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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	•

WU1926Report Reference Number: WU1926: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

25-Jun-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

41

25-Jun-19NCMDR Weekly Update

17-Jun-1923-Jun-19

41

17-Jun-19 23-Jun-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Anaesthetic and respiratory devices

Hudson RCI Air 

Cushion Face 

Mask

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

a/Secure/CA/CaViewRec

Sheridan 

Endotracheal 

Tubes

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

a/Secure/CA/CaViewRec

Assistive products for persons with disability

Magic mobility 

wheelchair - 

Mobility Handles

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

a/Secure/CA/CaViewRec

Diagnostic and therapeutic radiation devices

Centricity 

Universal Viewer 

with Centricity 

PACS Foundation 

6.0 SP9 or Higher

GE Healthcare GE Healthcare#

Cios Alpha VA20 

/VA30 and Cios 

Fusion systems

Siemens Medical 

Solutions

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

a/Secure/CA/CaViewRec
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14449



[High Priority ] - A32857 : GE—Centricity Universal Viewer with Centricity PACS Foundation 6.0 SP9 or Higher: Risk of Incorrect Patient Images When
Viewing Studies Directly from Enterprise Archive or Vendor Neutral Archives


[High Priority ] - A32857 : GE—Centricity Universal Viewer with Centricity PACS Foundation 6.0 SP9
or Higher: Risk of Incorrect Patient Images When Viewing Studies Directly from Enterprise Archive
or Vendor Neutral Archives
Medical Device Ongoing Action
Published: Friday, June 14, 2019


UMDNS Terms:
•  Software, Picture Archiving and Communication System [26869]
•  Workstations, Picture Archiving and Communication System [21968]
•  Information Systems, Picture Archiving and Communication, Radiology [16247]


Product Identifier:
[Capital Equipment]


Product GE Healthcare
Model Software Version UDI


Picture Archiving
and
Communication
Systems (PACS)
with Centricity
PACS foundation
6.0 SP9 or higher
used with
Centricity PACS
6.0 SP9 or higher


Centricity Universal Viewer 6.0 SP9 (01)00840682103800(10)6.0SP92094097001
D


6.0SP9.0.0.1 (01)00840682103800(10)60SP900120940970
01F


6.0SP9.0.0.2 (01)00840682103800(10)60SP900220940970
01F


6.0SP9.0.1 (01)00840682103800(10)6.0SP901209409700
1F


6.0SP9.0.1.1 (01)00840682103800(10)60SP901120940970
01F


6.0SP9.0.1.2 (01)00840682103800(10)60SP901220940970
01G


6.0SP9.0.1.3 (01)00840682103800(10)60SP901320940970
01G


6.0SP9.0.1.4 (01)00840682103800(10)60SP901420940970
01G


6.0SP9.0.1.5 (01)00840682103800(10)60SP901520940970
01G


6.0SP9.0.1.6 (01)00840682103800(10)60SP901620940970
01G


6.0SP10 (01)00840682104807(10)6.0SP102094610001
C


Geographic Regions: Worldwide


Manufacturer(s): GE Healthcare3000 N Grandview Blvd, Waukesha, WI 53188, United States


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


Problem:
�In an Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), GE states that it may be
possible to view studies directly from the Enterprise Archive or vendor neutral archives (VNA) with incorrect patient images because the updated series
or study is not present in the archive. This problem does not affect viewing studies from Universal Viewer. GE also states that the study management
feature in Centricity Universal Viewer supports use cases of splitting and merging series and studies. A software anomaly exists in which the series
and/or study changes are properly updated in the Universal Viewer with the Centricity PACS database; however, the finalized series or study changes are
not propagated, if the study or series is already archived, to either the Enterprise Archive or other VNA. GE further states that it has received no reports of
injuries associated with this problem.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the Urgent Field Safety Notice letter and
Acknowledgment form from GE. Discontinue use of the Universal Viewer study management functionality for study split/study info updates until a
correction is available. You can use Centricity PACS Exam Manager or Centricity RA600 for study management. A GE representative will contact your
facility to arrange for a correction for this problem. Complete the Acknowledgment form, and return it to GE using the instructions on the form.
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For Further Information:
GE
Website: Click here


�References:
● Health Canada. Recalls and safety alerts. Centricity PACS system, Centricity Universal Viewer [online]. 2019 May 31 [cited 2019 Jun 5].


Available from Internet: Click here
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Centricity Universal Viewer with CPACS


foundations by GE Healthcare [online]. 2019 Jun 11 [cited 2019 Jun 12]. 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 Jun 12. BfArM (Germany). 07405/19 Download
● 2019 Jun 12. BfArM (Germany). GEHC Ref# FMI 85452 (includes reply form) Download
● 2019 Jun 14. Manufacturer. The manufacturer confirmed the information provided in the source material.
● 2019 Jun 14. Health Canada Recall Listings. Type II. RA-70083 Download
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https://www.gehealthcare.com/about/contact-us

https://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/70083r-eng.php

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/09/2019/07405-19_kundeninfo_en.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/09/2019/07405-19_kundeninfo_en.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/194617/20190611GECentricityBfArMCover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/194618/GECentricityBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/194620/20190531GECentricityPACSUniversalHC.pdf



AFHajlan
(A32857) GE-Centricity Universal Viewer.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Curve and Kick 

Systems Using 

Remote Desktop 

Services for 

Microsoft 

Windows 

Operating 

Systems

BrainLAB Al-Jeel Medical & Trading Co. 

LTD

#

Electro mechanical medical devices

6 Fr Sherpa 

Active Catheters, 

6F Sherpa

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

a/Secure/CA/CaViewRec

Accu-Chek

 Insight insulin 

pump system

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Giraffe Bedded 

Warmer/Panda 

iRes Warmer

GE Healthcare GE Healthcare#

HeartStart MRx 

Monitor/Defibrilla

tors

Philips Burton Philips Healthcare Saudi Arabia 

Ltd.

#

LEEP Precision 

Integrated System

CooperSurgical Inc.. ATTIEH MEDICO LTD https://ncmdr.sfda.gov.s

Philips 

PageWriter TC 

Cardiographs 

(TC20/30/50/70)

Philips Medical 

Systems

Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Sinapi Chest DrainSinapi Biomedical (Pty) LtdKAL Medical Development Foundation Attached

Spectra Optia 

Apheresis 

System       ,

Terumo BCT Inc ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Steam Sterilizer Skytron LLC N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14459

TECOtherm NEO. TEC COM GmbH. Techno-Orbits Establishmenthttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14450

ZOLL AED PRO 

Product Family

ZOLL Medical Corp Arabian Health Care Supply Co. 

(AHCSC)

https://ncmdr.sfda.gov.s

In vitro diagnostic devices

ACHRAb RIA kits. RSR Ltd N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14456
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14466
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14465
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14460
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14448
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14439
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14459
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14450
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14434
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14456



[High Priority ] - A32798 : Brainlab—Curve and Kick Systems Using Remote Desktop Services for Microsoft Windows Operating Systems: Vulnerability
May Allow Attacker Access


[High Priority ] - A32798 : Brainlab—Curve and Kick Systems Using Remote Desktop Services for
Microsoft Windows Operating Systems: Vulnerability May Allow Attacker Access
Medical Device Ongoing Action
Published: Wednesday, June 19, 2019


UMDNS Terms:
•  Software, Workstation Management, Radiotherapy Planning [26844]


Product Identifier:
[Capital Equipment]


Product Brainlab AG
Model Model No.


Command and Control Center for Image-Guided Surgery Curve 15700, 15705


Computer-Aided Surgical Navigation Systems Kick 1.0, Kick 1.3 18070


Kick 1.2 18083


Kick 1.1, Kick 1.3 18090


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


Manufacturer(s): Brainlab AGOlof-Palme-Strasse 9, Munich,  D-81829, Germany


Suggested Distribution: Clinical/Biomedical Engineering, Information Technology


Problem: In a May 14, 2019, letter, Brainlab states that that Microsoft has released updates for several versions of the Windows operating system to fix
a vulnerability in the Remote Desktop Service (RDS). This vulnerability, which can be exploited remotely if RDS is enabled, affects systems that use
RDS on Windows XP, Windows 7, Windows 2003, and Windows 2008. 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 May 14, 2019, letter from Brainlab.
Microsoft has released an update and guidance to address this vulnerability, available here . Disable remote desktop services in affected systems if they
are not required. Enable network level authentication (NLA) on affected systems running supported editions of Windows 7, Windows Server 2008, and
Windows Server 2008 R2. Block TCP port 3389 at the enterprise perimeter firewall. Verify that Microsoft patches have been installed on affected
systems. If the systems have been affected by a cyber-attack related to this vulnerability, immediately disconnect affected systems from your network and
contact Brainlab customer support here .
For Further Information:
Brainlab customer support
Website: Click here
Comments:


● For related information regarding this problem, please see Alerts A32740 , A32769 , A32827 , and Hazard Report H0516 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Jun 12. Manufacturer. May 14, 2019 Brainlab letter posted by Johnson & Johnson Security Advisory Download
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https://blogs.technet.microsoft.com/msrc/2019/05/14/prevent-a-worm-by-updating-remote-desktop-services-cve-2019-0708/

https://www.brainlab.com/customer-support/

https://www.brainlab.com/customer-support/

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?Nav=T&amp;AId=1639099

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639088

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?Nav=T&amp;AId=1639199

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?Nav=T&amp;AId=1638965

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/194527/20190524JohnnsonBrainlabCurveKickMFR.pdf



AFHajlan
(A32798) Brainlab-Curve and Kick Systems Using Remote Desktop.pdf




[High Priority ] - A32377 01 : �GE—Giraffe Bedded Warmers and Panda iRes Warmers: Bedside Panels and Latch Areas May Crack or Break under Certain Conditions [Update]


[High Priority ] - A32377 01 : �GE—Giraffe Bedded Warmers and Panda iRes Warmers: Bedside
Panels and Latch Areas May Crack or Break under Certain Conditions [Update]
Medical Device Ongoing Action
Published: Wednesday, June 19, 2019


UMDNS Terms:
•  Incubators, Infant [12113]


Product Identifier:
[Capital Equipment]


Some products were shipped before implementation of UDI and may not contain a GTIN. Free-standing and wall mount warmers that do not include a
bed are not affected.


Product GE Healthcare
Model GTIN Serial No.


Warmers Giraffe 00840682103923 All beginning with GBW or
HDJ


Panda iRes 00840682103893 All beginning with PBW or
HDJ


Geographic Regions: Worldwide


Manufacturer(s): GE Healthcare3000 N Grandview Blvd, Waukesha, WI 53188, United States


Suggested Distribution: Clinical/Biomedical Engineering, Nursery, Nursing, NICU


Summary:
�Update Reason: Additional Action Needed information. This Alert provides new information based on a June 14, 2019, Amended Urgent Medical
Device Recall letter submitted by an ECRI Institute member hospital regarding Alert A32377 .
Problem:
�In a March 14, 2019, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, GE states that the bedside panels and
latch areas on the above warmers may crack or break if the unit is moved using the bedside panels instead of the front handle or the maneuvering handle.
If an infant impacts a bedside panel that has a cracked or broken latch, the panel can disengage and fall open, no longer protecting the infant from falling
from the warmer.


Action Needed:
��Identify any affected systems in your inventory. If you have affected systems, verify that you have received the June 14, 2019, Amended Urgent
Medical Device Recall letter, Device Correction Instructions, Medical Device Notification Acknowledgment form, labels, wall posters, and Addendum
from GE. GE recommends the following actions:
Before each use of the door panel:


● Visually inspect for any cracks or damage to the bedside panels, the latch area, and the area connecting the panel to the bed (see Figure 1B
in the letter ). If any portion of the bedside panels or latches is damaged or cracked (see Figure 1C in the letter ), stop use of the warmer.


● If the warmer bedside panels or latches have no cracks or damage, you may continue to use your warmer.
● Before every patient use and every time the walls are raised and lowered during routine patient care by all staff who interact with warmers,


complete the following additional check:
● Inspect the operation of all three bedside panels: front (furthest away from the healthcare provider control panel) and both side


panels, and confirm that they lock securely in the upright position. Lowering a bedside panel should be possible only by pulling it
up and then pulling the top edge away from the bed.


● If any of the bedside panels do not lock securely, replace bedside panel(s) before placing an infant inside the warmer. Move the infant to a
warmer with fully functioning bedside panels. Do not place or leave an infant in a warmer with nonfunctioning bedside panels. Remove the
warmer with nonfunctioning bedside panels from service until the bedside panel(s) can be replaced.


● Ensure that the bedside panels are securely latched following each opening/closing of the bedside panels during patient care.


Before and during use of the device:
● Do not leave the patient unattended while any bedside panels are lowered or removed when using the Giraffe or Panda iRes Warmers.
● If any of your bedside panels are damaged and you have not already sent back the reply form as part of the original FMI32067 recall letter


instructions (see Alert A32377 ), complete and return the original reply form indicating the parts needed.
● Review the revised Addendum (5821739 Rev 3), and remove and destroy any previous Addenda that you may have received related to


GEHC reference #32067 (destroy previous Addendum Reference# 5821739 Rev 2).
● Review the "Device Correction Instructions" and affix the three provided labels to each of your warmers. These labels supplement the labels


provided with the earlier recall notice. Your warmers should now have both sets of labels (the three additional white labels within the recall
letter (FMI32067A) and the green and red labels in original recall 32067). If you have requested replacement walls as part of the original
recall notice, ensure that all additional labels (white, red, and green) are applied to the replacement walls.


● Post the provided posters in prominent locations for your staff, as described in the "Device Correction  Instructions," and ensure that they
remain posted for the lifetime of the warmer(s).


● Confirm that the information from this recall letter and Addendum is properly disseminated to all users that handle the warmers. Confirm
that all staff (clinicians, biomeds, and cleaning staff) are properly trained on the handling of the devices and will take appropriate actions in
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638241

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/194855/20190614GEGiraffeAndPandaiResWarmersClient_Redacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/194855/20190614GEGiraffeAndPandaiResWarmersClient_Redacted.pdf?option=80F0607

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638241
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accordance with this notification.
● Ensure that biomedical engineering staff routinely check the device for damaged bedside panels or latches and include this check as part of


their preventive maintenance for this product.


Remind users to not use the bedside panels to handle or move the warmers. The previously provided red and green labels, which should be attached to the
warmer panels, show the proper way to handle and move the warmers and remind users to check for broken, cracked, or damaged panels and latches
before every use of the panels. Notify all relevant personnel at your facility of the information in the letter. Complete the Medical Device Notification
Acknowledgment form, and return it to GE using the instructions on the form.
For Further Information:
GE service department
Tel.: (800) 437-1171


Website: Click here
Comments:


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


Source(s):


● 2019 Jun 19. Member Hospital. GEHC Ref# 32067-A (includes reply form) Download
● 2019 Jun 19. Manufacturer. The manufacturer confirmed the information provided in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/194855/20190614GEGiraffeAndPandaiResWarmersClient_Redacted.pdf



AFHajlan
(A32377 01) GE-Giraffe Bedded Warmers and Panda iRes Warmers.pdf




[High Priority ] - A32831 01 : Philips—HeartStart MRx Monitor/Defibrillators: Power Module May Fail at Higher-than-Expected Rate� [Update]


[High Priority ] - A32831 01 : Philips—HeartStart MRx Monitor/Defibrillators: Power Module May Fail
at Higher-than-Expected Rate� [Update]
Medical Device Ongoing Action
Published: Tuesday, June 18, 2019


UMDNS Terms:
•  Batteries, External Defibrillator [18556]
•  Defibrillators, External, Manual  [11134]
•  Defibrillator/Pacemakers, External  [17882]


Product Identifier:
[Capital Equipment]


Product Philips Healthcare
Model Model No.


Monitor/Defibrillators HeartStartMRx M3536M, M3536MC, M3536M2,
M3536M3, M3536M4, M3536M5,
M3536M6, M3536M7, M3536M8,
M3536M9


Monitor/Defibrillator Components AC Powder Module M3539A


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


Manufacturer(s): Philips Healthcare 3000 Minuteman Rd, Andover, MA 01810-1099, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, Nursing, OR/Surgery, EMS/Transport


Summary:
�Update Reason: Additional model numbers. This Alert provides new information based on a June 2019 Urgent Medical Device Correction letter
submitted by an ECRI Institute member hospital regarding Alert A32831 .
Problem:
�In a May 28, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Philips states that the M3539A power module
for the above defibrillators may fail at a higher-than-expected rate. Philips also states that these failures or any interruption of AC mains power without a
charged lithium-ion battery installed in thedefibrillators may lead to an interruption of monitoring or a delay in the delivery of a shock or pacing therapy.
Philips further states that afailed AC mains power module will not charge the battery, potentially rendering the device non-functional if the userdoes not
respond to low battery alarms and alerts. Philips has received approximately 100 reports of this problem per year since September 2004. Philips has
received one report of a patient death potentially related to the problem. The manufacturer has not confirmed the information provided in the source
material.


Action Needed:
�Identify any affected devices in your inventory. See the letter  for information on how to determine whether your device is affected. If you have
affected devices, verify that you have received the June 2019 Urgent Medical Device Correction letter and Customer Reply Form from Philips. The
following actions are those listed in Alert A32831 . Complete the form, and return it to Philips using the information on the form. Ensure that a charged
battery is always installed in affected defibrillators, regardless of whether AC mains power is available at the point of care. Keep batteries charged. To
verify that the powder module is functioning correctly, plug the device into AC mains power and verify that the external power indicator on the display is
green (see Figure 1 in the letter ). If the powder module has failed, the monitor will display a red X and emit a periodic audio chirp when the battery
charge has dropped below 20%. Verify that the battery is charging or charged by checking the battery charge level indicators (see Figure 2 in the letter ).
A powder module has failed when it is connected to AC mains power but fails to illuminate the external powder indicator or the battery fails to charge
when the power module is in the defibrillator and is connected to AC mains power. If your power module has failed, contact Philips. Philips will provide
your facility with replacement product at no cost; however, the firm may decline to do so if there is obvious damage to the AC powder module. In the
event of an AC mains power module failure, batteries may alternatively be recharged using a DC powder module, an approved external battery charger,
or another HeartStart MRx with a functional AC or DC powder module. 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:
Philips
Tel.: (800) 567-1080 or (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 Jun 17. Member Hospital. (includes reply form) Download
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Prlmecr Halberstadt Medizintechnik GmbH 


Ihr Partner in Medizin und Kunststofftechnik 


Domplatz 34 • 38820 Halberstadt 


Urgent Safety Notice 
FSCA 002/2019 


Advice given by manufacturer regarding use of the Medical Device 


concerning 


Sinapi Chest Drainage Range 


Seite 1 von 4 


27.05.2019 


Shipper: 


Primed Halberstadt Medizintechnik GmbH 
Straße des 20. Juli 1 
38820 Halberstadt 
Germany 


Recipient: 


Users, dealers, hospitallogistics 


ldentification of the affected medical devices: 


Article number: 
70130 xs 50 
70131 XL 200S 
70132 XL 1 OOOSC 
70139 XL 20008 


70141 XL 2000SD 


Sinapi Chest Drain without suction control 50 ml 
Sinapi Chest Drain PED with suction control 400 ml 
Sinapi Chest Drain with suction control 1 000 ml 
Sinapi Chest Drain with suction control, high negativity vent and 
tube roller 2250 ml 
Sinapi Chest Drain with double inlet, suction control, 
high negativity vent and tube roller 2x 1100 ml 


lt concerns a/1 productslbatches that are on the market. 


The following has been discovered: 


lt has come to our attention that general hospital clamps are used to clamp and thus close the 
drainage tubing of our Sinapi Chest Drainage System, in order to prevent the flow of fluids 
through the tubing. 
Although a clamp is supplied and used in other ehest drains, the Sinapi Chest Drainage System 
is designed to be used without a slide clamp. 


® 


Postanschrift/Postal address: 
Primed Halberstadt 
Medizintechnik GmbH 
Domplatz 34 


Sitz der Gesellschaft/ 
Registered office: 
Straße des 20. Juli 1 
D-38820 Halberstadt 


Geschäftsführer/ 
Managing director: 
Sascha leibitzki 


Harzer Volksbank eG 
BLZ: 800 635 08 I Konto-Nr.: 3023 0250 00 
I BAN: DE97 8006 3508 3023 02SO 00 
BIC: GENODEF1 QLB 


HypoVereinsbank Magdeburg 
BLZ: 200 300 00 I Konto-Nr.: 648 3326 25 


IBAN: DE58 2003 0000 0648 3326 25 
BIC: HYVEDEMM300 


D-38820 Halberstadt 
Telefon/ Phone: +49 39 41 668-6 
Telefax/ Fax: +49 39 41 245-65 
Internet/Web: www.primed-halberstadt.de 
E-mail/ email: primed@primed-halberstadt.de 


Registergericht/ 
Register court: 
Amtsgericht Stendal 
HRB 100724 


Es gelten ausschließlich unsere Allgemeinen Geschäftsbedingungen! 
Our general terms and conditions apply exclusively! 


Ust.-ld.-Nr. DE 139375138 
Rev. 6/2017-01-27 







Prlmecr Halberstadt Medizintechnik GmbH 
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Ptimed Ihr Partner in Medizin und Kunststofftechnik 


Domplatz 34 • 38820 Halberstadt 


The reason behind this is that a prolonged, uncontrolled clamping of the tube of a thoracic 
drainage might cause a tension pneumothorax, which can Iead to an adverse event such as a 
death of the patient. 


The manufacturer concluded that it is important to eliminate this risk. The installation of the 
integrated Scheffler one-way valve in the thoracic drainage system eliminates the need for a 
separate clamp. 
The manufacturer has not tested and approved the use of any slide or metallic clamp clamped 
on their ehest drain tubing. 
The use of clamps on the Sinapi Chest Drainage System tubing is an improper use, out of 
scope and outside the intended use of the device. 


We have revised the lnstruction for Use (IF) for all Sinapi Chest Drainage System (models 
listed above). This IFU revision adds the following statement under "Cautions and Warnings": 
"Do not clamp tube, this will inhibit drain operation and my compromise respiratory function of 
patient." 
Primed Halberstadt Medizintechnik GmbH does not retrieve any products from the market. 
Patients who have been, or will be, treated with the Sinapi Chest Drainage System should 
continue to be managed according to your standard patient management protocols for the use 
of thoracic drainage systems. 


What measures aretobe taken by the recipients? 


Piease complete the following actions: 
• Piease note the IFU update as stated in this Ietter and share this information with 


healthcare professionals in your facility using Sinapi Chest Drainage Systems. 
• Share this information with other users who also use the Sinapi Chest Drainage 


Systems. 
• Piease share this notice with other departments and institutions, which may be affected 


by this measure. 


We request that you include the safety instructions for the affected Sinapi Chest Drainage 
Systems in your documentation and forward them to other clinics and departments and that 
you forward a copy of these safety instructions to which the Sinapi Chest Drainage System 
has been forwarded. 


Piease complete and return the attached acknowledgment of receipt form. Keep up to date on 
this communication and related measures. 


Fax: +49 (0) 3941 - 245 65 
E-Mail: primed@primed-halberstadt.de 


Postanschrift/ Postal address: 
Primed Halberstadt 
Medizintechnik GmbH 
Domplatz 34 
D-38820 Halberstadt 


Sitz der Gesellschaft/ 
Registered office: 
Straße des 20. Juli 1 
D-38820 Halberstadt 


Telefon/ Phone: +49 39 41 668-6 
Telefax/ Fax: +49 39 41 245-65 
Internet/Web: www.primed-halberstadt.de 
E-mail/ email: primed@primed-halberstadt.de 


Geschäftsführer/ 
Managing director: 
Sascha Leibitzki 


Registergericht/ 
Register court: 
Amtsgericht Stendal 
HRB 100724 


Harzer Volksbank eG 
BLZ: 800 635 08 I Konto-Nr.: 3023 0250 00 
I BAN: DE97 8006 3508 3023 0250 00 
BIC: GENODEF1QLB 


HypoVereinsbank Magdeburg 
BLZ: 200 300 00 I Konto-Nr.: 648 3326 25 


I BAN: DE58 2003 0000 0648 3326 25 
BIC: HYVEDEMM300 


Es gelten ausschließlich unsere Allgemeinen Geschäftsbedingungen! 
Our general terms and conditions apply exclusively! 


Ust.-ld.-Nr. DE 139375138 
Rev. 6/2017-01-27 
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Ptimed Ihr Partner in Medizin und Kunststofftechnik 


Domplatz 34 • 38820 Halberstadt 


Disclosure of the information described here: 


Piease ensure in your organisation that all users of the above products and other persons to 
be informed are aware of this Urgent Safety Notice. lf you have submitted the products to 
third parties, please torward a copy of this information or contact the person listed below. 


Piease keep this information at least until the action has been completed. 


The Federallnstitute for Drugs and Medical Devices has received a copy of this "Urgent Safety 
Notice". 


Contact person: 


Steffen Schaefer 
(Sicherheits beauftragter für Medizinprodukt I Safety Officer Medical Devices) 
Tel: 03941 668 748 
E-Mail: steffen.schaefer@primed-halberstadt.de 


Kind regards. 


Sterten 


(Sicherheitsbeauftragter für Medizinprodukte/Safety Officer Medical Devices) 


Postanschrift/Postal address: 
Primed Halberstadt 
Medizintechnik GmbH 
Domplatz 34 
D-38820 Halberstadt 


Sitz der Gesellschaft! 
Registered office: 
Straße des 20. Juli 1 
D-38820 Halberstadt 


Geschäftsführer/ 
Managing director: 
Sascha Leibitzki 


Harzer Volksbank eG 
BLZ: 800 635 08 / Konto-Nr.: 3023 02SO 00 
I BAN: DE97 8006 3508 3023 0250 00 
BIC: GENODEF1 QLB 


HypoVereinsbank Magdeburg 
BLZ: 200 300 00 I Konto-Nr.: 648 3326 25 


IBAN: DE58 2003 0000 0648 3326 25 
BIC: HYVEDEMM300 


Telefon/ Phone: +49 39 41 668-6 Registergericht! 
Register court: 


Es gelten ausschließlich unsere Allgemeinen Geschäftsbedingungen! 
Telefax/ Fax: +49 39 41 245-65 
Internet/Web: www.primed-halberstadt.de 
E-mail/ email: primed@primed-halberstadt.de 


Amtsgericht Stendal 
HRB 100724 


Our generar terms and conditions apply exclusively! 
Ust.-ld.-Nr. DE 139375138 


Rev. 6/2017-01-27 
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~ Ptimed' Ihr Partner in Medizin und Kunststofftechnik 


Domplatz 34 • 38820 Halberstadt 


Subject: Safety notice Acknowledgement of receipt 


Ladies and Gentlemen, 


This confirms the receipt of a security message from Primed Halberstadt Medizintechnik 
GmbH. 


We thank you in advance for your cooperation and ask you to complete this document and 
return it to your local Primed Halberstadt GmbH representative or via one of the following 
methods: 


Fax: +49 (0) 3941 - 245 65 


E -Mai I: steffen. schaefer@pri med-hal berstadt. de 


Mai I: 


Primed Halberstadt Medizintechnik GmbH 


Strasse des 20. Juli 1 


38820 Halberstadt 


Germany 


ACKNOWLEDGEMENT OF RECEIPT: 


• I confirm receipt of FSCA 002/2019 issued by Primed Halberstadt Medizintechnik GmbH. 
• I understand the message and have passed it on to all relevant staff, departments and 


institutions who may be affected by this measure. 


Name/Name, Vorname/Surname: 


Unternehmen/Company: 


Unterschrift/Signature: 


Datum/Date: 


Postanschrift! Postal address: 
Primed Halberstadt 
Medizintechnik GmbH 
Domplatz 34 
D-38820 Halberstadt 


Sitz der Gesellschaft! 
Registered office: 
Straße des 20. Juli 1 
D-38820 Halberstadt 


Telefon/ Phone: +49 39 41 668·6 
Telefax/ Fax : +49 39 41 245-65 
Internet/Web: www.primed-halberstadt.de 
E-mail/ email: primed@primed-halberstadt.de 


Geschäftsführer/ 
Managing director: 
Sascha Leibitzki 


Registergericht/ 
Register court: 
Amtsgericht Stendal 
HRB 100724 


Harzer Volksbank eG 
BLZ: 800 635 OB I Konto·Nr.: 3023 0250 00 
I BAN: DE97 8006 3508 3023 0250 00 
BIC: GENODEF1 QLB 


HypoVereinsbank Magdeburg 
BLZ: 200 300 00 I Konto-Nr.: 648 3326 25 


I BAN: DE58 2003 0000 0648 3326 25 
BIC: HYVEDEMM300 


Es gelten ausschließlich unsere Allgemeinen Geschäftsbedingungen! 
Our general terms and conditions apply exclusively! 


Ust.-ld.-Nr. DE 139375138 
Rev. 6/ 2017·01-27 
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

ALT/GPT (IFCC) , 

LDH (IFCC)  , LDH 

(SCE)  , alpha-

HBDH  , Creatine 

Kinase (IFCC)  , 

and Glucose 

(Hexokinase) 

without sample 

blank

Thermo Fisher 

Scientific Oy

ABDULLA FOUAD HOLDING 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=14

453

A-LYTE™ 

Integrated 

Multisensor (IMT 

NA K CL), Atellica 

CH Analyzer      ,

Siemens Healthcare 

Diagnostics GmbH

ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

452

Aptima Combo 2 

Assay

HOLOGIC NV Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

ARCHITECT 

Ceruloplasmin, 

Alinity c 

Ceruloplasmin 

Reagent Kit      ,

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

428

Assayed Bovine 

Multi-Sera - Level 

1 .

Randox Laboratories 

Ltd.

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

a/Secure/CA/CaViewRec

cobas 6800/8800 

Systems      ,

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

DiaClon Rh-

Subgroups + K    ,

DiaMed GmbH. ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

FluoroSoftware 

IVD used with 

FluoroCyclers 12 

& 96

Hain Lifescience 

GmbH

Bio Alternatives Establishment https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

IVD, 

IDKmonitor® 

lnfliximab 

,IDKmonitor® 

Adalimumab, 

Remsima® 

Monitor , 25(0H)-

Vitamin D direct 

day ELISA I K 

2108 futurelots,

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

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

444

Quo-Lab A1C 

Test Kit / 

PocketChem 

HbA1Cc Test Kit

EKF DIAGNOSTIC 

GmbH

GAMSCO (General Analysis for 

Medical Services Company)

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14453
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14428
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14438
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14429
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14430
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14444
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14442


MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Rx Daytona Plus 

analyser and RX 

imola analyser

Randox Laboratories 

Ltd.

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

a/Secure/CA/CaViewRec

SYNCHRON 

Systems 

Phosphorus 

Reagent 

(PHOSm) .

Beckman Coulter… Beckman Coulter Saudi Arabia 

Co Ltd

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4435

Vacutainer Plastic 

Lithium Heparin 

Tubes

BD Biosciences Becton Dickinson B.V.#

Non-active implantable devices

Comprehensive 

Reverse Shoulder 

Instrument Cases

Zimmer, INC…. Medical Regulations Gate#

iTotal Hip 

Replacement 

System     ,

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

a/Secure/CA/CaViewRec

The MobiC 

Cervical Disc 

Prosthesis 

(MobiC; MobiC 

14mm Distraction 

Screw

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

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

463

Ophthalmic and optical devices

The software of 

the floor stands 

FS 2-21, FS 2-25, 

FS 3-45 in 

combination with 

the

operating 

microscope HS 

Hi-R NEO 900 /A 

/A NIR

MÖLLER-WEDEL 

GmbH & Co. KG

Al Amin Medical Instruments 

Co. Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

447

Reusable devices

DA8K-10-14453 

British standard 

power 

cord               ,

Shenzhen Mindray 

Bio-Medical 

Electronics Co., Ltd..

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

Single-use devices

Page 5 of 6

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14432
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14435
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14441
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14463
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14447
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14433



[High Priority ] - A32882 : BD—Vacutainer Plastic Lithium Heparin Tubes: May Exhibit False Elevation of Carboxyhemoglobin


[High Priority ] - A32882 : BD—Vacutainer Plastic Lithium Heparin Tubes: May Exhibit False
Elevation of Carboxyhemoglobin
Medical Device Ongoing Action
Published: Tuesday, June 18, 2019


UMDNS Terms:
•  Tubes, Blood Collection [14183]


Product Identifier:
[Consumable]


Product BD
Catalog No. UDI


Vacutainer Lithium HeparinN (LH)
37 USP Units Blood Collection
Tubes


366664 (01)30382903666646


Vacutainer LH 56 USP Units Blood
Collection Tubes


366667 (01)30382903666677


Vacutainer LH 158 USP Units
Blood Collection Tubes


367880 (01)30382903678809


Vacutainer LH 75 USP Units Blood
Collection Tubes


367884 (01)30382903678847


Vacutainer LH 95 USP Units Blood
Collection Tubes


367886 (01)30382903678861


Vacutainer PST Gel and LH 56
Units Blood Collection Tubes


367960 (01)30382903679608


368056 (01)30382903680567


Vacutainer PST Gel and LH 65
Units Blood Collection Tubes


367961 (01)30382903679615


Vacutainer PST Gel and LH 83
Units Blood Collection Tubes


367962 (01)30382903679622


Vacutainer PST Gel and LH Blood
Collection Tubes


367963 (01)30382903679639


Vacutainer PST Gel and LH 126
Units Blood Collection Tubes


367964 (01)30382903679646


Vacutainer PST Blood Collection
Tubes


368035 (01)30382903680352


368036 (01)30382903680369


Vacutainer LH 34 I.U. Plus Blood
Collection Tubes


368494 (01)30382903680352


Vacutainer LH 68 I.U. Plus Blood
Collection Tubes


368884 (01)30382903659037


Vacutainer LH 102 I.U. Plus Blood
Collection Tubes


368886 (01)30382903666646


Geographic Regions: Worldwide


Manufacturer(s): BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States


Suggested Distribution: Clinical Laboratory/Pathology, Nursing, Pulmonology/Respiratory Therapy, Phlebotomy, Materials Management


Problem:
In a June 12, 2019, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, BD states that the above tubes may yield
results with a false elevation of carboxyhemoglobin (COHb) when they are used to analyze venous blood samples on the Instrumentation
Laboratory GEM 4000 instrument. BD also states that internal testing has confirmed the potential for a positive 1.2% (absolute) mean bias on the IL
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GEM 4000 instrument. A falsely elevated result may cause a patient to continue to receive 100% normobaric oxygen for a period of time. The health risk
associated with a false-positive COHb is considered minimal because clinically relevant oxygen toxicity would be unlikely to occur during short exposure
to oxygen therapy. 100% oxygen can be tolerated at sea level for about 24 to 48 hours without any significant tissue damage. BD further states that
internal testing on the Radiometer ABL 90 instrument showed no clinically significant bias with the above tubes. The firm has not performed internal
testing on any other instrument platforms or Vacutainer tubes.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the June 12, 2019, Urgent Medical
Device Correction letter and Customer Response Form from BD. Do not use the above tubes for the collection of venous blood gas samples with testing
COHb using the IL GEM 4000 instrument. BD recommends that you assess the risk of using these tubes to measure COHb on any other platform. Use of
an arterial blood gas device as an alternative for COHb testing is recommended. BD is updating the instructions for use (IFU) of affected product to
include the following limitation:


● "Venous blood gas samples collected with BD Vacutainer Plastic Lithium Heparin tubes should not be used when testing
carboxyhemoglobin (COHb) using the IL GEM 4000 instrument. A clinically significant positive bias with COHb results may occur."


 
The revised IFU will be available on BD's website . Regardless of whether you have affected product, complete the Customer Response Form and return
it to BD using the instructions on the form. Inform all relevant personnel at your facility of the information in the letter. Report any adverse events
associated with the use of affected product to BD. 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 
website .
For Further Information:
BD customer quality department
Tel.: (888) 237-2762 (select option 3, then option 2), 8 a.m. to 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 Jun 17. Member Hospital. BD letter submitted by ECRI Institute hospital (includes reply form) Download
● 2019 Jun 18. Manufacturer. Manufacturer confirmed information
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https://www.bd.com/en-us/offerings/capabilities/specimen-collection/specimen-collection-resource-library?contenttype=964

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

http://www.bd.com/en-us/offerings/capabilities/microbiology-solutions

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/194712/20190612BDVacutainerClient.pdf
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Ethicon 

ETHIBOND EXCEL 

Polyester Sutures

Ethicon Inc. Johnson & Johnson Medical 

Saudi Arabia Limited

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Microtainer TubesBecton Dickinson & Co. (BD) Becton Dickinson B.V.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14454

Monarch Medical 

Technologies 

EndoTool IV

Monarch Medical 

Technologies

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

a/Secure/CA/CaViewRec

No. sterile pin 

guide

Tornier Inc.. Cure Development International 

Ltd

https://ncmdr.sfda.gov.s

Occlutech 

Delivery Sets 

(ODS)

Occlutech Holding AG Medglories Medical Co. Ltd. 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=14461
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14454
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14458
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14445
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14431
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