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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	•

WU199Report Reference Number: WU199: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.

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
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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

42

26-Feb-19NCMDR Weekly Update

18-Feb-1924-Feb-19

42

18-Feb-19 24-Feb-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Active Implantable Devices

Adapta Dual 

Chamber 

Pacemakers     ,

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

a/Secure/CA/CaViewRec

Anaesthetic and respiratory devices

HAMILTON-G5/ 

HAMILTON-S1 

ventilator unit

HAMILTON MEDICAL 

AG

Daleel Al Raeda Trading Est https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Assistive products for persons with disability

Combi Loop 

Slings

Arjo Huntleigh Al-Faisaliah Medical System#

Dental 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=13897
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13905



[High Priority ] - A32210 : Arjo—Combi Loop Slings: May Fail, Potentially Leading to Patient Falls


[High Priority ] - A32210 : Arjo—Combi Loop Slings: May Fail, Potentially Leading to Patient Falls
Medical Device Ongoing Action
Published: Friday, February 22, 2019


UMDNS Terms:
•  Patient Transfer Slings [19011]


Product Identifier:
[Consumable]


Product ArjoHuntleigh AB
Catalog No. Serial No.


118 × 76 cm (46- × 70-inch) Combi
Loop Slings, Large


626003 151216015700001 to 151216015700013


626003 151216015700015 to 151216015700023


626003 151216015700025 to 151216015700029


626003 151216015700031 to 151216015700050


Geographic Regions: Canada&#160;


Manufacturer(s): ArjoHuntleigh AB Hans michelsengatan 10, SE-211 20 Malmo, Sweden 


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Nursing, Facilities/Building Management, Physical
Therapy/Rehabilitation, Materials Management


Problem:
Health Canada states that Arjo has received a limited number of reports of a malfunction of the orange loop stitching of the above slings; if the failure is
not detected before patient transfer, it may lead to a patient fall, potentially causing major trauma or head injury. Health Canada also states that the
manufacturer initiated a recall on January 24, 2019.
 


Action Needed:
Identify, isolate, and dispose of any affected slings in your inventory. If you have affected slings, verify that you have been contacted by Arjo and follow
the instructions on the communication received. Complete the Customer Response Form, and return it to Arjo. Upon receipt of the form, Arjo will
provide your facility with replacement slings, free of charge.
 
For Further Information:
Arjo (Canada)
Tel.: (800) 665-4831, ext. 320
E-mail: QRCA@Arjo.com
Website: Click here


References:
● Health Canada. Recalls and safety alerts. Combi Loop sling [online]. 2019 Feb 15 [cited 2019 Feb 21]. 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 21. Health Canada Recall Listings. Type II. RA-69034 Download
● 2019 Feb 22. Manufacturer. The manufacturer confirmed the information in the source material.
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mailto:QRCA@Arjo.com

http://www.arjohuntleigh.com/contact/global/

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69034r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69034r-eng.php

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188522/20190124ArjoCombiLoopSlingsHC.pdf



AFHajlan
(A32210) Arjo-Combi Loop.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

InterActive 

Precision IO Scan 

Adapter

Implant Direct Sybron 

Manufacturing,LLC

Ahmad Abdullah Alzoman Est. 

for trading

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

OVC3 Crown 

Refills

Rhondium Ltd N/A#

Diagnostic and therapeutic radiation devices

Digital 

Angiography 

System Trinias

Shimadzu Medical 

Systems.

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

a/Secure/CA/CaViewRec

Mobile X-Ray 

System 

MobileDaRt 

Evolution Handle

Shimadzu Medical 

Systems.

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

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

MultiDiagnost 

Eleva with Flat 

Detector, Cardio 

Vascular-Allura 

Centron and 

multiple Allura 

Xper products

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

907

Multiple 

SOMATOM CT 

Scanners - syngo 

CT VB10A with 

Option Dual 

Spiral Dual 

Energy   ,

SIEMENS Siemens Medical Solutions https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

3913

StentBoost 

Software

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

#
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13887
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13917
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13899
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13907
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13913



[High Priority ] - A32162 : Rhondium—OVC3 Crown Refills: May Be Labeled with Incorrect Expiration Date


[High Priority ] - A32162 : Rhondium—OVC3 Crown Refills: May Be Labeled with Incorrect Expiration
Date
Medical Device Ongoing Action
Published: Thursday, February 21, 2019


UMDNS Terms:
•  Prostheses, Dental, Fixed, Crown, Total [23616]


Product Identifier:
[Consumable]


Product Rhondium Ltd
Model Lot No.


Crown Refills OVC3 Refill FDI 24/25 L USA 12/13 L A2 1802-0028, 1828-0982


OVC3 Refill FDI 16/17 S USA 2/3 L A3 1832-1088


Geographic Regions: Australia, Ireland, New Zealand, &#160;U.K., U.S.


Manufacturer(s): Rhondium LtdSheffield Street, Katikati,  3129, New Zealand


Suggested Distribution: Dentistry/Oral Surgery, Materials Management


Problem:
In a February 1, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Rhondium
states that the above crown refills may be labeled with the expiration date 2020-04-30; however, the refills expired January 31, 2019 (FDI 24/25L A2),
and April 30, 2019 (FDI 16/17 S A3). Rhondium states that no health or safety risks are associated with use of the refills up to the correct expiration date.
Rhondium further states that after expiring, the OVC uncured layer may dry and harden and be difficult to trim and finish during a restoration.
 


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the February 1, 2019, Urgent Field
Safety Notice letter and Acknowledgment form from Rhondium. Regardless of whether you have affected product, complete the Acknowledgment form
and return it to Rhondium by e-mail at info@rhondium.com . 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:
Amy Grant, Rhondium
Tel.: 44 (7407) 163034; (0800) 6800636 (U.K.); (1800) 817177 (Ireland)
E-mail: Amy.Grant@rhondium.com
Website: Click here


�Reference:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Rhondium: OVC3 [online]. London: Department of Health; 2019


Feb 11 [cited 2019 Feb 19]. (Field safety notice; reference no. 2019/001/030/487/009). 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 19. MHRA FSN. 2019/001/030/487/009 Download
● 2019 Feb 19. MHRA FSN. Rhondium Reference No.  RHRCL19-02 Download
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mailto:info@rhondium.com

mailto:Amy.Grant@rhondium.com

https://rhondium.com/contact-us/

https://www.gov.uk/drug-device-alerts/field-safety-notice-4-to-8-february-2019?utm_source=eaa7e1b6-3ffa-4fba-915f-e1bcc8d42f7a&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-4-to-8-february-2019?utm_source=eaa7e1b6-3ffa-4fba-915f-e1bcc8d42f7a&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188196/20190211RhondiumOVC3DentalImplantsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188197/20190201RhondiumOVC3DentalImplantsMHRA.pdf



AFHajlan
(A32162) Rhondium-OVC3.pdf




[High Priority ] - A32225 : Philips—StentBoost Software: Instructions for Use May Contain Incorrect Information


[High Priority ] - A32225 : Philips—StentBoost Software: Instructions for Use May Contain Incorrect
Information
Medical Device Ongoing Action
Published: Friday, February 22, 2019


UMDNS Terms:
•  Software, Radiographic/Fluoroscopic System, Angiographic/Interventional [26956]
•  Software, Radiographic/Fluoroscopic System, Cardiovascular [26959]


Product Identifier:
[Capital Equipment]


Product Philips Healthcare
Model Software Version


Software StentBoost 4.0, 4.1, 4.2.


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


Manufacturer(s): Philips Healthcare 3000 Minuteman Rd, Andover, MA 01810, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Diagnostic Imaging, Information
Technology


Problem:
�In a February 21, 2019, Customer Information letter submitted by an ECRI Institute member hospital, Philips states that the instructions for use (IFU)
of the above software may contain incorrect information. The current IFU states, "StentBoost assists in stent selection by providing a measurement
toolwhich the operator can use to measure the lesion." However, Philips states that StentBoost cannot assist in the selection of a stent because
themeasurement function is available only after placement of the stent.Philips also states that that the primary use of StentBoost for enhanced stent
visualizationis not affected.Philips further states that this problem does not pose any risk to patients, users, or bystanders. The manufacturer has not
confirmed the information provided in the source material.


Action Needed:
�Identify any systems that use affected software in your inventory. If you use affected software, verify that you have received the February 21, 2019,
Customer Information letter and reply form from Philips. Complete the form, and return it to Philips. Philips has amended the intended use for the
affected software to state, "StentBoost is intended for use as a vascular or cardiovascular x-ray interventional application. StentBoost provides high image
quality visualization of stents in relation to vessels. StentBoost assists in the treatment of endovascular diseases by visualizing the placement and
deployment of stents." Retain a copy of the letter with your system documentation.
For Further Information:
Philips technical support department
Tel.: (800) 722-9377
Website: Click here
Comments:


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


Source(s):


● 2019 Feb 22. Member Hospital. February 21, 2019, Philips letter Download
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https://www.usa.philips.com/healthcare/about/contact

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188486/20190221PhilipsStentBoostRelClient.pdf



AFHajlan
(A32225) Philips-StentBoost Software.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

SureSigns VS & 

VM Monitors, 

and View Station 

(VSV)

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

#

TrueBeam 

Radiotherapy 

System with 

Visual Coaching 

Device or EDGE 

or VitalBeam.

Varian Medical 

Systems

Varian Medical Systems Arabia 

Commercial Limited

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

3901

UROSKOP 

OMNIA and 

UROSKOP 

OMNIA MAX

SIEMENS Siemens Medical Solutions https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=13

Electro mechanical medical devices

Alaris VP Plus 

with Guardrails

Becton, Dickinson 

And Company

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

AMIA &Kaguya   

Automated 

Peritoneal 

Dialysis System

Baxter Corp Canada Baxter AG https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

COBRA FUSION 

50 and 150 

Ablation System

AtriCure Saudi Sicli Company https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Covidien Force 

TriVerse 

Electrosurgical 

Device 10-Foot 

Cords

Medtronic SA Medtronic Saudi Arabia#

Duodenovideosco

pe TJF-160VR   ,

Olympus Salehiya Trading Est. https://ncmdr.sfda.gov.s
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13901
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13886
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13908
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13910
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13891
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13912



[High Priority ] - A31055 03 : Philips—�SureSigns VS Vital Signs Monitors, VM Patient Monitors, and Vital Signs View Stations: Batteries May Overheat or Ignite [Update]


[High Priority ] - A31055 03 : Philips—�SureSigns VS Vital Signs Monitors, VM Patient Monitors, and
Vital Signs View Stations: Batteries May Overheat or Ignite [Update]
Medical Device Ongoing Action
Published: Monday, February 18, 2019


UMDNS Terms:
•  Monitors, Physiologic, Central Station [20179]
•  Monitoring Systems, Physiologic  [12636]
•  Batteries [16640]


Product Identifier:
[Capital Equipment]


Product Philips Healthcare
Model Product No. Software Version Manufacture Date


Patient Monitors SureSigns VM 3 863077 <= A.03.96 <= 2018 May 3


SureSigns VM 4 863063, 863085 <= A.03.96 <= 2018 May 3


SureSigns VM 6 863064, 863065, 863086 <= A.03.96 <= 2018 May 3


SureSigns VM 8 863066, 863068 <= A.03.96 <= 2018 May 3


SureSigns VM4 Government
Bundle


863287 <= A.03.96 <= 2018 May 3


SureSigns VM6 Government
Bundle


863288 <= A.03.96 <= 2018 May 3


SureSigns VM8 Government
Bundle


863289 <= A.03.96 <= 2018 May 3


SureSigns VM 8 SE 863317 <= A.03.96 <= 2018 May 3


Vital Signs Monitors SureSigns VS2 NBP 863079 <= A.07.24 <= 2018 May 3


SureSigns VS2 NBP, SPO2 863080 <= A.07.24 <= 2018 May 3


SureSigns VS2 NBP, SpO2,
Temp


863081 <= A.07.24 <= 2018 May 3


SureSigns VS2 NBP, SpO2,
Temp, Rec


863082 <= A.07.24 <= 2018 May 3


SureSigns VS3 NBP 863069 <= A.07.24 <= 2018 May 3


SureSigns VS3 NBP, Temp 863070 <= A.07.24 <= 2018 May 3


SureSigns VS3 NBP, SpO2 863071 <= A.07.24 <= 2018 May 3


SureSigns VS3 NBP, SpO2,
Rec


863072 <= A.07.24 <= 2018 May 3


SureSigns VS3 NBP, SpO2,
Temp


863073 <= A.07.24 <= 2018 May 3


SureSigns VS3 NBP, SpO2,
Temp, Rec


863074 <= A.07.24 <= 2018 May 3


SureSigns VS4 Government
Bundle


863286 <= A.07.24 <= 2018 May 3


SureSigns VS4 NBP, SPO2 863283 <= A.07.24 <= 2018 May 3
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Vital Signs View Stations SureSigns 863067 <= A.00.50 <= 2018 May 3


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


Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810-1099, United States


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Information
Technology, Materials Management


Summary:
��Update Reason: Updated action instructions. This Alert provides additional information based on a January 16, 2019, Urgent Medical Device
Correction letter submitted by ECRI Institute member hospitals regarding Alert A31055 01 . The Action Needed field has been updated.
Problem:
�In a July 10, 2018, Urgent Medical Device Correction letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Philips states that if the lithium ion batteries in the above monitors and view stations have exceeded their battery life expectancy, they may overheat or
ignite, potentially injuring patients or nearby users. Philips also states that, although the monitors can display the battery’s status, the existing labeling for
these monitors does not include full instructions on when to replace the batteries or the potential hazards if users fail to do so. 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 letter, copy of the July 10, 2018, Urgent Medical Device Correction letter, and Battery Management Software Installation Instructions
from Philips. To determine whether your device is affected, locate and verify the product number on your SureSigns monitor on the cover page of
the instructions for use (IFU) or on the back label of the monitor. Follow the instructions in the Battery Management Software Installation Instructions for
information on how to upgrade the software on your SureSigns monitors, obtain and install the Battery Management software, export the file that is
created during system software installation, and where and how to e-mail the file to Philips. Along with the software, download the IFU Addendum and
Service Guide Addendum. Store the addenda with your SureSigns Monitors Service Guide and IFU documentation. If necessary, replacement batteries
can be ordered using the standard Philips replacement processes. Instructions for battery replacement can be found in the Philips SureSigns Monitors
Service Guide. Inform all relevant personnel at your facility of the information in the letter, IFU Addendum, and Service Guide Addendum.
For Further Information:
Philips customer support department
Tel.: (800) 722-9377
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Philips Healthcare: Philips SureSigns VS & VM Monitors, and View


Station (VSV) [online]. London: Department of Health; 2018 Jul 23 [cited 2018 Jul 24]. (Field safety notice; reference no.
2018/007/019/291/016). 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 18. Member Hospital. January 16, 2019, Philips letter Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635782

https://www.usa.philips.com/healthcare/about/contact

https://www.gov.uk/drug-device-alerts/field-safety-notices-16-to-20-july-2018

https://www.gov.uk/drug-device-alerts/field-safety-notices-16-to-20-july-2018

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188132/20190116PhilipsSureSignsClient.pdf
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[High Priority ] - A32213 : Medtronic—Covidien Force TriVerse Electrosurgical Device 10-Foot Cords: Sterility May Be Compromised


[High Priority ] - A32213 : Medtronic—Covidien Force TriVerse Electrosurgical Device 10-Foot Cords:
Sterility May Be Compromised
Medical Device Ongoing Action
Published: Wednesday, February 20, 2019


UMDNS Terms:
•  Mesh, Polymeric [12510]


Product Identifier:
[Consumable]


Product Medtronic Inc
Item No. Lot No.


Covidien Force TriVerse Electrosurgical Device 10 ft
Cords


FT3000 80390309X


Geographic Regions: �(Impact in&#160;additional regions has not been identified or ruled out at the time of this posting), U.S.


Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States


Suggested Distribution: Emergency/Outpatient Services, Infection Control, OR/Surgery, Materials Management


Problem:
�In a February 15, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Medtronic states that the sterile packaging
of the above cords may be compromised, potentially increasing the risk for infection. Medtronic also states that it has received no reports of infection
related to this problem. 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 February
15, 2019, Urgent Medical Device Recall letter and Recalled Product Return Form from Medtronic. Regardless of whether you have affected product,
complete the Recalled Product Return Form and return it to Medtronic using the instructions in the letter. If you purchased affected product directly from
Medtronic, obtain a return goods authorization (RGA) number by contacting the Medtronic customer service department by telephone using the
information below. Return affected product using the RGA number by mail to Medtronic, Attn: Field Returns, at 195 McDermott Rd, North Haven, CT
06473, United States. If you purchased affected product through a distributor, contact the distributor for instructions on returning affected product. 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. Report any quality problems experienced with the use of affected product to the Medtronic postmarket vigilance department by e-mail
at cqa@medtronic.com . U.S. customers should also report adverse events or quality problems with affected product to FDA's MedWatch Adverse Event
Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; or online at the MedWatch website .
 
For Further Information:
Medtronic customer service department
Tel.: (800) 962-9888 (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 Feb 20. Member Hospital. Medtronic letter submitted by ECRI Institute member hospitals (includes reply form) Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

GRP handles with 

and without 

ratchet

VOMED Volzer 

Medizintechnik 

GmbH & Co. KG

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

a/Secure/CA/CaViewRec

Obturator, short 

cone 7" and long 

cone 10" (an 

accessory to the 

Flex Rectoscope)

Medrobotics 

Corporation

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

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

3911

Healthcare facility products and adaptations

EMS Stretcher Bucher Leichtbau AG N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13889

In vitro diagnostic devices

Access 

Thyroglobulin 

Antibody II 

Reagents

Beckman Coulter UK 

Ltd

Beckman Coulter Saudi Arabia 

Co Ltd

#

BioPlex 2200 HIV 

Ag-Ab Kits

Bio-Rad Laboratories 

Inc

Al-Jeel Medical & Trading Co. 

LTD

#

BRAHMS uE3 

KRYPTOR

Thermo Fisher 

Scientific Oy

ABDULLA FOUAD HOLDING 

COMPANY

https://ncmdr.sfda.gov.s

CELL‐DYN 

Emerald   ,

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

Dual Luciferase 

Reporter Assay 

System Kits

Promega 

Corpopration

Bio Standards#

Page 5 of 8
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[High Priority ] - A32186 : Beckman Coulter—Access Thyroglobulin Antibody II Reagents: May Generate Falsely Decreased Results


[High Priority ] - A32186 : Beckman Coulter—Access Thyroglobulin Antibody II Reagents: May
Generate Falsely Decreased Results
Medical Device Ongoing Action
Published: Monday, February 18, 2019


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Autoimmune, Thyroid, Thyroglobulin Antibody [17280]


Product Identifier:
[Consumable]


For use with the Access Family of Immunoassay Systems including: (1) Access 2, (2) UniCel DxI 600, (3) UniCel DxI 800, (4) UniCel DxC 600i, (5)
UniCel DxC 660i, (6) UniCel DxC 680i, (7) UniCel DxC 860i, (8) UniCel DxC 880i


Product Beckman Coulter Inc
Reference No. Lot No. Expiration Date


Access Thyroglobulin Antibody II (TgAbII)
Reagents


A32898 831710 2019 May 31


831759 2019 Jul 31


832055 2019 Sep 30


832163 2019 Oct 31


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


Manufacturer(s): Beckman Coulter Inc250 S Kraemer Blvd, Brea, CA 92821-6232, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a February 11, 2019, Important Product Notice letter submitted by an ECRI Institute member hospital, Beckman Coulter states that the above
reagents may generate falsely decreased results in some patient samples when compared to previously released reagent lots. Beckman Coulter also states
that this problem was isolated to a specific lot of human Tg antigen that was used to manufacture the affected lots. Beckman further states that affected
lots may generate repeatable (falsely decreased) results by up to 95% in some patient samples. Beckman Coulter states that its investigation indicates the
potential for up to 10% to 15% of patient samples to be affected. The manufacturer has not confirmed the information provided in the source material.
 


Action Needed:
�Identify, isolate, and discard any affected reagents in your inventory. If you have or use affected reagents, verify that you have received the February
11, 2019, Important Product Notice letter and Customer Response Form from Beckman Coulter. At the discretion of your medical director, consider
whether a review of results generated with the use of affected reagents is necessary. Beckman Coulter states that it is no longer distributing the affected
reagent lot numbers. 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. Retain a copy of the letter as part of your laboratory quality system documentation. Complete the Customer
Response Form, and return it to Beckman Coulter using the instructions on the form. To request replacement product, contact your Beckman Coulter
representative.
 
For Further Information:
Beckman Coulter customer support center
Tel.: (800) 854-3633 (U.S. and Canada)
Website: Click here
Comments:


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


Source(s):


● 2019 Feb 15. Member Hospital. Beckman Coulter letter submitted by an ECRI Institute member hospital: IPN-000196 (includes reply 
form) Download
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[High Priority ] - A31883 : �Bio-Rad—BioPlex 2200 HIV Ag-Ab Kits: May Yield Erroneous Results


[High Priority ] - A31883 : �Bio-Rad—BioPlex 2200 HIV Ag-Ab Kits: May Yield Erroneous Results
Medical Device Ongoing Action
Published: Thursday, February 21, 2019


UMDNS Terms:
•  IVD Test Reagent/Kits, Serology, Virus, Retrovirus, HIV-1, Antibody [17367]
•  IVD Test Reagent/Kits, Serology, Virus, Retrovirus, HIV-2 [19426]


Product Identifier:
[Consumable]


Product Bio-Rad Laboratories Inc
Catalog No. Lot No. UDI Expiration Date


BioPlex 2200 HIV Ag-
Ab Kits


665-3455 300-868 00847865019255 2019 Jun 19


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


Manufacturer(s): Bio-Rad Laboratories Inc4000 Alfred Nobel Dr, Hercules, CA 94547, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem: In a February 2019 US Field Action letter submitted by an ECRI Institute member hospital, Bio-Rad states that the above kits may exhibit an
increased level of reactivity. Manufacturer testing in January 2019 showed an increase in mean sample index values for HIV-1 Ab and HIV-1 p24 Ag that
were above the levels expected for the test sample population. The manufacturer has not confirmed the information provided in the source material.


Action Needed: �Identify, isolate, and discontinue use of anyaffected product in your inventory. If you have affected product, verify thatyou have
received the February 2019 US Field Action letter and US CustomerResponse Form from Bio-Rad. According to the BioPlex 2200 HIV Ag-
AbInstructions for Use (IFU) relating to reporting of results, "Initiallyreactive specimens must be retested in duplicate. If they are repeatedlyreactive,
specimens must be investigated by additional, more specific, orsupplemental tests." The IFU also indicates a requirement to ensure thatall reactive
specimens are retested in duplicate and confirmed by supplementarymethods. Dispose of any unused product according to local waste
managementprocedures. Complete the US Customer Response Form, and return it to Bio-Radusing the instructions on the form. Bio-Rad will provide
your facility withreplacement product.
For Further Information:
Bio-Rad local technical support representative
Website: Click here
Comments:


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


Source(s):


● 2019 Feb 20. Member Hospital. Bio-Rad letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A32215 : Promega—Dual Luciferase Reporter Assay System Kits: �Stop & Glo Substrate Tubes May Leak and Contain Less than
Required 200µL of Substrate Solution


[High Priority ] - A32215 : Promega—Dual Luciferase Reporter Assay System Kits: �Stop & Glo
Substrate Tubes May Leak and Contain Less than Required 200µL of Substrate Solution
Medical Device Ongoing Action
Published: Wednesday, February 20, 2019


UMDNS Terms:
•  IVD Test Reagent/Kits, Clinical Chemistry [17091]


Product Identifier:
[Consumable]


Product Promega Corp
Item No. Part Name Part Lot No. Lot No. Part No.


Dual-Luciferase Reporter
Assay System Kits


E1910 Stop & Glo Substrate 0000313967 0000330100,
0000330096,
0000328813,
0000326388,
0000329957,
0000327782


E640A


E1960 Stop & Glo Substrate 0000313967 0000328876,
0000330683


E640A


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


Manufacturer(s): Promega Corp2800 Woods Hollow Rd, Madison, WI 53711-5399, United States 


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a December 21, 2018, Product Issue Notification letter submitted by an ECRI Institute member hospital, Promega states that the above
substrate tubes used with the above Dual-Luciferase Reporter Assay system kits may leak and contain less than the required 200µL of substrate solution.
The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the December 21, 2018, Product Issue
Notification letter from Promega. If you received a Dual-Luciferase Reporter Assay system kit with a tube of the Stop & Glo substrate (E640A) that did
not contain the full amount of product, contact Promega for a replacement.
For Further Information:
Promega
Website: Click here
Comments:


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


Source(s):


● 2019 Feb 20. Member Hospital. Promega letter submitted by an ECRI Institute member hospital Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Immunoassay 

Premium, 

Immunoassay 

Premium Plus, 

Liquid 

Immunoassay 

Premium

Randox Laboratories 

Ltd.

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

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=13

904

VITEK 2 ASTN351 

Test Kit

bioMerieux Inc Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

VITROS 

Immunodiagnosti

c Products 

Myoglobin 

Calibrators

Ortho-Clinical 

Diagnostics

Samir Photographic Supplies 

Co. Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

893

Medical software

Zenzy 2.46 

software

Dr. Heni Software 

GmbH & Co. KG

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

Non-active implantable devices

15 g SIGNAFUSE 

Bioactive Bone 

Graft Putty

Bioventus LLC Zimmo Trading Establishment.#

Bard Lifestream 

Balloon 

Expandable 

Vascular Covered 

Stent   ,

C R Bard Inc C.R. BARD Saudi Arabia https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

3898

ENDURO SPECIAL 

KEY 

TIB.LOCK.RING 

F1/10MM

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

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=13
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13893
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13888
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13898
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13890



[High Priority ] - A32219 : Bioventus—15 g SIGNAFUSE Bioactive Bone Graft Putty: Sterility May Be Compromised


[High Priority ] - A32219 : Bioventus—15 g SIGNAFUSE Bioactive Bone Graft Putty: Sterility May Be
Compromised
Medical Device Ongoing Action
Published: Thursday, February 21, 2019


UMDNS Terms:
•  Bone Graft Substitutes, Non-Cell-Based [37566]


Product Identifier:
[Consumable]


Product Bioventus LLC
Product No.


15 g SIGNAFUSE Bioactive Bone Graft Putty SGF-150


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


Manufacturer(s): Bioventus LLC 4721 Emperor Blvd Suite 100, Durham, NC 27703, United States


Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management


Problem:
�In a February 13, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Bioventus states that the foil laminate
pouch of the above putty may be punctured during transit, potentially compromising sterility. Bioventus also states that it has received no reports of
adverse events related to this problem. This problem affects only the 15 g size; the 3.75 g and 7.5 g sizes are not affected by 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. If you have affected product, verify that you have received the February 13, 2019, Urgent
Medical Device Recall letter and Inventory Certification reply form from Bioventus. Complete the form, and return it to Bioventus using the instructions
on the form. Upon receipt of the form, Bioventus will provide your facility with a return authorization number and return shipping label. Using the return
shipping label, return affected product, along with the completed Inventory Certification form, to Bioventus. Contact Bioventus using the information
below to order replacement product in alternative sizes. 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:
Bioventus
Tel.: (800) 637-4391
Website: Click here
Comments:


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


Source(s):


● 2019 Feb 21. Member Hospital. 3010203571-02/13/19-002-R (includes reply form) Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Genius Knee 

Cemented CR 

Femoral 

Component

Signature 

Orthopaedics

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

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

NSE PTA Balloon 

Catheter GDM01

Goodman Co., Ltd. Medical Solutions & Ideas https://ncmdr.sfda.gov.s

PowerPort isp 

MRI Implantable 

Ports

Bard Pcripheral 

Vascular (BPV)

C.R. BARD Saudi Arabia#

Vanguard Knee 

System Series-A 

Standard Patella

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

a/Secure/CA/CaViewRec

Single-use devices

Ardo Sterile 

Tulips Nipple 

Shields, Medium 

and Large

Ardo medical AG Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

BD 3 mL Safety-

Lok Syringes 

Contained in 

Presource Kits

Cardinal-Health MEDICARE DRUG STORE 

COMPANY

#

Pilling COOLEY 

SUMP-SUCTION 

TUBE

Teleflex Medical	, Medical Technology Trading 

Company

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Portex Blue Line 

Ultra 

Tracheostomy 

Tube Inner 

Cannulae

Smiths Medical 

International Limited

almadar medical Est.#
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13894
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13906
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13916
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13918
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13896



[High Priority ] - A32205 : Bard�—PowerPort isp MRI Implantable Ports: May Incorrectly Contain 6.5 Fr Introducer Sheath Instead of 8 Fr Introducer Sheath


[High Priority ] - A32205 : Bard�—PowerPort isp MRI Implantable Ports: May Incorrectly Contain 6.5
Fr Introducer Sheath Instead of 8 Fr Introducer Sheath
Medical Device Ongoing Action
Published: Tuesday, February 19, 2019


UMDNS Terms:
•  Ports, Injection/Infusion [16854]
•  Ports, Vascular Access [16858]


Product Identifier:
[Consumable]


Product Bard Peripheral Vascular Div C R Bard Inc
Product No. Lot No.


PowerPort isp MRI Implantable Ports 1808060 RECS2407


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


Manufacturer(s): Bard Peripheral Vascular Div C R Bard Inc1415 W. 3rd St, Tempe, AZ 85281, United States


Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Nursing,
Oncology, OR/Surgery, Diagnostic Imaging, Nuclear Medicine, IV Therapy, Materials Management


Problem:
�In a February 14, 2019, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Bard states that the above
products may incorrectly contain a 6.5 Fr introducer sheath instead of an 8 Fr introducer sheath. Bard also states that this problem may cause a
prolongation of the procedure, because an unsuspecting user would be unable to advance the catheter through a smaller-than-expected introducer sheath,
potentially requiring the user to retrieve and replace the introducer sheath along the previously placed guidewire, leading to prolongation. Bard further
states that there may be minor vessel injury or irritation during the manipulation; however, it is less likely to lead to a serious adverse event or long-term
health consequences. 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 February
14, 2019, Urgent Medical Device Recall Notification letter, Attachment 1 (Instructions For Completing Required Actions), Attachment 2 (Recall and
Effectiveness Check Form), and mailing label from Bard. Complete the Recall and Effectiveness Check Form, and return it to Bard using the instructions
on the form. To arrange for product return, contact the BPV customer support center by telephone at (800) 321-4254 (select option 5) (Monday through
Friday, 6 a.m. to 3 p.m. Mountain Time), or by e-mail at BPV.CustomerSupportCenter@crbard.com . Once all information has been verified, Bard will
provide your facility with a return authorization (XC) number to facilitate return of affected product. To return affected product, use the enclosed mailing
label, mark the outside package as "RECALLED PRODUCT" and include the XC number, and ship to Bard Peripheral Vascular, Inc., 1415 W. 3rd
Street, Tempe, AZ 85281, United States. Once the affected product is received, Bard will provide your facility with replacement product. 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 serious 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:
Bard
Website: Click here
Comments:


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


Source(s):


● 2019 Feb 19. Member Hospital. Bard 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/188234/20190214BardPowerPortClient_Redacted.pdf
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[High Priority ] - A32190 : Cardinal Health—BD 3 mL Safety-Lok Syringes Contained in Presource Kits: Scale Numbers and Lines May Be Misprinted,
Potentially Resulting in Inaccurate Dosing and/or Overdose


[High Priority ] - A32190 : Cardinal Health—BD 3 mL Safety-Lok Syringes Contained in Presource
Kits: Scale Numbers and Lines May Be Misprinted, Potentially Resulting in Inaccurate Dosing and/or
Overdose
Medical Device Ongoing Action
Published: Tuesday, February 19, 2019


UMDNS Terms:
•  Syringes, Plunger  [20255]


Product Identifier:
[Consumable]


Product BD
Catalog No. Lot No. UDI Expiration Date


BD 3 mL Safety-Lok
Syringes contained in
Presource Kits


309606 8307694 30382903096061 2023 Oct 31


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.&#160;


Manufacturer(s): BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States (Safety-Lok syringe manufacturer)
Cardinal Health7000 Cardinal Pl, Dublin, OH 43017, United States (Presource kit manufacturer)


Suggested Distribution: Anesthesia, Critical Care, Dialysis/Nephrology, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecology/Labor
and Delivery, Oncology, OR/Surgery, Diagnostic Imaging, Phlebotomy, Vascular Laboratory, NICU, Nuclear Medicine, EMS/Transport, Pharmacy,
IV Therapy, Materials Management


Problem:
�In a February 13, 2019, Urgent Product Recall letter submitted by an ECRI Institute member hospital, Cardinal Health states that the above Presource
kits may contain the above BD syringes, which were recalled because they may have scale markings printed n varying degrees, resulting in missing
and/or partial scale numbers and scale lines. Cardinal Health has not confirmed the information provided in the source material. For information on the
action initiated by BD, see Hazard H0490 .


Action Needed:
�Identify and isolate any affected kits in your inventory. If you have affected kits, verify that you have received the February 13, 2019, Urgent Product
Recall letter, Acknowledgment Form, and copy of the BD February 1, 2019, Urgent Medical Device Recall letter from Cardinal Health. Affix a warning
label to the front of each Presource kit so that it is clearly visible to clinicians, instructing them to remove and discard the recalled component. To
request additional labels, contact Cardinal Health by e-mail at qmb-FieldCorrectiveAction@cardinalhealth.com . . If you do not wish to accept
overlabeled product or to overlabel the product in your possession, contact the Presource sales operations department by telephone at (800) 766-0706, or
your Cardinal Health sales representative. Complete the Acknowledgment Form, and return it to Cardinal Health using the instructions in the letter. To
arrange for credit or replacement of affected components, contact the Cardinal Health customer service department by telephone at (800) 964-5227 (U.S.
hospital customers), at (800) 444-1166 (U.S. federal government customers), or at (888) 444-5440 (all other U.S. customers). 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:
Cardinal Health
Tel.: (800) 292-9332
Website: Click here


BD
Tel.: (888) 237-2762 (select option 3, then option 4), 8 a.m. and 5 p.m. Central time, Monday through Friday
Website: Click here
Comments:


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


Source(s):


● 2019 Feb 18. Member Hospital. Cardinal Health letter submitted by ECRI Institute member hospital Download
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[High Priority ] - A32201 : Smiths—Portex Blue Line Ultra Tracheostomy Tube Inner Cannulae: Packaging May Contain Incorrect Size Inner Cannula


[High Priority ] - A32201 : Smiths—Portex Blue Line Ultra Tracheostomy Tube Inner Cannulae:
Packaging May Contain Incorrect Size Inner Cannula
Medical Device Ongoing Action
Published: Tuesday, February 19, 2019


UMDNS Terms:
•  Tubes, Tracheostomy/Laryngectomy [26700]


Product Identifier:


Product Smiths Medical Czech Republic a.s.
Product No. Lot No.


8 mm Portex Blue Line Ultra Tracheostomy Tube Inner
Cannulae


100/856/080 3578884


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


Manufacturer(s): Smiths Medical Czech Republic a.s. Olomoucká 306 Hranice 1 - M�sto 753 01 Hranice, Czech Republic 


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


Problem:
�In a February 11, 2019, Urgent Medical Device Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Smiths states that packaging labeled as containing the above 8 mm inner cannula may contain a 9 mm inner cannula, resulting in delayed
placement of the tracheostomy tube and potentially leading to serious patient injury. Smiths also states that it has received no reports of deaths or serious
injury related to this problem.
 


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the February 11, 2019, Urgent
Medical Device Field Safety Notice letter, prepaid shipping labels, and Response Form from Smiths. Regardless of whether you have affected product,
complete the Response Form and return it to Smiths by e-mail at fieldactions@smiths-medical.com . Return affected product, along with a copy of the
Response Form, to Stericycle for processing using the prepaid shipping labels, ensuring that the boxes are sealed and labeled with your facility name
before shipping. 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:
Smiths
E-mail: fieldactions@smiths-medical.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Smith's Medical (Portex): Portex® Blue Line Ultra® tracheostomy


tubes [online]. London: Department of Health; 2019 Feb 18 [cited 2019 Feb 19]. (Field safety notice; reference no. 2019/002/012/487/034).
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 19. MHRA FSN. 2019/002/012/487/034 Download
● 2019 Feb 19. MHRA FSN. Smiths Reference No. 3012307300-02/11/2019-001-R (includes reply form) Download
● 2019 Feb 19. Manufacturer. The manufacturer confirmed the information in the source material.
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Terumo Needle 

and Terumo 

Needle Neolus   ,

Terumo BCT Inc ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Page 8 of 8

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13914

