that medical devices
subject to removal and/ or destroyed action.

* INCMDR Team Recommend ensuring the listed
Authorized representative/Distributer in this report as
they may differ from the Authorized
representative/Distributer you are dealing with

¢ [The sign (#) on the left side of the FSN's indicates that
the source of this FSN is ECRI

* [Open the links or attachments to find the affected
product identifier, models, serial numbers or codes.

05-Feb-19 \

“SIAe

Aplall claiiall 5 5 ea) e ks gl 38 all 4 8y

/ Al 1) el jasl AT e e sl 8 Jla )l
e 5 saial) Al il sl 5 3 5ea Sl Gilele xiuY)

£ 5l 5 2131l Aalall Aiggl) a8 50

Lnaall slanall Jals dabiaal ALYl / <l ) e avexille
e b il ks o e/ e ol (e La 18 (e ST
ALl e A e la)

Claiiall 5 5 jeaY) e i sl 38 el ae Jual sille
pagalla 8 aaall 5 gilal) Jleal) aa g dndall

Al ol 1) @ ) e sl il b a3t/ e

;U.EM\ ?.u\
HCSR
adn YO Al Cpada Addally b e 3 gl g

b e ) ol it VL Alllaal) ol i) e

Colfiadll e 05l 38 ) 138 (B Cpe 55l 53 Cliaal) @
e Oslala Gl (e ) sall/0p 3

Dl O (e 8 (e (el Agall B (#) AaDladl 03a
(ECRI) ialiia e a3l i

i yall g) Jag) g ) el Abloill Q8 5Y1 5) 31 pkall 8 jaal e

Page 1 of 4



7. Kingdom of Saudi Arabia
&> Soudi Food & Brog Aukoriy NCMDR
Medical Devices Sector National Center for Medical Devices Reporting

dgulal) 3 jga¥) gl doalall cdaiallg 3 3ga¥) @l gl 38 sl

Dear,
NCMDR team is pleased to inform you that 19 new FSCA/recalls for medical devices and

products posted on SFDA website for the period of 28-Jan-19 to 03-Feb-19 In order
to view more details, ciicik the iinis or attachments @
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Diagnostic and therapeutic radiation devices

ACUSON NX2, SIEMENS Siemens Medical Solutions https://ncmdr.sfda.gov.s
ACUSON NX2 a/Secure/CA/CaViewRec
Elite, ACUSON all.aspx?caid=4&rid=13
NX3, and 811
ACUSON NX3
Elite ultrasound
systems
Ingenuity TF Philips Healthcare | Philips Healthcare Saudi Arabia | https://ncmdr.sfda.gov.s
PET/CT running Ltd. a/Secure/CA/CaViewRec
software version all.aspx?caid=6&rid=13
4.0.2
Ziehm Vision Ziehm Imaging Saudi Health Services Co. Ltd. | https://ncmdr.sfda.gov.s
RFD; Vision RFD GmbH. a/Secure/CA/CaViewRec
3D; Ziehm Solo FD

Electro mechanical medical devices
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13811
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13804
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13809

" BW Lasso 2515

Stryker Sustainability N/A https://ncmdr.sfda.gov.s

ANV eco Variable Solutions a/Secure/CA/CaViewRec

Diagnostic EP all.aspx?caid=2&rid=13
Catheter

T34 Ambulatory Caesarea Medical N/A https://ncmdr.sfda.gov.s

Syringe Pumps

Electronics Ltd

In vitro diagnostic devices

ELITech V-Twin
Analyzer

Siemens Healthcare
Diagnostics Product

AL-KAMAL Import

https://ncmdr.sfda.qgov.s

T-Cell Select HOxford Immunotec Lth

Bio Standards

‘kSecu re/CA/CaViewRecal ‘

VITEK 2 - Card
Pouch Integrity

1

bioMerieux Inc

Al-Jeel Medical & Trading Co.

LTD

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

VITEK 2 - Card
Pouch Integrity

1

bioMerieux Inc

Al-Jeel Medical & Trading Co.

LTD

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

Laboratory equipment

# Aperio AT Turbo,
CS2, and CS2 CE

IVD Slide Scanners

Leica Microsystems,
Inc.

Salehiya Trading Est.

Non-active implantable devices

Celsite ImpIantofixH B. Braun Melsungen H

ProMedEx

‘kSecu re/CA/CaViewRecal ‘

Ophthalmic and optical devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13794
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13807
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13805
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13786
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13787
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13812
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13806
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[High Priority ] - A31875 : Leica—Aperio AT Turbo, CS2, and CS2 CE IVD Slide Scanners: Camera
May Be Equipped with Incorrect Sensor
Medical Device Ongoing Action

Published: Wednesday, January 23, 2019

UMDNS Terms:

® Digitizers, Laboratory Slide [25188]
Product Identifier:
[Capital Equipment]

Leica Biosystems Imaging Inc

Product Model Part No. Serial No.
Slide Scanning Systems Aperio CS2 23CS100 5856, 5896, 5901, 5985, 5987,
5988, 5989, 5990, 5991, 5992,
5993, 5994, 5995, 5997
Aperio CS2 CEIVD 23CS100CE 5899, 5902, 5986
Aperio AT Turbo 23ATT100 1812, 1825

Geographic Regions: Brazil, China, South Korea, U.K., U.S.
Manufacturer(s): LeicaBiosystems Imaging Inc 1360 Park Center Drive, Vista, CA 92081, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology

Problem:

In aNovember 30, 2018, Field Correction Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Leica states
that the cameras used in the above slide scanners may be equipped with an incorrect sensor. Leica also states that use of the incorrect sensor may result in
generation of whole slide images that affect image analysis algorithm results as well as the visual appearance of whole slide images. The manufacturer
further states that Aperio CS2 and Aperio AT Turbo scanners are indicated for research use only.

Action Needed: Identify any affected scannersin your inventory. If you have affected scanners, verify that you have received the November 30, 2018,
Field Correction Notice letter and Acknowledgment Form from Leica. Until the camerais replaced on affectedscanners, the firm recommends that you
compare any results produced by an image generated by your scanner with ato a manual microscope read or other similar method. Complete the
Acknowledgment Form, and return it to Leica using the information on the form. A Leicalocal representative will contact your facility to arrange for
camerareplacement.

For Further Information:

Leica Biosystems technical support department
U.Ss.

Tel.: (866) 478-3999

Outside U.S.

Tel.: (760) 539-1150

E-mail: techservices@leicabiosystems.com
Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Leica: Aperio CS2 [online]. London: Department of Health; 2018
Dec 10 [cited 2019 Jan 22]. (Field safety notice; reference no. 2018/012/004/701/001). Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jan 22. MHRA FSN. 2018/012/004/701/001 Download
e 2019 Jan 22. MHRA FSN. Leica FCA-Identifier: SCA-2018-034 (includes reply form) Download
e 2019 Jan 22. Manufacturer. The manufacturer confirmed the information in the source material.

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:techservices@leicabiosystems.com

https://www.leicabiosystems.com/contact-us/contact-us-online/

https://www.gov.uk/drug-device-alerts/field-safety-notices-03-to-07-december-2018?utm_source=fd0bc648-7a76-4c66-8f29-717fed99003a&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notices-03-to-07-december-2018?utm_source=fd0bc648-7a76-4c66-8f29-717fed99003a&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186703/20181210LeicaAperioScannersMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186704/20181130LeicaAperioScannersMHRA.pdf
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Silicone tubes ‘hechnlk Siltec GmbH &‘

Single-use devices

N/A

‘kSecu re/CA/CaViewRecal ’

BURR OVAL 12
FLUTE 5.5MM X
13CM

Arthrex, Inc

Medical Regulations Gate

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Captura Serrated
Large Forcep

Cook Medical Europe

Limited

Majal Care for Trading Est.

https://ncmdr.sfda.qgov.s

Edwards
Lifesciences
IntraClude Intra-
aortic Occlusion
Device ,

Edwards Lifesciences

Arabian Health Care Supply Co.

(AHCSC)

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1
3788

Perfusion Tubing
Systems
Containing
Stopcocks and
Stopcock
Manifolds.

LivaNova PLC

cigalah group

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13
801

‘Suction/Anticoagu
lation Assembly
Lines

Medtronic SA

Medtronic Saudi Arabia

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Terumo Needle

Terumo BCT Inc

ABDULREHMAN AL GOSAIBI

https://ncmdr.sfda.gov.s

and Terumo GTB a/Secure/CA/CaViewRec
Needle Neolus

WIP'ANIOS ANIOS Spectromed https://ncmdr.sfda.gov.s

PREMIUM and LABORATOIRES a/Secure/CA/CaViewRec

WIP'ANIOS EXCEL
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13796
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13795
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13803
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13788
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13801
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13819
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13810
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13813

