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Dear,
SBED team is pleased to inform you that 39 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 10/22/2018 to 10/28/2018

In order to view more details, click the links and for ECRI alerts see the attachments

NOTE:

FSCA / Recalls are classified into three categories, representing the potential risk to public health:
Class | : High Risk, Class Il : Medium Risk and Class Ill: 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
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Active Implantable Devices

New Platinum Implantable 10/22/201 LivaNova PLC cigalah group FSN Attac
Cardiac Defibrillators and 8 hed
Cardiac

Resynchronization
Therapy Defibrillators

Anaesthetic and respiratory devices

New CARESCAPE R860 10/24/201 GE Healthcare GE Healthcare 2 https
Inspiratory Safety Guard 8

New Disposable Smooth 10/23/201 A M Systems Inc N/A 2  https
Interior Tubing 8

New Medical Air Ensure HE#H#E#####H raeger Medical Systems Ir Draeger Arabia Co. Ltd. FSN |A/Ca\

Diagnostic and therapeutic radiation devices


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13385
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13378
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13393
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[High Priority ] - A30360 : LivaNova—Platinum Implantable Cardiac Defibrillators and Cardiac
Resynchronization Therapy Defibrillators: May Exhibit Intermittent Loss of Contact in DF4
Connectors

Medical Device Ongoing Action

Published: Tuesday, October 16, 2018

UMDNS Terms:

® Defibrillator/Cardioverter/Pacemakers, Implantable, Resynchronization [20376]
Product Identifier:

[Consumable]
LivaNova USA
Product Model Model No.
Platinium Implantable Cardiac Defibrillators (ICDs), Cardiac DF4 VR 1240, DR 1540, CRT-D 1741,
Resynchronization Therapy Defibrillators (CRT-Ds) SonR CRT-D 1841, 4LV CRT-D

1744, 4LV SonR CRT-D 1844

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): LivaNova USA The Cyberonics Bldg, Houston, TX 77058, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Home Care, Materials Management

Problem:

OInaMarch 16, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), LivaNova
states that a component of the DF4 connector on the above defibrillators may be defective, potentially leading to intermittent loss of contact. LivaNova
also states that this problem may cause high values of continuity measures on the defibrillation coils, noise on the right ventricular channel, absence of
ventricular pacing therapy, and/or inappropriate shock. Delivery of defibrillation shock is not affected by this problem. LivaNova further states that as of
January 31, 2018, it has received six reports of this problem occurring; however, it has received no reports of permanent injury or death related to this
problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. Refer to Attachment 2 in the letter sent to your facility to determine if a
device from your inventory is affected by this problem. If you have affected product, verify that you have received the March 16, 2018, Urgent Field
Safety Notice letter, Attachment 1 (Customer Reply Form), and Attachment 2 from LivaNova. Complete the Customer Reply Form, and return it to
LivaNova. To initiate product return and credit/replacement, contact your LivaNova representative or your local customer service department by
telephone using the information below, and reference the letter. Standard follow-up practices allow the detection of high values of continuity measures or
right ventricular noise. Inform al 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:

LivaNova customer service department

Tel.: (01452) 638500

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. LivaNova: Platinum VR [onling]. London: Department of Health; 2018
Apr 9 [cited 2018 Oct 16]. (Field safety notice; reference no. 2018/003/019/291/005). Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 16. MHRA FSN. 2018/003/019/291/005 Download
e 2018 Oct 16. MHRA FSN. CRM-SAL-2017-001 (includes reply form) Download

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



http://www.livanova.com/contact-us/

https://www.gov.uk/drug-device-alerts/field-safety-notice-02-06-april-2018?utm_source=4aa5026f-4fa1-4e31-a60f-8ca88d63bda4&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-02-06-april-2018?utm_source=4aa5026f-4fa1-4e31-a60f-8ca88d63bda4&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180988/20180409LivaNovaPlatinumVRMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180989/20180316LivaNovaICDsCRTDMHRA.pdf
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=13367
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13377
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13370
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13383
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13372
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13379
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13397
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13380
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[Critical Priority ] - A31572 : Synaptive Medical—BrightMatter Guide 1.5 Systems: May Exhibit

Software Defect When Used with NICO BrainPath Ports
Medical Device Ongoing Action

Published: Thursday, October 18, 2018
Last Updated: Friday, October 19, 2018
UMDNS Terms:

® Software, Workstation Management, Stereotactic Surgery [26845]
Product Identifier:
[Capital Equipment]

Synaptive Medical Inc

Product Model Serial No. Software Version
Planning and I ntraoperative Guidance BrightMatter Guide SYN-0063 150,151,152
System Laptops

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Synaptive Medical Inc 555 Richmond St W, Toronto M5V 3B1, ON, Canada
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Information Technology

Problem: In an October 9, 2018, Urgent Medical DeviceRecall letter submitted by an ECRI Institute member hospital, Synaptive Medical states that the
above systems may exhibit a software defect when used with NICOBrainPath ports under certain circumstances. When one trgjectory is set with ablue
port and another trajectory is set with agold port, the software defectis triggered when the user switches between these trajectories during asurgical
progedure,b Fotentially resulting in serious injury and/or death. SynaptiveMedical also states that it has received no reports of patient or user injuryrelated
to this problem.

Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the October 9, 2018,
Urgent Medical Device Recall letter and Acknowledgment and Receipt Form from Synaptive Medical. When you set one trgjectory with a blue port and
another trgjectory with agold port, then switch between these trajectories during a surgical procedure, check the virtual tip offset value displayed on the
user interface to match the obturator tip for the BrainPath ports. Continue checking the offset value periodically throughout the procedure. The correct
offset for the blue ports (50, 60, and 75 mm) is 15 mm, and the correct offset for the gold BrainPath port (50 mm) is 7 mm. When using NICO BrainPath
ports with the Guide System, if you see an incorrect tip offset value being displayed on the user interface, take the following actions to resolve the
problem:

Adjust the offset for the BrainPath ports to the correct value.
Verify the offset value with the surgeon as being the correct and intended offset.
Check the accuracy of each tool on anatomic landmarks before using it for navigation purposes.

A w DD P

Continue checking accuracy of the tool periodically throughout the procedure.

Synaptive Medical states that thisis atemporary fix until a software patch is released to permanently resolve the problem. Y ou are not required to
discontinue using the system nor to return the system to Synaptive Medical. Complete the Acknowledgment and Receipt Form, and return it to Synaptive
Medical. U.S. customers should also 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:

Thas Yuwaraj, Synaptive Medical VP of quality assurance and regulatory affairs

Tel.: (844) 462-7246

E-mall: thas.yuwaraj @synaptivemedical.com

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 16. Member Hospital. Synaptive letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2018 Oct 18. Manufacturer. Manufacturer confirmed information contained in source material

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



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

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

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

mailto:thas.yuwaraj@synaptivemedical.com

http://synaptivemedical.com/company/contact/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/181392/20181009SynaptiveBrightMatterClientRedacted.pdf
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[High Priority ] - A31559 : Merge—Unity Software: May Not Identify Patient as Having Atypical
Hyperplasia
Medical Device Ongoing Action

Published: Thursday, October 18, 2018

UMDNS Terms:

® Software, Picture Archiving and Communication System [26869]
Product Identifier:
[Capital Equipment]

Merge Healthcare Corp

Product Model Software Version
Picture Archiving and Communication System (PACS) Unity 10.0.6, 10.0.7
Software

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Merge Healthcare Corp71 S Wacker Dr 20th Floor, Chicago, IL 60606, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology

Problem:

OFDA's Center for Devices and Radiological Health (CDRH) states that the above software may not identify a patient as having atypical hyperplasia,
potentially resulting in an incorrect Gail risk calculation. FDA's CDRH also states that the manufacturer initiated arecall by Medical Device Recall letter
in August 2017. The manufacturer has not confirmed the information provided in the source material .

Action Needed:

Identify and discontinue use of any affected systemsin your inventory. Only systems with the above software versions and a license for Mammo
Tracking are affected. If you have affected systems, verify that you have received the Medical Device Recall Ietter and reply form from Merge. Complete
thereply form, and return it to Merge.

For Further Information:

Merge

Tel.: (262) 912-3514

E-mail: recall@merge.com
Website: Click here

References:

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Merge Unity software
[onling]. 2018 Oct 11 [cited 2018 Oct 12]. Available from Internet: Click here.

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 12. FDA CDRH Database. Class I1. Z-2566-2018 Download

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



mailto:recall@merge.com

http://www.merge.com/contact.aspx

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=165750

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=165750

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/181027/20181011MergeUnityCDRH.pdf
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[High Priority ] - A31566 : Carestream—DRX-Ascend and Q-Rad Digital Radiography Systems Using
Siemens 3D Lifting Columns: Steel Cable of Ceiling Stand May Break without Triggering Safety Lock
Medical Device Ongoing Action

Published: Monday, October 15, 2018
Last Updated: Thursday, October 18, 2018

UMDNS Terms:
® Radiographic Systems, Digital [18430]
® X-Ray Tube Assemblies [15975]
Product Identifier:
[Capital Equipment]

Product Carestream Health Inc

Model
Ceiling-Mounted Tube Supports RS-580, RS-590
Digital Radiography Systems DXR Ascend
Q-Rad
Siemens Healthcare
Product Model
Lifting Columns 3D-Top, 3DV

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

Manufacturer(s): Carestream Health Inc150 Verona St, Rochester, NY 14608, United States (ceiling-mounted tube supports and digital radiography
systems manufacturer)
Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United States (lifting columns manufacturer)

Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, Diagnostic Imaging, Facilities/Building
Management

Problem:

OInaJduly 25, 2018, Urgent Safety Advisory Notice Urgent Field Safety Notice letter submitted by an ECRI Institute member hospital, Carestream states
that, in cases of insufficient maintenance or high clinical workload, the primary steel cable of the ceiling stands of the above radiographic systems using
the above Siemens 3D-Top or 3DV lifting columns may break without triggering the safety lock. This may lead to overload of the safety cable, which is
not designed for continuous load and ongoing movement under load. Carestream also states that this may lead to mechanical fatigue and may cause the
arm to drop during patient positioning, potentially causing serious injury to patients and users. The manufacturer has not confirmed the information
provided in the source material .

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the July 25, 2018, Urgent Safety Advisory
Notice Urgent Field Safety Notice letter and response form from Carestream. Complete the form, and return it to Carestream using the instructions on the
form. Upon receipt of the form, Carestream will provide your facility with aretrofit kit to fix the problem. Until the retrofit kit isinstalled, Carestream
recommends that you avoid performing up or down movements of the lifting column directly above patients. Instead, vertica movement should be
completed beside the patient, and then the system should be moved horizontally to the patient. Retain a copy of the letter with your records.

For Further Information:

Carestream

Website: Click here

Comments:
e [JFor information regarding asimilar and potentially related action initiated by Siemens, see Alert A31213 .
e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 15. Member Hospital. July 25, 2018, Carestream letter Download

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



https://www.carestream.com/en/us/medical/contact-us

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635771

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635771

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/181359/20180725CarestreamDRXAscendClient.pdf
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[High Priority ] - A31597 : Smiths—Medfusion 4000 Syringe Infusion Pumps Used with PharmGuard

Server Software: Wireless Network Connections May Be Interrupted
Medical Device Ongoing Action

Published: Thursday, October 18, 2018

UMDNS Terms:

® |nfusion Pumps, Multitherapy, Syringe [13217]
Product Identifier:
[Capital Equipment]

Smiths Medical

Product Model Model No. Version
Syringe Pumps Medfusion 4000 4000-0100-50 10
Medfusion 4000 4000001010151, 4000-0101-78 11,111,112
Medfusion 4000 4000-0105-51, 4000-0105-78 15,151
Medfusion 4000 4000-0106-01 16,161

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.&#160;
Manufacturer(s): Smiths Medical 6000 Nathan Ln N, Minneapolis, MN 55442, United States

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

Problem:

In an October 15, 2018, Urgent Medical Device Field Safety Notice letter submitted by an ECRI Institute member hospital, Smiths states that the above
pumps used with PharmGuard server software (PGS) may exhibit wireless network connectivity interruptions because of a potential problem with radio
modules. Smiths also states that the radio module contains a media access control (MAC) address, which is a hardware identification number that should
provide aunique identifier for each device on a network. In some radio modules, the MAC address is duplicated in another radio module. If two or more
pumps with this condition are present on the same network, the affected devices may exhibit communication problems, including interruption of data
transferred between the pump and the software. Smiths further states that disruption of telemetry data transfer poses no direct patient risk. In PharmGuard
Server environments that use the smart pump programming feature, patient risk has been assessed to be negligible. Thisrisk is mitigated by the ability to
enter the required parameters by hand, if not received through the network. Additional controls arein place that prevent misdirection of protocol
parameters to a pump other than the intended target. Smiths has received no reports of patient harm associated with this problem.

Action Needed:

Identify any affected pumpsin your inventory. If you have affected pumps, verify that you have received the October 15, 2018, Urgent Medical Device
Field Safety Notice letter and Field Safety Notice Response Form from Smiths. To determine whether your facility has any devices with a duplicate
wireless MAC address, a software script must be run on the PGS Database to collect MAC address and serial number information. The PGS Database
must be a version 2.0, 2.1, or 2.2 for this data collection process to be completed. Refer to instructions on Attachment 1, Field Safety Notice Response
Form, in the letter for available options to complete this data collection process and, if needed, to upgrade your PGS database and M edfusion 4000
device software/firmware. Regardless of whether you have affected pumps in your inventory, complete the Response Form and return it to Smiths using
the instructions on the form.

For Further Information:

Smiths Medica

E-mail: macadress@smiths-medical.com
Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 17. Member Hospital. Smiths letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2018 Oct 17. Manufacturer. The manufacturer confirmed the information in the source material.

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/181200/20181015SmithsMedfusion4000SyringeInfusionPumpsClient.pdf?option=80F0607

mailto:macadress@smiths-medical.com

https://www.smiths-medical.com/customer-support/contact-us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/181200/20181015SmithsMedfusion4000SyringeInfusionPumpsClient.pdf
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13373
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13369
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13368
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13374
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13375
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13387
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13396
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[High Priority ] - A30785 08 : ICU Medical—Hospira Flexible Intravenous Containers Containing
Dextrose and Sodium Chloride: May Leak [Update]
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, October 18, 2018

UMDNS Terms:

® |ntravenous Fluid Containers[12172]
Product Identifier:
[Consumable]

Note: The lot number on the shipping carton label may be followed by additional digits (e.g., 85-023-JT-X X). Product was distributed in the U.S.
between December 2017 and July 2018.

Product Yol el i Lot No. Expiration Date
NDC

250 mL Hospira Dextrose 5% 0409-7922-02 84-012-J1 2019 Jun 1
Solution USP
100 mL Hospira Sodium Chloride 0409-7984-37 84-005-JT, 84-014-J1 2019 Dec 1
0.9% Solution USP
250 mL Hospira Sodium Chloride 0409-7983-02 84-011-JT 2019 Dec 1
0.9% Solution USP

85-014-JT 2020 Jan 1
25 mL Hospira Dextrose 5% 0409-7923-20 84-017-JT 2019 Dec 1
Solution USP
150 mL 0.9% Sodium Chloride 0409-7983-61 84-015-JT 2019 Dec 1
Injection USP
50 mL 0.9% Sodium Chloride 0409-7984-36 84-016-JT 2019 Jun 1
Injection USP

Geographic Regions: U.S.
Manufacturer(s): ICU Medical Inc 951 Calle Amanecer, San Clemente, CA 92673, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, EM S/Transport, Pharmacy, 1V
Therapy, Materials Management

Summary:

Update Reason: Additional Product Identifier information. This Alert provides new information based on an October 12, 2018, Urgent Drug Recall letter
submitted by an ECRI Institute member hospital regarding Alert A30785 and Alert A30785 03 . ICU Medical is expanding this recall to include
additional product numbers, which are provided in the Product Identifier field. For previously listed product, see Alerts A30785 and A3078503.

Problem:

In an October 12, 2018, Urgent Drug Recall letter submitted by an ECRI Institute member hospital, ICU Medical states that the above solution bags may
leak, potentialy leading to delay or interruption of therapy, infusion of biologic and nonbiologic contamination, spillage, skin and mucous membrane
exposure to allergenic or hazardous substances, and/or inadeguate or inconsistent solution/medication dosing. ICU Medical has received no reports of
adverse events associated with this problem.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. For examples of affected labels, see theillustrationsin the letter . If you
have affected product, verify that you have received the October 12, 2018, Urgent Drug Recall letter, Response Form, and shipping label from ICU
Medical. Thefollowing actions are those listed in Alert A30785 . Regardless of whether you have affected product, complete the Response Form and
return it to ICU Medical using the information on the form. Inform all relevant personnel at your facility of the information in the letter, and forward a
copy of theletter to any facility to which you have further distributed affected product or ask them to contact Stericycle by telephone using the
information below to obtain aresponse form. Using the single-use return label and the instructions on the label, return affected product to Stericycle. To
obtain additional labels, contact Stericycle using the information below. 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:

Stericycle

Tel.: (877) 523-9106, 8 am. to 5 p.m. Eastern time, Monday through Friday
Website: Click here

To report adverse events:

ICU Medical global complaint management department

Tel.: (844) 654-7780

E-mail: productcomplaintspp@icumed.com
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ICU Medica drug safety department

Tel.: (844) 654-7780

E-mail: drugsafety @icumed.com

For medical inquiries:

ICU Medical information department

Tel.: (800) 241-4002 (select option 6)

E-mail: medinfo_us@icumed.onmicrosoft.com
Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 17. Member Hospital. ICU Medical letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2018 Oct 17. Manufacturer Letter. Download
e 2018 Oct 17. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A31574 : Sysco —Essity Professional Tork Premium Hand Soap: May Contain

Microbial Contaminants
Medical Device Ongoing Action

Published: Tuesday, October 16, 2018

UMDNS Terms:

® Antimicrobial Cleansers, Gel [17783]
Product Identifier:

[Consumable]
Product Essity Professional Hygiene North America LLC Sysco
Product No. Product No.
Essity Professional Tork Premium Foam Hand Soap 401211 3505854

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

Distributor(s): ® Syscol390 Enclave Parkway, Houston, TX 77077-2099, United States
Manufacturer(s): Essity Professional Hygiene North America LLC2929 Arch St Suite 2600, Philadelphia, PA 19104, United States

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

Problem:
OIn an October 5, 2018, Product Withdrawal Notification letter submitted by an ECRI Institute member hospital, Sysco states that the above soap may
contain microbial contaminants. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the October
5, 2018, Product Withdrawal Notification letter from Sysco. Inform all relevant personnel at your facility of the information in the letter, and forward a
copy of theletter to any facility to which you have further distributed affected product. To obtain credit for affected product, visit this website or call
(866) 314-0788 to report the amount of affected product in your inventory.

For Further Information:

Sysco
Website: Click here
Comments:

e [0Thisaert isaliving document and may be updated when ECRI |nstitute receives additional information.

Source(s):
e 2018 Oct 16. Member Hospital. Sysco letter submitted by ECRI Institute member hospital Download

©2018 ECRI Ingtitute
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[High Priority ] - A31603 : Beckman Coulter—Kaluza Analysis Software: Flow Cytometry Standard
Keywords in LIS Export Window May Not Be Updated When Datasets Are Loaded into Previously

Created Kaluza Analysis Template
Medical Device Ongoing Action

Published: Thursday, October 18, 2018

UMDNS Terms:
® Cytometers, Automated, Flow [16867]

® Software, Laboratory Analysis, Flow Cytometry [34064]
Product Identifier:
[Capital Equipment]

Beckman Coulter Inc

Model Software Version Part No.

Product

Analysis Software Kauza 20,21 AB82959, A82960, A84174,
AB85788, A82961, AB84175,
B16406, B16407, B16408,
B16409

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Beckman Coulter Inc250 S Kraemer Blvd, Brea, CA 92821-6232, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem:

OIn aOctober 2, 2018, Important Product Notice Update letter submitted by an ECRI Institute member hospital, Beckman Coulter states that flow
cytometry standard (FCS) keywords in the laboratory information system (L1S) export window may not update when datasets are |loaded into a previously
created Kaluza analysis template in the above software. Beckman Coulter also states that if this problem occurs, the keyword val ues from the sample used
to create the LIS export template are erroneously transmitted as the keyword values for al samples. The manufacturer has not confirmed the information
provided in the source material.

Action Needed:

Oldentify any affected softwarein your inventory. If you have affected software, verify that you have received the October 2, 2018, Important Product
Notice Update |etter from Beckman Coulter. The October 2, 2018, letter is an update to a letter dated August 29, 2018. If you are using an LIS, review all
previous LIS transmissions that included keywords for accuracy by comparing keywords displayed in Kaluza Information plotsto thosein the LIS
system. Report any erroneous transmissions to Beckman Coulter. Download Kaluza analysis version 2.1.1, which will correct this problem and result in
proper keyword value being transmitted for all samples, and install it on all affected systems by doing the following:

1 Navigate to Beckman Coulter Kaluza software website and click the "Downloads" icon.
2. Click "Download Kaluza 2.1.1" and fill in the requested information.

3. Click thelink in the registration e-mail to download the software.

4. Install the software on all systems used for analysis.

e Theinstaler will automatically remove the previously installed version.
e Theinstaler file may be downloaded and used on multiple systems.
o Kauzaversion 2.1.1 will utilize the single or network license provided with any previous version of Kaluza analysis software.

Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further
distributed affected product. Retain a copy of the letter as part of your laboratory quality system documentation.

For Further Information:

Beckman Coulter

Tel.: (800) 369-0333 (U.S. and Canada)
Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 17. Member Hospital. Beckman Coulter |etter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A31586 : Change Healthcare—PeerVue Web Servers: May Be Vulnerable to

Cybersecurity Risk, Allowing an Attacker to Obtain Technical Information about Web Server
Medical Device Ongoing Action

Published: Tuesday, October 16, 2018

UMDNS Terms:

® Network Servers[21973]
Product Identifier:
[Capital Equipment]

Change Healthcare

Model Software Version

Product

Web Servers PeerVue <=76.2

Geographic Regions: O(Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide
Manufacturer(s): Change Healthcare3055 Lebanon Pk, Nashville, TN 37214, United States
Suggested Distribution: Clinical/Biomedical Engineering, Information Technology

Problem:

OIn an October 4, 2018, Advisory, the U.S. Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that the above servers may
be vulnerable to a cybersecurity risk that may lead to information exposure through an error message. Successful exploitation of this vulnerability may
alow an attacker to obtain technical information about the PeerV ue web server, potentially allowing an attacker to target a system for attack. ICS-CERT
also states that this vulnerability results from improper error handling in HT TP-based communications with the server, which could allow an attacker to
obtain technical information. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have reviewed the October 4, 2018, |1CS-CERT
Advisory . Contact the Change Healthcare support team for information regarding a software patch that remediates the vulnerability. National
Cybersecurity and Communications Integration Center (NCCIC) recommends the following actions to minimize the risk of exploitation of this
vulnerability:

e Minimize network exposure for all control system devices and/or systems, and ensure that they are not accessible from the Internet.
e Locate control system networks and remote devices behind firewalls, and isolate them from the business network.

e \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 aVPN is only as secure as the connected
devices.

Perform proper impact analysis and risk assessment before deploying these defensive measures. Additional mitigation guidance and recommended
practices are publicly available in the NCCIC Technical Information Paper, 1CS-TIP-12-146-01B--Targeted Cyber Intrusion Detection and Mitigation
Strategies, which is available for download from the ICS-CERT website . NCCIC also provides a section for control systems security recommended
practices . Several recommended practices are available for reading and download, including Improving Industrial Control Systems Cybersecurity with
Defense-in-Depth Strategies .

For Further Information:

NCCIC

E-mail: NCCICCUSTOMERSERVICE@hq.dhs.gov

Tel.: (888) 282-0870

Website: Click here

Change Healthcare

Website: Click here

OReferences:

e United States. Department of Homeland Security. Industrial Control Systems Cyber Emergency Response Team. Advisory. Change
Healthcare PeerV ue web server [onling]. 2018 Oct 4 [cited 2018 Oct 16]. Available from Internet: Click here .

Comments:

e [[Thisdertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 16. ICS-CERT reference no. ICSMA-18-277-02 Download
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[High Priority ] - A31593 : Zimmer Biomet—Compress Devices and Instruments: Manufacturer

Updates Surgical Technique
Medical Device Ongoing Action

Published: Wednesday, October 17, 2018

UMDNS Terms:

® Prostheses, Joint, Knee, Femoral Component [16097]
Product Identifier:

[Consumable]
Product ﬁLn%mﬁg.Biomet
Compress Devices with Anti-Rotation Spindle 178350, 178353, 178356
Compress Devices with Anti-Rotation Elliptical Spindle 178359
Compress Devices with 15 mm Centering Sleeve 178537
Compress Devices with 19 mm Centering Sleeve 178541
Compress Devices with 20 mm Centering Sleeve 178542
Compress Devices with 22 mm Centering Sleeve 178544
Compress Devices with 23 mm Centering Sleeve 178545
Compress Devices with 28 mm Centering Sleeve 178738
Compress Instrument Drills for Anti-Rotation Pins 32-481123

Geographic Regions: Argentina, Australia, Canada, Chile, Europe, Japan, U.K., U.S.
Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

OIn aOctober 12, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that it is
updating the surgical technique for the Compress system, which includes the above devices. Changes were made only to the selection criteria section on
page 42 regarding which array to use in the placement of anti-rotation pins. Zimmer Biomet identifies the following risks associated with this problem:

e Delay in surgery of less than 30 minutes to replace the damaged centering sleeve and clean the metal debris from the intramedullary canal if
the surgeon realizes the problem

e Metal debrisinside theintramedullary canal, potentially causing osteolysis, necessitating surgical intervention.

Zimmer Biomet also states that there is no replacement or modification to the product offered.

Action Needed:

If you use the affected product, verify that you have received the October 12, 2018, Urgent Medical Device Correction |etter and Certificate of
Acknowledgment form from Zimmer Biomet. Ensure that the most updated surgical technique 1110.2-GLBL-en REV 0818 for the Compress devices and
instrumentsis used for surgeries that require the affected devices. The full surgical technique is available on the Zimmer Biomet website by navigating
to the Limb Salvage speciaty then Bone Compressive Devices under the Medical Professionals menu. Destroy any previous copies of the surgical
technique. Regardless of whether you have affected product, compl ete the Certificate of Acknowledgment form and return it to Zimmer Biomet using the
instructions on the form. Notify all relevant personnel at your facility of the information in the letter. Report any adverse events associated with the use of
affected product to Zimmer Biomet by e-mail at product.experience@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 .

For Further Information:

Zimmer Biomet customer service department

Tel.: (574) 371-3071, 8 am. to 5 p.m. Eastern time, Monday through Friday

E-mail: CorporateQuality.PostMarket@zimmerbiomet.com

Website: Click here

Comments:

e [Thisdertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 16. Member Hospital. 2018-00446 (includes reply form) Download
©2018 ECRI Institute
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e 2018 Oct 17. Manufacturer. The manufacturer confirmed the information provided in the source material .
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[High Priority ] - A30785 08 : ICU Medical—Hospira Flexible Intravenous Containers Containing
Dextrose and Sodium Chloride: May Leak [Update]
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, October 18, 2018

UMDNS Terms:

® |ntravenous Fluid Containers[12172]
Product Identifier:
[Consumable]

Note: The lot number on the shipping carton label may be followed by additional digits (e.g., 85-023-JT-X X). Product was distributed in the U.S.
between December 2017 and July 2018.

Product Yol el i Lot No. Expiration Date
NDC

250 mL Hospira Dextrose 5% 0409-7922-02 84-012-J1 2019 Jun 1
Solution USP
100 mL Hospira Sodium Chloride 0409-7984-37 84-005-JT, 84-014-J1 2019 Dec 1
0.9% Solution USP
250 mL Hospira Sodium Chloride 0409-7983-02 84-011-JT 2019 Dec 1
0.9% Solution USP

85-014-JT 2020 Jan 1
25 mL Hospira Dextrose 5% 0409-7923-20 84-017-JT 2019 Dec 1
Solution USP
150 mL 0.9% Sodium Chloride 0409-7983-61 84-015-JT 2019 Dec 1
Injection USP
50 mL 0.9% Sodium Chloride 0409-7984-36 84-016-JT 2019 Jun 1
Injection USP

Geographic Regions: U.S.
Manufacturer(s): ICU Medical Inc 951 Calle Amanecer, San Clemente, CA 92673, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, EM S/Transport, Pharmacy, 1V
Therapy, Materials Management

Summary:

Update Reason: Additional Product Identifier information. This Alert provides new information based on an October 12, 2018, Urgent Drug Recall letter
submitted by an ECRI Institute member hospital regarding Alert A30785 and Alert A30785 03 . ICU Medical is expanding this recall to include
additional product numbers, which are provided in the Product Identifier field. For previously listed product, see Alerts A30785 and A3078503.

Problem:

In an October 12, 2018, Urgent Drug Recall letter submitted by an ECRI Institute member hospital, ICU Medical states that the above solution bags may
leak, potentialy leading to delay or interruption of therapy, infusion of biologic and nonbiologic contamination, spillage, skin and mucous membrane
exposure to allergenic or hazardous substances, and/or inadeguate or inconsistent solution/medication dosing. ICU Medical has received no reports of
adverse events associated with this problem.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. For examples of affected labels, see theillustrationsin the letter . If you
have affected product, verify that you have received the October 12, 2018, Urgent Drug Recall letter, Response Form, and shipping label from ICU
Medical. Thefollowing actions are those listed in Alert A30785 . Regardless of whether you have affected product, complete the Response Form and
return it to ICU Medical using the information on the form. Inform all relevant personnel at your facility of the information in the letter, and forward a
copy of theletter to any facility to which you have further distributed affected product or ask them to contact Stericycle by telephone using the
information below to obtain aresponse form. Using the single-use return label and the instructions on the label, return affected product to Stericycle. To
obtain additional labels, contact Stericycle using the information below. 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:

Stericycle

Tel.: (877) 523-9106, 8 am. to 5 p.m. Eastern time, Monday through Friday
Website: Click here

To report adverse events:

ICU Medical global complaint management department

Tel.: (844) 654-7780

E-mail: productcomplaintspp@icumed.com

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



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634953

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634953

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634987

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634987

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634953

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634987

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634987

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174619/20180606ICUMedicalDextroseandNaCLCLIENT_Redacted.pdf?option=80F0607

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634953

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634953

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

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

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

https://www.stericycle.com/contact-us

mailto:productcomplaintspp@icumed.com



www.ecri.org . Printed from Health Devices Alerts on Monday, October 22, 2018 Page 2

ICU Medica drug safety department

Tel.: (844) 654-7780

E-mail: drugsafety @icumed.com

For medical inquiries:

ICU Medical information department

Tel.: (800) 241-4002 (select option 6)

E-mail: medinfo_us@icumed.onmicrosoft.com
Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 17. Member Hospital. ICU Medical letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2018 Oct 17. Manufacturer Letter. Download
e 2018 Oct 17. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A31525 : Randox—Liquid Cardiac Controls: May Not Be Suitable for Control of

Troponin T Assays
Medical Device Ongoing Action

Published: Tuesday, October 16, 2018

UMDNS Terms:

® |VD Test Reagent/Kits, Clinical Chemistry, Control [17058]
Product Identifier:

[Consumable]
Randox Laboratories Ltd
Product Catalog No. GTIN
Liquid Cardiac Controls CQ5051 05055273207446
CQ5052 05055273207453
CQ5053 05055273207460

Geographic Regions: Australia, Bahrain, Belarus, Belgium, Brazil, Canada, Chile, China, Colombia, Denmark, El Salvador, France, Germany,
Hungary, India, Iran, Ireland, Italy, Moldova, The Netherlands, Oman, Peru, Philippines, Poland, Russia, Saudi Arabia, Slovakia, Slovenia, South
Africa, South Korea, Spain, Switzerland, Ukraine, United Arab Emirates, U.K., U.S,, Vietnam

Manufacturer(s): Randox Laboratories Ltd55 Diamond Road, Crumlin BT29 4QY, Northern Ireland
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:

O0In a September 20, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Randox states that the above controls may not be suitable for the control of the troponin T assay because of an unacceptable variation between vials,
potentially leading to a delay in reporting troponin T results. Randox also states that it will no longer provide an assigned value or quote stability claims
for thisanayte.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the September 20, 2018, Urgent Field
Safety Notice letter, corrected instructions for use (IFU), and Vigilance Response Form from Randox. Review results generated with affected product in
accordance with the patient's clinical profile. It isimportant not to interpret an elevated troponin T result when tested in isolation. Diagnosis of a
myocardial infarction (MI) requires careful clinical evaluation, involving an accurate ECG interpretation. It indicates an M1 only if the clinical findings
also support this diagnosis. Update affected kits with the corrected | FU that exclude assigned troponin T values. Complete the Vigilance Response Form,
and return it to Randox using the instructions in the letter. Discuss the letter with your medical director. Notify al relevant personnel at your facility of
theinformation in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. For alternative product
details, contact your Randox local sales representative.

For Further Information:

Randox technical services department

Tel.: 44 (28) 94451070

E-mail: technical.services@randox.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Randox Laboratories: liquid cardiac controls [online]. London:
Department of Health; 2018 Oct 8 [cited 2018 Oct 9]. (Field safety notice; reference no. 2018/009/021/601/007). Available from Internet:
here .

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

2018 Oct 9. MHRA FSN. Complaint Reference 347 (includes reply form) Download
2018 Oct 9. MHRA FSN. 2018/009/021/601/007 Download
e 2018 Oct 10. Manufacturer. The manufacturer confirmed the information provided in the source material .
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New

New

Mon-a-Therm Foley 10/24/201 Medtronic SA Medtronic Saudi Arabia FSN  https
catheters with 8 ://nc

temperature sensors,,

OriGen Reinforced Dual  10/24/201 OriGen Biomedical Arabian Trade House 2 https
Lumen Cannula 8 Est.

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

* D 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

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.
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