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:التاريخ

نعم□لا    □: يوجد أجهزة متأثرة بالمستشفى ضمن القائمة

NCMDR Weekly Update

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

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

.الموزعين	الذين	تتعاملون	معهم/القانونين

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

.(ECRI)انذار	السلامة	من	منظمة	

.	لمعرفة	الطراز	او	الارقام	التسلسلية	افتح	الروابط	او	المرفقات	•

WU1912Report Reference Number: WU1912:للتقرير المرجعي الرقم

عزيزي،

يقوم	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	الطبية

بإرسال	تقرير	اسبوعي	عن	آخر	اشعارات	إنذارات	السلامة

الاستدعاءات	للأجهزة	والمستلزمات	الطبية	المنشورة	على/	

موقع	الهيئة	العامة	للغذاء	والدواء

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

* Role of NCMDR officer:

• 	Disseminate and share the information with 
other Departments within healthcare facility and 
Ensuring that the healthcare facility is free of any 
affected device/product.
• 	Communicate with NCMDR Team and 
Authorized Representative of the manufacturer if 
there is any affected device/product.

Hospital name:
Date:
Hospital affected by any medical device/product 
in this report:  □No          □Yes

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

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

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

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

:مسؤولية	ضابط	الاتصال*	

الأقسام	المختلفة	داخل	المنشأة	الصحية/	التعميم	على	الإدارات		•

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

.إشعارات	إنذارات	السلامة

التواصل	مع	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	•

الطبية	ومع	الممثل	القانوني	للمصنع	في	حالة	وجود

.مستلزم	طبي	متأثر	بأي	من	إشعارات	إنذارات	السلامة/جهاز
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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

28

19-Mar-19NCMDR Weekly Update

11-Mar-1917-Mar-19

28

11-Mar-19 17-Mar-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Anaesthetic and respiratory devices

ACCULAN 4 

OSCILLATING 

SAW STRAIGHT

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

a/Secure/CA/CaViewRec

Diagnostic and therapeutic radiation devices

MR-Conditional 

Halo System 

Devices

Ossur Al Ewan Medical Company#

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

3T Heater-Cooler 

Systems.

LivaNova PLC cigalah group#
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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=6&rid=13993
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13997



[High Priority ] - A32316 : Ossur—MR-Conditional Halo System Devices: Manufacturer Conducting Confirmatory Safety Testing for MRI Scanning


[High Priority ] - A32316 : Ossur—MR-Conditional Halo System Devices: Manufacturer Conducting
Confirmatory Safety Testing for MRI Scanning
Medical Device Ongoing Action
Published: Monday, March 11, 2019


UMDNS Terms:
•  Pins, Bone [16085]
•  Orthoses, Spine, Lumbosacral, Immobilizer [28588]


Product Identifier:
[Consumable]


Product Ossur Europe (EMEA)
Item No.


CB RESOLVE RING KIT SM-No App 515300C


CB RESOLVE RING KIT STD-No App 515400C


CB RESOLVE RING KIT LG-No App 515500C


OB RESOLVE RING KIT SM-No App 515300D


OB RESOLVE RING KIT STD-No App 515400D


OB RESOLVE RING KIT LG-No App 515500D


CB RING KIT Tl SM-No App 515300T


CB RING KIT TI STD-No App 515400T


CB RING KIT Tl LG-No App 515500T


OB V2 RING KIT Tl SM-No App 515300V2


OB V2 RING KIT Tl STD-No App 515400V2


OB V2 RING KIT Tl LG-No App 515500V2


Resolve Halo Vest-shrt kodel 545700K


Resolve Halo Vest-shrt lmbwool 545700L


ReSolve Halo Vest-tall kodel 545800K


Resolve Halo Vest-tall lmbwool 545800L


Skull Pin 2-1/4in CT Sterl PK 516CS


Skull Pin 3in CT Sterl PK 516DS


Skull Pin 2-1/4in CT Sterl 4PK 517CS


Skull Pin 3in CT Sterl 4 PK 517DS


CB RING KIT Tl SM 505300T


OB V2 RING KIT Tl SM 505300V2


CB RING KIT Tl STD 505400T


OB V2 RING KIT Tl STD 505400V2
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CB RING KIT Tl LG 505500T


OB V2 RING KIT Tl LG 505500V2


CB RING KIT Tl SM 8-No APP 515301T


OB V2 RING KIT Tl SM 8-No App 515301V2


CB RING KIT Tl STD 8-No APP 515401T


OB V2 RING KIT Tl STD 8-No APP 515401V2


CB RING KIT Tl LG 8-No App 515501T


OB V2 RING KIT Tl LG 8-No App 515501V2


Skull Pin 2-1/4in Tl Sterl PK 516TS


Skull Pin 3in Tl Ster! PK 516V2S


Skull Pin 2-1/4in Tl Ster! 5PK 520TS


Skull Pin 3in Tl Sterl 5 PK 520V2S


STERILE TITANIUM COMP TRAY 540T


STERILE V2 COMPONENT TRAY 540V2


CB RESOLVE STERILE UNIT SML 505300C


OB RESOLVE STERILE RING SML 5053000


Kit Closed Back Halo Sm 505301C


CB RESOLVE STERILE UNIT STD 505400C


OB RESOLVE RING KIT STD 5054000


Kit Closed Back Halo Md 505401C


CB Resolve Sterile Unit LRG 505500C


OB RESOLVE RING KIT LRG 5055000


Kit Closed Back Halo Lg 505501C


SKULL PIN 2-1/4 CT 6 PK 522C


Skull Pin 2-1/4in CT Sterl 6PK 522CS


CB RESOLVE COMPONENT TRAY 540C


OB RESOLVE COMPONENT TRAY 540D


LIL ANGEL VEST P2 KODEL 545100K


LIL ANGEL VEST P2 LAMBSWOOL 545100L
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LIL ANGEL VEST P2 SORBATEX 545100S


LIL ANGEL VEST P3 KODEL 545150K


LIL ANGEL VEST P3 LAMBSWOOL 545150L


LIL ANGEL VEST P3 SORBATEX 545150S


CB RING TRAY SM 553CB


CB RING TRAY STD 554CB


CB RING TRAY LG 555CB


J TONG MED/LGE-No App JT-115


J TONG ASSEMBLY SML/MED JT-200


J TONG ONLY SML/MED JT-210


J TONG COMPONENT TRAY JT-400


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


Manufacturer(s): Ossur Europe (EMEA)Ekkersrijt 4106-4114, Son en Breugel,  NL-5690 AC, The Netherlands


Suggested Distribution: Orthopedics, Pediatrics, Diagnostic Imaging, Physical Therapy/Rehabilitation, Materials Management


Problem:
�In a March 1, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Ossur states that the above devices are
labeled as MR conditional; however, they may not be safe for MRI scanning. Ossur also states that it will be conducting confirmatory safety testing of the
MR conditional parameters. Ossur further states that this problem applies to devices that have not been fitted to patients; for patients currently wearing
MR-conditional Halo system products, necessary arrangements should be made to ensure that the patient is not placed in MR imaging. Ossur states that is
has received no reports of burns occurring during MRI scanning with use of the above devices. The manufacturer has not confirmed the information
provided in the source material.


Action Needed:
�Identify, isolate, and discontinue use of any affected devices in your inventory. For an example of the MRI-conditional labeling, see the letter . If you
have affected devices, verify that you have received the March 1, 2019, Urgent Medical Device Recall letter from Ossur. To confirm receipt of the letter,
contact the Ossur customer service department using the information below or visit the Ossur website here . To obtain a return authorization for product
return, contact the Ossur customer service department using the information below. Inform all relevant personnel at your facility of the information in the
letter, and forward a copy of the letter to any facility to which you have further distributed affected product. 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:
Ossur customer service department (U.S.)
Tel.: (800) 233-6263
Website: Click here
Comments:


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


Source(s):


● 2019 Mar 11. Member Hospital. Ossur letter submitted by an ECRI Institute member hospital Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189358/20190301OssurHaloSystemsClient.pdf?option=80F0607

https://safetyalerts.ossur.com/

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

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

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

https://www.ossur.com/customer-service/contact-us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189415/20190301OssurHaloSystemsClient.pdf



(A32316) Ossur-MR-Conditional.pdf




[High Priority ] - A32325 : �LivaNova— 3T Heater-Cooler Systems: Manufacturer Initiates Design Upgrade to Address Various Problems


[High Priority ] - A32325 : �LivaNova— 3T Heater-Cooler Systems: Manufacturer Initiates Design
Upgrade to Address Various Problems
Medical Device Ongoing Action
Published: Friday, March 15, 2019


UMDNS Terms:
•  Warming/Cooling Units, Patient, Circulating-Liquid [12074]


Product Identifier:
[Capital Equipment]


Product LivaNova USA Inc
Model Part No.


Heater-Cooler Systems 230V 3T 16-02-80


240V/60Hz 3T 16-02-81


208V/60Hz 3T 16-02-82


127V/60Hz 3T 16-02-83


120V/60Hz 3T 16-02-85


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


Manufacturer(s): LivaNova USA Inc 14401 W 65th Way, Arvada, CO 80004-3503, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Infection Control, Nursing,
OR/Surgery, Risk Management/Continuous Quality Improvement, Perfusion, Central Sterilization Reprocessing


Problem:
In a March 11, 2019, Urgent Field Safety Notice letter submitted by an ECRI Institute member hospital, LivaNova states that it is initiating a design
upgrade for the above systems. The firm is also releasing an updated version of the operating instructions for these devices. The design changes attempt
to address the following problems:


● Evaporator coil erosion: the current design of the stirrer pump inside the patient tank directs water flow to a narrow area of the evaporator
cooling coil, thus exacerbating the erosion of the surface of the cooling coil in this location. Ultimately, erosion can result in the creation of
a hole in the evaporator, affecting cooling function performance, and in some cases, triggering total shutdown of the device. The newly
designed stirrer pump will redirect this water flow away from the cooling coil, reducing the potential for erosion on the surface of the
cooling coil in this location.


● Changeover valve failure or performance problems: the current design of the changeover valve block for the cardioplegia tanks allows
humid air charged with chemicals used during disinfection to enter into the stepper motor, thus leading to the corrosion of a stepper motor
bearing that controls the selection of the warm or cold cardioplegia tank. Changeover valve failure can lead to the cardioplegia solution not
being cooled or warmed. The design change will prevent humid air from entering the valve block assembly.


● Air vent valves (AVV) leakage: corrosion residues may hinder the AVV from closing properly, resulting in leakages in certain positions of
the ball valve. The new AVV design will allow yearly replacement of this part during preventive maintenance operations. This event is not
likely to cause any harm to the patient or user.


● Water drain valve leakage: investigation revealed material abrasion of an internal component in the valve (called the O-ring). A highly
abraded O-ring may cause leakage from the valve in the valve open position. The O-ring will be replaced during preventive maintenances
operations. This event is not likely to cause any harm to the patient or user.


For all 3T devices in use at your facility, LivaNova will perform the above described changes. Since 2015, LivaNova has issued different Field Safety
Notices to provide additional instructions for users in relation to a potential nontuberculous mycobacteria (NTM) contamination risk. The firm is now
releasing a new revision of the operating Instructions that is applicable to the above systems. The new operating instructions will not directly affect the
patient but will consolidate the content of the previously released Field Safety Notices. 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 March 11,
2019,Urgent Field Safety Notice letter and Customer Response Form from LivaNova.Your LivaNova local representative will contact your facility to
plan anddeploy the update to all 3T units currently in use at your facility. The newversion of the operating instructions will be delivered to your
facility.Immediately apply this new revision of the operating instructions to all active3T devices equipped with the vacuum and sealing design solution,
and discardany previous revision at your facility. Complete the Customer Response Form,and return it to LivaNova using the instructions on the form.
Notify allrelevant personnel at your facility of the information in the letter. If youhave further distributed affected product, forward a copy of the letter to
thefacility and inform LivaNova using the contact information below.
For Further Information:
Andrew Curtis, LivaNova
E-mail: andy.curtis@livanova.com
LivaNova customer quality department
E-mail: LivaNova.FSCA@livanova.com
Website: Click here
Comments:
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mailto:LivaNova.FSCA@livanova.com

https://www.livanova.com/en-US/Home/Contact-Us.aspx





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


Source(s):


● 2019 Mar 14. Manufacturer. LivaNova letter submitted by ECRI Institute member hospital (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189672/20190311LivaNova3THeaterCoolersCLIENT.pdf



(A32325) LivaNova- 3T Heat.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Cordis Vista Brite 

Tip® & ADROIT 

Guiding Catheters

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

a/Secure/CA/CaViewRec

Giraffe Bedded 

Warmer/Panda 

iRes Warmer

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

a/Secure/CA/CaViewRec

In vitro diagnostic devices

Alinity ci‐series 

System                 ,

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

Alinity I, c and s 

Processing 

Module

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Alinity s System Abbott Medical supplies & Services Co.Ltd Mediservhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14012

Atellica® IM 1300 

Analyzer, 

Atellica® IM 1600 

Analyzer & 

Atellica® Sample 

Handler Prime    .

Siemens Healthcare 

Diagnostics GmbH

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

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

000

Cepheid 

Respiratory 

Control Panel

Microbiologics Q.M.S. Co. Ltd https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

ChromID 

CPS/Horse Blood 

Agar.

bioMerieux Inc Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

FilmArray Blood 

Culture 

Identification 

Panels.

BioFire Diagnostics Inc Al-Jeel Medical & Trading Co. 

LTD

#
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14008
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14013
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14011
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14009
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14012
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14000
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13995
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14004



[High Priority ] - A32322 : �BioFire Diagnostics—FilmArray Blood Culture Identification Panels: �May Yield Increased False-Positive
Enterobacteriaceae and E. coli Results


[High Priority ] - A32322 : �BioFire Diagnostics—FilmArray Blood Culture Identification Panels:
�May Yield Increased False-Positive Enterobacteriaceae and E. coli Results
Medical Device Ongoing Action
Published: Tuesday, March 12, 2019


UMDNS Terms:
•  IVD Test Reagent/Kits, Microbiology, Bacteria, Blood Culture Media [19493]


Product Identifier:
[Consumable]


Product bioMerieux Inc
Catalog No. Lot No.


BACT/ALERT FA Plus Blood Culture Bottles 410851 4052471, 4052472, 4052546, 4052547,
4052598, 4052599, 4052639, 4052640,
4052663, 4052799, 4052800, 4052815,
4052816


BACT/ALERT FN Plus Blood Culture Bottles 410852 4052458, 4052459, 4052564, 4052565,
4052616, 4052617, 4052704, 4052705,
4052735, 4052871, 4052872


BACT/ALERT PF Plus Blood Culture Bottles 410853 4052503, 4052504, 4052717, 4052718


Product BioFire Diagnostics Inc
Part No.


FilmArray Blood Culture Identification (BCID) Panels RFIT-ASY-0126, RFIT-ASY-0127


Geographic Regions: Worldwide


Manufacturer(s): BioFire Diagnostics Inc515 Colorow Dr, Salt Lake City, UT 84108, United States (BCID panel manufacturer)
bioMerieux Inc100 Rodolphe St, Durham, NC 27712, United States (blood culture bottle manufacturer)


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
���In an March 7, 2019, Urgent Medical Device Recall Correction letter submitted by an ECRI Institute member hospital, BioFire Diagnostics states
that there is an increased risk of false-positive Enterobacteriaceae and Escherichia coli (E. coli) results when the above kits are used with the
above bioMerieux BACT/ALERT blood culture bottles. BioFire Diagnostics also states that the false-positive results are primarily Enterobacteriaceae
results with a lower rate of concurrent E. coli results. BioFire Diagnostics further states that the cause of this problem is likely the presence of an
increased level of nucleic acid from non-viable E. coli in bioMerieux BACT/ALERT blood culture bottles. BioFire Diagnostics states that it has observed
two types of false-positive results, the latter being observed less frequently:


● False-positive Enterobacteriaceae family-level assay with all Enterobacteriaceae species-level assays being true negatives 
● Enterobacteriaceae family-level assay and E. coli assay simultaneously providing false-positive results


BioFire Diagnostics has confirmed the presence of E. coli nucleic acid in the affected lots using an independent PCR/bi-directional sequencing method.
BioFire Diagnostics further states that the presence of non-viable organisms does not compromise the intended function of the blood culture bottles
(culturing viable microorganisms); however, the FilmArray BCID panel detects nucleic acid from both viable and non-viable organisms. BioFire
Diagnostics states that observed false positives are typically seen as multiple positives with the FilmArray BCID panel because a positive culture is a
prerequisite to a BCID panel test.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the March 7, 2019, Urgent Medical Device
Recall Correction letter and Acknowledgment of Receipt Form from BioFire Diagnostics. Complete the form, and return it to BioFire Diagnostics using
the information on the form. If the FilmArray BCID Panel is used to test BACT/ALERT blood culture bottles, confirm positive results for Enterobacteria
ceae and E. coli by another method before reporting the test results. Confirmation is not required if the Enterobacteriaceae-detected result is
accompanied by a detected result for Enterobacter cloacae complex, Klebsiella oxytoca, Klebsiella pneumoniae, Proteus, or Serratia marcescens (see
Table 2 in the letter ).
For Further Information:
BioFire Diagnostics customer support department
Tel.: (800) 735-6544
E-mail: Support@biofiredx.com
Website: Click here
Comments:


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


Source(s):


● 2019 Mar 11. Member Hospital. (includes reply form) Download
● 2019 Mar 12. Manufacturer. The manufacturer confirmed the information provided in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189413/20190307BioFireDiagnosticsBCIDPanelsClientREDACTED.pdf?option=80F0607

mailto:Support@biofiredx.com

https://www.biofiredx.com/company/contact/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189478/20190307BioFireDiagnosticsBCIDPanelsClientREDACTED.pdf



(A32322) BioFire Diagnostics-FilmArray.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

FilmArray 

Gastrointestinal 

(GI) Panel.

BioFire Diagnostics Inc Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

FTD 10.2 Fever 

and rash

Fast Track Diagnostics 

Luxembourg S.à.r.l.

Integrated Gulfbiosystems https://ncmdr.sfda.gov.s

Liquid Cardiac 

Control 

                              

                 ,

Randox Laboratories 

Ltd.

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

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

NK044.OPT - 

Optilite C-

Reactive Protein 

Reagent

The Binding Site FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=13

Reagent CRP FSDiaSys Diagnostic Systems GmbH.ALGhuyum Scientific Tradinghttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13992

Medical software

Various Systems 

Using Microsoft 

Windows 

Operating 

Systems

Becton Dickinson & 

Co. (BD)

Becton Dickinson B.V.#

Non-active implantable devices

ALLUX prosthetic 

knee joint - 

internal software

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

a/Secure/CA/CaViewRec

Genex Putty 5cc Biocomposites Ltd Amal Fahed Ali Algufidihttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14002

HeartMate 3 

Coring Tool

Thoratec Corp Arabian Trade House Est. https://ncmdr.sfda.gov.s
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14003
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13991
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14014
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13989
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13992
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14010
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14002
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13998



[High Priority ] - A32337 : BD—Various Systems Using Microsoft Windows Operating Systems: Task Scheduler Vulnerability May Allow Malicious
Attackers to Gain Elevated System Privileges


[High Priority ] - A32337 : BD—Various Systems Using Microsoft Windows Operating Systems: Task
Scheduler Vulnerability May Allow Malicious Attackers to Gain Elevated System Privileges
Medical Device Ongoing Action
Published: Thursday, March 14, 2019


UMDNS Terms:
•  Software [26709]


Product Identifier:
[Capital Equipment]


Various BD Systems with Microsoft Windows Operating Systems. See source document for full list of affected systems.


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


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


Suggested Distribution: Clinical/Biomedical Engineering, Information Technology


Problem:
In a January 24, 2019, Product Security Service Bulletin, BD states that it is aware of a vulnerability in the Microsoft Windows task scheduler, which
could allow malicious attackers to gain elevated system privileges, if compromised. This vulnerability identified a local privilege escalation vulnerability
in the advanced local procedure call (ALPC) interface. It has been observed targeting fully patched Microsoft Windows 10 64-bit and Windows Server
2016 operating systems. This is not a BD-specific vulnerability, and there have been no reports of a BD product being affected by this vulnerability. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected systems in your inventory. For a list of affected systems, click here . If you have affected systems, verify that you have reviewed
the BD Product Security Service Bulletin . BD will implement vendor patches, where maintained by BD, in the firm's next routine patch deployment
process for products in scope. If you have a BD product that BD maintains and administers patching administration, no action is needed. If you maintain
patching management independent of BD updates, BD recommends that you implement multiple layers of security controls to reduce the risk associated
with this vulnerability:


● Ensure that the vendor’s patches have been implemented in accordance with local patch management policy (see the Microsoft Advisory ).
● Ensure that appropriate security controls are in place:


● Limit and monitor network share permissions
● Limit and monitor privileged accounts use
● Limit and monitor outbound network activity
● Application whitelisting technologies
● Use a firewall to block all incoming connections from the Internet to services that should not be publicly available
● Ensure that data has been backed up and stored according to your individual processes and disaster recovery procedures


 
 
For Further Information:
BD local service representative
Website:  Click here
Comments:


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


Source(s):


● 2019 Mar 13. Manufacturer. Affected systems Download
● 2019 Mar 14. Manufacturer. Product Security Service Bulletin Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189570/2019BDProductswithMicrosoftWindowsMfr.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189570/2019BDProductswithMicrosoftWindowsMfr.pdf?option=80F0607

https://www.bd.com/en-us/support/product-security-and-privacy/product-security-bulletins/microsoft-windows-task-scheduler-vulnerability

https://www.bd.com/en-us/support/product-security-and-privacy/product-security-bulletins/microsoft-windows-task-scheduler-vulnerability

https://portal.msrc.microsoft.com/en-US/security-guidance/advisory/CVE-2018-8440

https://portal.msrc.microsoft.com/en-US/security-guidance/advisory/CVE-2018-8440

http://www.baxter.com/baxter_worldwide.html

http://www.bd.com/ds/contactUs/index.asp

http://www.bd.com/ds/contactUs/index.asp

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189570/2019BDProductswithMicrosoftWindowsMfr.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189601/20190124BDVariousSystemsWindowsMfr.pdf



(A32337) BD-Various Systems.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Reaxon Direct, 

Reaxon Nerve 

Guide

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

a/Secure/CA/CaViewRec

Single-use devices

Durex Pleasure 

Pack.

Reckitt Benckiser 

Healthcare

Cigalah Group https://ncmdr.sfda.gov.s

INTRAPUR 

NEONAT 

I.V.FILTER 

0.2MICRON

B Braun Medical Inc Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Mylan EpiPen and 

EpiPen Jr Auto-

Injectors

Medline Industries, 

Inc.

Cure Development International 

Ltd

#

Pneumosure 

Heated Tubeset 

with RTP, High 

Flow Tubeset with

RTP, and High 

Flow II Tubeset

Stryker 

Communications

Al-Faisaliah Medical System https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

006

Vacutainer Eclipse 

Blood Collection 

Needles

Becton Dickinson & 

Co. (BD)

Becton Dickinson B.V.#
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13990
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13996
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14007
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14006



[High Priority ] - A32340 : Medline/InSource—Mylan EpiPen and EpiPen Jr Auto-Injectors: Device Label May Stick to the Inside of the Carrier Tube,
Potentially Delaying or Preventing Treatment


[High Priority ] - A32340 : Medline/InSource—Mylan EpiPen and EpiPen Jr Auto-Injectors: Device
Label May Stick to the Inside of the Carrier Tube, Potentially Delaying or Preventing Treatment
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Wednesday, March 13, 2019


UMDNS Terms:
•  Injectors, Medication/Vaccine, Syringe [12132]


Product Identifier:
[Consumable]


Product Mylan Laboratories Inc
NDC Insource Product No. Expiration Date


0.3 mg Epinephrine Adult Auto-
Injectors (2/package)


49502-102-02 127-2677 2018 Jun to 2020 Feb


0.15 mg EpiPen Jr Auto-Injectors 49502-501-02 345-3230, 449-0045, 637-2098,
SCK-8191


2018 Oct to 2019 Oct


0.3 mg EpiPen Adult Auto-Injectors 49502-500-02 117-3975, 345-1926, 449-0043,
637-9831


2018 Jun to 2020 Feb


0.15 mg Epinephrine Jr Auto-Injectors
(2/package)


49502-101·02 127-2678 2018 Oct to 2019 Oct


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


Distributor(s): •  InSource Inc 80 Summit View Ln, Bastian, VA 24314, United States 
•  Medline Industries Inc One Medline Pl, Mundelein, IL 60060, United States 


Manufacturer(s): Mylan Laboratories Inc Robert J Coury Global Center, Canonsburg, PA 15317, United States 


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Pediatrics, Home Care, EMS/Transport, Pharmacy, Materials
Management


Problem:
In a February 28, 2019, Advisory Notice letter submitted by an ECRI Institute member hospital, Medline notified its customers of a subrecall of the
above auto-injectors, which was initiated by Insource/Mylan because the devices may not slide easily out of their carrier tubes. This problem may delay
or prevent the use of the device during an emergency because the labels were not fully adhered to the surface of the auto-injector and the device label
may become stuck to the inside of the carrier tube. Neither the manufacturer nor the distributors have confirmed the information provided in the source
material.
 


Action Needed:
Identify any affected product in your inventory and patients in your practice who use affected product. If you have affected product and patients, verify
that you have received the February 28, 2019, Advisory Notice letter, Response Form, and copy of the January 17, 2019, Insource Important Advisory
Notice letter and Response Form from Medline. If an auto-injector does not readily slide out of the carrier tube or the label is not fully adhered to the
auto-injector, contact the Mylan customer relations department using the information below. Complete the Response form, and return it to Medline by fax
at (866) 767-1290 or by e-mail at recalls@medline.com , or complete the Insource Response Formm if applicable, and return it to Insource.
 
For Further Information:
Medline
Website: Click here
InSource
Website: Click here
Mylan customer relations department
Tel.: (800) 796-9526, 8 a.m. to 7 p.m. Eastern time, Monday through Friday
Website: Click here
Comments:


● For information on a similar action initiated by Pfizer Canada, see Alert A31478 . For information on a similar action initiated by
Pfizer/Mylan, see Alert A31719 .


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


Source(s):


● 2019 Mar 13. Member Hospital. Medline letter submitted by an ECRI Institute member hospital. Reference No. R-19-12 (includes reply 
form) Download
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mailto:recalls@medline.com

https://www.medline.com/pages/about-us/contact-us/

https://www.insourceonline.com/us-en/insource/default.aspx?did=insource

https://www.mylan.com/en/contact-mylan

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1636243

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1636243

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1636728

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1636728

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189568/20190228MedlineInsourceEpiPensCLIENT_Redacted.pdf



(A32340) MedlineInSource-Mylan EpiPen.pdf




[High Priority ] - A32339 : BD—Vacutainer Eclipse Blood Collection Needles: Bevel May Be Missing from NP End, Potentially Leading to Leakage and Difficult Insertion


[High Priority ] - A32339 : BD—Vacutainer Eclipse Blood Collection Needles: Bevel May Be Missing
from NP End, Potentially Leading to Leakage and Difficult Insertion
Medical Device Ongoing Action
Published: Wednesday, March 13, 2019


UMDNS Terms:
•  Needles, Blood Collection  [12736]


Product Identifier:
[Consumable]


Product
BD
Catalog
No.


UDI Lot No. Expiration
Date


Distribution
Date


22 G x 1.25-
Inch
Vacutainer
Eclipse Blood
Collection
Needles


368608 (17)230731(10)8207894(30)480(01)50382903686082 8207894 2023 Jul 31 2018 Aug 15 to
2018 Sep 18


Geographic Regions: Canada, U.S.


Manufacturer(s): BD 1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States


Suggested Distribution: Clinical Laboratory/Pathology, Critical Care, Emergency/Outpatient Services, Nursing, Phlebotomy,
Immunohematology/Blood Bank, Materials Management


Problem:
In a March 7, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, BD states that the bevel may be missing from the
nonpatient (NP) needle end of the above needles. The NP needles is housed in a sleeve that encloses the needle after puncture to prevent any leakage. If
there is no bevel, the needle may damage the sleeve, causing leakage and potentially making it difficult to insert the Vacutainer blood collection tubes
into the NP end.


Action Needed:
Identify and destroy any affected product in your inventory. If you have affected product, verify that you have received the March 7, 2019, Urgent
Medical Device Recall letter and Customer Response Form from BD. Regardless of whether you have affected product, complete the Customer Response
Form and return it to BD using the instructions on the form. BD 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. Return
affected product, along with a copy of the Customer Response Form, to BD using the packing instructions in the letter.
For Further Information:
BD customer/technical support department
Tel.: (888) 237-2762 (select option 3, then option 3)
Website: Click here
Comments:


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


Source(s):


● 2019 Mar 13. Member Hospital. BD letter submitted by ECRI Institute member hospitals (includes reply form) Download
● 2019 Mar 13. Manufacturer. BD confirmed the information


www.ecri.org . Printed from Health Devices Alerts on Thursday, March 14, 2019 Page 1


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



http://www.bd.com/ds/contactUs/index.asp

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189587/20190307BDVacutainerEclipseBloodCollectionNeedlesClient_Redacted.pdf
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