
SBED Weekly Update 29-May-18

Dear,                   
SBED team is pleased to inform you that                   new FSCA/recalls posted on 
(Please note:  below list of FSCA/ recalls for the period of                                to 
In order to view more details, click the links and for ECRI alerts see the attachments 

58 SFDA website
5/21/2018 5/27/2018

NOTE:
FSCA / Recalls are classified into three categories, representing the potential risk to public health:  
Class I  : High Risk, Class II : Medium Risk and Class III: Low Risk.
FSN ( Field Safety Notice)  : A communication to customers and/or users sent out by a manufacturer 
or its representative in relation to a Field Safety Corrective Action

Ref: WU1822

Hospital Name

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Active Implantable Devices

Confirm RX   . 5/22/2018 St. Jude Medical Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12648Al-Jeel Medical & Trading Co. LTDNew

HeartMate 3 Left Ventricular Assist System. 5/24/2018Abbott Cardiovascular and Neuromodulation FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12680Arabian Trade House Est.Update

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12648
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12680


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Anaesthetic and respiratory devices

AirLife Resuscitation Devices 5/21/2018 Vyaire Medical, Inc.. 2 AttachedBio Standards# New

Da Vinci® Xi EndoWrist Stapler Release Kit 5/23/2018 Intuitive Surgical Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12655Gulf Medical Co.Update

Fabius, Apollo & Perseus devices    . 5/22/2018 Draeger Medical Systems Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12649Draeger Arabia Co. Ltd.New

HexaPOD evo RT System 5/23/2018 Elekta Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12661Medical Regulations GateNew

INSPIRE 6 and INSPIRE 8 hollow fiber 

oxygenator with integrated hardshell 

venous/cardiotomy reservoir

5/24/2018 LivaNova Deutschland GmbH. 2 https

://nc

Arabian Trade House Est.New

PRO-NOX Nitrous Oxide Delivery Systems 5/22/2018 CAREstream Medical Ltd 2 AttachedN/A# New

Teleflex MEDICAL LMA(TM) MADgic 5/24/2018 Teleflex Medical.. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12668Gulf Medical Co.New

Dental devices

Tapered Screw-Vent Implants with 0.5 mm 

Machined Collar, MTX Surface and 

Microgrooves

5/24/2018 Biomet 3i Inc 2 https

://nc

Asnan Medical ServicesNew

Diagnostic and therapeutic radiation devices

AXIOM Artis and Artis Zee Systems  , 5/24/2018 SIEMENS FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12679Siemens Medical SolutionsNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12655
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12649
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12661
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12672
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12668
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12677
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12679



[High Priority ] - A30581 : Vyaire Medical—�Resuscitation Devices: O2 Output Connection Area May Contain Plastic, Potentially Obstructing Flow of Supplemental Oxygen


[High Priority ] - A30581 : Vyaire Medical—�Resuscitation Devices: O2 Output Connection Area May
Contain Plastic, Potentially Obstructing Flow of Supplemental Oxygen
Medical Device Ongoing Action
Published: Tuesday, May 15, 2018


UMDNS Terms:
•  Resuscitators, Pulmonary, Exhaled Air, Mask [18798]
•  Resuscitators, Pulmonary, Manual, Disposable [17592]


Product Identifier:
[Consumable]


Product Vyaire Medical Inc
Part No. Lot No. Distribution Date


AirLife Resuscitation Devices, Adult,
with Mask, Oxygen Reservoir Bag


2K8004 0001207350, 0001207351 2018 Feb 5 to 2018 Mar 6


AirLife Resuscitation Devices, Adult,
with Mask, 28-Inch Large Bore Tubing


2K8017 0001209835, 0004003362,
0004003363


2018 Feb 5 to 2018 Mar 6


AirLife Resuscitation Devices, Adult,
with Mask, 40-Inch Oxygen Reservoir
Tubing


2K8005 0001207345, 0001207347,
0001207349, 0001209843


2018 Feb 5 to 2018 Mar 6


AirLife Resuscitation Devices, Adult,
with Mask, Oxygen Reservoir Bag,
CO2 Detector


2K8004C2 0001209847 2018 Feb 5 to 2018 Mar 6


AirLife Resuscitation Devices, Adult,
with Mask, Oxygen Reservoir Bag,
CO2 Detector, PEEP Valve


2K8035C2 0001209833 2018 Feb 5 to 2018 Mar 6


AirLife Resuscitation Devices,
Pediatric, Resuscitation Kit with
Neonatal, Infant and Pediatric Masks


RE1DK5445D 0004002563, 0004003205 2018 Feb 5 to 2018 Mar 6


AirLife Resuscitation Devices,
Pediatric, with Mask, 28-Inch Large
Bore Tubing, Pressure-Relief Valve


2K8018 0001210201 2018 Feb 5 to 2018 Mar 6


AirLife Resuscitation Devices,
Pediatric, with Mask, 40-Inch Oxygen
Reservoir Tubing, Pressure Relief Valve


2K8008 0001209831, 0001209837 2018 Feb 5 to 2018 Mar 6


Geographic Regions: U.S.


Manufacturer(s): Vyaire Medical Inc26125 North Riverwoods Blvd., Mettawa, IL 60045, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Pediatrics, Pulmonology/Respiratory Therapy, NICU, EMS/Transport,
Materials Management


Problem:
In a May 8, 2018, Urgent Recall Notification letter submitted by an ECRI Institute member hospital, Vyaire Medical states that the above resuscitation
devices may contain flash (plastic) in the area of the O2 output connection on the threaded housing component, potentially obstructing the flow of
supplemental oxygen delivery during use. For pictures of the defect, see the letter ).


Action Needed:
�Identify and destroy any affected product in your inventory. If you have affected product, verify that you have received the May 8, 2018, Urgent Recall
Notification and Customer Response Form from Vyaire Medical. Complete the Customer Response Form, and return it to Vyaire Medical using the
information on the form. If you purchased affected product directly from Vyaire Medial, contact its customer support team by telephone at (833) 327-
3284 (select option 1) or by e-mail at customersupport@vyaire.com , 8 a.m. to 5:30 p.m. Central time, Monday through Friday to obtain replacement
product. If you purchased affected product from a distributor, contact your distributor to arrange for product credit or replacement.
 
For Further Information:
Lindy Schenning, Vyaire Medical clinical risk coordinator
Tel.: (872) 757-0109
E-mail: lindy.schenning@carefusion.com
Website: Click here  
Comments:
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http://www.vyaire.com/contact/
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● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 14. Member Hospital. Vyaire Medical letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2018 May 15. Manufacturer. Manufacturer confirmed information
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MMOqalaa
(A30581) Vyaire Medical- Resuscitation Devices O2 Output Connection Area May Contain Plastic, Potentially Obstructing Flow of Supplemental Oxygen.pdf




[High Priority ] - A30582 : �CAREstream Medical—PRO-NOX Nitrous Oxide Delivery Systems: May Deliver High Nitrous Oxide Gas Concentrations


[High Priority ] - A30582 : �CAREstream Medical—PRO-NOX Nitrous Oxide Delivery Systems: May
Deliver High Nitrous Oxide Gas Concentrations
Medical Device Ongoing Action
Published: Tuesday, May 15, 2018
Last Updated: Thursday, May 17, 2018


UMDNS Terms:
•  Gas Delivery Units, Oxygen/Nitrous Oxide [33052]
•  Compressed Gas Proportioners, Oxygen-Nitrous Oxide [32935]


Product Identifier:
[Capital Equipment]


Product CAREstream Medical Ltd
Model Product No.


Nitrous Oxide Delivery Systems PRO-NOX CMI-0100-PNX


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


Manufacturer(s): CAREstream Medical LtdUnit 1 20133 102 Ave, Langley BC V1M 4B4, Canada


Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Emergency/Outpatient Services, Obstetrics/Gynecology/Labor and
Delivery, OR/Surgery, Pulmonology/Respiratory Therapy, Dentistry/Oral Surgery


Problem:
�In a May 9, 2018, Notice of Voluntary Recall letter submitted by an ECRI Institute member hospital, CAREstream states that the above systems may
deliver high nitrous oxide gas concentrations because of an internal problem in the equalizer assembly. 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 9, 2018, Notice of Voluntary
Recall letter from CAREstream. CAREstream has made internal component and design upgrades to prevent this problem; CAREstream will also provide
upgrades for all units already in the field. The CAREstream technical service department will contact your facility to arrange for the upgrades. Use an
oxygen monitor with alarms when using the above systems, according to the instructions in the letter , until the upgrade has been made.
For Further Information:
Roger Chute, CAREstream Medical
Tel.: (888) 310-2186, ext. 105
E-mail: rchute@carestreammedical.com
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 11. Member Hospital. CAREstream letter submitted by an ECRI Institute member hospital Download
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mailto:rchute@carestreammedical.com

http://carestreammedical.com/contact/

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/173461/20180509CarestreamProNoxDeliverySystemsCLIENT_Redacted.pdf



MMOqalaa
( A30582) CAREstream Medical-PRO-NOX Nitrous Oxide Delivery Syste.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Philips Volcano Core M2 Imaging Systems 5/22/2018 VOLCANO CORPORATION 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12652Ikar EstablishmentNew

Symbia T and Symbia Intevo Systems Using 

CARE Dose4D Algorithms.

5/21/2018 SIEMENS 2 AttacSiemens Medical Solutions# New

TX MicroTip Cartridge Systems 5/27/2018 Tenex Health 2 AttachedN/A# New

Various Discovery Nuclear Scanning 

Systems

5/27/2018 GE Healthcare 2 AttacGE Healthcare# New

Electro mechanical medical devices

Arcomed Volumed Set for Pump Type 

Volumed µVP 5005/7000 PVC and Gravity 

Use

5/24/2018 Phoenix Srl 2 https

://nc

Dar Al-Zahrawi Medical Co. LLCNew

BD SmartSite Administration Sets 5/21/2018 Becton, Dickinson And Company 2 AttachedMedical Regulations Gate# New

CORE Suction Irrigation Handpieces 5/22/2018 ConMed Corporation. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12651ProMedExUpdate

Mega Power Electrosurgical Generators 5/27/2018 Megadyne Medical Products Inc. 2 AttachedJohnson & Johnson Medical Saudi Arabia Limited# New

Model JF-140F Duodenoscopes 5/27/2018 Olympus FSN AttachedSalehiya Trading Est.# New

Model PJF-160 Duodenoscopes    , 5/21/2018 Olympus 2 AttachedSalehiya Trading Est.# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12652
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12676
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12651



[High Priority ] - A30643 : �Siemens—Symbia T and Symbia Intevo Systems Using CARE Dose4D Algorithms: Unnecessary Radiation Exposure May Occur


[High Priority ] - A30643 : �Siemens—Symbia T and Symbia Intevo Systems Using CARE Dose4D
Algorithms: Unnecessary Radiation Exposure May Occur
Medical Device Ongoing Action
Published: Thursday, May 17, 2018


UMDNS Terms:
•  Scanning Systems, Computed Tomography/Single Photon Emission Computed Tomography [24013]


Product Identifier:
[Capital Equipment]


Product Siemens Healthcare
Model


Single Photon Emission Computed Tomography (SPECT)/Computed Tomography (CT)
Systems


Symbia Intevo, Symbia T


Algorithm used with SPECT/CT Software CARE Dose4D


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


Manufacturer(s): Siemens Healthcare 40 Liberty Blvd, Malvern, PA 19355-9998, United States


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


Problem:
�In a Customer Safety Advisory Notice letter submitted by an ECRI Institute member hospital, Siemens states that incorrect tube-current calculations by
the CARE Dose4D algorithm when using posterior-anterior (PA) or anterior-posterior (AP) topograms to scan the head regions with the above systems
may lead to an unnecessary increase in radiation exposure. Siemens also states that in rare cases, the above systems may exhibit an inappropriately
calculated dose distribution, depending on the skull's geometric shape. Siemens further states that the CARE Dose4D algorithm may select the maximum
tube current for the uppermost part of the skull, potentially leading to unnecessary radiation exposure. The problem does not occur when a lateral
topogram is used. 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 Customer Advisory Notice letter from
Siemens. Molecular Imaging is developing a solution to the problem. Until the correction is completed, Siemens recommends using lateral topograms for
all head scans performed using affected systems. If you choose to perform both a lateral topogram in conjunction with a PA or AP topogram, ensure that
you perform the lateral topogram last because CARE Dose4D is based on the last topogram. If you do not use a lateral topogram for scans including the
entire head, deactivate the CARE Dose4D feature. Keep the Customer Safety Advisory Notice letter in the Symbia Operator's Guide. Inform all relevant
personnel at your facility of the information in the letter, forward a copy of the letter to any facility to which you have distributed affected systems, and
notify Siemens of the transfer. Report any adverse events or quality problems associated with the use of affected systems to Siemens using the
information below and to FDA’s MedWatch Adverse Event Reporting program 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:
Siemens local service representative
America
Tel.: (800) 888-7436
Europe, Middle East, and Africa
Tel.: 49 (9131) 9404000
Asia and Australia
Tel.: 86 (21) 38112121
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 17. Member Hospital. CAN 002-2018 Download
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(A30643) Siemens-Symbia T and Symbia Intevo Systems Using CARE Dose4D Algorith.pdf




[High Priority ] - A30646 : �Tenex—TX MicroTip Cartridge Systems: Manufacturer Updates Instructions for Use


[High Priority ] - A30646 : �Tenex—TX MicroTip Cartridge Systems: Manufacturer Updates
Instructions for Use
Medical Device Ongoing Action
Published: Friday, May 18, 2018


UMDNS Terms:
•  Ultrasonic Surgical Units [18049]


Product Identifier:
[Consumable]


Product Tenex Health
Model


Cartridge Systems, Sterile, Disposable TX MicroTip, TX Supply Kit


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


Manufacturer(s): Tenex Health26902 Vista Ter, Lake Forest, CA 92630, United States


Suggested Distribution: Emergency/Outpatient Services, Infection Control, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Materials
Management


Problem:
�In a February 26, 2018, Health Product Notice e-mail submitted by an ECRI Institute member hospital, Tenex states that it has updated the above
product's labeling to include a contraindication against the use of the TX system for the fragmentation, emulsification, and aspiration of uterine fibroids in
accordance with recent FDA guidance. Tenex also states that the instructions for use (IFU) and the TX system console operator manuals have also been
updated. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected products in your inventory. If you have affected product, verify that you have been contacted by Tenex, and/or have received the
updated IFU  and console operator manuals.
For Further Information:
Tenex customer service department
Tel.: (855) 283-6366, select option 8
E-mail: customercare@tenexhealth.com
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 18. Member Hospital. Tenex letter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A30668 : �GE—Various Discovery Nuclear Scanning Systems: A1 Electrical Panel May Not Be Properly Wired to the Partial
System Uninterruptible Power Supply


[High Priority ] - A30668 : �GE—Various Discovery Nuclear Scanning Systems: A1 Electrical Panel
May Not Be Properly Wired to the Partial System Uninterruptible Power Supply
Medical Device Ongoing Action
Published: Thursday, May 24, 2018


UMDNS Terms:
•  Scanning Systems, Computed Tomography/Single Photon Emission Computed Tomography [24013]


Product Identifier:
[Capital Equipment]


Product GE Healthcare
Model Model No. GTIN


Nuclear Scanning Systems Discovery NM/CT 670 3/8 Pro 5376204-70-54 00840682121194


Discovery 670 DR 3-8 16SL 5376204-70-56 00840682124393


Discovery 670 ES NMCT O540+3-8 5376204-70-57 00840682123877


Geographic Regions: Canada, &#160;U.S.


Manufacturer(s): GE Healthcare9900 Innovation Dr, Wauwatosa, WI 53226, United States


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Facilities/Building Management, Nuclear Medicine


Problem:
�In an Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, GE states that the above systems may have been
installed with a GE-supplied A1 electrical panel that may not be properly wired to the partial system uninterruptible power supply (UPS). GE also states
that when affected systems were installed, the main disconnect switch, emergency power off (EPO) button on the A1 panel, and remote EPO button(s)
(outside of the A1 panel) may not have been wired correctly, potentially resulting in these not shutting off all power to the entire system as intended,
resulting in a potential electric hazard. Power may still be applied by the partial UPS despite the user turning off the main disconnect switch, pressing the
EPO button, and pressing remote EPO button(s) when the system is equipped with a partial UPS. Emergency stop (E-stop) switches, which are used to
stop system motion and x-ray generation, are not affected by this problem and will function as intended.


Action Needed:
�Identify any affected systems in your inventory. The systems are potentially affected if they had a new A1 panel installed since December 2017. If you
have affected systems, verify that you have received the Urgent Medical Device Correction letter from GE. GE will contact your facility to disconnect the
UPS(s) from your system to eliminate the hazard until the problem can be corrected. Ensure that the organization that services your system is made aware
of this potential hazard until GE can correct this problem.
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. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 22. Member Hospital. GE Reference 40875 Download
● 2018 May 24. Manufacturer Letter. GE Reference 40875 Download
● 2018 May 24. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A30552 : Cardinal Health—�BD SmartSite Administration Sets: May Not Prime, Potentially Delaying Infusion


[High Priority ] - A30552 : Cardinal Health—�BD SmartSite Administration Sets: May Not Prime,
Potentially Delaying Infusion
Medical Device Ongoing Action
Published: Monday, May 14, 2018


UMDNS Terms:
•  Infusion Pump Administration Sets [16579]


Product Identifier:
[Consumable]


Product CareFusion A BD Co
SKU


Cardinal Health
SKU


Alaris System (AS) Large Volume Pump (LVP) 20 D
DEHP Yellow Mircrobore Check Valve (CV)
Administration Sets


10011301 AL10011301


AS LVP 60 D DEHP 4 VS CV Administration Sets 10011462 AL10011462


AS LVP 20 D DEHP 3 SS CV Administration Sets 10012144 10012144


10408730 AL10408730


10927766 AL10927766


2426-0500 2426-0500


2429-0500 2429-0500


AS LVP 10 D DEHP 4 SS 4 WSPK CV
Administration Sets


10012182 AL10012182


2438-0500 2438-0500


AS LVP 20 D DEHP 3 SS 2 G-4 WSPK CV
Administration Sets


10013034 AL10013034


AS LVP 20 D LOW SORB 2 SS CV Administration
Sets


10013072 AL10013072


AS LVP 60 D DEHP 3 SS CV Administration Sets 10013186 AL10013186


AS LVP SS Bag 20 D 2 SS CV Administration Sets 10013361 10013361A, 10013361T


AS LVP 20 D DEHP LOW SORB 3 SS CV
Administration Sets


10013889 AL10013889


10137405 AL10137405


63.130 14 6-inch 31.839 MF LOW SORB DEHP
FREE Administration Sets


10015104 AL10015104


AS LVP 20 D DEHP 3 SS 2 CV Administration Sets 10015294 AL10015294


10879391 AL10879391


AS LVP 20D DEHP 3 SS 2 G-3 WSPK CV
Administration Sets


10015312 AL10015312


AS LVP 20D 3SS CV Administration Sets 10015489 AL10015489


AS LVP 10 D 3 SS 2 G-4 WSPK CV Administration
Sets


10015896 AL10015896


AS LVP 20 D DEHP 4 SS 2 CV Administration Sets 10031773 AL10031773
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AS LVP 20 D DEHP 4 SS 4 G-4 WSPK CV
Administration Sets


10142568 AL10142568


AS LVP 20 D DEHP 4 SS CV Administration Sets 10178573 AL10178573


AS LVP 20 D 3 SS CV Administration Sets 10404198 A10404198


2419-0007 2419-0007


2426-0007 AL24260007


AS LVP 20 D LOW SORB SMBORE 3 SS 0.2 M
CV Administration Sets


10406194 AL10406194


AS LVP 20 D DEHP 3 SS 15 M CV Administration
Sets


10561554 AL10561554


AS LVP 20 D 4SS 4 SS 3 G-4 WSPK CV
Administration Sets


10813621 AL10813621


AS LVP 10 D 3 SS 2 CV Administration Sets 10817613 AL10817613


2452-0007 None listed


AS LVP 10 D 2 SS CV Administration Sets 10879047 AL10879047


AS LVP 20 D DEHP 2 SS CV Administration Sets 10933805 AL10933805


2420-0500 AL24200500, CF24200500, 2420-0500


AS LVP 20 D DEHP 4 SS 4 WSPK CV
Administration Sets


11059729 11059729


AS LVP 20 D 3 SS 2 CV Administration Sets 11171447 AL11171447


2416-0007 None listed


AS LVP 20 D 4 SS 4 SS Administration Sets 11287205 AL11287205


AS LVP 10 D 3 SS CV Administration Sets 11404930 AL11404930, 11404930


AS LVP 20 D MANI 3 WSPK CV Administration
Sets


11419365 AL11419365, AL11419365A, 11419365


AS LVP 20 D CV Administration Sets 11426965 AL11426965


AS LVP 20 D SS CV Administration Sets 11484001 AL11484001


AS LVP 20 D 3 SS CV BV Administration Sets 11522558 11522558


AS LVP 20 D LOW SORB 2 SS 0.2 M CV
Administration Sets


11532269 AL11532269


11609481 None listed


AS LVP 20 D DEHP 3 SS 2 G-3 WSPK CV
Administration Sets


11582773 AL11582773
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AS LVP 60 D 2 SS CV Administration Sets 11590100 11590100


AS LVP 20 D 2 SS CV Administration Sets 11607704 AL11607704


2420-0007 AL24200007


2433-0007 AL24330007, AL2433000A


AS LVP BUR 20 D 3 SS CV Administration Sets 10010541 AL10010541


AS LVP SS BAG 20 D 2 SS TEX CV
Administration Sets


10013361T 10013361T


AS LVP SS BAG 20 D LOW SORB 3 SS CV
Administration Sets


10015861A 10015861A


AS LVP 20 D DEHP 2 VS CV Administration Sets 2120-0500 IMED2120, 2120-0500


AS LVP 20 D DEHP 2 VS CV BV Administration
Sets


2125-0500 AL21250500


AS LVP 20 D 3 VS 3 VS CV Administration Sets 2126-0007 2126-0007


AS LVP 20 D DEHP 3 VS CV Administration Sets 2126-0500 2126-0500


2129-0500 21290500, 21290500A


AS LVP 20 D DEHP 2 VS 0.2 M CV Administration
Sets


2130-0500 AL21300500


AS LVP 20 D DEHP 2 INJ CV Administration Sets 2220-0500 2220-0500


AS LVP 20 D 2 SS TEX CV Administration Sets 24009-0007T 240090007T


AS LVP 20 D 3 SS TEX CV Administration Sets 24010-0007T 240100007T


AS LVP 60 D DEHP 2 SS CV Administration Sets 2421-0500 AL24210500


AS LVP 20 D 4 SS 4 SS 2 CV Administration Sets 2428-0007 AL24280007


AS LVP 20 D DEHP 2 SS 0.2 M CV Administration
Sets


2430-0500 AL24300500, 2430-0500


AS LVP 20 D 3 SS 0.2 M CV Administration Sets 2432-0007 2432-0007


AS LVP 60 D 3 SS 2-1 WV 3 WSPK CV
Administration Sets


2450-0007 2450-0007


AS LVP 10 D 3 SS 2 G-3 WSPK CV Administration
Sets


2450-0500 2450-0500


AS LVP SS BAG 20 D LOW SORB 2 SS TEX CV
Administration Sets


24601-B007T 24601B007T


AS LVP 20 D LOW SORB 3 SS CV Administration
Sets


2461-0007 2461-0007


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


Distributor(s): •  Cardinal Health7000 Cardinal Pl, Dublin, OH 43017, United States
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Manufacturer(s): CareFusion A BD Co10020 Pacific Mesa Blvd, San Diego, CA 92121, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, NICU,
Materials Management


Problem:
In an April 10, 2018, Medical Device Safety Notification letter, BD states that it has received reports of users experiencing difficulty or failing to prime
the above administration sets. The pump administration sets require priming before patient use as described in the directions for use. BD also states that it
is during the priming process that this problem can be observed. During priming, when attempting to fill the drip chamber, the drops into the drip
chamber will not be observed once the roller clamp is opened. BD further states that this problem is highly detectable. BD states that an occlusion in the
administration set line can prevent the ability to prime the set, rendering the administration set unusable. The inability to prime can contribute to the delay
of the start of the infusion. BD has received no reports of patient harm as a result of this problem.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the BD April 10, 2018, Medical
Device Safety Notification letter, Customer Response Card, and Attachment 1 from Cardinal Health. BD states that you may continue to use affected
product. To detect this problem during priming:


● Open the administrative set package, remove set and close roller clamp.
● Insert an administrative set spike into the IV bag or bottle and hang the container 20 inches above the pump module.
● Fill the drip chamber to 2/3 full.
● Open the roller clamp.
● Drips into the drip chamber will be very slow or absent.


 
If during priming you experience a difficulty or inability to prime, notify the CareFusion customer advocacy department using the information below. BD
states that in some instances, clinicians may be able to increase the pressure to assist the check valve by gently squeezing the IV bag following these
steps:


1. Begin by removing the IV set from the package, and close the roller clamp.
2. Spike the bag of IV fluid and hang it. Fill the drip chamber 2/3 full.
3. Slowly open the roller clamp and observe if there are drops in the drip chamber indicating that the set is able to prime.
4. If no drops are observed, gently squeeze the bag at the fluid level with one hand once. Observe whether the set is able to prime.
5. If no drops are observed, repeat the gentle squeeze up to three times.


If this method is not effective, discard the administration set and obtain another administration set. For clinical areas administering high-risk infusion,
consider having additional administration sets readily available. Complete the Customer Response Card, and return it to BD. 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:
Cardinal Health
Website: Click here
For recall-related inquiries:
BD support center
Tel.: (888) 562-6018, 7 a.m. to 4 p.m. Pacific time, Monday through Friday
E-mail: supportcenter@bd.com
For adverse event reports:
CareFusion customer advocacy department
Tel.: (888) 812-3266
E-mail: customerfeedback@bd.com
Website: Click here  
Comments:


● ��For the action initiated by BD, see Hazard H0436.
● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we


determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 9. Distributor. BD letter Download
● 2018 May 9. Distributor. Cardinal Health product numbers Download
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http://www.fda.gov/Medwatch/getforms.htm

http://www.fda.gov/MedWatch/report.htm

http://www.fda.gov/MedWatch/report.htm

http://www.cardinalhealth.com/en/about-us/contact-us.html

mailto:supportcenter@bd.com

http://www.bd.com/support/contact/

http://www.bd.com/support/contact/

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634206

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/172926/20180410BDAlarisPumpAdministrationSetsDist_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/172927/CardinalHealthCatalogNumbersDist.pdf
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[High Priority ] - A30654 : Megadyne—Mega Power Electrosurgical Generators: May Cause Patient Burns If Two Devices Are Plugged into the Same Output Port


[High Priority ] - A30654 : Megadyne—Mega Power Electrosurgical Generators: May Cause Patient
Burns If Two Devices Are Plugged into the Same Output Port
Medical Device Ongoing Action
Published: Tuesday, May 22, 2018


UMDNS Terms:
•  Electrosurgical Units [11490]


Product Identifier:
[Capital Equipment]


Product
Megadyne Medical Products Inc
An Ethicon Company
Product No.


Product No. Serial No.


Electrosurgical Generators Mega Power 1000 All


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


Manufacturer(s): Megadyne Medical Products Inc An Ethicon Company11506 S State St, Draper, UT 84020, United States


Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery


Problem: In a May 15, 2018, Urgent Medical Device Correction Notification letter submitted by an ECRI Institute member hospital, Megadyne states
that it has received a report of a burn to a patient caused when two devices were plugged into the same output port (channel) of the above generator.
Megadyne also states that when two devices are plugged into one channel, the generator powers both devices when one of the devices is activated;
therefore, it is possible that exposure to the second activated device may lead to a burn injury to the patient or operator if the second device is not in use
and rested on the patient. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected generators in your inventory. If you have affected generators, verify that you have received the May 15, 2018, Urgent Medical
Device Correction Notification letter from Megadyne. For illustrations to assist you in identifying affected generators, see the product identification tool
in the letter . The firm reminds users to follow the user manual and plug only one device into each channel at a time. Follow patients treated using
affected generators in the usual manner; no additional follow-up is required. Megadyne will provide your facility with an additional label to apply to
affected generators when it becomes available. Notify all relevant personnel at your facility of the information in the letter, forward a copy of the letter to
any facility to which you have further distributed affected product, and post the notice where it is visible to all generator users. 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:
Megadyne/Ethicon customer support center
Tel.: (877) 384-4266, 7:30 a.m. to 6:30 p.m. Eastern time, Monday through Friday
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 18. Member Hospital. Megadyne letter submitted by an ECRI Institute member hospital Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/173574/20180515MegadyneGeneratorClient_Redacted.pdf?option=80F0607

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

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

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

http://www.megadyne.com/contact/

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/173574/20180515MegadyneGeneratorClient_Redacted.pdf
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[High Priority ] - A30648 : Olympus—Model JF-140F Duodenoscopes: Manufacturer Issues New Reprocessing Procedures


[High Priority ] - A30648 : Olympus—Model JF-140F Duodenoscopes: Manufacturer Issues New
Reprocessing Procedures
Medical Device Ongoing Action
Published: Friday, May 18, 2018


UMDNS Terms:
•  Duodenoscopes, Video [17654]
•  Duodenoscopes [11359]


Product Identifier:
[Capital Equipment]


Product Olympus America Inc
Model Serial No.


Duodenoscopes JF-140F All


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


Manufacturer(s): Olympus America Inc3500 Corporate Pkwy, Center Valley, PA 18034-0610, United States


Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Gastroenterology, Central Sterilization Reprocessing


Problem:
In a May 15, 2018, Urgent Safety Notification letter submitted by an ECRI Institute member hospital, Olympus states that it is issuing new reprocessing
procedures, which consist of revised manual cleaning and high-level disinfection procedures, for the above duodenoscopes. The new cleaning procedure
requires additional recess flushing and forceps elevator raising/lowering steps during precleaning, manual cleaning, and manual disinfection. For key
differences in the new reprocessing procedure, see the letter . 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 May 15, 2018, Urgent Safety Notification
letter and Reply Form from Olympus. Implement the new precleaning and high-level disinfection procedure. This procedure does not require additional
equipment for implementation. Ensure that all relevant personnel involved in reprocessing at your facility are completely knowledgeable and thoroughly
trained on the new reprocessing procedure. Complete the Reply Form, and return it to Olympus using the instructions on the form. Olympus states that
the new cleaning procedure involves the use of a new brush, model MAJ-1534. Upon receipt of the completed Reply Form, Olympus will supply your
facility with these new brushes at no charge. If you would like an Olympus endoscopy support specialist (ESS) to visit your facility to assess and observe
your facility's reprocessing methods and provide reprocessing training and education, contact the Olympus technical assistance center (TAC) using the
information below to request a site visit.
For Further Information:
Olympus technical assistance center (TAC)
Tel.: (800) 848-9024 (select option 1), 7 a.m. to 8 p.m. Eastern time, Monday through Friday
Laura Storms, Olympus vice president of regulatory/clinical affairs and quality assurance
Tel.: (484) 896-5688
E-mail: laura.storms@olympus.com
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 18. Member Hospital. Olympus letter submitted by ECRI Institute member hospital (includes reply form) Download
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www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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[High Priority ] - A30634 : Olympus—Model PJF-160 Duodenoscopes: Manufacturer Issues New Reprocessing Procedures


[High Priority ] - A30634 : Olympus—Model PJF-160 Duodenoscopes: Manufacturer Issues New
Reprocessing Procedures
Medical Device Ongoing Action
Published: Thursday, May 17, 2018


UMDNS Terms:
•  Duodenoscopes, Video [17654]
•  Duodenoscopes [11359]


Product Identifier:
[Capital Equipment]


Product Olympus America Inc
Model


Duodenoscopes PJF-160


Geographic Regions: U.S.


Manufacturer(s): Olympus America Inc3500 Corporate Pkwy, Center Valley, PA 18034-0610, United States


Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Gastroenterology, Central Sterilization Reprocessing


Problem:
In a May 11, 2018, Urgent Safety Notification letter submitted by an ECRI Institute member hospital, Olympus states that it is issuing new reprocessing
procedures, which consist of revised manual cleaning and high-level disinfection procedures, for the above duodenoscopes. The new cleaning procedure
requires additional recess flushing and forceps elevator raising/lowering steps during precleaning, manual cleaning, and manual disinfection. For key
differences in the new reprocessing procedure, see the letter .


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the May 11, 2018, Urgent Safety Notification
letter and Reply Form from Olympus. Implement the new precleaning and high-level disinfection procedure. This procedure does not require additional
equipment for implementation. Ensure that all relevant personnel involved in reprocessing at your facility are completely knowledgeable and thoroughly
trained on the new reprocessing procedure. Complete the Reply Form, and return it to Olympus using the instructions on the form. Olympus states that
the new cleaning procedure involves the use of new brushes (models MAJ-1888 and MAJ-1534). Upon receipt of the completed Reply Form, Olympus
will supply your facility with these new brushes at no charge. If you would like an Olympus endoscopy support specialist (ESS) to visit your facility to
assess and observe your facility's reprocessing methods and provide reprocessing training and education, contact the Olympus technical assistance center
(TAC) using the information below to request a site visit.
For Further Information:
Olympus technical assistance center (TAC)
Tel.:  (800) 848-9024 (select option 1), 7 a.m. to 8 p.m. Eastern time, Monday through Friday
Laura Storms, Olympus vice president of regulatory/clinical affairs and quality assurance
Tel.: (484) 896-5688
E-mail: laura.storms@olympus.com
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 16. Member Hospital. Olympus letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2018 May 17. Manufacturer. Manufacturer confirmed information
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

SYMMETRY Olsen Single-Use 

Electrocautery Forceps, Pencils, and Cords

5/21/2018 Symmetry Surgical 2 AttacFAROUK, MAAMOUN TAMER & 

COMPANY

# New

Healthcare facility products and adaptations

Neutral Cleaner Sponges, 3 Enzy Sponges 5/24/2018 MDD Company GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12664N/ANew

Hospital hardware

P.R.O. Matt and ProCair Mattresses 5/24/2018 Joerns Healthcare Limited FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12674Al-Jeel Medical & Trading Co. LTDNew

In vitro diagnostic devices

NEOLISA Chromogranin A Reagents   , 5/22/2018 Euro Diagnostica 2 AttachedSaudi Import Co. Banaja# New

ABL90 FLEX analyzer. 5/24/2018 Radiometer Medical FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12667Salehiya Trading Est.New

ALBAclone Anti-N Murine Monoclonal IgG 

Vials

5/22/2018 Quotient Diagnostics Ltd 2 AttacN/A# New

Cobas 5/27/2018 Roche Diagnostics Corp 2 AttachedFAROUK, MAAMOUN TAMER & COMPANYNew

iChem(R) VELOCITY Urine Chemistry Strips 5/22/2018 Beckman Coulter 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12654Al-Jeel Medical & Trading Co. LTDNew

i-STAT 1 Wireless Analyzers and i-STAT 

Alinity Instruments

5/27/2018 Abbott 2 AttacMedical supplies & Services Co.Ltd 

Mediserv

# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12664
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12674
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12667
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12654



[High Priority ] - A30631 : �Symmetry Surgical—SYMMETRY Olsen Single-Use Electrocautery Forceps, Pencils, and Cords: Sterility May Be Compromised


[High Priority ] - A30631 : �Symmetry Surgical—SYMMETRY Olsen Single-Use Electrocautery
Forceps, Pencils, and Cords: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Wednesday, May 16, 2018


UMDNS Terms:
•  Forceps, Electrosurgical [11502]
•  Electrodes, Electrosurgical, Active, Hand-Controlled [11499]
•  Electrodes, Electrosurgical, Active, Foot-Controlled [16206]


Product Identifier:
[Consumable]


Product Symmetry Surgical
Product No. Lot No. Expiration Date Manufacture Date


SYMMETRY Olsen Bipolar
Cords


87500, 40-1102, 40-1102SPC,
40-1103, 40-1104, 40-1105-28,
40-1105-39, 40-1106-28, 40-
1113, 40-1114, 40-1115-28, 40-
3001R, 40-3003R-39, G-40-1102


All 2018 Apr to 2023 Mar 2013 Apr to 2018 Mar


SYMMETRY Olsen Bipolar
Forceps


20-0311, 20-0311R, 20-0321, 20-
0331, 20-331R, 20-0351, 20-
0361, 20-0361G, 20-0361R, 20-
0371, 20-0371R, 20-0381, 20-
03810, 20-0381R, 20-0411, 20-
0411R, 20-0421, 20-0421R, 20-
0431, 20-04310, 20-431R, 20-
0481, 20-0481R, 20-0491, 20-
0491R, 20-0571IMT, 20-
0572IMT, 20-0573IMT, 20-
0581IMT, 20-0582IMT, 20-
0583IMT, 20-0591IMT, 20-
0592IMT, 20-0593IMT, 20-
1010KI, 20-1030K, 20-1040K,
20-1040KI, 20-1060K, 20-l060K-
28, 20-1060KI, 20-1060KI-28,
20-1070K, 20-1070KI, 20-1080K,
20-1080KI, 20-1080KI-28, 20-
1082K, 20-1082KI, 20-1082KI-
28, 20-1090K, 20-1090KI, 20-
l160KI-28, 20-1162KI, 20-
1190KI, 20-1201K, 20-l203KI,
20-l3l5KI, 20-l320K, 20-l320KI,
20-l325KI, 20-1330K, 20-
1330KI, 20-1340KI, 20-1340KI-
28, 20-1350KI, 20-1350KI-28,
20-1360K, 20-1360K-28, 20-
1360KI, 20-1370K, 20-1370K-28,
20-1370KI, 20-1370KI-28, 20-
1375KI, 20-1380K, 20-1380KI,
20-1381KI, 20-1381KI-28, 20-
1382KI, 20-1384KI, 20-1386KI,
20-1400K, 20-1400K-28, 20-
1400KI, 20-1400KI-28, 20-
1410K, 20-1410KI, 20-1415KI,
20-1420K, 20-1420KI, 20-
1420KI-28, 20-1440K, 20-
1440KI, 20-1440KI-28, 20-
1445K, 20-1445KI, 20-1480K,
20-1480KI, 20-1480KI-28, 20-
1481K, 20-1481K-28, 20-1481KI,
20-1481KI-28, 20-1486KI, 20-
1486KI-28, 20-1490KI, 20-
1520KI, 20-15351, 20-1550KI,
20-1550KI-28, 20-1560KI, 20-
1570KI, 20-1682KI


All 2018 Apr to 2023 Mar 2013 Apr to 2018 Mar


SYMMETRY Olsen Monopolar
Cords


40-2106, 40-2110, 92002 All 2018 Apr to 2023 Mar 2013 Apr to 2018 Mar


SYMMETRY Olsen Monopolar
Forceps


20-2650K, 20-2920K, 20-
2920HK, 20-2960HK


All 2018 Apr to 2023 Mar 2013 Apr to 2018 Mar


SYMMETRY Olsen Monopolar
Pencils


75505, 75530, 75610, 75800,
75810, 75820, 95012


All 2018 Apr to 2023 Mar 2013 Apr to 2018 Mar


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


Manufacturer(s): Symmetry Surgical3034 Owen Dr, Nashville, TN 37013, United States
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Suggested Distribution: Emergency/Outpatient Services, Infection Control, OR/Surgery, Materials Management


Problem:
�In a May 11, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Symmetry Surgical states that the above
products may encroach into the sterile pouch seal, increasing the risk of the seal being compromised. Symmetry Surgical also states that this problem is
introduced during the packaging operation and will not result from shipping or normal handling conditions. Users can determine if a product is acceptable
for use if they visually confirm that the package's contents do not interfere with the packaging seal and that the seal is intact. The manufacturer has not
confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. Products that have the green "QC Approved" label affixed to the outer box are not affected. If you have
affected product, verify that you have received the May 11, 2018, Urgent Medical Device Recall letter from Symmetry Surgical. Before use, inspect each
package and the sterile seal along the periphery of the package in accordance with the instructions for use (IFU). See the images in the letter  for
examples of acceptable and unacceptable conditions. If any packages do not pass inspection, or if you prefer not to perform the inspection, contact
Symmetry Surgical using the information below to receive instructions for product return. U.S. customers should report adverse events or product quality
problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800)
332-0178; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD
20852-9787; or online at the MedWatch website .
For Further Information:
Symmetry Surgical
Tel.: (800) 251-3000, 7:30 a.m. to 5:30 p.m. Central time
Sarah White, Symmetry Surgical customer service manager
Tel.: (800) 251-3000, ext. 35505
TK Butler, Symmetry Surgical, International customer support specialist
Tel.: (800) 251-3000, ext. 35532
E-mail: internationalorders@symmetrysurgical.com
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 15. Member Hospital. May 11, 2018, Symmetry Surgical letter Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/173309/20180511SymmetrySurgicalOlsenClient.pdf?option=80F0607

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

mailto:internationalorders@symmetrysurgical.com

https://www.symmetrysurgical.com/en/content/contact-us

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/173309/20180511SymmetrySurgicalOlsenClient.pdf



MMOqalaa
(A30631) Symmetry Surgical-SYMMETRY Olsen Single-Use Electrocaute.pdf




[High Priority ] - A30611 : Euro Diagnostica—�NEOLISA Chromogranin A Reagents: May Be Susceptible to Biotin Interference


[High Priority ] - A30611 : Euro Diagnostica—�NEOLISA Chromogranin A Reagents: May Be
Susceptible to Biotin Interference
Medical Device Ongoing Action
Published: Wednesday, May 16, 2018
Last Updated: Thursday, May 17, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Tumor Marker, Protein, Chromogranin A [19854]


Product Identifier:
[Consumable]


Product Euro Diagnostica AB
Model


Reagents NEOLISA Chromogranin A


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


Manufacturer(s): Euro Diagnostica ABPO Box 50117, Malmo,  SE-202 11, Sweden


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a March 2018 Advisory Notice Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Euro
Diagnostica states that high intake of biotin (in diet supplements or drugs) may cause biotin interference in the above reagents, potentially yielding falsely
low results. Euro Diagnostica also states that the biotin interference has been measured to biotin levels >10 ng/mL in patient sera, and that intake of the
daily recommended allowance of biotin (0.03 mg serum level 0.5-1.0 ng/mL) does not interfere with the assay result. Euro Diagnostica further states that
this information will be included in an update of the product's instructions for use (IFU) and implemented in batches to be manufactured. 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 March 2018 Advisory Notice Field
Safety Notice letter from Euro Diagnostica. Euro Diagnostica states that the usage of the kit will remain unchanged, but an assessment of patients'
possible high intake of biotin should be considered to ensure a correct evaluation of the test results.
For Further Information:
Euro Diagnostica
Website: Click here
References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Euro Diagnostica: NEOLISA Chromogranin A [online]. London:
Department of Health; 2018 May 14 [cited 2018 May 16]. (Field safety notice; reference no. 2018/005/009/228/014). Available from Internet: 
here .


ECRI Institute Recommendations:
● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we


determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 16. MHRA FSN. 2018/005/009/228/014 Download
● 2018 May 16. MHRA FSN. M2018-55 Download
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http://www.eurodiagnostica.com/index.php?langId=1&amp;headId=131&amp;pageId=131
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https://www.gov.uk/drug-device-alerts/field-safety-notice-07-to-11-may-2018?utm_source=d712ea25-3777-4ad0-a0de-327eab65611d&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/173478/20180514EuroDiagnosticaNEOLISAChromograninAMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/173479/201803EuroDiagnosticaNEOLISAChroograninAMHRA.pdf



MMOqalaa
(A30611) Euro Diagnostica-NEOLISA Chromogranin A Reagen.pdf




[High Priority ] - A30613 : Quotient—��ALBAclone Anti-N Murine Monoclonal IgG Vials: May Yield False-Positive Reactions


[High Priority ] - A30613 : Quotient—��ALBAclone Anti-N Murine Monoclonal IgG Vials: May Yield
False-Positive Reactions
Medical Device Ongoing Action
Published: Wednesday, May 16, 2018
Last Updated: Thursday, May 17, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Immunology, Cell Typing, Monoclonal Antibody [19193]


Product Identifier:
[Consumable]


Product Quotient Ltd
Product No. Lot No. Expiration Date


ALBAclone Anti-N (Murine
Monoclonal IgG) Vials


Z176U V185490 2019 Jun 26


Geographic Regions: U.S.


Manufacturer(s): Quotient Ltd301 S State St Suite S-204, Newtown, PA 18940, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a May 14, 2018, letter submitted by an ECRI Institute member hospital, Quotient states that the above product may yield false-positive reactions.
Quotient also states that this was confirmed through investigation, in which the above product indicated weak false-positive reactions when testing
material previously known to be negative for the N antigen. Quotient also states that the weak false-positive reactivity may affect the safety and efficacy
of the above products.


Action Needed:
�Identify, isolate, and discard any affected product in your inventory. If you have affected product, verify that you have received the May 14, 2018, letter
and Acknowledgment of Receipt form from Quotient. Complete the Acknowledgment of Receipt form, and return it to Quotient using the instructions on
the form. Quotient will contact your facility when replacement product is available. To obtain replacement product, contact the Quotient Biodiagnostics'
technical service department using the information below. Strong N positive 3+ and 4+ results or unequivocal negative results observed with use of the
above reagents should be considered valid; all other results require review.
For Further Information:
Quotient technical service department
Tel.: (888) 228-1990
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 16. Member Hospital. May 14, 2018 Quotient letter submitted by an ECRI Institute member hospital (includes reply 
form) Download


● 2018 May 16. Manufacturer. The manufacturer has confirmed the information provided in the source material.
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[High Priority ] - A30664 : �Abbott—i-STAT 1 Wireless Analyzers and i-STAT Alinity Instruments: May Be Susceptible to a KRACK Attack When Using
Wi-Fi Protected Access Wireless Authentication Protocols


[High Priority ] - A30664 : �Abbott—i-STAT 1 Wireless Analyzers and i-STAT Alinity Instruments:
May Be Susceptible to a KRACK Attack When Using Wi-Fi Protected Access Wireless Authentication
Protocols
Medical Device Ongoing Action
Published: Wednesday, May 23, 2018


UMDNS Terms:
•  Analyzers, Laboratory, Clinical Chemistry [15551]
•  Analyzers, Point-of-Care [18505]


Product Identifier:
[Capital Equipment]


Product Abbott Point of Care
Model List No.


Blood Analyzers i-STAT 1 Wireless (300W) 03P75-XX


i-STAT Alinity Instruments Not listed


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


Manufacturer(s): Abbott Point of Care400 College Rd E, Princeton, NJ 08540, United States


Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology, Point-of-Care Coordination


Problem:
�In a May 2018 Important Product Information letter submitted by an ECRI Institute member hospital, Abbott states that the above analyzers may be
susceptible to a Key Reinstallation Attack (KRACK) when using Wi-Fi Protected Access (WPA, more commonly WPA2) wireless authentication
protocols because of a vulnerability in those protocols. Abbott also states that if the vulnerability is exploited, an unauthorized user may be allowed to
intercept certain wireless communications. Abbott further states that other modes of wireless authentication are not affected by the KRACK vulnerability
and that a successful attack requires both end-points of the wireless communication to have the vulnerability. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
�Identify any affected analyzers in your inventory. If you have affected analyzers, verify that you have received the May 2018 Important Product
Information letter from Abbott. If necessary, use an alternate wireless authentication mode and apply KRACK patches to your network infrastructure.
Abbott will release updates to address the KRACK vulnerability.
For Further Information:
Abbott Point of Care technical support department
Tel.: (844) 256-9531
E-mail: techsvc@apoc.abbott.com
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 22. Member Hospital. Abbott letter submitted by an ECRI Institute member hospital Download
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MMOqalaa
(A30664) Abbott-i-STAT 1.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Liquichek Urine Chemistry Control, Level 2 5/22/2018 Bio Rad. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12650Al-Jeel Medical & Trading Co. LTDNew

Liquid Assayed Specific Protein Controls 5/24/2018 Randox Laboratories Ltd. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12673Bio StandardsNew

MIA FORA NGS HLA Server and Software 

versions 3.0 and 3.1.

5/24/2018 BioArray Solutions Ltd 2 httpsN/ANew

R30855101 - Salmonella paratyphi A-H 

Stained Suspension.

5/24/2018 Remel Inc. 2 httpsMedical supplies & Services Co.Ltd 

Mediserv

New

Thermo Scientific Remel Agglutinating Sera 5/24/2018 Thermo Fisher Scientific Inc. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12666Medical supplies & Services Co.Ltd MediservNew

VERIGENE Enteric Pathogens Nucleic Acid 

Test Cartridges   ,

5/22/2018 Luminex Molecular 

Diagnostics Inc

2 AttacHatem I. Alshedwy Comm. Est.# New

Non-active implantable devices

5o (degree) GENESIS(R) II VALGUS BUSHING 5/24/2018 Smith & Nephew inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12671Smith & Nephew incNew

AMENDIA Omega Lumbar Interbody Fusion 

Device

5/24/2018 Spinal Elements 2 httpsN/ANew

Echo Instrument Case Shell - Outer Case 

Vault Only and 

       Comprehensive Reverse Shoulder 

Instrument - Outer Case Vault Only

5/22/2018 Zimmer Inc….. FSN https

://nc

mdr.s

Isam Economic Co.New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12650
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12673
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12678
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12675
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12666
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12671
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12670
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12647



[High Priority ] - A30603 : Luminex—VERIGENE Enteric Pathogens Nucleic Acid Test Cartridges: May Return Elevated False-Positive Yersinia enterocolitica Results


[High Priority ] - A30603 : Luminex—VERIGENE Enteric Pathogens Nucleic Acid Test Cartridges: May
Return Elevated False-Positive Yersinia enterocolitica Results
Medical Device Ongoing Action
Published: Tuesday, May 15, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Molecular Assay, Infection [19237]


Product Identifier:
[Consumable]


Product Luminex Corp
Product No. Lot No. Distribution Date


VERIGENE Enteric Pathogens (EP)
Test Kits


20-005-023 None listed 2018 Mar 29 to 2018 Apr 5


EP Nucleic Acid Test Cartridges
contained in VERIGENE Enteric
Pathogens (EP) Test Kits


20-006-023 032718023A 2018 Mar 29 to 2018 Apr 5


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


Manufacturer(s): Luminex Corp 12201 Technology Blvd Suite 130, Austin, TX 78727, United States 


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
In a May 8, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Luminex states that it has received reports of 44
false-positive results for Yersinia enterocolitica out of 3,160 of the above cartridges. Luminex also states that it has received no reports of delayed or
unnecessary treatment or adverse events associated with this problem. Luminex further states that no other Luminex products are affected by this recall.
The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and discard any affected cartridges in your inventory. If you have affected cartridges, verify that you have received the May 8, 2018,
Urgent Medical Device Recall letter and Acknowledgment and Receipt Form from Luminex. The firm recommends the following actions:
(1) Remove affected cartridges from the above test kits and from your inventory. The remaining kit components are acceptable for use.
(2) Deface the product labeling, including the UDI, hazard, and product identification labeling, as illustrated in the letter .
(3) Regardless of whether you have affected product, complete the Acknowledgment and Receipt Form and return it to Luminex by e-mail at 
support@luminexcorp.com  or by mail at the above address.
(4) 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:
Luminex customer experience team
Tel.: (877) 785-2323 (U.S. and Canada); (512) 381-4397 (Outside U.S. and Canada)
E-mail: support@luminexcorp.com
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 14. Member Hospital. Luminex letter submitted by an ECRI Institute member hospital Reference No. CAN 0216 (includes reply
form) Download
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MMOqalaa
(A30603) Luminex-VERIGENE Enteric Pathogens Nucleic Acid Test Cartridges.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

GTS Rasp Size +7 / GTS OHST Rasp Size +7 5/23/2018 Zimmer Biomet, Inc. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12657Isam Economic Co.New

LFIT V40 Femoral Heads .. 5/27/2018 Stryker Orthopaedics 2 AttachedZimmo Trading Establishment.# New

Milling Drill D1.5mm 5/23/2018 Alpha- Bio Tec. Ltd. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12663N/ANew

Synthes Torque Limiting Handle 5/24/2018 Synthes GmbH. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12669Johnson & Johnson Medical Saudi Arabia LimitedNew

TC-PLUS Advanced Primary Femoral Trial 5/24/2018 Smith & Nephew inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12665Smith & Nephew incNew

Traction cables for our ulrich medical 

traction cable winch retractors

5/23/2018 Ulrich GmbH & Co. KG FSN httpsIsam Economic Co.New

Various Trauma Guidewires 5/27/2018 Zimmer Biomet, Inc. 2 AttachedIsam Economic Co.# New

Werber Countersink Cannulated for micro 

CBS screws

5/23/2018 Zimmer Biomet, Inc. FSN httpsIsam Economic Co.New

Reusable devices

Aluminum Dewars  , 5/22/2018 Chart Industries Inc 2 AttachedN/A# New

Single-use devices

ARROW Multiple-Lumen Central Venous 

Catheter

5/23/2018 Arrow International Inc FSN httpsGulf Medical Co.New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12657
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12663
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12669
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12665
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12658
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12656
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12662



[High Priority ] - A30674 : Stryker—LFIT V40 Femoral Heads: Taper Lock May Fail


[High Priority ] - A30674 : Stryker—LFIT V40 Femoral Heads: Taper Lock May Fail
Medical Device Ongoing Action
Published: Wednesday, May 23, 2018
Last Updated: Thursday, May 24, 2018


UMDNS Terms:
•  Prostheses, Joint, Hip, Femoral Component  [16095]


Product Identifier:
[Consumable]


Product Stryker Orthopaedics Div Stryker Corp
Catalog No. Manufacture Date


36 mm -5 Offset LFIT Anatomic Cobalt
Chrome (CoCr) V40 Femoral Heads


6260-9-036 2002 Jan 1 to 2011 Mar 4


36 mm +0 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-136 2002 Jan 1 to 2011 Mar 4


36 mm +5 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-236 2002 Jan 1 to 2011 Mar 4


36 mm +10 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-336 2002 Jan 1 to 2011 Mar 4


40 mm -4 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-040 2002 Jan 1 to 2011 Mar 4


40 mm +0 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-140 2002 Jan 1 to 2011 Mar 4


44 mm -4 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-044 2002 Jan 1 to 2011 Mar 4


44 mm +0 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-144 2002 Jan 1 to 2011 Mar 4


Geographic Regions: Australia, Brazil, Canada, Chile, China, France, Germany, India, Italy, Japan, The Netherlands, New Zealand, Poland,
Portugal, Romania, Singapore, South Africa, Spain, Sweden, U.K., U.S.


Manufacturer(s): Stryker Orthopaedics Div Stryker Corp325 Corporate Dr, Mahwah, NJ 07430, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
In a May 22, 2018, Safety Notification letter submitted by ECRI Institute member hospitals, Stryker states that it has received a higher-than-expected
number of reports documenting femoral head/hip stem dissociation for the certain sizes of the above femoral heads. This problem may lead to the
following:


● Dislocation
● Pain associated with implant loosening
● Periprosthetic fracture
● Revision to alleviate a hazardous situation
● Leg length discrepancy
● Loss of mobility secondary to hip/stem trunnion fracture or femoral head/hip stem dissociation
● Pain requiring revision surgery
● Inflammatory response
● Adverse local tissue reaction (ALTR)


Action Needed:
Identify any patients who have been implanted with affected product. For a list of affected lot numbers, see the letter . Verify that you have received the
May 22, 2018, Product Safety Notification letter and Business Reply Form (BRF) from Stryker. The firm recommends that patients implanted with
affected product should continue to be followed per the normal protocol established by their surgeons. Stryker does not recommend changes to the
frequency of the standard follow-up care protocol. Notify all relevant personnel at your facility of the information in the letter. Complete the BRF, and
return it to Stericycle by fax at (888) 861-8582 or by e-mail to Stericycle at strykerortho5940@stericycle.com . Stryker states that product is not required
to be returned,
 
For Further Information:
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Stan Dube, director, Stryker postmarket compliance and quality systems
Tel.: (201) 831-5151
For patient inquiries:
Stryker dedicated call center
Tel.: (888) 644-2548
Website: Click here
Comments:


● For information on previous actions, considered complete by FDA, see Alerts A27151 , A27151 01 , and A27151 02 .
● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we


determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 22. Member Hospital. Stryker letter submitted by ECRI Institute member hospitals. Reference No. 1757583 (includes reply 
form) Download
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[High Priority ] - A30661 : �Zimmer Biomet—Various Trauma Guidewires: Sterility May Be Compromised


[High Priority ] - A30661 : �Zimmer Biomet—Various Trauma Guidewires: Sterility May Be
Compromised
Medical Device Ongoing Action
Published: Monday, May 21, 2018


UMDNS Terms:
•  Guide Wires [11925]


Product Identifier:
[Consumable]


Product Zimmer Biomet
Item No. Expiration Date Distribution Date


2 mm x 60 cm Drill PT Guidewires 469320 < 2028 May 31 2008 Apr to 2018 Apr


2 mm x 60 cm Guidewires w/ Ball
Tip


469020 < 2028 May 31 2008 Apr to 2018 Apr


2 mm x 98 cm Drill PT Guidewires 469340 < 2028 May 31 2008 Apr to 2018 Apr


2 mm x 98 cm Guidewires w/ Ball
Tip


469040 < 2018 May 31 2008 Apr to 2018 Apr


2.8 bl & 3.2 pL 60 cm (L) Guide
Pins PK/2


467265 < 2028 May 31 2008 Apr to 2018 Apr


2.8 bl & 3.2 pL 98 cm (L) Guide
Pins PK/2


467260 < 2028 May 31 2008 Apr to 2018 Apr


3 mm x 60 cm Bead Tip
Guidewires


29402 < 2028 May 31 2008 Apr to 2018 Apr


3.2 mm x 98 cm Drill PT
Guidewires


469360 < 2028 May 31 2008 Apr to 2018 Apr


3.2 mm x 510 mm COCR THO Tip
Wires


14-443053 < 2028 May 31 2008 Apr to 2018 Apr


3.2 mm x 55 cm Ball Tip
Guidewires


469055 < 2028 May 31 2008 Apr to 2018 Apr


3.2 mm x 560 mm COCR THO Tip
Wires


14-441053 < 2028 May 31 2008 Apr to 2018 Apr


3.2 mm x 98 cm Ball Tip
Guidewires


469060 < 2028 May 31 2008 Apr to 2018 Apr


4.4 mm x 80 cm NL Driving
Guides


467220 < 2028 May 31 2008 Apr to 2018 Apr


6 mm x 439 mm Recon Drills
Small Stature


14-443023 < 2028 May 31 2008 Apr to 2018 Apr


Geographic Regions: Argentina, Australia, Canada, Chile, Colombia, Costa Rica, El Salvador, Europe, Japan, Korea, Trinidad and Tobago, U.S.


Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States


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


Problem:
�In a May 16, 2018, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Zimmer Biomet states that the above
guidewires may breach the packaging configuration's sterile barrier, potentially leading to surgical delay or infection that necessitates surgical
intervention (biologic response).


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the May 16, 2018, Urgent
Medical Device Recall letter and Certificate of Acknowledgment form from Zimmer Biomet. Your Zimmer Biomet sales representative will remove
affected product from your facility. Regardless of whether you have affected product, complete the Certificate of Acknowledgment form and return it to
Zimmer Biomet using the instructions on the form. Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at 
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product.experience@zimmerbiomet.com . U.S. customers should report adverse events or product quality problems relating to the use of affected product
to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA
Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch 
website .
For Further Information:
Zimmer Biomet customer service department
Tel.: (574) 371-3071, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: CorporateQuality.PostMarket@zimmerbiomet.com
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 21. Member Hospital. ZFA 2018-00160 (includes reply form) Download
● 2018 May 21. Manufacturer. The manufacturer confirmed the information provided in the source material.


www.ecri.org . Printed from Health Devices Alerts on Sunday, May 27, 2018 Page 2


©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:product.experience@zimmerbiomet.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

mailto:CorporateQuality.PostMarket@zimmerbiomet.com

https://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.html

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/173646/20180516ZimmerBiometTrumaGuideWiresClient_Redacted.pdf



MMOqalaa
(A30661) Zimmer - Various Trauma Guidewires.pdf




[High Priority ] - A30583 01 : Chart—Aluminum Dewars: May Exhibit Vacuum Leak or Failure


[High Priority ] - A30583 01 : Chart—Aluminum Dewars: May Exhibit Vacuum Leak or Failure
Medical Device Ongoing Action
Published: Thursday, May 17, 2018


UMDNS Terms:
•  Flasks, Dewar [15030]


Product Identifier:
[Capital Equipment]


Product
Chart MVE Biological Systems Div
Chart Industries Inc
Serial No.


Part No. Manufacture Date


Chart Aluminum Dewars NPB201750xxxxx, NPB201751xxxxx,
NPB201752xxxxx, NPB201801xxxxx,
NPB201802xxxxx, NPB201803xxxxx,
NPB201804xxxxx, NPB201805xxxxx,
NPB201806xxxxx, NPB201807xxxxx,
NPB201808xxxxx, NPB201809xxxxx,
NPB201810xxxxx


10508967, 10647692,
10650197, 10650200,
10718067, 10719924,
10725435, 10740281,
10742999, 10743027,
10743035, 10743351,
10770455, 10770463,
10770498, 10777411,
10801514, 10817330,
10829621, 10979435,
11005317, 11015195,
11016649, 11025650,
11037378, 11037386,
11064641, 11064659,
11064667, 11366673,
11378746, 11379221,
11492151, 11497948,
11498684, 11507886,
11527730, 11531544,
11531552, 11531579,
11531587, 11531595,
11531608, 11536492,
11541339, 11549357,
11554308, 11647424,
11736179, 11736187,
11736208, 11736216,
11778168, 11778176,
11778184, 11778230,
11838853, 11886450,
11901162, 11901584,
11913497, 11929481,
13101839, 13112765,
13346449, 13490281,
13492631, 13512890,
13571523, 13635355,
13798111, 14656887,
14670312, 14670321,
14796775, 14893049,
20638227, 20639136,
20640380, 20640771,
20668449, 20677294,
20726502, 20726517,
20789363, 20861774,
20875477, 20925284,
20937586, 20947690,
20997044, 20997986,
20999720, 21007470,
21010336, 21036452,
21036453, 21036454,
21099759, 21115938,
21134753, 21134754,
21178824, 9917989, 9918009,
9918039, 9918069, 9918079,
9918099, 9918109, 9918449,
9918479, 9918499, 9918539,
9918999, 9920579, 9920759,
9920769, 9920789, 9920879,
9920899, 9920919, 9921849,
9921979, 9922219, 9922339


Week 50 of 2017 through Week 10 of 2018


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


Manufacturer(s): Chart MVE Biological Systems Div Chart Industries Inc2200 Airport Industrial Drive, Ball Ground, GA, 30107, United States


Suggested Distribution: Clinical/Biomedical Engineering, Facilities/Building Management


Summary:
�Update Reason: U.K. distribution. This Alert provides additional information based on an April 23, 2018, Important Recall Notice letter posted by the
U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) regarding Alert A30583 . The U.K. has been added to the Geographic Regions
field. The manufacturer has not confirmed the information provided in the source material.
Problem:
In an April 27, 2018, letter submitted by an ECRI Institute member hospital, Keen Compressed Gas states that it is initiating a subrecall of the above
products, which were recalled by Chart Industries. In an April 23, 2018, letter, Chart states that the above products may exhibit a vacuum leak and/or
failure because of potential inadequate adhesion of the composite neck to the aluminum unit. Chart also states that this problem appears to be an isolated
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occurrence involving the machine and binding agent used during the manufacturing process. Chart further states that this recall does not pertain to Chart
products manufactured anywhere other than New Prague, MN, United States, and does not pertain to Chart's Stainless Steel Cryogenic freezers. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
�The following actions are those listed in Alert A30583 . Identify, isolate, and discontinue use of any affected products in your inventory. For a full list
of model numbers and descriptions, refer to the  letter . If you have affected product, verify that you have received the letter from Chart. Return affected
product to Chart using the instructions in the letter; Chart will arrange for return shipping. To process the return, contact Chart by e-mail using the
information below. You may also take the following action:


● After following the standard procedures to empty the unit, drill a hole in the retired unit near the serial number. Drilling the unit will assure
that the unit is not returned to service. E-mail or transmit photographic evidence to Chart of compliance with this action, showing the hole
and serial number (as depicted in the image in the letter ). If you are not familiar with how to safely complete the process, return the unit to
Chart.


 
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. Provide Chart with any transfer information, and Chart will coordinate replacement of affected product.
For Further Information:
Chart Industries
E-mail: MVEtankservice@chartindustries.com
Website: Click here
References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Caire (Chart): 04/23/2018 [online]. London: Department of Health; 2018
May 14 [cited 2018 May 17]. (Field safety notice; reference no. 2018/005/004/478/001). Available from Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 17. MHRA FSN. 2018/005/004/478/001 Download
● 2018 May 17. MHRA FSN. April 23, 2018, Chart Medical letter Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Fresh Whole Blood Transfusion Sets and 

Fresh Whole

Blood Donor Sets Containing BD 

Vacutainer EDTA Top Tube

5/21/2018 Combat Medical Systems FSN Attac

hed

N/A# New

Infusion Stopcock Blister Pack Integrity 5/23/2018 Smiths Medical ASD Inc.. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12659MEDICARE DRUG STORE COMPANYNew

Micro Seldinger Kits   , 5/22/2018 Vygon UK Ltd 2 AttachedAl-Jeel Medical & Trading Co. LTD# New

Procedure Kits Containing Galt Introducer 

Sheaths

5/22/2018 AngioDynamics Inc 2 AttacFAROUK, MAAMOUN TAMER & 

COMPANY

# New

Procedure packs containing specific 

introducers (with and without guidewires),

peelaway sheaths and peelaway dilators.

5/23/2018 Kimal plc FSN https

://nc

Gulf Medical Co.New

Procedure Trays Containing BD PosiFlush 

Heparin Lock Flush Syringes and Prefilled 

Normal Saline Syringes

5/22/2018 Merit Medical Systems, Inc.. 2 Attac

hed

Medical Technology Establishment# New

Shadow Holdings Various Remedy Products 5/22/2018 Medline Industries Inc…. 2 AttachedIkar Establishment# New

Southmedic Sterile Disposable Scalpel Rx 

only

5/22/2018 Southmedic Inc 2 httpsHealthcare Systems Trading Est.New

Vascular Solutions Drainer Centesis 

Catheters   ,

5/21/2018 Vascular Solutions Inc 2 AttacMedical Technology Establishment# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12659
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12660
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12653



[High Priority ] - A30641 : Combat Medical—Fresh Whole Blood Transfusion Sets and Fresh Whole Blood Donor Sets Containing BD Vacutainer EDTA Top
             Tubes:� Thiuram May Lead to Release of Carbon Disulfide and Carbonyl Sulfide Gases into Headspace of Tubes;
Manufacturer Updates Instructions for Use


[High Priority ] - A30641 : Combat Medical—Fresh Whole Blood Transfusion Sets and Fresh Whole
Blood Donor Sets Containing BD Vacutainer EDTA Top Tubes:� Thiuram May Lead to Release of
Carbon Disulfide and Carbonyl Sulfide Gases into Headspace of Tubes; Manufacturer Updates
Instructions for Use
Medical Device Ongoing Action
Published: Thursday, May 17, 2018


UMDNS Terms:
•  Tubes, Blood Collection [14183]
•  Blood Administration Sets [10421]
•  Blood Donor Sets [10426]


Product Identifier:
[Consumable]


Product
Combat Medical
Systems
Product No.


National Stock No. BD Part No. Lot No.


Fresh Whole Blood Transfusion
Sets


80-801 6515-01-657-4750 367861 All


Fresh Whole Blood Donor Sets 80-801-D 6515-01-664-0306 367861 All


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 (Vacutainer manufacturer)
Combat Medical Systems5555 Harrisburg Industrial Park Dr, Harrisburg, NC 28075, United States (set manufacturer)


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


Problem:
�In a May 7, 2018, Medical Device Correction Notification for Instructions for Use (IFU) Update letter submitted by an ECRI Institute member hospital,
Combat Medical states that it is updating the IFU of the above sets to caution the user about potential incompatibility during specific laboratory tests with
specific testing apparatus. For information about the problem with the affected BD part, see Alert A30254 . 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 May 7, 2018, Medical Device
Correction Notification for Instructions for Use (IFU) Update letter and copy of the BD March 22, 2018, Medical Device Correction letter.
For Further Information:
Combat Medical customer care service department
Tel.: (855) 428-6074
E-mail: fulfillment@combatmedicalsystems.com
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. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 16. Member Hospital. May 7, 2018, Combat Medical letter Download
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[High Priority ] - A30620 : Vygon—Micro Seldinger Kits: May Contain Unsafe Levels of Bacterial Endotoxins (Pyrogens)�


[High Priority ] - A30620 : Vygon—Micro Seldinger Kits: May Contain Unsafe Levels of Bacterial
Endotoxins (Pyrogens)�
Medical Device Ongoing Action
Published: Thursday, May 17, 2018


UMDNS Terms:
•  Procedure Kit/Trays, Catheterization, Intravenous, Central Vein [16615]


Product Identifier:
[Consumable]


Product Vygon UK Ltd
Product No. Lot No.


Micro Seldinger Kits GII46-057 SI8025037


Geographic Regions: U.K.


Manufacturer(s): Vygon UK LtdPierre Simonet Building V Park Gateway North, SN25 4DL Swindon, England


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Infection Control, Nursing, OR/Surgery, IV Therapy, Materials
Management


Problem:
�In a May 4, 2018, Urgent Field Safety Corrective Action letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Vygon states that the above kits may contain unsafe levels of bacterial endotoxins (pyrogens), which were introduced during the manufacturing process.
Vygon also states that bacterial endotoxins can activate the inflammatory process and produce fever, chills, and hypotension in patients. Vygon further
states that the kit manufacturer has investigated the problem and taken steps to ensure that it does not occur again.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the May 4, 2018, Urgent Field
Safety Corrective Action letter and Fax Back Form from Vygon. Regardless of whether you have affected product, complete the Fax Back Form, and
return it to Vygon using the information on the form. Upon receipt of the completed Fax Back Form, a Vygon representative will contact your facility to
arrange for product return. Forward a copy of the Urgent Field Safety Corrective Action letter to any facility to any facility to which you have further
distributed affected product.
For Further Information:
Tara Pawley, Vygon technical advisor
Tel.: (1793) 748800
E-mail: tara.pawley@vygon.co.uk
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Vygon (UK) Ltd: 5FG Seldinger technique 7cm sheath [online].


London: Department of Health; 2018 May 14 [cited 2018 May 15]. (Field safety notice; reference no. 2018/005/004/601/005). Available
from Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 15. MHRA FSN. 2018/005/004/601/005 Download
● 2018 May 15. MHRA FSN. (includes reply form) Download
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[High Priority ] - A30609 : AngioDynamics—Procedure Kits Containing Galt Introducer Sheaths: Sheaths May Contain Unsafe Levels of Bacterial Endotoxins (Pyrogens)


[High Priority ] - A30609 : AngioDynamics—Procedure Kits Containing Galt Introducer Sheaths:
Sheaths May Contain Unsafe Levels of Bacterial Endotoxins (Pyrogens)
Medical Device Ongoing Action
Published: Thursday, May 17, 2018


UMDNS Terms:
•  Procedure Kit/Trays [28961]
•  Catheter Introducers [34021]


Product Identifier:
[Consumable]


Product AngioDynamics Inc
Distribution Date


Procedure Kits Containing Galt Introducer Sheaths >= 2018 Feb 28


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


Manufacturer(s): AngioDynamics Inc 603 Queensbury Ave, Queensbury, NY 12804, United States (procedure kits manufacturer)
Galt Medical Corp2220 Merritt Dr, Garland, TX 75041, United States (introducer sheath manufacturer)


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Infection Control, Nursing, OR/Surgery, IV Therapy,
Materials Management


Problem:
In a May 10, 2018, Urgent Voluntary Medical Device Recall letter submitted by an ECRI Institute member hospital, AngioDynamics states that Galt has
determined that the introducer sheaths contained in the above procedure kits may contain unsafe levels of bacterial endotoxins (pyrogens) that were
introduced during a manufacturing step. AngioDynamics also states that bacterial endotoxins, also called pyrogenic bacteria, can activate the
inflammatory process and produce fever, chills, and hypotension in a patient. The manufacturer has not confirmed the information provided in the source
material.
 


Action Needed:
Identify, isolate, and discontinue use of any affected kits in your inventory. The reference/catalog number and lot/batch number are located on the
labeling. For a list of affected product provided to your facility, see the Reply Verification Tracking Form attached to the letter sent to your facility. If
you have affected product, verify that you have received the May 10, 2018, Urgent Voluntary Medical Device Recall letter, Reply Verification Tracking
Form, and RMA/address label from AngioDynamics. Regardless of whether you have affected product to return, complete the Reply Verification
Tracking Form and return it to AngioDynamics using the instructions on the form. To obtain replacement product or credit for returned product, contact
the AngioDynamics customer service department by telephone using the information below. Return affected product to AngioDynamics, Attn: Galt Kits
Recall Coordinator, at the address above using the instructions in the letter. 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:
AngioDynamics customer service department
Tel.: (800) 772-6446, 8 a.m. to 7 p.m. Eastern time, Monday through Friday
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 15. Member Hospital. AngioDynamics letter submitted by an ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A30606 : Merit—Procedure Trays Containing BD PosiFlush Heparin Lock Flush Syringes and Prefilled Normal Saline Syringes:
Syringes May Be Contaminated with Serratia marcescens


[High Priority ] - A30606 : Merit—Procedure Trays Containing BD PosiFlush Heparin Lock Flush
Syringes and Prefilled Normal Saline Syringes: Syringes May Be Contaminated with Serratia
marcescens
Medical Device Ongoing Action
Published: Monday, May 14, 2018


UMDNS Terms:
•  Needles, Injection, Intravenous  [12748]
•  Procedure Kit/Trays [28961]


Product Identifier:
[Consumable]


Product Merit Medical Systems Inc
Catalog No. Lot No.


Procedure Trays containing BD PosiFlush Heparin Lock
Flush Syringes and Prefilled Normal Saline Syringes


K10T-04483D T1189975, T1258223, T1267821, T1281994,
T1290447, T1298855, T1307435


K10T-04484F T1193145, T1225259, T1257036, T1264093,
T1272713, T1286081, T1298856


K10T-04541B T1234259, T1267758


K12T-03615 T1185946, T1251722, T1279443


K12T-04166B T1227617, T1289833


K12T-04616D T1246789, T1275859, T1302200


K12T-04978A T1202018, T1271645, T1321186


K12T-05146A T1187077, T1241763, T1279951


K12T-06817A T1267769, T1306744


K12T-07008C T1193899, T1201174, T1257355, T1268270,
T1282713, T1303924


K12T-08696 T1183451, T1205268, T1246556, T1274630,
T1299071, T1311902


K12T-09879 T1202357, T1271065


K12T-09880 T1206504, T1258618, T1282741


Geographic Regions: U.S.


Manufacturer(s): BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States (syringe manufacturer)
Merit Medical Systems Inc1600 W Merit Pkwy, South Jordan, UT 84095, United States (tray manufacturer)


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Infection Control,
Nursing, OR/Surgery, NICU, Pharmacy, IV Therapy, Materials Management


Problem:
�In an April 27, 2018, Urgent Product Recall Notice letter submitted by an ECRI Institute member hospital, Merit states that the above trays contain
PosiFlush heparin lock flush syringes and/or pre-filled normal saline syringes, which were recalled by BD because they may be contaminated with Serrat
ia marcescens. Merit also states that it has received no reports of patient harm or injury associated with the use of affected product.


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 April 27,
2018, Urgent Product Recall Notice letter, Customer Response Form, and copy of the BD April 20, 2018, Urgent Medical Device Recall letter from
Merit. 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. Complete the Customer Response Form, and return it to Merit using the instructions in the letter. Return affected
product, along with a completed copy of the Customer Response Form, to Merit at Merit Medical Systems, 12701 Kingston Ave, Chester, VA 23836,
United States, Attn: RGA by Federal Express 2nd day air using the account number listed in the letter sent to your facility. Reference the assigned return
goods authorization (RGA) number on the outside of the box.
For Further Information:
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Merit customer service department
Tel.: (801) 208-4381
Website: Click here
Comments:


● For information on the action initiated by BD, see Alert A30457 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we


determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 14. Member Hospital. (includes reply form) Download
● 2018 May 14. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A30605 : �Medline—Shadow Holdings Various Remedy Products: May Contain Bacterial Contamination


[High Priority ] - A30605 : �Medline—Shadow Holdings Various Remedy Products: May Contain
Bacterial Contamination
Medical Device Ongoing Action
Published: Tuesday, May 15, 2018
Last Updated: Monday, May 21, 2018


UMDNS Terms:
•  Antimicrobial Cleansers, Gel  [17783]


Product Identifier:
[Consumable]


Product Shadow Holdings
Item No. Lot No.


Various Remedy Products MSC092416 M06416


MSR092416 M06416


MSC092002 M07157


MSC092104 M07558, M07559, M07560


MSC092204 M05864, M06818


MSC092104UNSC M07514


MSC092004 M05879, M07925


MSC092FBC04 M05703


MSC092108 M07839, M07840, M07841, M07842


MSC092008 M05879, M06135


MSC092FBC08 M07476


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


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


Manufacturer(s): Shadow Holdings26421 Ruether Ave, Santa Clarita, CA 91350-2621, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Home Care, Materials Management


Problem:
�In a May 14, 2018, Sub-Recall Immediate Action Required letter submitted by ECRI Institute member hospitals, Medline initiated a subrecall of the
above products, which were recalled by Shadow Holdings because of an unconfirmed but potential risk of bacterial contamination. The distributor has not
confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and destroy any affected product in your inventory. If you have affected product, verify that you have received the May 14, 2018, Sub-
Recall Immediate Action Required letter and Urgent Remedial Action Destruction Form from Medline. Regardless of whether you have affected product,
complete the Urgent Remedial Action Destruction Form, and return it to Medline using the instructions on the form. Upon receipt of the form, Medline
will provide your facility with credit. 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:
Medline
Tel.: (866) 359-1704
Website: Click here
Comments:


● For similar and potentially related actions, see Alert A30314 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we


determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .
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Source(s):


● 2018 May 15. Member Hospital. Medline Recall Reference No. R-18-073 Download
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[High Priority ] - A30632 : �Teleflex—Vascular Solutions Drainer Centesis Catheters: May Contain Unsafe Levels of Bacterial Endotoxins


[High Priority ] - A30632 : �Teleflex—Vascular Solutions Drainer Centesis Catheters: May Contain
Unsafe Levels of Bacterial Endotoxins
Medical Device Ongoing Action
Published: Thursday, May 17, 2018


UMDNS Terms:
•  Catheters, Peritoneal, Percutaneous Drainage [18696]


Product Identifier:
[Consumable]


Product
Vascular Solutions, a Teleflex Medical
company
Product No.


Lot No.


Vascular Solutions Drainer Centesis Catheters 8810 18037128, 18057123


8811 18026062, 18026063


8812 18050076


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


Manufacturer(s): Vascular Solutions, a Teleflex Medical company3015 Carrington Mill Blvd, Morrisville, NC 27560, United States


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


Problem:
�In a May 4, 2018, Urgent Medical Device Recall 1st Notification letter submitted by an ECRI Institute member hospital, Teleflex states that the above
catheters may contain unsafe levels of bacterial endotoxins. Teleflex also states that bacterial endotoxins can activate the inflammatory process and
produce fever, chills, and hypotension in a patient. Teleflex further states that it has received no reports of adverse events associated with 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 May 4,
2018, Urgent Medical Device Recall 1st Notification letter and Recall Acknowledgment Form from Teleflex. Forward a copy of the Urgent Medical
Device Recall 1st Notification letter to any facility to which you have further distributed affected product. Regardless of whether you have affected
product, complete the Recall Acknowledgment Form and return it to Teleflex using the information on the form. Upon receipt of the form, a Teleflex
customer service representative will contact your facility to provide a return good authorization (RGA) number and instructions for product return.
For Further Information:
Teleflex customer service department
Tel.: (866) 396-2111
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 16. Member Hospital. Teleflex letter submitted by an ECRI Institute member hospital (includes reply form) Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

SBED is devoted to receive the adverse event report and feedback information about any medical devices 

malfunction from hospitals and healthcare facilities all around KSA, studying them and collaborative working with 
manufacturers, authorized representatives and distributors to take the right action and assuring the proper safe 
performance.
To see recent recalls kindly visit the following link:

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.

*      Indicates that medical devices subject to  removal and/ or destroyed action. 

* SBED Team Recommend ensuring The listed Distributors in this report as they may differ from the distributors you 
are dealing with

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

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

