
:اسم المستشفى

:التاريخ

نعم□لا    □: يوجد أجهزة متأثرة بالمستشفى ضمن القائمة

NCMDR Weekly Update

.الإشعارات	المظللة	بالأصفر	تشير	الى	سحب	او	إتلاف	جهاز	طبي.		•

الموزعين	في	هذا	التقرير	قد	يختلفون	عن	الممثلين/الممثلين	القانونين	•	

.الموزعين	الذين	تتعاملون	معهم/القانونين

في	الجهة	اليسرى	من	التقرير	تشير	إلى	ان	اشعار	(#)	هذه	العلامة		•

.(ECRI)انذار	السلامة	من	منظمة	

.	لمعرفة	الطراز	او	الارقام	التسلسلية	افتح	الروابط	او	المرفقات	•

WU198Report Reference Number: WU198:للتقرير المرجعي الرقم

عزيزي،

يقوم	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	الطبية

بإرسال	تقرير	اسبوعي	عن	آخر	اشعارات	إنذارات	السلامة

الاستدعاءات	للأجهزة	والمستلزمات	الطبية	المنشورة	على/	

موقع	الهيئة	العامة	للغذاء	والدواء

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:  □No          □Yes

•	 . The yellow highlights Indicates that medical devices 
subject to removal and/ or destroyed action.

•	 NCMDR 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.

:مسؤولية	ضابط	الاتصال*	

الأقسام	المختلفة	داخل	المنشأة	الصحية/	التعميم	على	الإدارات		•

مستلزم	طبي	متأثر	بأي	من/والتأكد	من	خلوها	من	أي	جهاز

.إشعارات	إنذارات	السلامة

التواصل	مع	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	•

الطبية	ومع	الممثل	القانوني	للمصنع	في	حالة	وجود

.مستلزم	طبي	متأثر	بأي	من	إشعارات	إنذارات	السلامة/جهاز

19-Feb-19

Page 1 of 7



       
                                                                                                            

                                                                                                                                            
                                                  

Dear, 
NCMDR team is pleased to inform you that        new FSCA/recalls for medical devices and 
products posted on                         for the period of                           to                                In order 
to view more details, click the links or attachments 

 

SFDA website

الدواء و للغذاء العامة الهيئة موقع

38
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11-Feb-19 17-Feb-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Active Implantable Devices

VALITUDE CRT-P, 

ALTRUA 2 

Pacemaker, 

ESSENTIO 

Pacemaker, 

ACCOLADE 

Pacemaker, 

PROPONENT 

Pacemaker , 

VISIONIST CRT-P

Boston Scientific 

Cardiac Rhythm 

Management Group

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=13

868

VALITUDE CRT-P, 

MOMENTUM 

CRT-D, AUTOGEN 

CRT-D , INOGEN 

CRT-D, VISIONIST 

CRT-P, VIGILANT 

CRT-D, 

CHARISMA CRT-

D, DYNAGEN CRT-

D, ORIGEN CRT-

D, RESONATE 

CRT-D

Boston Scientific 

Cardiac Rhythm 

Management Group

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=13

870
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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=8&rid=13868
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13870


MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Anaesthetic and respiratory devices

R100 Patient Set Metran LEADER HEALTHCARE SAUDI ARABIAhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13859

Dental devices

Henry Schein CU-

1000 Halogen 

Light

Henry Schein, Inc.. ABDULREHMAN AL GOSAIBI GTB https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Diagnostic and therapeutic radiation devices

ARIA OIS for 

Radiation 

Oncology      ,

Varian Medical 

Systems

Varian Medical Systems Arabia 

Commercial Limited

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

FDR Go Plus 

Portable Digital 

Radiography 

Systems

FUJIFILM Medical 

Systems

FAROUK, MAAMOUN TAMER & 

COMPANY

#

MAGNETOM 

Prisma and 

Prisma Fit 

Magnetic 

Resonance 

Systems

SIEMENS Siemens Medical Solutions#

Monaco RTP 

System

Elekta Inc Medical Regulations Gate https://ncmdr.sfda.gov.s

NeuViz 128 

Multislice CT 

Scanner System

Neusoft Medical 

Systems

Al Afandi Establishment https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13859
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13869
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13882
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13858
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13862



[High Priority ] - A32150 : Fujifilm—FDR Go Plus Portable Digital Radiography Systems: Braking Mechanism May Not Engage after Release of Driving Handle


[High Priority ] - A32150 : Fujifilm—FDR Go Plus Portable Digital Radiography Systems: Braking
Mechanism May Not Engage after Release of Driving Handle
Medical Device Ongoing Action
Published: Monday, February 11, 2019


UMDNS Terms:
•  Radiographic Systems, Digital  [18430]


Product Identifier:
[Capital Equipment]


Product
FUJIFILM Medical Systems
USA
Model


Serial No. Manufacture Date


Portable Digital Radiography
Systems


FDR Go PLUS MQ0001281001 to MQ0001285004 2018 Jan to 2018 May


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


Manufacturer(s): FUJIFILM Medical Systems USA 81 Hartwell Avenue, Suite 300, Lexington, MA 02421, United States


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, OR/Surgery, Diagnostic Imaging


Problem:
�In a January 16, 2019, Urgent Medical Device Correction and Removal letter submitted by an ECRI Institute member hospital, Fujifilm states that the
braking mechanism on the above systems may not be engaged after release of the driving handle. Fujifilm also states that it has received no reports of
patient injuries or adverse events related to this problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the January 16, 2019, Urgent Medical
Device Correction and Removal letter and the Field Action Verification Form from Fujifilm. Complete the Field Action Verification Form, and return it
to Fujifilm. Upon receipt of the form, a Fujifilm service representative will contact your facility to schedule replacement of the driving handle at no
cost. Until the driving handle is replaced, you may continue to use affected systems, adhering to the following instructions:


● Do not release the driving handle while the device is in motion.
● Do not release the driving handle while the device is on an inclined surface.
● In the event that the device starts to move unintentionally, press the red emergency STOP switch.


 
For Further Information:
Jeffrey Wan, Fujifilm field action coordinator
Tel.: (201) 675-8947
E-mail: jeffrey.wan@fujifilm.com
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Feb 11. Member Hospital. January 16, 2019, Fujifilm letter submitted by an ECRI Institute member hospital Download


www.ecri.org . Printed from Health Devices Alerts on Tuesday, February 12, 2019 Page 1


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



mailto:jeffrey.wan@fujifilm.com

https://www.fujifilm.eu/uk/contact-us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/187648/20190116FujifilmFDRGoPLUSSystemsClient_Redacted.pdf



(A32150) Fujifilm-FDR Go Plus Portable Digital Radiography Systems.pdf




[High Priority ] - A32001 : Siemens—MAGNETOM Prisma and Prisma Fit Magnetic Resonance Systems: �Manufacturer Issues Software Update


[High Priority ] - A32001 : Siemens—MAGNETOM Prisma and Prisma Fit Magnetic Resonance
Systems: �Manufacturer Issues Software Update
Medical Device Ongoing Action
Published: Thursday, January 24, 2019


UMDNS Terms:
•  Scanning Systems, Magnetic Resonance Imaging  [16260]


Product Identifier:
[Capital Equipment]


Product Siemens Healthcare GmbH
Model Model No. Serial No.


Magnetic Resonance Systems MAGNETOM Prisma 10849583 66049, 66071, 166026,
661087


MAGNETOM Prisma Fit 10849583 67007, 67090, 167006,
167017, 167057


Geographic Regions: ��(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada


Manufacturer(s): Siemens Healthcare GmbH Henkestrasse 127, D-91052 Erlangen, Germany 


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology


Problem:
�Health Canada states that Siemens has issued a software update to fully satisfy the IEC 60601-2-33 standard, which defines a limit to avoid cardiac
stimulations incorporating a well-spaced safety factor. With the currently installed software, this given limit may be exceeded in rare cases. Health
Canada also states that the manufacturer initiated a recall on December 11, 2018. The manufacturer has not confirmed the information provided in the
source material.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have been contacted by Siemens.
For Further Information:
Siemens
Website: Click here


�References:
● Health Canada. Recalls and safety alerts. MAGNETOM Prisma and Prisma Fit [online]. 2019 Jan 8 [cited 2019 Jan 22]. Available from


Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Jan 22. Health Canada Recall Listings. Type III. RA-68696 Download


www.ecri.org . Printed from Health Devices Alerts on Sunday, January 27, 2019 Page 1


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



https://www.healthcare.siemens.com/

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/68696r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/68696r-eng.php

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186638/20190108SiemensMAGNETOMHC.pdf



(A32001) Siemens-MAGNETOM Prisma and Prisma Fit Magnetic Resonance.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

PROGNOST ES / 

PROGNOST FS / 

PROGNOST S / 

PROVERT

PROTEC GmbH & Co. 

KG

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

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=13

Radimetrics CDM 

Software   ,

Medrad Inc Scientific & Medical Equipment 

House

https://ncmdr.sfda.gov.s

Electro mechanical medical devices

​Infinity Delta 

Family Patient 

Monitor Software

Draeger Medical 

Systems Inc

Draeger Arabia Co. Ltd.#

Cordis Vista Brite 

Tip® & ADROIT 

Guiding Catheters

Cordis Corporation ABDULREHMAN AL GOSAIBI GTB https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

GRP Handles.MGB Endoskopische Gerate GmbH BerlinAlnawras Global Healthcarehttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13861

HORIZON E-z 

Arms Used with 

HORIZON E-z 

Cool Coils

The Magstim 

Company Limited

ATTIEH MEDICO LTD#

Panda iRes 

Warmer with 

ResusView Heart 

Rate Feature

GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

Vial2Bag Direct 

Connect 13 mm 

IV Fluid Transfer 

Sets

West Pharma Services 

IL

pharmaceutical solutions 

industry

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

Healthcare facility products and adaptations
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13875
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13880
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13865
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13861
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13879
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13871



[High Priority ] - A32154 : Draeger—�Infinity Delta Family Patient Monitor Software: May Be Subject to Cybersecurity Vulnerabilities


[High Priority ] - A32154 : Draeger—�Infinity Delta Family Patient Monitor Software: May Be Subject
to Cybersecurity Vulnerabilities
Medical Device Ongoing Action
Published: Monday, February 11, 2019


UMDNS Terms:
•  Monitoring Systems, Physiologic  [12636]
•  Software, Physiologic Monitoring [26708]


Product Identifier:
[Capital Equipment]


Product Draeger Medical Systems, Inc
Model Serial No. Software Version


Patient Monitoring Devices with Infinity
Explorer Software


Delta, Delta XL, Kappa, and Omega All All


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


Manufacturer(s): Draeger Medical Systems, Inc 6 Tech Dr, Andover, MA 01810, United States


Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Information Technology


Problem:
�In a January 2019 Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Draeger states that the software in the above
patient monitoring devices may be subject to cybersecurity vulnerabilities, potentially causing the devices to reboot, lose functionality, and/or lose
communication. Draeger also states that it has received no reports of harm associated with this problem; however, a device failure as a result of these
vulnerabilities may result in delayed intervention or lack of monitoring. The manufacturer has not confirmed the information provided in the source
material.


Action Needed:
�Identify any affected monitors in your inventory. If you have affected monitors, verify that you have received the January 2019 Urgent Medical Device
Recall letter and Acknowledgment and Response Form from Draeger. Complete the Acknowledgment and Response Form, and return it to Draeger using
the instructions on the form. To mitigate the cybersecurity concerns, Draeger has released software version VF10.1 and will also release a software
update for legacy products that are not compatible with software version VF10.1. If your system is compatible with VF10.1, a Draeger service
representative will contact your facility to schedule an upgrade of your system software to version VF10.1 at no cost. If your system is not compatible
with VF10.1, a Draeger service representative will contact your facility to schedule an upgrade of your system software once a compatible version has
been released. To report any incidents related to this problem, contact the Draeger service technical support department by telephone using the
information below. U.S. customers should report adverse events or product quality problems relating to the use of affected product to FDA's MedWatch
Adverse Event Reporting program by telephone at (800) 332-1088, by fax at (800) 332-0178,  by mail (using postage-paid FDA Form 3500, available 
here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information:
Draeger service technical support department
Tel.: (800) 437-2437 (select option 2 at the prompt, then select option 2), 8 a.m. to 8 p.m. Eastern time
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Feb 11. Member Hospital. Draeger letter submitted by an ECRI Institute member hospital (includes reply form) Download


www.ecri.org . Printed from Health Devices Alerts on Tuesday, February 12, 2019 Page 1


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



https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

https://www.draeger.com/en-us_us/Home/Address-Search

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/187681/201901DraegerInfinityMonitorsClient.pdf



(A32154) Draeger-Infinity Delta Family Patient Monitor Softwa.pdf




[High Priority ] - A31709 01 : Magstim—HORIZON E-z Arms Used with HORIZON E-z Cool Coils: Strand of Stainless Steel Cable May Protrude From Heat
Shrink Sleeving, Potentially Causing Operator Injury�


[High Priority ] - A31709 01 : Magstim—HORIZON E-z Arms Used with HORIZON E-z Cool Coils:
Strand of Stainless Steel Cable May Protrude From Heat Shrink Sleeving, Potentially Causing
Operator Injury�
Medical Device Ongoing Action
Published: Friday, February 15, 2019


UMDNS Terms:
•  Stimulators, Electromagnetic, High-Intensity, Brain/Spinal Cord [22839]


Product Identifier:
[Capital Equipment]


Product The Magstim Co Ltd
Model Product No. Serial No.


Arms used with HORIZON E-z
Cool Coils


HORIZON E-z 5162-00 55308/001, 55308/002, 55310/001, 55310/002,
55446/001, 55446/002, 55447/001, 55447-002,
55631-001, 55631-002, 55631-003, 55631-004,
55632/001, 55632/002, 55632/003, 55632/004,
55841/001, 55841-002, 55841-003, 55841-004,
55842/001, 55842/002, 55842/003, 55842/004,
55843-001, PLT00015/001, PLT00015/002


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K., U.S.


Manufacturer(s): The Magstim Co LtdWhitland Industrial Estate, Spring Gardens, Whitland, Carmarthenshire SA34 0HR, Wales


Suggested Distribution: Clinical/Biomedical Engineering, Neurology, Behavioral Health/Psychiatry


Summary:
�Update Reason: Distribution in the U.S. and new serial numbers. This Alert provides additional information based on FDA Center for Devices and
Radiological Health (CDRH) source material regarding Alert A31709 . Serial numbers have been added to the Product Identifier field, and the U.S. has
been added to the Geographic Regions field. FDA's CDRH states that the manufacturer initiated a recall by Urgent Field Safety Notice letter on October
26, 2018.
Problem:
�In an October 25, 2018, Urgent Field Safety Notice Medical Device Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory
Agency (MHRA), Magstim states that a stray strand of stainless steel cable may protrude from the heat shrink sleeving on the balance cable of the above
devices, potentially cutting the operator (see Figure 2 in the letter ). The manufacturer has not confirmed the information provided in the source material.


Action Needed:
The following actions are those listed in Alert A31709 .�Identify any affected devices in your inventory. If you have affected devices, verify that you
have received the October 25, 2018, Urgent Field Safety Notice Medical Device Recall letter and Acknowledgment Form from Magstim. Review
affected systems in your inventory for this problem, and record the results of the inspection on the Acknowledgment Form. Complete the
Acknowledgment Form, and return it to Magstim using the instructions on the form. Upon receipt of the form, Magstim will contact your facility to
arrange for a field engineer to fit a solution, if applicable. Inform all relevant personnel at your facility of the information in the letter and forward a copy
of the letter to any facility to which you have further distributed affected product.
For Further Information:
Magstim
Website: Click here


References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Magstim company: Magstim HORIZON E-z arm [online]. London:
Department of Health; 2018 Nov 5 [cited 2018 Nov 6]. (Field safety notice; reference no. 2018/010/029/291/059). Available from Internet: Cli
ck here .


United States. Food and Drug Administration. Center for Devices and Radiological Health. �Class 2 device recall repetitive TMS therapy
system [online]. 2019 Feb 14 [cited 2019 Feb 15]. Available from Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Feb 15. FDA CDRH Database. Class II. Z-0836-2019 Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1636703

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1636703

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/182538/20181025MagstimEZArmMHRA.pdf?option=80F0607

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1636703

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1636703

https://www.magstim.com/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notice-29-october-to-02-november?utm_source=59441acd-8178-4b84-99cc-51d00bdf2fc3&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-29-october-to-02-november?utm_source=59441acd-8178-4b84-99cc-51d00bdf2fc3&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-29-october-to-02-november?utm_source=59441acd-8178-4b84-99cc-51d00bdf2fc3&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=168834

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=168834

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188071/20190214MagstimHORIZONEzArmCDRH.pdf



(A31709 01) Magstim-HORIZON E-z.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Foam and Gel 

Hand Sanitizers

Ecolab Inc Al Hammadmedical Services#

Hospital hardware

Agila/Movita 

ceiling supply unit

Draeger Medical 

Systems Inc

Draeger Arabia Co. Ltd. https://ncmdr.sfda.gov.s

ATLAS Loading 

Car

STERIS Corporation.. Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

In vitro diagnostic devices

Alinity hq Analyzer Abbott Medical supplies & Services Co.Ltd Mediservhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13864

BM-Lactate, LACT 

Accutrend Plus 

system

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

cobas p 612 pre-

analaytical system

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

Immunomat 

Instrument

Institut Virion/ Serion 

GmbH

Bayouni Trading Co. Ltd https://ncmdr.sfda.gov.s

IMTEC-dsDNA-

Antibody

HUMAN Gesellschaft 

für Biochemica und 

Arabian Trade House Est. https://ncmdr.sfda.gov.s

Piccolo XPress 

Blood Chemistry 

Analyzer-

Comprehensive 

Metabolic Panels

Abbott Medical supplies & Services 

Co.Ltd Mediserv

#
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13883
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13884
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13864
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13855
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13867
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13854
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13866



[High Priority ] - A32178 : Ecolab—Foam and Gel Hand Sanitizers: May Contain Low Levels of Impurities


[High Priority ] - A32178 : Ecolab—Foam and Gel Hand Sanitizers: May Contain Low Levels of
Impurities
Medical Device Ongoing Action
Published: Friday, February 15, 2019


UMDNS Terms:
•  Antimicrobial Cleansers, Gel  [17783]
•  Dispensers, Soap/Hand Sanitizer [15827]


Product Identifier:
[Consumable]


Product Ecolab Inc
SKU Lot No.


540 mL - 12 Bottles/Case Gel Hand Sanitizers 6000004 HS082881, HS083081, HS090781


4 oz - 72 Bottles/Case Gel Hand Sanitizers 6000003 HS091781


1.25 oz - 144 Bottles/Case Gel Hand Sanitizers 6030352 HS091281


540 mL - 12 Bottles/Case Advanced Gel Hand Sanitizers 6030370 HS091381, HS091781, HS091881


1.25 oz - 144 Bottles/Case Advanced Gel Hand Sanitizers 6030392 HS092781


4 oz - 72 Bottles/Case Moisturizing Gel Hand Sanitizers 6073504 HS100581


1.5 oz - 144 Bottles/Case Quik-Care Foam Hand Sanitizers 6032100 HS103181


1.25 oz - 144 Bottles/Case Express Gel Hand Sanitizers 6000058 HS092681


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


Manufacturer(s): Ecolab Inc370 N Wabasha St, St Paul, MN 55102-2233, United States


Suggested Distribution: Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Facilities/Building Management, Home Care


Problem:
�In a February 6, 2019, Urgent Drug Product Recall letter submitted by an ECRI Institute member hospital, Ecolab states that the above products may
contain low levels of impurities. This problem was discovered through an investigation of an odor complaint regarding one of the products.
The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the February 6, 2019, Urgent
Drug Product Recall letter and Response Form from Ecolab. Complete the Response Form, and return it to Ecolab using the instructions in the letter.
Upon receipt of the form, Ecolab will contact your facility to arrange for return of affected product and to provide credit, if applicable. Notify all relevant
personnel at your facility of the information in the letter. Forward a copy of the letter to any facility to which you have further distributed affected
product, and complete your facility's withdrawal process with those relevant accounts.
For Further Information:
Ecolab customer service department
Tel.: (866) 781-8787
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Feb 14. Member Hospital. February 6, 2019, Ecolab letter submitted by an ECRI Institute member hospital Download
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https://www.ecolab.com/pages/contact-us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/187938/20180206EcolabHandSanitizerClientRedacted.pdf



(A32178) Ecolab-Foam and Gel.pdf




[High Priority ] - A32183 : Abaxis/Abbott—Piccolo XPress Blood Chemistry Analyzer-Comprehensive Metabolic Panels: �Sodium Assay Values May Run an
Average of 5 mmoL Higher than Reference Method


[High Priority ] - A32183 : Abaxis/Abbott—Piccolo XPress Blood Chemistry Analyzer-Comprehensive
Metabolic Panels: �Sodium Assay Values May Run an Average of 5 mmoL Higher than Reference
Method
Medical Device Ongoing Action
Published: Thursday, February 14, 2019


UMDNS Terms:
•  IVD Test Reagent/Kits, Clinical Chemistry, Rapid Test, Whole Blood, Multianalyte [18999]


Product Identifier:
[Consumable]


Product Abaxis Inc
List No. Lot No.


Piccolo Comprehensive Metabolic Panels 07P02-08 8294AB4, 8313AC1, 8314AC1, 8323AC0,
8443AC1


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


Manufacturer(s): Abaxis Inc3240 Whipple Rd, Union City, CA 94587, United States
Abbott Point of Care400 College Rd E, Princeton, NJ 08540, United States


Suggested Distribution: Clinical Laboratory/Pathology, Point-of-Care Coordination, Materials Management


Problem:
�In a January 28, 2019, Field Action Notice letter submitted by an ECRI Institute member hospital, Abaxis states that the sodium assays used with the
above panels may run on average approximately 5 mmoL higher than their reference method. Abaxis also states that potential misdiagnoses as a result of
this problem include:


● Hyponatremia represents a relative excess of water in relation to sodium. A positive bias in measured sodium may result in a patient with
true hyponatremia being misclassified as having normal sodium concentrations.


● Hypernatremia represents a relative excess of sodium in relation to water. A positive bias in measured sodium may result in a patient with
normonatremia being misclassified as having hypernatremia.


 
Abaxis further states that it has received no reports of adverse events related to this problem and that no immediate or long-range health consequences
from the potential misdiagnoses described above are expected. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the January
28, 2019, Field Action Notice letter and Field Action Notice Response Form from Abaxis. Complete the Field Action Notice Response Form, and return
it to Abaxis using the instructions on the form. To arrange for product return and replacement, contact the Abaxis technical support department using the
information below. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which
you have further distributed affected product.
For Further Information:
Abaxis technical support department
Tel.: (800) 822-2947 (select option 2, then follow the prompts)
E-mail: medtechsupport@abaxis.com
Website: Click here
Abbott Point of Care
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Feb 14. Member Hospital. Abaxis letter submitted by an ECRI Institute member hospital (includes reply form) Download
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mailto:medtechsupport@abaxis.com

https://www.abaxis.com/support-center

https://www.pointofcare.abbott/us/en/about-us/contact-us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188019/20190129AbbottAbaxisPiccoloClient_Redacted.pdf



(A32183) Abbott-Piccolo XPres.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

STA – VWF:RCo 

reagent .

Diagnostica Stago Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

TGS TA EBV CS Technogenetics s.r.l. N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13856

Various 

Immunoassay 

Controls used 

with Siemens 

Immulite 

2000        .

Randox Laboratories 

Ltd.

Bio Standards https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

3881

Non-active implantable devices

 Cortical Screw 3.5 aap Implantate AG. Cure Development International Ltdhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13853

Bonalive putty 

MIS, System pack 

and  Single pack

BONALIVE 

BIOMATERIALS LTD.

husn al Emirat Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Hemospray 

Endoscopic 

Hernostat

Cook Medical Europe 

Limited,

ARABIAN MEDICAL & 

PHARMACEUTICAL CO.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Motec Wrist 

Radius Cup

Swemac Innovation AB N/A https://ncmdr.sfda.gov.s

Padlock Clip 

defect closure 

system

United States 

Endoscopy Group, Inc.

ProMedEx https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Ophthalmic and optical devices

Specular 

Microscope CEM 

530

Nidek Co. Ltd. Al Amin Medical Instruments Co. 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Page 6 of 7

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13873
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13856
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13881
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13853
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13857
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13878
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13872
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13852
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13876


MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Single-use devices

Bone marrow 

needle

Argon Medical 

Devices Inc

Alhaya medical co. https://ncmdr.sfda.gov.s

SAPPHIRE IV 

administration

sets

ICU Medical, Inc AL-KAMAL Import https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Suction Canister 

Semi-Rigid 

Liners/Lids

Medline Industries 

Inc….

Ikar Establishment#

Page 7 of 7

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13863
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13877



[High Priority ] - A32175 : Medline�—Suction Canister Semi-Rigid Liners/Lids: May Exhibit Manufacturing Problems


[High Priority ] - A32175 : Medline�—Suction Canister Semi-Rigid Liners/Lids: May Exhibit
Manufacturing Problems
Medical Device Ongoing Action
Published: Thursday, February 14, 2019


UMDNS Terms:
•  Aspirator/Suction Unit Collection Container Liners [39400]


Product Identifier:
[Consumable]


Product Medline Industries Inc
Item No. Lot No. Manufacture Date


Suction Canister Semi-Rigid
Liners/Lids


OR530, OR530H 20180913-1, 20180914-1, 20180916-
1, 20180929-1


2018 Sep


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


Manufacturer(s): Medline Industries IncOne Medline Pl, Mundelein, IL 60060, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pulmonology/Respiratory Therapy, Otolaryngology,
Materials Management


Problem:
�In a January 31, 2019, Urgent Recall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that the above
canister lids may exhibit manufacturing problems. Medline also states that it has received no reports of adverse events related to this problem. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify and isolate any affected product in your inventory. The lot numbers are stamped directly on the box and not on the label attached to the box (see
the picture in the letter ). If the box lot is not found, check for the manufacturing dial on the underside of the lid for the manufactured date. The arrow
points to the month and the number in the middle is the year. If you have affected product, verify that you have received the January 31, 2019, Urgent
Recall Immediate Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected product,
complete the Urgent Remedial Action Response form and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will
provide your facility with return labels, if applicable. Return affected product to Medline using the return labels. Upon receipt of returned product,
Medline will provide your facility with credit. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the
letter to any facility to which you have further distributed affected product.
For Further Information:
Benjamin Gora, Medline regulatory affairs associate/recalls
Tel.: (866) 359-1704
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Feb 14. Member Hospital. Medline letter submitted by an ECRI Institute member hospital (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/187924/20190131MedlineLinersClient_Redacted.pdf?option=80F0607

https://www.google.com/aclk?sa=l&amp;ai=DChcSEwiunJ6F3_ffAhVcWA0KHU-1Aw0YABABGgJxYg&amp;sig=AOD64_2pcvJSu60Jkv3o5khyxtoryyJ6uw&amp;adurl=&amp;rct=j&amp;q=&amp;ved=2ahUKEwj8lJeF3_ffAhXSqFkKHQmlCp0QqyQoAHoECAUQBA&amp;bg=%21mpmlmYFEhgLcgQKoe-wCAAAAMlIAAAACCgBLI-uCStQjtcVeCgYo8rFFDxCGO7EWPte0m4EL6X1tqT4tEwY3xE4hozET0O0jPda4kbib70NxPH47D5dM7ANf18K_eAzqUpGKRKyFmQDecU9GpQ5yOq7E7yE6CKG07cHl3kA_ryMmho4j8QwUJpbFVQglL1zLQ7MFncWQlmGDbCKUAnkeOtE5ny7mYbvSMLaaLmJfWpmFtx0KCvP392zNayTe0HxrQO9ufZrrbx90qoJkyIlM1ac_pjgEQbRIm2nPta6hCifHZNhdchuE45XeSik_SPiT9CEDEEWv0LQdkVu0ILSfCkCMQDOuL6nuDBo10nZ3lWAQ3mFB_xrjQTta1p1XHpqAiUTBnWOfFTXmLe4LKnW_b9jjOv7C80yHzP4ujeCRzXrrZQE0vTMM

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/187924/20190131MedlineLinersClient_Redacted.pdf



(A32175) Medline-Suction Canist.pdf


