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 نعم: يوجد أجهزة متأثرة بالمستشفى ضمن القائمة

                                                           لا

 

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	•

WU1938Report Reference Number: WU1938: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: Yes
              No

•	 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.

ية	ضابط	الاتصال*	 :مسؤول

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

15-Sep-19

نأمل الرد على تقرير المركز الوطني لبلاغات الاجهزة و* 

.المنتجات الطبية في حالتي التأثر أو عدم التأثر

* Kindly respond to the NCMDR weekly report in 
both cases either you are affected or not affected.
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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

57

15-Sep-19NCMDR Weekly Update

09-Sep-1915-Sep-19

57

09-Sep-19 15-Sep-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Anaesthetic and respiratory devices

Atomizer – EZ 

Spray   ,

Alcove Medical Inc. N/A https://ncmdr.sfda.gov.s

Medisorb 

Cannister 0.8kg   ,

Vyaire Medical, Inc.. Bio Standards https://ncmdr.sfda.gov.s

Assistive products for persons with disability

Epidural 

Positioning 

Device (EPD)

Pivotal Health 

Solutions

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

a/Secure/CA/CaViewRec

Knight Scooters Drive DeVilbiss HealthcareFIVE DIMENSIONS CONSULTANCY OFFICE#

munevo DRIVE munevo GmbH N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14739

Dental devices

DIATECH, ROUND 

END TAPER

Coltene Whaledent 

Inc.

Asnan Medical Services https://ncmdr.sfda.gov.s

Drill Extension for 

Astra Tech 

Implant System

DENTSPLY 

International

Branch of DENTSPLY 

International Inc

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Diagnostic and therapeutic radiation 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=10&rid=14742
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14751
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14779
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14739
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14769
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14785



[High Priority ] - A33414 : Drive DeVilbiss—Knight Scooters: �Tiller Control Lever May Get Stuck in On Position


[High Priority ] - A33414 : Drive DeVilbiss—Knight Scooters: �Tiller Control Lever May Get Stuck in
On Position
Medical Device Ongoing Action
Published: Wednesday, September 11, 2019


UMDNS Terms:
•  Scooters, Powered  [17733]


Product Identifier:
[Capital Equipment]


Product Drive DeVilbiss Healthcare Ltd
Model Product No. Distribution Date


Mobility Scooters Knight HW010BLK, HW010SIL >= 2019 Jan


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


Manufacturer(s): Drive DeVilbiss Healthcare LtdHeathfield Lane, Birkenshaw, West Yorkshire BD11 2HW, England


Suggested Distribution: Clinical/Biomedical Engineering, Home Care, Physical Therapy/Rehabilitation


Problem:
��In a September 2, 2019, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Drive
DeVilbiss states that the tiller control lever on the above scooters may get stuck in the on position. Drive DeVilbiss also states that if the lever does
become stuck, a slight push will disengage the tiller. Drive DeVilbiss further states that the likelihood of this problem occurring is extremely small. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected scooters in your inventory. If you have affected scooters, verify that you have received the September 2, 2019, Field Safety Notice
letter and response form from Drive DeVilbiss. Complete the form, and return it to Drive DeVilbiss using the information in the letter. Contact Drive
DeVilbiss to schedule a service appointment. A Drive DeVilbiss engineer will visit your facility to modify the plastic tiller shroud and remove the
problem. The engineer will return at a later date to replace the tiller shroud with a new design. Notify 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. Maintain awareness of the
letter and the resulting action.
For Further Information:
Drive DeVilbiss
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Regulatory Agency. Drive Devilbiss: Knight scooter [online]. London: Department of Health; 2019


Sep 9 [cited 2019 Sep 10]. (Field safety notice; reference no. 2019/009/003/601/002). 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 Sep 10. MHRA FSN. 2019/009/003/601/002 Download
● 2019 Sep 10. MHRA FSN. (includes reply form) Download


www.ecri.org . Printed from Health Devices Alerts on Sunday, September 15, 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://drivedevilbiss.co.uk/contact-us/general

https://www.gov.uk/drug-device-alerts/field-safety-notice-02-to-06-september-2019?utm_source=4df85d1f-2dde-4440-a1e9-c61ba46f2b93&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-02-to-06-september-2019?utm_source=4df85d1f-2dde-4440-a1e9-c61ba46f2b93&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198404/20190909MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198405/20190902DriveDeVilbissKnightScooterMHRA.pdf



AFHajlan
(A33414) Drive DeVilbiss-Knight Scooters.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Atellica UAS 800 

Analyser and 

Atellica 1500 

Automated 

Urinalysis 

System.    ,

Siemens Healthcare 

Diagnostics

Abdulrauf Ibrahim Batterjee & 

Bros. Company

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4750

Flexavision F3 Shimadzu Medical Systems. Al Afandi Establishmenthttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14784

Fujifilm FDR Go 

Plus mobile Xray 

system

FUJIFILM Medical 

Systems

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Electro mechanical medical devices

AngioDynamics 

VenaCure EVLT 

NeverTouch 

Procedure Kit

AngioDynamics Inc FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

C3 CryoProbe 2.1 

mm sharp    ,

Inomed 

Medizintechnik GmbH

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

CentriMag Motors Thoratec Corp Arabian Trade House Est.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14780

Getinge MCC 

Flow i Disposable 

CO2 absorber

Getinge Disinfection 

AB

Gulf Medical Co. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

HeartStart MRx Philips Healthcare Philips Healthcare Saudi Arabia Ltd.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14775

Lemaitre Aortic 

Occlusion 

Catheter

LeMaitre Vascular 

GmbH

Majal Care for Trading Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Model 96102 

Xhibit Central 

Stations  .

Spacelabs Healthcare 

Inc

Gulf Medical Co.#

Norm-O-Temp 

Hyperthermia 

System, MICRO-

TEMP LT System, 

Blanketrol II 

Hyper-

Hypothermia 

System, 

Blanketrol III 

Hyper-

Hypothermia 

System and 

CoolBlue Hyper-

Hypothermia 

System  .

Cincinnati Sub-Zero 

Products Inc

Al Shoumoukh Trading for 

Technical and Medical Supplies

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4788
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14750
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14784
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14770
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14767
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14746
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14780
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14771
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14775
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14774
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14788



[High Priority ] - A33397 : Spacelabs—Model 96102 Xhibit Central Stations: May Lose Alarm Audio after Power Loss or Cable Disconnection


[High Priority ] - A33397 : Spacelabs—Model 96102 Xhibit Central Stations: May Lose Alarm Audio
after Power Loss or Cable Disconnection
Medical Device Ongoing Action
Published: Tuesday, September 10, 2019


UMDNS Terms:
•  Monitors, Physiologic, Central Station [20179]
•  Monitors, Physiologic, Multipurpose, Telemetric [13987]


Product Identifier:
[Capital Equipment]


Product Spacelabs Healthcare Inc
Model Software Version


Central Stations Xhibit 96102 1.3.1, 1.3.2, 1.3.3, 1.3.4


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


Manufacturer(s): Spacelabs Healthcare Inc35301 SE Center St, Snoqualmie, WA 98065, United States 


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, Nursing, Information Technology


Problem:
In an August 30, 2019, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Spacelabs states that it has received
reports of the above systems losing alarm audio after a power failure or cable disconnection and reconnection. Spacelabs also states that when there is a
power loss or there has been a cable disconnection/connection, the alarm audio may not be reestablished. Visual alarms and alarm printouts perform
normally. Spacelabs further states that it has received no reports of injury because of this problem. The manufacturer has not confirmed the information
provided in the source material.
 


Action Needed:
Identify any affected central stations in your inventory. If you have affected central stations, verify that you have received the August 30, 2019, Urgent
Medical Device Correction letter from Spacelabs. A Spacelabs representative will contact your facility to arrange to install a software update at no cost.
Until you have received the update, weigh the benefits versus the risks when deciding whether to continue to use affected central stations. Notify all
relevant personnel at your facility of the information in the letter. If you continue to use affected systems and they experience a loss of audio, a complete
reboot of the Xhibit Central will return the device to normal operation.
 
For Further Information:
Spacelabs technical support department
Tel.: (800) 522-7025 (select option 2)
Website: Click here
Comments:


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


Source(s):


● 2019 Sep 9. Member Hospital. Spacelabs letter submitted by an ECRI Institute member hospital Download


www.ecri.org . Printed from Health Devices Alerts on Wednesday, September 11, 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.



http://www.spacelabshealthcare.com/about-us/email-us#.U5B8bnlOXIU

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198321/20190830SpacelabsXhibitCentralStationsClientRedacted.pdf



AFHajlan
(A33397) Spacelabs-Model 96102 Xhibit Central Stations.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

SCP Control 

panel (Subset)

LivaNova PLC cigalah group https://ncmdr.sfda.gov.s

Healthcare facility products and adaptations

Endure Foam 

Hand Soap    ,

Ecolab Inc Al Hammadmedical Services#

In vitro diagnostic devices

Atellica IM anti-

CCP IgG (aCCP) 

and Pregnancy-

Associated 

Plasma Protein-A 

(PAPP-A)

Siemens Healthcare 

Diagnostics GmbH

ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

758

BD FACSLyric 

Flow Cytometer   .

BD Biosciences Becton Dickinson B.V. https://ncmdr.sfda.gov.s

COBAS 

AmpliPrep/COBAS

 TaqMan HCV 

Quantitative Test, 

v2.0  .

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4748

Dario Blood 

Glucose Tracker 

app .

LabStyle Innovations 

Ltd

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

a/Secure/CA/CaViewRec

LBgard Blood 

Collection Tube

Biomatrica, Inc. N/A https://ncmdr.sfda.gov.s

NK044.0PT- 

Optilite C-

Reactive Protein 

Reagent.

The Binding Site FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

PreImpScreen 

PolB (13 16 18 21 

22)

Kreatech 

Biotechnology BV

Salehiya Trading Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

REMISOL 

Advance.   ,

Beckman Coulter… Beckman Coulter Saudi Arabia 

Co Ltd

https://ncmdr.sfda.gov.s

Salivary Estrone 

ELISA

DRG Instruments 

GmbH

ABDULLA FOUAD HOLDING 

COMPANY

https://ncmdr.sfda.gov.s

Various 

Assays                  

       ,.

Beckman Coulter… Beckman Coulter Saudi Arabia 

Co Ltd

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Laboratory equipment

Page 4 of 7

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14740
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14758
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14764
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14748
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14777
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14763
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14757
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14760
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14745
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14762
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14744



[High Priority ] - A33342 : Ecolab—Endure Foam Hand Soap: May Be Contaminated with Foreign Matter


[High Priority ] - A33342 : Ecolab—Endure Foam Hand Soap: May Be Contaminated with Foreign
Matter
Medical Device Ongoing Action
Published: Friday, September 6, 2019


UMDNS Terms:
•  Dispensers, Soap/Hand Sanitizer [15827]


Product Identifier:
[Consumable]


Product Ecolab Inc
SKU Lot No.


6 Bottles/Case 750 mL Endure Foam Hand Soap 6000061 5259HU0400


6040575 5249HU0600


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


Manufacturer(s): Ecolab Inc1 Ecolab Plc, St Paul, MN 55102-2233, United States


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


Problem:
�In an August 26, 2019, Urgent Cosmetic Product Recall letter submitted by an ECRI Institute member hospital, Ecolab states that the above products
may be contaminated with foreign matter. Ecolab also states that it has received no reports of adverse health effects related to the affected products.
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 number is located on the product bottle or case. If you have affected product, verify
that you have received the August 26, 2019, Urgent Cosmetic Product Recall letter and Ecolab Response Form from Ecolab. Regardless of whether you
have affected product, complete the Ecolab 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 Sep 4. Member Hospital. August 26, 2019, Ecolab letter submitted by an ECRI Institute member hospital Download


www.ecri.org . Printed from Health Devices Alerts on Tuesday, September 10, 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.ecolab.com/pages/contact-us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198168/20190826ECOLABEndureFoamSoapCLIENTRedacted.pdf



AFHajlan
(A33342) Ecolab-Endure Foam Hand Soap.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

BD Kiestra 

InoqulA Software 

Version 20.3.

Becton Dickinson & 

Co. (BD)

Becton Dickinson B.V. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Non-active implantable devices

Powerflex PRO 

PTA balloon 

dilation   ,

Cordis Corporation ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

SYMBOL CUP 

DM: SCREW

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

Threaded Offset 

Cup Impactor

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

Triathlon 

Orthopaedic 

Devices

Howmedica 

Osteonics Corp.

Zimmo Trading Establishment. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Vanguard XP-CR 

Tibial Tray   ,

Zimmer, INC…. Medical Regulations Gate https://ncmdr.sfda.gov.s

Reusable devices

Integra Jarit 

Gemini Clamp 9 

inch

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

a/Secure/CA/CaViewRec

Intubation 

Fiberscope

Karl Storz Endoscopy 

UK Ltd

Gulf Medical Co. https://ncmdr.sfda.gov.s

TheraBead 

Compress 

Cervical and 

TheraBead 

Compress STD   ,

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

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4753

Single-use devices

Arterial Catheter 

Mini Kit 20ga x 6”

Argon Medical 

Devices

Al Amin Medical Instruments 

Co. Ltd.

https://ncmdr.sfda.gov.s

AV-SET B-R & AV-

Set SRB-R

Fresenius Medical 

Care.

Fresenius Medical Care GmbH https://ncmdr.sfda.gov.s

Barrier Sets. Molnlycke Health Care AB.Branch of Molnlycke Health Care ABhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14778

CUTISOFT PACK 

Catheter Change 

Set

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

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14768
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14741
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14782
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14791
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14754
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14756
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14773
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14766
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14753
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14743
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14761
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14778
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14786


MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Euphora  and 

Solarice Semi-

Compliant Rapid 

Exchange Balloon 

Dilatation 

Catheters   .

Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

752

Euphora  and 

Solarice Semi-

Compliant Rapid 

Exchange Balloon 

Dilatation 

Catheters   .

Medtronic SA Medtronic Saudi Arabia#

Hudson RCI 

Sheridan LTS

Teleflex Medical.. Gulf Medical Co. https://ncmdr.sfda.gov.s

LemonPrep 

114gm tubes    ,

Mavidon Medical 

Products

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

LifeCare PCA 

Sterile Empty 

Vials     ,

ICU Medical, Inc AL-KAMAL Import#

MAJ-209 Single-

Use Suction

Valve

Olympus Salehiya Trading Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

MediTainer, 

MediBowl, 

MediDuo

Omni-Pac Ekco GmbH N/A https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Prima Supervac 

Fingerswitch 

Pencils with 

Smoke 

Evacuation 

Tubing  ,

Prima Medical Ltd ABDULLA FOUAD HOLDING 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4755

Rocket FBS 

Amnioscopes

Rocket Medical Modern Quality Est. https://ncmdr.sfda.gov.s

Rusch DispoGrip 

Single-Use 

Standard 

Laryngoscope 

Handles

Teleflex Medical.. Gulf Medical Co.#

SPROTTE lumbal 

with Introducer

PAJUNK GmbH 

Medizintechnologie

Kafou Medical Co., https://ncmdr.sfda.gov.s
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14749
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14765



[High Priority ] - A33384 01 : Medtronic—Euphora Semi-Compliant Rapid Exchange Balloon Dilatation Catheters: Stylette May Be Difficult to Remove [Update]


[High Priority ] - A33384 01 : Medtronic—Euphora Semi-Compliant Rapid Exchange Balloon
Dilatation Catheters: Stylette May Be Difficult to Remove [Update]
Medical Device Ongoing Action
Published: Tuesday, September 10, 2019


UMDNS Terms:
•  Catheters, Vascular, Angioplasty, Balloon [17184]


Product Identifier:
[Consumable]


Product Medtronic Inc
Model No. Lot No.


Euphora Semi-Compliant Rapid Exchange Balloon Dilatation
Catheters


EUP3520X 217239784, 217404067, 217766420,
217860173


EUP3525X 217290747, 217465233, 217713084,
217859385


EUP3530X 217225124, 217379134, 217848882,
217903664


EUP37510X 217262438, 217505520, 217705248,
217764489, 217833019, 217922640


EUP37512X 217313596, 217842270, 217913570


EUP37515X 217371287, 217833022, 217913571


EUP37520X 217290750, 217610621, 217804977,
217881224


EUP37525X 217742784


EUP4006X 217262439, 217347816, 217786008,
217889494


EUP4010X 217290749, 217379132, 217535670,
217668161, 217786007, 217875828,
217932043


EUP4012X 217232725, 217526979, 217638058,
217668160, 217799179, 217860168


EUP4015X 217262440, 217313627, 217488909,
217848885, 217922642


EUP4020X 217232724, 217535672, 217721626,
217875832, 217997964


EUP4025X 217465229, 217638061, 217766419,
217913572


EUP4030X 217313598, 217602163, 217638055,
217905886, 217998766


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


Manufacturer(s): Medtronic Inc8200 Coral Sea St NE, Mounds View, MN 55112, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management


Summary:
�Update Reason: Additional affected model and lot numbers. This Alert provides new information based on a September 2019 Urgent Medical Device
Recall letter submitted by an ECRI Institute member hospital regarding Alert A33384 .
Problem:
In a September 2019 Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Medtronic states that the above catheters may
have a slightly higher diameter stylette, potentially causing removal difficulties. If stylette removal difficulties are encountered, damage to the balloon or
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catheter may occur because of excessive force being applied, potentially leading to balloon inflation or deflation challenges. Potential risks associated
with balloon inflation and deflation difficulties include prolonged procedure time and the need for additional intervention. In addition, inflation or
deflation difficulties or catheter damage during procedural use could result in vessel injury. Medtronic further states that it has received one report of
patient injury related to this problem.


Action Needed:
�The following actions are those listed in Alert A33384 . Identify and isolate any affected product in your inventory. Affected product was
manufactured between February 27 and July 31, 2019, and has an expiration date range of February 26, 2021, to July 30, 2021. If you have affected
product, verify that you have received the September 2019 Urgent Medical Device Recall letter and Customer Confirmation Certificate from Medtronic.
To arrange for product return and replacement or credit, contact the Medtronic customer service department by telephone at (888) 283-7868. Return
unused affected product to Medtronic. Complete the Customer Confirmation Certificate, and return it to Medtronic using the information in the letter.
Medtronic states that no action is necessary for patients already treated with affected product; patients should continue to be managed in accordance with
your standard patient management protocol. 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. 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:
Medtronic
Website: Click here
Comments:


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


Source(s):


● 2019 Sep 9. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A33398 : ICU Medical—LifeCare PCA Sterile Empty Vials: Manufacturer Releases Additional Vials in Coordination with FDA to Minimize Supply Shortage


[High Priority ] - A33398 : ICU Medical—LifeCare PCA Sterile Empty Vials: Manufacturer Releases
Additional Vials in Coordination with FDA to Minimize Supply Shortage
Medical Device Ongoing Action
Published: Monday, September 9, 2019


UMDNS Terms:
•  Infusion Pump Administration Sets [16579]


Product Identifier:
[Consumable]


Product ICU Medical Inc
List No.


LifeCare PCA Sterile Empty Vials 06021-03


Geographic Regions: U.S.


Manufacturer(s): ICU Medical Inc 951 Calle Amanecer, San Clemente, CA 92673, United States 


Suggested Distribution: Critical Care, Infection Control, Nursing, Pharmacy, IV Therapy, Materials Management


Problem:
�In a June 2019 Important Safety Information letter submitted by an ECRI Institute member hospital, ICU Medical states that it will begin distributing
the above PCA sterile empty vials that were manufactured by a third-party contract manufacturing organization prior to this positive environmental test
for gram-negative bacteria within the critical zone. These sterile empty vials were subsequently terminally sterilized using processes that were validated
in accordance with current regulatory expectations and standards. ICU Medical also states that the likelihood of contamination of the vials is remote.
These vials were released in coordination with FDA.
 


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the June 2019 Important Safety Information
letter from ICU Medical. To further mitigate risk and assure sterility, ICU Medical recommends that you use administration sets with integral 0.2 µm
filters for the following lots of PCA sterile empty vials: 87385R1, 87386R1, 87461R1, 88457R1. The 0.2 µm filter is considered a sterilizing filter, which
would remove any bacteria that in rare circumstances entered the vial during sterile assembly and subsequently were not killed during sterilization. ICU
Medical is distributing LifeCare PCA sets with integral 0.2 µm filters.
 
For Further Information:
For ordering inquiries:
ICU Medical customer care department
Tel.: (877) 946-7747
E-mail: uscustomercare@icumed.com
For medical inquiries:
ICU Medical
Tel.: (800) 241-4002
E-mail: Medinfo US@icumed.onmicrosoft.com


To report adverse events or quality problems:
ICU Medical global complaint management department
Tel.: (844) 654-7780
E-mail: ProductComplaintsPP@icumed.com
Website: Click here
Comments:


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


Source(s):


● 2019 Sep 5. Member Hospital. ICU Medical letter submitted by an ECRI Institute member hospital. Download
● 2019 Sep 6. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A33411 : �Teleflex—Rusch DispoGrip Single-Use Standard Laryngoscope Handles: Blue Box May Contain Incorrect Devices


[High Priority ] - A33411 : �Teleflex—Rusch DispoGrip Single-Use Standard Laryngoscope Handles:
Blue Box May Contain Incorrect Devices
Medical Device Ongoing Action
Published: Monday, September 9, 2019


UMDNS Terms:
•  Laryngoscope Handles [24022]


Product Identifier:
[Consumable]


Product Teleflex Medical
Product No. Lot No.


Rusch DispoGrip Single-Use Standard Laryngoscope Handles 88800 1810011


Geographic Regions: Australia, Germany, Israel, Nicaragua, Poland, U.K., U.S.


Manufacturer(s): Teleflex Medical2400 Bernville Rd, Reading, PA 19605, United States


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


Problem:
�In an August 30, 2019, Urgent Medical Device Notification letter submitted by an ECRI Institute member hospital, Teleflex states that some blue
boxes, which contain 20 individually packaged and labeled units per box, are labeled as containing the above handles, but they may actually contain
Rusch DispoLED single-use fiber optic laryngoscope handles (product number 77700) (for an image of the label, see the letter ). Teleflex also states that
units are packaged in individual color-coded pouches in accordance with their size, in this case a blue pouch, and are labeled with the correct product
number and lot number; the error (labels containing product number 88800) is on the blue box only. Teleflex further states that it has received no reports
of injuries associated with this problem.
 


Action Needed:
Identify, isolate, and discontinue use of any affected blue boxes of affected handles in your inventory. If you have affected handles, verify that you have
received the August 30, 2019, Urgent Medical Device Notification letter and Acknowledgment Form from Teleflex. Inspect affected product to confirm
that the product in the shipper box matches the product number on the shipper box label. Products confirmed to have an incorrect shipping label should
be returned. Products that match properly should not be returned. Regardless of whether you have affected product, complete the Acknowledgment Form
and return it to Teleflex using the instructions on the form. Upon receipt of the form, Teleflex will contact your facility to arrange for product return, if
applicable. 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. Report any adverse events associated with the use of affected product to Teleflex by telephone at (866) 396-2111.
U.S. customers should also 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:
U.S.
Teleflex
E-mail: recalls@teleflex.com
Tel.: (866) 396-2111, 8 a.m. to 4:30 p.m. Eastern time, Monday through Friday
Outside the U.S., refer to the letter/FSN sent to your facility for contact information for your region.
Comments:


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


Source(s):


● 2019 Sep 9. Member Hospital. Teleflex letter submitted by an ECRI Institute member hospital: EIF-000369 (includes reply form) Downloa
d


● 2019 Sep 9. Manufacturer. Teleflex confirmed the information provided in the source material.
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Terumo 

Cardiopulmonary 

Extracorporeal 

Tubing Set 

Modular 

Perfusion Blood 

Circuit

Terumo Medical 

Corp..

Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

738

Titan Gel Serum 

Protein Control 

(SPE Control)

Helena Biosciences 

Europe

Fuad Abdul Jalil Al Fadhli & 

Sons

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Various Convex 

Two-Piece Skin 

Barriers

Natura, Surfit and 

Combihesive 

Wafers

ConvaTec Salehiya Trading Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4776
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