
SBED Weekly Update 10-Jul-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 

64 SFDA website
7/2/2018 7/8/2018

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: WU1828

Hospital Name

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

Active Implantable Devices

Merlin PCS Programmer Software 7/2/2018 St. Jude Medical Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12840Al-Jeel Medical & Trading Co. LTDNew

Anaesthetic and respiratory devices

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12840


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

AMBU Ultraseal II Anaesthetic Mask 7/3/2018 Ambu Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12858ABDULREHMAN AL GOSAIBI GTBNew

da Vinci Surgical System 7/3/2018 Intuitive Surgical Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12847Gulf Medical Co.New

SERVOX Silberkanüle 7/3/2018 Servona GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12846N/ANew

Assistive products for persons with disability

 CARLO Patient Lift 7/8/2018 BEKA Hospitec GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12883N/ANew

Earmoulds in use with children under 36 

months

7/3/2018 Starkey Laboratories 2 httpsN/ANew

Zippie Zone Wheelchair 7/3/2018 Sunrise Medical 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12850Al-Enayah CompanyNew

Diagnostic and therapeutic radiation devices

	Enterprise Imaging for Radiology   , 7/5/2018 AGFA Corp. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12859Gulf Medical Co.New

Brilliance 64, Brilliance CT BigBore, 

Brilliance iCT,

Brilliance iCT SP, Ingenuity Core, Ingenuity 

Core128,

Ingenuity CT, and IQon Spectral 

CT                     ,

7/5/2018 Philips Healthcare FSN https

://nc

mdr.

sfda.

gov.s

Philips Healthcare Saudi Arabia Ltd.New

DEFIGARD TOUCH7 7/5/2018 Schiller AG FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12866Medical supplies & Services Co.Ltd MediservNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12858
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12847
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12846
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12883
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12851
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12850
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12859
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12874
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12866


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

MobileDiagnost wDR.. 7/5/2018 Philips Healthcare FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12876Philips Healthcare Saudi Arabia Ltd.New

Patient Supports for Stitching    , 7/4/2018 Philips Healthcare 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12886Philips Healthcare Saudi Arabia Ltd.# New

Philips Ingenuity Core128/Elite China 

728324

7/2/2018 Philips Healthcare 2 httpsPhilips Healthcare Saudi Arabia Ltd.New

Proton Therapy System Proteus 235 (brand 

names: Proteus Plus and Proteus ONE)

7/2/2018 Ion Beam Applications S.A. 2 httpsN/ANew

RADREX-I Wireless X-Ray Detector 

Systems    ,

7/4/2018 Canon Inc 2 AttacN/A# New

RayStation 4.5, RayStation 4.7, RayStation 

4.9 (RayPlan 1),

RayStation 5, RayStation 6 (RayPlan 2), 

RayStation 7 (RayPlan

7) and RayStation 8A (RayPlan 8A)

7/5/2018 RaySearch Laboratories AB FSN https

://nc

mdr.

sfda.

N/ANew

SureSigns VS & VM Monitors, and View 

Station (VSV)

7/5/2018 Philips Healthcare FSN httpsPhilips Healthcare Saudi Arabia Ltd.New

Synapse Cardiovascular (CV) Software  , 7/3/2018 FUJIFILM Medical Systems 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12855FAROUK, MAAMOUN TAMER & COMPANYNew

verschiedene MRT-Systeme 7/3/2018 GE Medical Systems FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12848GE HealthcareNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12876
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12842
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12843
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12875
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12873
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12855
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12848



[High Priority ] - A30907 : Philips—Patient Supports for Stitching: �Footplate May Fall


[High Priority ] - A30907 : Philips—Patient Supports for Stitching: �Footplate May Fall
Medical Device Ongoing Action
Published: Thursday, June 28, 2018


UMDNS Terms:
•  Radiographic Systems, Digital  [18430]


Product Identifier:
[Capital Equipment]


Product Philips Healthcare
Model No.


Patient Support Stands for Stitching NC989001087431


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


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


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging


Problem:
�In a March 21, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Philips
states that if the fixing clamp (hook) is not correctly adjusted into the correct position, the footplate of the above patient supports for stitching may not be
securely held, potentially resulting in the footplate falling and injuring the patient's or operator's foot or leg. Philips states this could occur under the
following conditions:


● The hinges are worn differently on both sides.
● The hook does not hold.
● The operator does not check that the hook securely holds the footplate.
● The footplate falls unexpectedly when touched or during transport.
● A foot or leg is in the target area.
● A foot is in the hazard area.


The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the March 21, 2018, Urgent Field Safety
Notice letter from Philips. Ensure that the hook is in the right position and is locked according to the instructions for use (IFU). Press the hook down until
it is locked. Refer to the images in the letter  for examples of the correct position of the hook. Philips will redesign the affected systems and will provide
sturdier replacement hinges for the floor plate, a modified hook for the floorplate (adapted to new hinges), and a brake cylinder below the floorplate to
minimize kinetic energy. A Philips field service engineer will contact your facility when the field action kit is ready to be implemented. Notify all
relevant personnel at your facility of the information in the Urgent Field Safety Notice letter, and retain a copy of the letter with the equipment IFU.
For Further Information:
Philips U.K. customer care service centre
Tel.: (0870) 5329741 (reference FCO-71200185)
 Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Philips Medical: patient support [online]. London: Department of


Health; 2018 Jun 25 [cited 2018 Jun 26]. (Field safety notice; reference no. 2018/006/020/081/031). 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 Jun 26. MHRA FSN. 2018/006/020/081/031 Download
● 2018 Jun 26. MHRA FSN. Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/175547/20180321PhilipsFootplateMHRA.pdf?option=80F0607

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

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-june-2018?utm_source=bf6136bc-5d95-4c9f-a2b0-d71faba9559f&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-june-2018?utm_source=bf6136bc-5d95-4c9f-a2b0-d71faba9559f&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/175546/20180625MHRACiver.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/175547/20180321PhilipsFootplateMHRA.pdf



MMOqalaa
(A30907) Philips-Patient Supports for Stitchin.pdf




[High Priority ] - A30897 : �Canon—RADREX-I Wireless X-Ray Detector Systems: Software Problem May Cause Loss of Image Data


[High Priority ] - A30897 : �Canon—RADREX-I Wireless X-Ray Detector Systems: Software Problem
May Cause Loss of Image Data
Medical Device Ongoing Action
Published: Monday, June 25, 2018
Last Updated: Tuesday, July 3, 2018


UMDNS Terms:
•  Detectors, X-Ray, Digital Radiography [20791]


Product Identifier:
[Capital Equipment]


For equipment and serial numbers, see the letter sent to your facility.


Product
Canon Medical Systems
Corp
Model


Model No. Software Version


X-Ray Detector Systems RADREX-I DRAD-3000E_/W1, DRAD-3000E_/W2, DRAD-
3000E_/W3, DRAD-3000E_/W4, DRAD-3000E_/W5,
DRAD-3000E_/W6, DRAD-3000E_/W7, DRAD-
3000E_/W8, DRAD-3000E_/W9, DRAD-3000E_/WS


V3.2 to V5.0


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


Distributor(s): •  Canon Medical Systems Canada Inc - CMSCA 75 Tiverton Court Markham, ON L3R 4M8, Canada


Manufacturer(s): Canon Medical Systems Corp 1385 Shimoishigami, Otawara, Tochigi Prefecture 324-8550, Japan


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


Problem:
�In a June 22, 2018, Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Canon states that it received one report
that following use of one of the above systems to perform an examination, the message dialog "System Error [2063]" was displayed. Canon also states
that after a system reboot, the image data was lost. Canon further states that the error is a result of a software problem in the device.


Action Needed:
�Identify any affected devices in your inventory. If you have affected devices, verify that you have received the June 22, 2018, Medical Device Recall
Notification letter and Product Recall Effectiveness Check Form from Canon. Complete the Product Recall Effectiveness Check Form, and return it to
Canon using the instructions on the form. A Canon service representative will contact your facility to arrange to install corrective software when it
becomes available. 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:
Canon local representative
Tel.: (800) 667-2671 (reference your site number)
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 Jun 25. Member Hospital. June 22, 2018, Canon letter submitted by an ECRI Institute member hospital (includes reply 
form) Download


● 2018 Jun 26. Health Canada Recall Listings. Type II. RA-64232 Download
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http://ca.medical.canon/contactus.htm

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/175897/20180622CanonXRaySystemsClient2.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/175898/20170815ToshibaRadrexIXRayDetectorsHC.pdf



MMOqalaa
(A30897) Canon-RADREX-I Wireless X-Ray Detector Syste.pdf



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

VISERA ELITE II VIDEO SYSTEM CENTER 

OLYMPUS

7/5/2018 Olympus Winter & IBE GmbH FSN httpsSalehiya Trading Est.New

Electro mechanical medical devices

5008 CorDiax HD-PAED option 7/5/2018 Fresenius Medical Care. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12877Fresenius Medical Care GmbHNew

Dermatome AN 7/2/2018 Zimmer Inc….. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12838Isam Economic Co.New

Dermatome AN 7/4/2018 Zimmer Inc….. 2 AttachedIsam Economic Co.# Update

HLD Systems 600 Series Washer/Pasteurizer 7/2/2018 Cenorin 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12837N/ANew

Mega Power Electrosurgical Generators 7/5/2018 Megadyne Medical Products Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12870Johnson & Johnson Medical Saudi Arabia LimitedUpdate

MyCareLink Patient Monitors 7/8/2018 Medtronic SA FSN AttachedMedtronic Saudi Arabia# New

NxStage Express Fluid Warmer 7/3/2018 NxStage Medical, Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12852REDWAN MEDICAL SERVICESNew

SIGMA SPECTRUM V6 Platform Infusion 

Pumps  ,

7/4/2018 Baxter Corp Canada 2 AttacBaxter AG# New

SureStore Endoscope Conditioning Systems 7/8/2018 Cantel Medical FSN AttachedN/A# New

THERA treatment tables   , 7/8/2018 Frei AG Aktive Reha FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12882N/ANew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12869
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12877
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12838
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12837
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12870
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12852
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12882



[High Priority ] - A30909 : �Zimmer Biomet—Dermatome AN Handpieces: Control Bar and/or Width Plate May Be Loose


[High Priority ] - A30909 : �Zimmer Biomet—Dermatome AN Handpieces: Control Bar and/or Width
Plate May Be Loose
Medical Device Ongoing Action
Published: Tuesday, June 26, 2018


UMDNS Terms:
•  Dermatomes, Pneumatic [22129]


Product Identifier:
[Capital Equipment]


Product Zimmer Biomet
Item No. Lot No. Serial No.


Dermatome AN Handpieces 88710100 63578134 700141, 700142, 700143,
700144, 700145, 700146,
700147, 700148, 700149,
700150, 700151, 700152,
700153, 700154, 700155,
700156, 700157, 700158,
700159, 700160


88710100 63578135 700161, 700162, 700164,
700165, 700167, 700171,
700172, 700174, 700175, 700177


88710100 63592351 700182, 700183, 700184,
700185, 700186, 700187,
700191, 700193, 700194,
700195, 700197, 700198


88710100 63618116 700201, 700202, 700203,
700205, 700206, 700207,
700208, 700209, 700211,
700216, 700218, 700219


88710100 63646910 700221, 700222, 700224,
700226, 700227, 700228,
700229, 700230, 700231, 700233


88710100 63817639 700243, 700250


Geographic Regions: Australia, Canada, China, Europe, U.S.


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


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Dermatology


Problem:
In a June 8, 2018, Urgent Medical Device Recall letter, Zimmer Biomet states that the above handpieces may have a loose control bar, potentially
compromising the ability to control the thickness of the graft. Zimmer Biomet also states that the above handpieces may have a loose width plate,
potentially resulting in an imperfect, yet still usable, graft if the problem is not detected. Zimmer Biomet further states that these problems may lead to the
following potential risks:


● Loose control bar:
● Harvesting a skin graft of a thickness much greater than intended such that it is described as patient gouged
● Prominent scarring caused by gouging


● Loose width plate:
● Minor delay of surgery to retrieve a replacement device
● The graft may be suboptimal, but usable.


Health Canada states that Zimmer Biomet initiated a recall on June 12, 2018.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the June 8, 2018, Urgent
Medical Device Recall letter, Inventory Return Certification form, and Certificate of Decontamination form from Zimmer Biomet, or that you have been
otherwise contacted by the firm. To return affected product, request an RGA number for each unit by contacting Zimmer Biomet by telephone at (800)
830-0970 or by e-mail at dover.repairs@zimmerbiomet.com . Return affected product, along with a completed copy of the Certificate of
Decontamination form, to Zimmer Biomet. Mark the outside of the returned cartons with "RECALL" and the RGA number. Report any adverse events
associated with the use of affected product to Zimmer Biomet by e-mail at SurgicalRegulatoryReporting@zimmerbiomet.com . U.S. customers should
also report adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by
telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration,
HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
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mailto:dover.repairs@zimmerbiomet.com

mailto:SurgicalRegulatoryReporting@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





For Further Information:
Zimmer Biomet customer service department
Tel.: (800) 830-0970, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: CorporateQuality.PostMarket@zimmerbiomet.com
Website: Click here


�References:
● Health Canada. Recalls and safety alerts. Dermatome An handpiece [online]. 2018 Jun 22 [cited 2018 Jun 26]. Available from Internet: Cli


ck 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 Jun 26. Health Canada Recall Listings. Type II. RA-67102 Download
● 2018 Jun 26. Manufacturer. The manufacturer confirmed the information provided in the source material.
● 2018 Jun 26. Manufacturer Letter. ZFAs 2018-00215 & 2018-00170 (includes reply form) Download
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mailto:CorporateQuality.PostMarket@zimmerbiomet.com

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

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/67102r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/67102r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/67102r-eng.php

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/175518/20180622ZimmerBiometDermatomeAnHandpieceHC.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/175556/20180608ZimmerBiometDermatomeANMFR.pdf



MMOqalaa
(A30909) Zimmer Biomet-Dermatome AN Handpiec.pdf




[High Priority ] - A30955 : Medtronic—MyCareLink Patient Monitors: May Be Susceptible to Vulnerability Allowing Access to Operating System and/or
Causing Device to Read and Write Arbitrary Memory Values


[High Priority ] - A30955 : Medtronic—MyCareLink Patient Monitors: May Be Susceptible to
Vulnerability Allowing Access to Operating System and/or Causing Device to Read and Write
Arbitrary Memory Values
Medical Device Ongoing Action
Published: Thursday, July 5, 2018


UMDNS Terms:
•  Information Systems, Data Management, Home Care  [18118]


Product Identifier:
[Capital Equipment]


Product Medtronic Inc
Model Model No. Version


Patient Monitors MyCareLink 24950, 24952 All


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


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


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Information Technology, Home Care


Problem:
In a June 28, 2018, Advisory, the U.S. Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that the above systems may have
a vulnerability that allows privileged access to the monitor’s operating system; however, physical access to the MyCareLink monitor is required.
Additionally, these vulnerabilities may allow a MyCareLink monitor, when operated within close physical proximity of an implantable cardiac device, to
read and write arbitrary memory values of that device. The affected systems contain a hard-coded operating system password. An attacker with physical
access can remove the case of the device, connect to the debug port, and use the password to gain privileged access to the operating system. The systems
contain debug code meant to test the functionality of the monitor's communication interfaces, including the interface between the monitor and
implantable cardiac device. An attacker with physical access to the device can apply the other vulnerabilities within this advisory to access this debug
functionality. This debug functionality provides the ability to read and write arbitrary memory values to implantable cardiac devices via inductive or
short-range wireless protocols. An attacker with close physical proximity to a target implantable cardiac device can use this debug functionality. 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 reviewed the  June 28, 2018, ICS-CERT Advisory .
Medtronic will release several rolling over-the-air product updates that will mitigate the vulnerabilities described above. These updates will be applied to
devices automatically as part of standard, reoccurring update processes. In addition, Medtronic has increased security monitoring of affected devices and
related infrastructure. Medtronic recommends that users take additional defensive measures to minimize the risk of exploitation of these vulnerabilities.
Specifically, users should:


● Maintain good physical controls over the home monitor as the best mitigation to these vulnerabilities.  
● Use only home monitors obtained directly from their healthcare provider or a Medtronic representative to ensure integrity of the system. 
● Report any concerning behavior regarding their home monitor to their healthcare provider or a Medtronic representative. 


For additional patient-focused information, see Medtronic's website . National Cybersecurity and CommunicationsIntegration Center (NCCIC)
recommends that users take defensive measures to minimize the risk of exploitation of these vulnerabilities. Specifically, users should:


● Minimize network exposure for all control system devices and/or systems, and ensure that they are not accessible from the Internet .
● Locate control system networks and remote devices behind firewalls, and isolate them from the business network.
● When remote access is required, use secure methods, such as virtual private networks (VPNs), recognizing that VPNs may have


vulnerabilities and should be updated to the most current version available. Also recognize that a VPN is only as secure as the connected
devices.


NCCIC reminds organizations to perform proper impact analysis and risk assessment before deploying defensive measures. NCCIC also provides a
section for control systems security recommended practices  on the ICS-CERT web page. Several recommended practices are available for reading and
download, including Improving Industrial Control Systems Cybersecurity with Defense-in-Depth Strategies . Additional mitigation guidance and
recommended practices are publicly available on the ICS-CERT website  in the Technical Information Paper, ICS-TIP-12-146-01B--Targeted Cyber
Intrusion Detection and Mitigation Strategies . Organizations observing any suspected malicious activity should follow their established internal
procedures and report their findings to NCCIC for tracking and correlation against other incidents. No known public exploits specifically target these
vulnerabilities. These vulnerabilities are not exploitable remotely. High skill level is needed to exploit.
 
For further Information:
NCCIC
Tel.: (888) 282-0870
E-mail: NCCICCUSTOMERSERVICE@hq.dhs.gov
Website: Click here
Medtronic 
Website: Click here


�References:
● United States. Department of Homeland Security. Industrial Control Systems Cyber-Emergency Response Team. Advisory. Medtronic


MyCareLink patient monitor [online]. 2018 Jun 28 [cited 2018 Jul 5]. Available from Internet: Click here .
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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 Jul 5. ICS-CERT reference no. ICSMA-18-179-01 Download
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[High Priority ] - A30917 : Baxter—SIGMA SPECTRUM V6 Platform Infusion Pumps: Flow Rate Test Verification May Have Been Performed for Less than Required Run Time


[High Priority ] - A30917 : Baxter—SIGMA SPECTRUM V6 Platform Infusion Pumps: Flow Rate Test
Verification May Have Been Performed for Less than Required Run Time
Medical Device Ongoing Action
Published: Wednesday, June 27, 2018


UMDNS Terms:
•  Infusion Pumps, Multitherapy [13215]
•  Infusion Pumps, Multitherapy, Large Volume [28057]
•  Infusion Pumps, Multitherapy, Large Volume, Single-Channel [27889]


Product Identifier:
[Capital Equipment]


For affected serial numbers, see Attachment A of the letter sent to your facility.


Product Baxter Healthcare Corp
Model Service Release Date Product No.


Infusion Pumps SIGMA SPECTRUM V6 Platform 2018 Jan 8 to 2018 Apr 9 35700BAX


Geographic Regions: U.S.


Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States


Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Nursing, Oncology, Home Care, IV Therapy


Problem:
In a June 21, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Baxter states that one service center did not
properly execute flow rate testing on certain SIGMA SPECTRUM infusion pumps before release. Baxter also states that the flow rate test verification,
which is designed to evaluate the pump's ability to maintain flow rate accuracy over time, was performed for less than the required minimum run time.
Baxter further states that improperly performed flow rate testing may not identify problems with pumps that could cause inaccuracies in flow rates which,
in turn, could lead to over- or underinfusion. Baxter states that any potential risk to the patient arising from an over- or underinfusion would depend on
a number of factors, including the medication being infused, the volume of fluid being infused, the rate of infusion, the route of administration, and
patient comorbidities. Baxter also states that, depending on these factors, over- or underinfusion could result in serious adverse health consequences.
Baxter further states that it has received no report of serious injury associated with this problem.
 


Action Needed:
Locate affected pumps at your facility. Baxter states that if your facility has affected devices, a list of these affected serial numbers was sent directly to
your facility. Baxter states that 158 units are affected. Baxter is requesting the return of all pumps that received improper flow rate testing and were
subsequently released from this service center to ensure that proper testing is performed. To arrange for device return, contact Baxter Healthcare Medina
by telephone using the information below with your Baxter 8-digit ship-to account number, product code, serial number(s), and quantity of pumps to be
returned. If you received a Customer Reply Form directly from Baxter, complete and return it to Baxter using the instructions on the form. If you did not
receive a letter and reply form directly from Baxter, do not return a reply form to Baxter. Notify all relevant personnel at your facility of the information
in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Report any adverse reactions or quality
problems associated with the use of affected product to Baxter product surveillance by telephone at (800) 437-5176, 8 a.m. to 5 p.m. Central time,
Monday through Friday, or by e-mail at corporate_product_complaints_round_lake@baxter.com ( click here ). U.S. customers should also report
adverse reactions or 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 MedWatch, Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
 
For Further Information:
Baxter sales representative, or
Baxter Healthcare Medina
Tel.: (800) 356-3454, 7 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 Jun 26. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FA-2018-025 Download
● 2018 Jun 27. Manufacturer. Baxter confirmed the information provided in the source material.
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[High Priority ] - A30953 : �Cantel—SureStore Endoscope Conditioning Systems: Manufacturer Updates Instructions for Use to Prevent Mucosal Blanching in Patients


[High Priority ] - A30953 : �Cantel—SureStore Endoscope Conditioning Systems: Manufacturer
Updates Instructions for Use to Prevent Mucosal Blanching in Patients
Medical Device Ongoing Action
Published: Tuesday, July 3, 2018


UMDNS Terms:
•  Cabinets, Storage, Endoscope  [20597]
•  Washer/Decontamination Units, Endoscopic Channel Flushing [24096]


Product Identifier:
[Capital Equipment]


Product Cantel Medical (UK) Ltd
Model


Endoscope Conditioning Systems SureStore


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


Manufacturer(s): Cantel Medical (UK) LtdWolseley House Dyson Way, Beaconside,  ST18 0GA, England


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


Problem:
�In a June 26, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Cantel states
that a very small number of patients undergoing an endoscopy procedure have exhibited signs of mucosal "blanching" when the water channel of
endoscopes conditioned with the above systems were activated to expel fluid onto the scope lens and to remove debris from the scope view. Cantel also
states that the reason for this problem is because the endoscope retains a small amount of hydrogen peroxide solution (N-Sure) used to condition and
maintain the high-level state of disinfection following preparation before use on a patient. In order to condition the scope before packing and to maintain
the high-level state of disinfection within the package, the SureStore system injects N-Sure (1.5% aqueous hydrogen peroxide solution) through each
channel of the flexible endoscope. The channels are then purged with HEPA-filtered air to remove any excess fluid. Cantel further states that it has
received no reports of long-term tissue damage or adverse effects on patient health and welfare other than requiring the procedure to be repeated at a later
date. 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 June 26, 2018, Urgent Field Safety
Notice letter and Field Correction Effectiveness Check Form from Cantel. Complete the Field Correction Effectiveness Check Form, and return it to
Cantel by e-mail using the contact information below or by mail using the address above. Cantel has updated the affected product's instructions for use
(IFU) with the below text, also found on page 9 of the revised IFU:


● "After unpacking an endoscope which has been conditioned using the SureStore system, flush all endoscope channels for a minimum of 20
seconds prior to use on a patient. Users should refer to the instrument manufacturer's instructions for use for guidance in the preparation of
the endoscope."


 
Cantel recommends that users replace their current version of the IFU with the updated version [50098-1027-EN REV B (IFU-061 REV 7], which will
also be automatically sent as a separate attachment once the Field Correction Effectiveness Check Form has been signed. Additional copies can be
obtained from the Cantel Customer Box location, Cantel customer service, or your facility's local clinical advisor. 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:
Richard Manford, Cantel
E-mail: UK-Quality@cantelmedical.co.uk
Website: Click here
References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Cantel Medical: SureStore [online]. London: Department of Health;
2018 Jul 2 [cited 2018 Jul 3]. (Field safety notice; reference no. 2018/006/026/081/010). 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 Jul 3. MHRA FSN. 2018/006/026/081/010 Download
● 2018 Jul 3. MHRA FSN. Reference No. 18-01-053 (includes reply form) Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Visualase Thermal Therapy Systems     , 7/4/2018 Medtronic SA 2 AttachedMedtronic Saudi Arabia# New

In vitro diagnostic devices

ABL800 7/5/2018 Radiometer America Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12867Salehiya Trading Est.New

ABL800.. 7/5/2018 Radiometer America Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12868Salehiya Trading Est.New

BACT/ALERT® VIRTUO® Microbial 

Detection System

7/5/2018 bioMerieux Inc FSN httpsAl-Jeel Medical & Trading Co. LTDNew

FilmArray Blood Culture Identification 

(BCID) Panel

7/5/2018 BioFire Diagnostics Inc FSN httpsAl-Jeel Medical & Trading Co. LTDUpdate

IVDD Mentype MycoDerm Lateral Flow Kits 7/4/2018 Biotype Diagnostik GmbH 2 AttachedN/A# New

Thermo Scientific™ QMS™ Calibrator and 

Associated Teicoplanin Reagent

7/5/2018 Microgenics Corp. FSN httpsABDULLA FOUAD HOLDING 

COMPANY

New

Non-active implantable devices

Ankle Arthrodesis Nail / Proximal Humeral 

Nail

7/3/2018 Stryker Communications FSN httpsAl-Faisaliah Medical SystemNew

Cannulated Driver Handles 7/5/2018 Trilliant Surgical Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12878N/ANew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12867
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12868
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12860
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12862
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12861
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12844
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12878



[High Priority ] - A30889 : Medtronic—Visualase Thermal Therapy Systems: Manufacturer Provides Suggested Techniques for Stereotactic Laser Amygdalohippocampotomy Use


[High Priority ] - A30889 : Medtronic—Visualase Thermal Therapy Systems: Manufacturer Provides
Suggested Techniques for Stereotactic Laser Amygdalohippocampotomy Use
Medical Device Ongoing Action
Published: Friday, June 22, 2018


UMDNS Terms:
•  Radiofrequency Therapy Systems, Tissue Ablation, Interstitial [18808]


Product Identifier:
[Capital Equipment]


Product Medtronic Navigation Inc
Model Product No.


Thermal Therapy Systems Visualase 9735542


Geographic Regions: Germany, Israel, U.S.


Manufacturer(s): Medtronic Navigation Inc826 Coal Creek Circle, Louisville, CO 80027, United States 


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Risk Management/Continuous Quality Improvement, Neurology


Problem:
�In a June 15, 2018, letter submitted by an ECRI Institute member hospital, Medtronic states that it is working with FDA's Center for Devices and
Radiological Health (CDRH) to provide suggested techniques for physicians who use the above systems to target the hippocampus and amygdala for
stereotactic laser amygdalohippocampotomy. Medtronic also states that the suggested techniques were collaboratively developed among neurosurgical
experts in the firm's Stereotactic Laser Ablation for Temporal Lobe Epilepsy (SLATE) study.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the June 15, 2018, letter and Suggested
Techniques (Attachment A) from Medtronic. If you do not perform amygdalohippocampotomy procedures, disregard the communication. If you do
perform amygdalohippocampotomy procedures, review and retain the Suggested Techniques in Attachment A of the letter . Medtronic also emphasizes
the importance of the following mitigating strategies, which were communicated in a June 1, 2018, letter (see Alert A30770) : 


● Place the low temperature targets on nearby critical structures, and set the temperature limit to 43°C or less to mitigate the risk of
unintended damage on these critical structures. The current software default for the low temperature limit is 50°C, and this threshold can be
manually adjusted before ablation.


● The saline pump should remain on throughout thermal monitoring, including when the laser is on and after it is shut off, until the tissue has
cooled back to baseline temperature.


For Further Information:
Medtronic technical services department
Tel.: (800) 595-9709
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 Jun 22. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital Download
● 2018 Jun 22. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A30925 : Biotype—�IVDD Mentype MycoDerm Lateral Flow Kits: Lateral Flow Strips May Yield False-Positive Results


[High Priority ] - A30925 : Biotype—�IVDD Mentype MycoDerm Lateral Flow Kits: Lateral Flow Strips
May Yield False-Positive Results
Medical Device Ongoing Action
Published: Wednesday, June 27, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Microbiology, Fungi/Yeast, Identification, Blastomyces dermatitidis [22464]
•  IVD Test Reagent/Kits, Molecular Assay, Infection, Fungi/Yeast, Blastomyces dermatitidis [19597]
•  IVD Test Reagent/Kits, Molecular Assay, Infection, Fungi/Yeast, Blastomyces dermatitidis, rRNA [22453]


Product Identifier:
[Consumable]


Product Biotype Diagnostic GmbH
Catalog No. Lot No.


IVDD Mentype MycoDerm Lateral Flow Kits PCR 1: 45-17611-050, PCR 2: 45-17612-050, PCR 3: 45-
17613-050


DERM00782 - DERM00802, DERM00804
- DERM00806, DERM00808 - DERM00815
, DERM00817 - DERM00821, DERM00823
- DERM00826, DERM00829, DERM00831
- DERM00833, DERM00836 - DERM00837
, DERM00840 - DERM00842, DERM00844
- DERM00849


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


Manufacturer(s): Biotype Diagnostic GmbHMoritzburger Weg 67, D-01109 Dresden, Germany


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a May 23, 2018, Urgent Field Safety Notice and Corrective Action letter posted by the German Federal Institute for Drugs and Medical Devices
(BfArM), Biotype states that the lateral flow strips contained in the above kits may, depending on color intensity, produce unspecific detection lines that
may be misinterpreted as false-positive results. Biotype also states that the conduct of negative control experiments (development of lateral-flow strips
with the corresponding lateral-flow buffer and no-template control PCR or without PCR products) revealed weak and non-homogeneous color
precipitates at the first detection line, which is close to the conjugate pad of the lateral-flow strip. This unspecific detection line may be misinterpreted as
a false-positive result. The following test parameters are affected:


● Trichophytum rubrum (PCR 1)
● T. benhamiae, T. erinacei and T. verrucosum (PCR 2)
● Microsporum audounii (PCR 3)


 
Biotype further states that this problem is exclusively related to the lateral flow strips (lot number CH1701471); no other parts of the above kits are
affected. 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. Dispose of affected product in accordance with national and local safety
and environmental regulations. If you have affected product, verify that you have received the May 23, 2018, Urgent Field Safety Notice and Corrective
Action letter and Acknowledgment of Receipt Form from Biotype. Complete the Acknowledgment Form, indicating whether your facility needs
replacement kits, and return it to Biotype using the instructions on the form. If affected product was used, Biotype recommends that corresponding results
be reviewed with your facility's laboratory and/or medical director. Biotype states that the affected kits are exclusively distributed in Germany. PCR 1 is
used at first to verify, besides microscopy and microbial culture, the major fungal infections of skin, nails, and hairs in Germany. T. rubrum is the major
dermatophyte in sensu strico detected in Europe. PCR 1 comprises, at Position 4 after the conjugate pad, an additional line for the group-specific
detection of dermatophytes in sensu strico Trichophytum, Microsporum, Epidermophyton, and Nannizzia (TMEN-Zone). The TMEN-Zone verifies true
positive T. rubrum, which must be positive (at the intensity range of unspecific precipitates in Detection Zone 1 of the affected lots) within Detection
Zones 1 and 4 respectively. Therefore, generally false-positive fungal infections in accordance with the claimed T. rubrum performance data of PCR 1
can be excluded. PCR 2 and PCR 3 are downstream tests to differentiate TMEN-positive, but T. rubrum-negative results. The affected parameters of PCR
2 and PCR 3 are rarely detected in Germany. However, Biotype recommends that the corresponding test results be carefully considered with the affected
kit lot numbers along with medical anamnesis, microscopy, and/or microbial culture. 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:
Anja Seiler, Biotype
Tel.: (0351) 8838411
E-mail: aseiler@biotype.de
Website: Click here
References:


Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Mentype® MycoDermQS Lateral Flow by Biotype
Diagnostic GmbH [online]. 2018 Jun 22 [cited 2018 Jun 27]. Available from Internet: Click here .


Comments:
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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 Jun 27. BfArM (Germany). May 34, 2018, Biotype letter (includes reply form) Download
● 2018 Jun 27. BfArM (Germany). 06458/18 Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

CORAIL Cementless Femoral Stem HA 

Coated Standard

Size 11 and Size 12

7/3/2018 DePuy Ireland UC FSN https

://nc

Johnson & Johnson Medical Saudi 

Arabia Limited

New

FPS Depth Gauges 7/8/2018 Ortho Solutions FSN AttachedN/A# New

LEGION HK TIBIAL BASE S. 5 LEFT 7/3/2018 Smith & Nephew inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12845Smith & Nephew incNew

PALACOS® and COPAL® bone cements 7/8/2018 Heraeus Medical GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12881Al Amin Medical Instruments Co. Ltd.New

Phoenix Femoral Nail System Antegrade 

Femoral Connecting Bolts  ,

7/4/2018 Zimmer Inc….. 2 AttacIsam Economic Co.# New

QuikFlap Neuro Implants 7/2/2018 Stryker Leibinger GmbH & Co.KG 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12839Zimmo Trading Establishment.New

Ophthalmic and optical devices

Safety Sideport Knife 7/5/2018 Beaver Visitec International Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12865Al Amin Medical Instruments Co. Ltd.New

Reusable devices

Drill Sleeve Guides      , 7/4/2018AD-TECH Medical Instrument Corporation 2 AttachedAl-Nozha Medical Est# New

MAYFIELD Spine Table Adapters and 

Various ​Infinity XR2 Base Units

7/8/2018 Integra LifeSciences FSN AttacBio Standards# New

OTE-02 Electrocardiograph Trolleys     , 7/4/2018 Fukuda Denshi 2 AttachedAL-MIRA CENTRE FOR TRADING COMPANY LIMITED# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12849
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12845
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12881
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12839
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12865



[High Priority ] - A30951 : �OrthoSolutions—FPS Depth Gauges: PET Material May Crack with Long-Term Usage


[High Priority ] - A30951 : �OrthoSolutions—FPS Depth Gauges: PET Material May Crack with Long-
Term Usage
Medical Device Ongoing Action
Published: Thursday, July 5, 2018


UMDNS Terms:
•  Prosthesis Implantation Instruments, Orthopedic [13180]


Product Identifier:
[Consumable]


Product Ortho Solutions Ltd
Lot No.


2.7 x 3.5 mm Foot Plating System (FPS) Depth Gauges 65599, 67612, 67530


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


Manufacturer(s): Ortho Solutions LtdWest Station Business Park, Maldon, CM9 6FF, England


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem: In a June 18, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
OrthoSolutions states that the polyethylene terephthalate (PET) material of the above depth gauges may crack with long-term use. OrthoSolutions also
states that affected product is more likely to break following sterilization processes and that this problem could delay surgery. The manufacturer has not
confirmed the information provided in the source material.


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the June 18, 2018, Urgent Field
Safety Notice and Field Safety Corrective Action Declaration Form from OrthoSolutions. Notify all relevant personnel at your facility of the information
in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to which you have further distributed affected product. An
OrthoSolutions business development manager will contact your facility to arrange for the isolation and removal of unused affected product. Replacement
product will be made available. Upon removal of the affected product, complete the Field Safety Corrective Action Declaration Form and return it to
OrthoSolutions.
For Further Information:
Jesin Synthee, OrthoSolutions regulatory manager
Tel.: 44 (1621) 874378
E-mail: jesin.synthee@orthosol.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Ortho Solutions: FPS 2.7/3.5MM depth gauge [online]. London:


Department of Health; 2018 Jun 25 [cited 2018 Jul 2]. (Field safety notice: reference no. 2018/006/021/601/008). Available from Internet: 
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 Jul 2. MHRA FSN. 2018/006/021/601/008 Download
● 2018 Jul 2. MHRA FSN. June 18, 2018 OrthoSolutions letter posted by MHRA, OrthoSolutions Ref: CAPA 019-17 Download
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[High Priority ] - A30881 : �Zimmer Biomet—Phoenix Femoral Nail System Antegrade Femoral Connecting Bolts: May Have Been Manufactured with
Incorrect Material, Potentially Leading to Fracturing


[High Priority ] - A30881 : �Zimmer Biomet—Phoenix Femoral Nail System Antegrade Femoral
Connecting Bolts: May Have Been Manufactured with Incorrect Material, Potentially Leading to
Fracturing
Medical Device Ongoing Action
Published: Tuesday, June 26, 2018


UMDNS Terms:
•  Bolts, Bone [16077]
•  Nails, Bone [16078]


Product Identifier:
[Consumable]


Product Zimmer Biomet
Item No.


Packaging Label Lot
No.


Device Etching Lot
No. Kit No. Kit Lot No.


Phoenix Femoral Nail
System Antegrade
Femoral Connecting
Bolts


14-442093 873730 105665 N/A N/A


14-442093 243900, 595770 310220, 311378 N/A N/A


14-442093 585750 319876 N/A N/A


14-442093 834990, 302250 317095 N/A N/A


14-442093 740620 324761 N/A N/A


14-442093 126040, 141720, 260190,
506420, 479280


346196 N/A N/A


Phoenix Femoral Nail
System Antegrade
Femoral Connecting
Bolts contained in Kits


14-442093 873730 105665 14-442000S 636750


14-442093 243900 311378, 310220 14-442000S 400300, 400310,
400320, 400330,
400340, 636690,
636700, 636730,
636740


14-442093 834990 317095 14-442000S 021350, 021360,
021370, 021380,
021390, 021400,
021410, 021420,
958060, 958070


Geographic Regions: Brazil, Chile, Columbia, Costa Rica, El Salvador, Europe, Japan, U.S.


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


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a June 18, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that the above bolts
may have been manufactured with the incorrect material, which may decrease the fatigue strength and lead to fracture. This problem may cause a delay in
surgery.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the June 18, 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. Complete the form(s), and return the form(s) to Zimmer Biomet using the instructions on the form. Notify all relevant
personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected
product. Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at Zimmer.PER@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
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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 Jun 22. Member Hospital. ZFA 2018-00016 (includes reply form) Download
● 2018 Jun 26. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A30895 : Ad-Tech—Drill Sleeve Guides: �Inner Diameter Raw Material May Be under Tolerance, Potentially Resulting in Drill Bit
Seizing in Guide during Surgery


[High Priority ] - A30895 : Ad-Tech—Drill Sleeve Guides: �Inner Diameter Raw Material May Be under
Tolerance, Potentially Resulting in Drill Bit Seizing in Guide during Surgery
Medical Device Ongoing Action
Published: Monday, June 25, 2018


UMDNS Terms:
•  Guides, Drill [11930]


Product Identifier:
[Consumable]


Product Ad-Tech Medical Instrument Corp
Catalog No. Lot No.


Drill Sleeve Guides DSG-6.3-090-2.4N 111423 716180, 113775 719190,
113776 719190, 114390 715001,
114724 711101, 115000 714201,
115847 712211, 116389 712121,
117146 810110, 105176 613121,
107104 710220


Geographic Regions: Canada, Denmark, Germany, India, Israel, Japan, Korea, The Netherlands, Taiwan, U.K., U.S.


Manufacturer(s): Ad-Tech Medical Instrument Corp400 West Oakview Parkway, Oak Creek, WI 53154, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a May 2, 2018, Medical Device Recall letter submitted by an ECRI Institute member hospital, Ad-Tech states that the inner diameter raw material of
the above guides may be under tolerance, potentially resulting in the drill bit seizing in the guide during surgery. Ad-Tech also states that although these
devices do not make patient contact and are not expected to result in death, this problem may result in a delay in procedure and/or moderate injury that
necessitates medical intervention. Additional medical intervention would be required if the surgery must be rescheduled.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the May 2, 2018, Medical
Device Recall letter and Acknowledgment and Receipt Form from Ad-Tech. To obtain a return material authorization (RMA) number, contact an Ad-
Tech customer support specialist. Return affected product to Ad-Tech by mail at the address above. If you have any Ad-Tech drill sleeve guides with an
unknown lot number, return those products, too. To receive replacement product, place a no-charge purchase order with Ad-Tech customer support.
Complete the Acknowledgment and Receipt Form, and return it to Ad-Tech using the instructions on the form.
For Further Information:
Ad-Tech
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 Jun 22. Member Hospital. (includes reply form) Download
● 2018 Jun 25. Manufacturer. The manufacturer confirmed the information provided in the source material.


www.ecri.org . Printed from Health Devices Alerts on Wednesday, July 4, 2018 Page 1


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



https://adtechmedical.com/customer-support-information

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/175342/20180425AdTechDrillSleeveGuidesClient_Redacted.pdf



MMOqalaa
(A30895) Ad-Tech-Drill Sleeve Guide.pdf




[High Priority ] - A30961 : Integra—MAYFIELD Spine Table Adapters and Various �Infinity XR2 Base Units: Knob Assembly in MAYFIELD XR2 Swivel
Adapters May Fracture/Break during Use


[High Priority ] - A30961 : Integra—MAYFIELD Spine Table Adapters and Various �Infinity XR2 Base
Units: Knob Assembly in MAYFIELD XR2 Swivel Adapters May Fracture/Break during Use
Medical Device Ongoing Action
Published: Thursday, July 5, 2018


UMDNS Terms:
•  Stereotactic Headframes [13727]
•  Clamps, Skull [15025]


Product Identifier:
[Capital Equipment]


Product Integra LifeSciences Corp
Model Reference No.


Low Profile Base Units MAYFIELD Infinity XR2 A2079A


Extended Base Units MAYFIELD Infinity XR2 Radiolucent A2079E


Standard Base Units MAYFIELD Infinity XR2 Radiolucent A2079


Table Adapters MAYFIELD Spine A2600R


Geographic Regions: Africa, Australia, Canada, China, Dominican Republic, Europe, Hong Kong, India, India, Japan, Korea, Malaysia, Mexico,
Middle East, Pakistan, Panama, Peru, Singapore, Sri Lanka, Taiwan, Thailand, U.S.


Manufacturer(s): Integra LifeSciences Corp311 Enterprise Dr, Plainsboro, NJ 08536, United States


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Neurology, Central Sterilization Reprocessing


Problem:
�In a June 29, 2018, Urgent Voluntary Medical Device Correction letter submitted by ECRI Institute member hospitals, Integra states that the knob
assembly in the MAYFIELD XR2 swivel adapter of the above devices may fracture or break during use. Integra also states that this problem may be
caused by overtightening the mechanism adjustment screws and/or overextending or overloading the base unit. Integra further states that the likelihood of
patient injury or adverse health consequences related to this problem is low.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the June 29, 2018, Urgent Voluntary
Medical Device Correction letter and Acknowledgment Form from Integra. Review the MAYFIELD XR2 instructions for use (IFU), paying particular
attention to the CAUTIONS listed on page five, which state the following:


● Always make sure the base unit is properly secured to the operating table.
● The base unit must not be used if the device appears to be damaged or functioning incorrectly.
● Overtightening the mechanism's adjustment screws may result in damage to the unit.
● Overextending or overloading the base unit may result in unintended movement, shortened product life and/or damage to the unit.
● Do not alter the construction of this device as it may result in serious patient injury.
● Do not steam sterilize; components may be damaged by high heat, leading to device damage and reduced performance.


Review the video highlighting the IFU, which is available here . Complete the Acknowledgment Form, and return it to Integra using the instructions on
the form.
For Further Information:
Integra customer service department
U.S.
Tel.: (800) 654-2873, 8 a.m. to 8 p.m. Eastern time, Monday through Friday
E-mail: custsvcnj@integralife.com
Outside U.S.
Tel.: (609) 936-5400, 6:30 a.m. to 5 p.m. U.S. Eastern time, Monday through Friday
E-mail: internationalcs@integralife.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 Jul 5. Member Hospital. (includes reply form) Download
● 2018 Jul 5. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A30903 : Fukuda Denshi—�OTE-02 Electrocardiograph Trolleys: May Move Unintentionally


[High Priority ] - A30903 : Fukuda Denshi—�OTE-02 Electrocardiograph Trolleys: May Move
Unintentionally
Medical Device Ongoing Action
Published: Wednesday, June 27, 2018


UMDNS Terms:
•  Carts, Computer/Video Monitor [22805]


Product Identifier:
[Capital Equipment]


Product Fukuda Denshi Co Ltd
Model


Electrocardiograph Trolleys OTE-02


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


Manufacturer(s): Fukuda Denshi Co Ltd2-35-8 Hongo, Bunkyo-ku, Tokyo 113-8420, Japan


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, Nursing, Facilities/Building Management


Problem:
�In a June 4, 2018, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Fukuda Denshi states
that only two of the four casters on the above electrocardiograph trolleys have locks, potentially leading to unintentional movement of the cart if the
trolley is placed on an incline. Fukuda Denshi also states that it has received no reports of accidents as a result of this problem. The manufacturer has not
confirmed the information provided in the source material.


Action Needed:
�Identify any affected trolleys in your inventory. If you have affected trolleys, verify that you have received the June 4, 2018, Field Safety Notice letter
from Fukuda Denshi. To arrange for a Fukuda Denshi representative to visit your facility to replace affected casters, contact Fukuda Denshi. Inform all
relevant personnel at your facility of the information in the letter.
For Further Information:
Fukuda Denshi UK
Tel.: 44 (1483) 728065
E-mail: info@fukuda.co.uk
Fukuda Denshi Japan
Tel.: 81 (3) 56841455
E-mail: info@fukuda.co.jp  
Website: Click here
References:


● Great Britain. Medicines and Healthcare Products Regulatory Agency. Fukuda Densh [sic]: Fukuda Denshi ECG trolley [online]. London:
Department of Health; 2018 Jun 25 [cited 2018 Jun 26]. (Field safety notice; reference no. 2018/004/017/601/008). 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 Jun 26. MHRA FSN. 2018/004/017/601/008 Download
● 2018 Jun 26. MHRA FSN. Fukuda Denshi Reference No. FSN-001-201804 Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Single-use devices

2 L MED-RIGID Disposable Rigid Suction 

Canisters

7/4/2018 Medline Industries Inc…. 2 AttacIkar Establishment# New

26Lead Transfer Set for use with APEX 

Compounding System

7/5/2018 B Braun Medical Inc 2 httpsMedical supplies & Services Co.Ltd 

Mediserv

New

Alaris Extension Sets with Microbore Tubing 7/2/2018 Becton Dickinson & Co. (BD) FSN AttachedBecton Dickinson B.V.# New

Aplicare Povidone Prep Pads Contained in 

Pro-Vent and Pulsator ABS Kits

7/8/2018 Medline Industries Inc…. FSN AttacIkar Establishment# New

BD 10 mL Luer-Lok Syringes      , 7/3/2018 Becton Dickinson & Co. (BD) 2 AttachedBecton Dickinson B.V.# New

Cannula needle 7/5/2018 Applimed SA FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12871N/ANew

Degania Silicone Medline-Labeled 

Temperature Sensor Catheters

7/4/2018 Medline Industries Inc 2 AttacThimar Al Jazirah Healthcare Co.# New

Disposable Tubing Sets Used with Trima 

Accel Automated Blood Collection Systems

7/4/2018 Terumo BCT Inc 2 AttacABDULREHMAN AL GOSAIBI GTB# New

Hydraulic Ureter Dilators 7/8/2018 Teleflex Medical FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12879Ebrahim M. Al-Mana & Bros. Co. Ltd.New

In-Line Blood Set with Filter 7/3/2018 Baxter Corp Canada 1https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12856Baxter AGNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12872
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12871
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12879
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12856



[High Priority ] - A30906 : Medline—2 L MED-RIGID Disposable Rigid Suction Canisters�: Bottom May Break


[High Priority ] - A30906 : Medline—2 L MED-RIGID Disposable Rigid Suction Canisters�: Bottom
May Break
Medical Device Ongoing Action
Published: Wednesday, June 27, 2018


UMDNS Terms:
•  Collection Containers, Aspirator/Suction Unit [10211]


Product Identifier:
[Consumable]


Product Medline Industries Inc
Product No. Lot No.


2 L MED-RIGID Disposable Rigid Suction Canisters OR220 68116121006, 68116122016, 68117023006,
68117024009, 68117030715, 68117035010,
68117037015, 68117079005


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


Manufacturer(s): Medline Industries IncOne Medline Pl, Mundelein, IL 60060, 


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Dermatology, Materials
Management


Problem:
�In a June 12, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Medline
states that the bottom of the above canisters may break during liposuction procedures, potentially allowing contents to spill out into the direct
environment and increasing the risk of exposure to contaminated fluids. Medline also states that because liposuction aspiration requires a high vacuum,
which fluctuates frequently during theprocedure, the repeated variation of negative pressure may result in compromised integrity of thebottom of the
canister. Medline further states that the canisters are available in two other sizes (1.2 L and 3 L), which are not affected by this problem. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected canisters in your inventory. If you have affected product, verify that you have received the June 12, 2018, Urgent Field Safety
Notice letter and acknowledgment form from Medline. Complete the form, and return it to Medline using the instructions on the form. Do not use
affected canisters for liposuction procedures. Medline has implemented a modification to the design of the affected canisters to ensure safe use during
liposuction procedures. Notify all relevant personnel at your facility of the information in the letter.
For Further Information:
Medline
Website: Click here
References:


● Great Britain. Medicines and Healthcare Products Regulatory Agency. Medline Industries: Bocal d'aspiration MED-RIGID 2L [online].
London: Department of Health; 2018 Jun 25 [cited 2018 Jun 27]. (Field safety notice; reference no. 2018/006/014/291/002). 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 Jun 27. MHRA FSN. 2018/006/014/291/002 Download
● 2018 Jun 27. MHRA FSN. (includes reply form) Download
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[High Priority ] - A30861 : BD—�Alaris Extension Sets with Microbore Tubing: Incorrect Tubing Diameter May Lead to Inaccurate Priming Volumes


[High Priority ] - A30861 : BD—�Alaris Extension Sets with Microbore Tubing: Incorrect Tubing
Diameter May Lead to Inaccurate Priming Volumes
Medical Device Ongoing Action
Published: Tuesday, June 26, 2018


UMDNS Terms:
•  Intravenous Extension Tubing Kits [12170]


Product Identifier:
[Consumable]


Product BD
Model No. Lot No.


Alaris Extension Sets with Microbore Tubing 30914 17097167


Geographic Regions: U.S.


Manufacturer(s): BD10020 Pacific Mesa Blvd, San Diego, CA 92121, United States


Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, IV Therapy, Materials Management


Problem:
�In a May 2018 Urgent Medical Device Recall Notification letter, BD states that the above extension sets may contain smallbore tubing instead of
microbore tubing, which may lead to inaccurate priming volumes if tubing with an incorrect inner diameter is used. Inaccuracies in the priming volume,
specifically a priming volume larger than expected, can cause incomplete flushing of the line after delivery of an intermittent medication dose, leading to
underdelivery. Underdelivery of medications may lead to an underinfusion of medications, resulting in serious injuries. BD further states that it has
received no reports of injury or death related to this problem.


Action Needed:
�Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the May 2018 Urgent
Medical Device Recall Notification letter and Recall Response Card from BD. Complete the Recall Response Card, and return it to BD. Upon receipt of
the form, BD will provide your facility with instructions for product return and replacement. If you purchased affected product from a distributor, contact
your distributor directly to arrange for product return. 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 
website .
For Further Information:
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@carefusion.com
For adverse event reports:
BD customer advocacy department
Tel.: (800) 812-3266
E-mail: customerfeedback@bd.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 Jun 20. Distributor. BD letter Download
● 2018 Jun 26. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A30913 : Medline—Degania Silicone Medline-Labeled Temperature Sensor Catheters: Temperature Sensor May Be Defective


[High Priority ] - A30913 : Medline—Degania Silicone Medline-Labeled Temperature Sensor
Catheters: Temperature Sensor May Be Defective
Medical Device Ongoing Action
Published: Tuesday, June 26, 2018


UMDNS Terms:
•  Catheters, Urinary, Urethral [10762]


Product Identifier:
[Consumable]


Product Medline Industries Inc
Item No. Lot No.


Degania Silicone Medline-Labeled Temperature Sensor
Catheters


DYND110508 S17001781, S17002824


DYND110510 S17006812


DYND110514 S17002603


DYND110516 S17003407


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): Degania Silicone LtdDegania Bet, 1513000, Israel
Medline Industries IncOne Medline Pl, Mundelein, IL 60060, United States


Suggested Distribution: Critical Care, Dialysis/Nephrology, Nursing, OR/Surgery, Pediatrics, Home Care, Urology, Materials Management


Problem:
�In a June 25, 2018, Sub-Recall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline initiated a subrecall of the
above catheters, which were recalled by Degania Silicone because the temperature sensor may be defective, potentially showing a lower body
temperature measurement than the actual temperature of a patient (about 2� C). The distributor has not confirmed the information provided in the source
material.


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the June 25, 2018, Sub-Recall
Immediate Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected product,
complete the Urgent Remedial Action Response Form, and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will
send return labels, if applicable, to your facility for product return. Return affected product to Medline using the return labels. Upon receipt of affected
product, 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:


● �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 Jun 25. Member Hospital. Medline letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A30940 03 : Concordance—Medline Aplicare Povidone Prep Pads Contained in Smiths Pro-Vent and Pulsator ABS Kits: Pads May Not Meet
Iodine Assay Level Requirements to Support 36-Month Expiration Dating


[High Priority ] - A30940 03 : Concordance—Medline Aplicare Povidone Prep Pads Contained in
Smiths Pro-Vent and Pulsator ABS Kits: Pads May Not Meet Iodine Assay Level Requirements to
Support 36-Month Expiration Dating
Medical Device Ongoing Action
Published: Thursday, July 5, 2018


UMDNS Terms:
•  Procedure Kit/Trays, Sampling, Blood Gas [10438]


Product Identifier:
[Consumable]


Product Smiths Medical ASD Inc
Model No.


Pro-Vent Arterial Blood Sampling Kits 4589P-1, 4591P-1, 4599P-1, 4611LH, 4620P-1, 4640P-1, 4649P-1, 4660EG-1, 4660P-
1, 4699LH, 4669P-1, G1325, G1412, G1548, G1586, G1675, G1724, G1773


Pulsator Arterial Blood Sampling Kits 4039-EG-1, 4057NP-1, 4084P-1, G1585, G1589, G1598


Product Medline Industries Inc
SKU


Povidone Iodine Prep Pads P1001, P-1001-8S, P-1011, P1011-8S


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


Distributor(s): •  Concordance Healthcare Solutions3901 W 34th St N, Sioux Falls, SD 57107, United States 


Manufacturer(s): Smiths Medical ASD Inc 10 Bowman Dr, Keene, NH 03431, United States (ABS kit manufacturer) 
Medline Industries Inc One Medline Pl, Mundelein, IL 60060, United States (prep pad manufacturer) 


Suggested Distribution: Anesthesia, Clinical Laboratory/Pathology, Critical Care, Emergency/Outpatient Services, Infection Control, OR/Surgery,
Pulmonology/Respiratory Therapy, Materials Management


Summary:
��This Alert provides information on a Concordance subrecall of the above ABS kits, which contain prep pads recalled by Medline, based on a June 26,
2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital. The distributor has not confirmed the information provided
in the source material. For information regarding the action initiated by Smiths, see Alert A30940 .
Problem: In an Urgent Medical Device Field Safety Notice letter submitted by an ECRI Institute member hospital, Smiths states that the above arterial
blood sampling (ABS) kits may contain the above Aplicare-branded povidone iodine prep pads, which Medline recalled because they do not meet the
specification for percentage of povidone iodine at 30 months. The product is currently labeled with a 36-month shelf life. Smiths also states that the
above prep pads remain within the safe and effective range of 5% to 10% for povidone-iodine healthcare antiseptics as documented in the Tentative Final
Monograph for OTC Healthcare Antiseptic Drug Products. Smiths further states that it has received no reports of adverse patient effects associated with
this problem.


Action Needed: Identify, isolate, and discontinue use of any affected kits in your inventory. If you have affected kits, verify that you have received the
June 26, 2018, Urgent Medical Device Recall letter, copy of the Medline Immediate Action Required letter, and the Smiths Urgent Medical Device Field
Safety Notice letter from Concordance. If you purchased affected kits from Concordance, return them to the firm for credit. To arrange for product return,
contact your Concordance customer service representative.
For Further Information:
Concordance
Website: Click here
Medline
Website: Click here
Smiths customer service department
Tel.: (800) 258-5361 (U.S.)
Website: Click here
Comments:


● For information on the recall initiated by Medline, see Alert A29296 .
● �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 Jul 3. Member Hospital. Concordance letter submitted by an ECRI Institute member hospital. Download
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[High Priority ] - A30937 : Cardinal Health—BD 10 mL Luer-Lok Syringes: Sterility May Be Compromised


[High Priority ] - A30937 : Cardinal Health—BD 10 mL Luer-Lok Syringes: Sterility May Be
Compromised
Medical Device Ongoing Action
Published: Thursday, June 28, 2018


UMDNS Terms:
•  Syringes, Plunger, Luer Lock  [20259]


Product Identifier:
[Consumable]


Product BD
Catalog No.


Cardinal Health Canada Inc
Catalog No. Lot No.


BD 10 mL Luer-Lok Syringes 302995 BD302995 8045580


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


Distributor(s): •  Cardinal Health Canada Inc1000 Tesma Way, Vaughan, ON L4K 5R8, Canada


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


Suggested Distribution: Anesthesia, Infection Control, Nursing, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Pediatrics, Pharmacy,
IV Therapy, Materials Management


Problem: In a June 18, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Cardinal Health initiated a subrecall
of the above syringes, which were recalled by BD. In a June 2018 Urgent Medical Device Recall letter, BD states that the packaging of the above
syringes may be punctured, potentially compromising product sterility. BD also states that it has received no reports of adverse events related to this
problem. The manufacturer and distributor have not confirmed the information provided in the source material.


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the June 18, 2018, Urgent Medical
Device Recall letter, Customer Reply Form, and copy of the BD June 2018 Urgent Medical Device Recall letter from Cardinal Health. Regardless of
whether you have affected product, complete the Customer Reply Form and return it to Cardinal Health using the information on the form. Upon receipt
of the form, a Cardinal Health customer care representative will contact your facility to arrange for product return and credit for returned
unused/unopened product. Include a copy of the Customer Reply form with any product you return.


For Further Information:
James Weaver, Cardinal Health quality assurance specialist
E-mail: fca.canada@cardinalhealth.ca
Website: Click here


BD
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 Jun 28. Member Hospital. Cardinal Health letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A30899 : Terumo—Disposable Tubing Sets Used with Trima Accel Automated Blood Collection Systems: May Exceed Manufacturer's
Specification for ECH; May Have Been Exposed to More than One Sterilization Cycle


[High Priority ] - A30899 : Terumo—Disposable Tubing Sets Used with Trima Accel Automated Blood
Collection Systems: May Exceed Manufacturer's Specification for ECH; May Have Been Exposed to
More than One Sterilization Cycle
Medical Device Ongoing Action
Published: Tuesday, June 26, 2018


UMDNS Terms:
•  Apheresis Units, Blood Donor, Plasma [23136]
•  Apheresis Units, Blood Donor, Platelet [23135]
•  Blood Pheresis Sets [16811]


Product Identifier:
[Consumable, Capital Equipment]


Product Terumo BCT Inc
Catalog No. Lot No. Model


Disposable Tubing Sets 80400 **1607125151, **03Z5994, **01Z5995,
**01Z5991, **12Y5996, **12Y5995, 01Z5996,
01Z5994, 1Z5993, 01Z5992, 02Z5994,
02Z5992, 02Z5991, 03Z5993, 03Z5992,
12Y5994, 1604085151, 1604185151,
1605305151, 1606035151, 1606225151,
1607185151, 1607265151, 1609155251,
1610215351, 1611035151, 1612075151,
1612175151, 1612205151, 1612225151,
1612245251, 1612285151, 1701215451,
1702065151, 1704045151, 1704115151,
1704245151, 1705035151, 1705305251,
1706025351, 1706305151, 1706305251,
1707145351, 1707265151, 1707275151,
1708105251, 1708125151


N/A


80440 1610205151 N/A


Automated Blood Collection
Systems


N/A N/A Trima Accel


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


Manufacturer(s): Terumo BCT Inc10811 West Collins Ave, Lakewood, CO 80215, United States


Suggested Distribution: Nursing, Phlebotomy, Immunohematology/Blood Bank, Perfusion, Materials Management


Problem:
�In a June 15, 2018, Voluntary Medical Device Product Recall letter submitted by an ECRI Institute member hospital, Terumo states that the above
tubing sets released for distribution may have been outside the firm's internally established specifications in the following ways:


● Terumo's specification for residual ethylene chlorohydrin (ECH) levels is less than or equal to 6 mg per disposable set. The internationally
recognized standard for residual ECH levels, IS010993-7:2008, has a release limit specification of less than or equal to 22 mg per
disposable set, more than three times higher than Terumo's specification. Affected Trima Accel disposable sets exceeded the Terumo BCT
specification but did not exceed the ISO specification.


● A small number of affected disposable sets were exposed to more than one, but no more than two, sterilization cycles. Terumo states that it
does not currently have complete functional testing data to support more than one sterilization cycle for the affected lots. This may affect
product functional performance during use.


 
ECH dissipates over time after sterilization. As time elapses from sterilization to usage, the level of residual ECH decreases. There is no evidence that the
internationally accepted IS010993-7:2008 release limit specification was exceeded; therefore, no undue risk to patients or donors exists. For more
information on ECH's pharmacology, biochemistry and toxicity, see the National Institutes of Health Open Chemistry Database here . For disposable sets
exposed to more than one sterilization cycle, there is a low possibility that a performance problem could occur during use; therefore, no undue risk to
patients or donors exists. Terumo further states that it has received no reports of device failure or injury related to this problem. 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 June 15, 2018, Voluntary Medical
Device Product Recall letter and Acknowledgment and Receipt Form from Terumo. To obtain a return goods authorization (RGA) for product return,
contact the Terumo customer support center by telephone using the information below. Terumo states that you may continue to use unaffected product in
accordance with the instructions for use. No action is necessary for patients or donors who have already been treated with affected product. Complete the
Acknowledgment of Receipt Form, and return it to Terumo using the information on the form. Notify all relevant personnel at your facility of the
information in the letter. 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:
Terumo BCT customer service center
U.S.
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Tel.: (877) 339-4228 or (303) 231-4357
Canada
Tel.: (877) 722-8411
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 Jun 26. Member Hospital. Terumo letter submitted by ECRI Institute member hospital (includes reply form) Download
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(A30899) Terumo-Disposable Tubing Sets Used with Trima Accel Automated Blood.pdf



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

NeoMed Enteral Feeding Tubes with EO 

Connectors

7/3/2018 NeoMed Inc 2 httpsN/ANew

Raucodrape camera drape 16x250 in set 

Kitpack

7/8/2018 Lohmann und Rauscher 

GmbH & Co. KG.

FSN httpsMedical Regulations GateNew

Safe N Simple NoSting Skin Barrier Film 7/2/2018 Safe N Simple, LLC 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12841N/ANew

Safil Sutures     , 7/3/2018 B Braun Surgical SA 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12857Gulf Medical Co.New

Tri-Flo Subglottic Suction Systems 7/4/2018 Vyaire Medical, Inc.. 2 AttachedBio Standards# New

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

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12853
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12880
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12841
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12857
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A30898 : Vyaire Medical—�Tri-Flo Subglottic Suction Systems: Soft Distal Tip May Disconnect from Catheter


[High Priority ] - A30898 : Vyaire Medical—�Tri-Flo Subglottic Suction Systems: Soft Distal Tip May
Disconnect from Catheter
Medical Device Ongoing Action
Published: Monday, June 25, 2018


UMDNS Terms:
•  Catheters, Tracheal, Suction [10749]


Product Identifier:
[Consumable]


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


Tri-Flo Subglottic Suction
Systems


CM28010 0001185564, 0001194114, 0004008255,
0004008256


2018 Jan 23 to 2018 May 23


Geographic Regions: U.S.


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


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


Problem:
In a June 20, 2018, Urgent Recall Notification letter submitted by an ECRI Institute member hospital, Vyaire Medical states that the soft distal tip may
disconnect from the catheter in the above devices, potentially resulting in aspiration of that portion of the product by the patient.


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 June 20,
2018, Urgent Recall Notification letter and Customer Response Form from Vyaire Medical. If you purchased affected product directly from Vyaire
Medial, contact its customer service support team by telephone at (833) 327-3284 (select option 1) 7 a.m. to 5:30 p.m. Central time, Monday through
Friday to obtain a return goods authorization (RGA) number and to arrange for product return and credit. If you purchased affected product from a
distributor, contact your distributor to arrange for product credit or replacement. Complete the Customer Response Form, and return it to Vyaire Medical
using the information on the form. Forward a copy of the letter to any facility to which you have further distributed affected product.
 
For Further Information:
Lindy Schenning, Vyaire Medical clinical risk coordinator
Tel.: (872) 757-0109
E-mail: lindy.schenning@vyaire.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 Jun 25. Member Hospital. Vyaire letter submitted by ECRI Institute member hospital (includes reply form) Download
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