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Dear,
SBED team is pleased to inform you that 35 new FSCA/recalls posted on SFEDA website
(Please note: below list of FSCA/ recalls for the period of 7/30/2018 to 8/5/2018

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 IlI: 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

‘Hospltal Name H

Active Implantable Devices

New Final Pack, Esteem II, 8/2/2018 Envoy Medical N/A 2 https

Sound Processor Model Corporation ://nc

2001
New VNS Therapy 7/31/2018 LivaNova PLC cigalah group 2  https
Programming System
Anaesthetic and respiratory devices
New Aurum Healthcare Tubing = 8/2/2018 = AURUM HEALTHCARE N/A FSN  https
Systems SDN BHD
Diagnostic and therapeutic radiation devices
# New ARTIS Q and ARTIS 8/5/2018 SIEMENS Siemens Medical 2  Attac 8

Pheno Systems Solutions


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13008
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12993
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13014
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[High Priority ] - A31114 : Siemens—ARTIS Q and ARTIS Pheno Systems: Temperature Control Unit

May Be Incorrectly Configured
Medical Device Ongoing Action

Published: Tuesday, July 31, 2018
Last Updated: Friday, August 3, 2018

UMDNS Terms:

® Radiographic/Fluoroscopic Systems, Angiography/Interventional [16597]
Product Identifier:
[Capital Equipment]

Siemens Healthcare

Product Model Material No.
Interventional Angiography Systems ARTISQ 10848280, 10848281, 10848282, 10848283,
10848353, 10848354, 10848355
ARTIS Pheno 10849000

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Siemens Healthcare40 Liberty Boulevard, Malvern, PA 19355-9998, United States

Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, Diagnostic Imaging, |nformation
Technology

Problem:

Olnaduly 27, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Siemens states that the temperature
control unit on the above systems may be incorrectly configured, potentially causing the temperature of the detector to fall out of its designed working
range. Siemens also states that this problem may occur when the unit is powered down for long periods. Siemens further statesthat if this problem occurs
and the temperature is not kept at a constant level, the system may take longer to start up (up to 90 minutes) until it is ready for clinical use, potentially
causing procedure delay or necessitating transfer of an emergency treatment to an alternative system. The manufacturer has not confirmed the
information provided in the source material.

Action Needed:

Oldentify and isolate any affected systemsin your inventory. If you have affected systems, verify that you have received the July 27, 2018, Urgent
Medical Device Correction letter from Siemens. A Siemens service organi zation representative will contact your facility to schedule a corrective update.
To request an earlier appointment, contact the Siemens service organization by telephone at (800) 888-7436. Siemensis also developing a solution to
restore the system back to the original settings, which will be distributed to affected customers upon completion. Notify all relevant personnel at your
facility of the information in the Urgent Medical Device Correction letter, forward a copy of the letter to any facility to which you have further distributed
affected product, and inform Siemens of the transfer.

For Further Information:

Anastasia Sokolova, Siemens post market regulatory compliance department

Tel.: (610) 44-6478

E-malil: anastasia.sokolova@siemens-healthineers.com

Website: Click here

Comments:

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

Source(s):
e 2018 Jul 31. Member Hospital. AX002/18/S Download
e 2018 Aug 3. BfArM (Germany). 09485/18 Download
e 2018 Aug 3. BfArM (Germany). AX001/18/S Download

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



mailto:anastasia.sokolova@siemens-healthineers.com

https://www.healthcare.siemens.com/how-can-we-help-you

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177322/20180727SiemensARTISPhenoClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177323/20180731SiemensARTISPhenoBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177324/20180723SiemensARTISPhenoBfArM.pdf
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12995
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13011
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13005
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12994
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13007
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13006
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12989
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[High Priority ] - A31089 : Medtronic—BIS Vista and BIS View Monitoring Systems: Aged Battery
Packs May Experience Internal Short, Potentially Resulting in Thermal Event; Manufacturer Updates

Battery Pack Replacement Instructions to Mitigate Risk
Medical Device Ongoing Action

Published: Tuesday, July 31, 2018

UMDNS Terms:
® Batteries [16640]

® Monitors, Physiologic, Electroencephal ography, Intraoperative, L evel-of-Consciousness [20160]
Product Identifier:
[Capital Equipment]

Medtronic Inc

Product Model

Monitoring Systems BISVista, BISView

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, U.S.
Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States
Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Nursing, OR/Surgery, Neurology, Materials Management

Problem:

InaJuly 26, 2018, Field Corrective Action Notice letter submitted by ECRI Institute member hospitals, Medtronic states that it isrevising the
replacement instructions for the lithium ion (Li-ion) battery packs used in the above systems to require battery pack replacement after four years because
of the potential for aged battery packs to experience an internal short that may result in athermal event. Medtronic also states that it has received two
reports of thermal damage (representing a 0.005% or 1 in 20,000 rate of occurrence), and that in these events smoke was emitted from the battery
compartment on the back of the monitor. Medtronic further states that it has received no reports of patient or user injury or impairment associated with
this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the July 26, 2018, Field Corrective Action
Notice letter, Field Corrective Action Customer Acknowledgment Form, and "No Battery Installed” stickers from Medtronic. 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. Medtronic states that you may continue to use affected systems in accordance with institutional policies, and as described below and in the |etter
. Identify the age of the battery pack in affected systems using the instructionsin Attachment A Section 1 of the letter . Determineif your battery pack
requires replacement according to the following instructions, found in Attachment A Section 2 of the |etter :

e Batteries with date code 3114 or older (Week 31 of 2014) exceed four years of age and should be removed from the monitor and disposed
of.

e Batteries that are more than two years old and less than four years old (date codes ranging from 3114 to 3016) should be tested as described
in Attachment A Section 3 of the |etter .

e Batterieswith date code 3116 or newer (week 31 of 2016 to present) are confirmed to be conforming and not affected by this problem.

Battery packs failing the testing procedure described in Attachment A Section 3 of the letter should be removed and disposed of. If areplacement
battery is needed and is not immediately available, apply a"No Battery Installed” sticker on the system according to the instructionsin Attachment A
Section 4 of the |etter . If asystem is to be operated without a battery pack installed, it must be connected to an AC power source with emergency power
backup system (red outlet). Follow the instructions for safe use of the monitor without a battery pack in Attachment A Section 5 of the letter . Complete
the Field Corrective Action Customer Acknowledgment Form, and return it to Medtronic using the instructions on the form. Upon receipt of the form,
Medtronic will arrange to replace battery packsin affected systems that exceed four years of age or that fail the capacity test outlined in Attachment A
Section 3 of the letter . Medtronic states that it is updating the user manual of affected systems to include the updated battery pack replacement
instructions in February 2019, and that new battery packs will be labeled with an expiration date. Report any incidents related to this problem to the
Medtronic postmarket vigilance department using the information below.

For Further Information:

Medtronic postmarket vigilance department
Tel.: (800) 255-6774 (select option 1)
E-mall: rs.hgtsweb@medtronic.com
Canada

Medtronic customer service department
Tel.: (877) 664-8926

Website: Click here

Comments:

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

Source(s):
e 2018 Jul 30. Member Hospital. Medtronic letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2018 Jul 30. Member Hospital. Medtronic letter submitted by an ECRI Institute member hospital (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.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177016/20180726MedtronicBISVistaAndBISViewMonitoringSystemsClientRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177016/20180726MedtronicBISVistaAndBISViewMonitoringSystemsClientRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177016/20180726MedtronicBISVistaAndBISViewMonitoringSystemsClientRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177016/20180726MedtronicBISVistaAndBISViewMonitoringSystemsClientRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177016/20180726MedtronicBISVistaAndBISViewMonitoringSystemsClientRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177016/20180726MedtronicBISVistaAndBISViewMonitoringSystemsClientRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177016/20180726MedtronicBISVistaAndBISViewMonitoringSystemsClientRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177016/20180726MedtronicBISVistaAndBISViewMonitoringSystemsClientRedacted.pdf?option=80F0607

mailto:rs.hqtsweb@medtronic.com

http://www.medtronic.ca/contact/index.htm?cmpid=mdt_plc_2015_CA_EN_footer_nav_contact_us_mdt_canada_en_legacy_contact_us_form_link&amp;utm_source=mdt_plc_2015_CA_EN&amp;utm_medium=footer_nav_contact_us&amp;utm_term=link&amp;utm_content=mdt_canada_en_legacy_contact_us_form&amp;utm_campaign=PLC_Launch_2015

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177101/20180726MedtronicBISVistaAndBISViewMonitoringSystemsClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177102/20180726MedtronicBISVistaAndBISViewMonitoringSystemsClienCanadatRedacted.pdf
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[High Priority ] - A31004 : Philips— Brilliance iCT, Brilliance 16 Air, and Brilliance 64 Computed

Tomography Systems: Collimator Compensator May Fail
Medical Device Ongoing Action

Published: Monday, July 23, 2018

UMDNS Terms:
® Scanning Systems, Computed Tomography, Axial, Full-Body [15956]
® Scanning Systems, Computed Tomography, Axial, Head [15955]
® Scanning Systems, Computed Tomography, Electron Beam [16899]

® Scanning Systems, Computed Tomography, Spiral [18443]
Product Identifier:
[Capital Equipment]

Philips Healthcare
Product Model Model No.
Computed Tomography (CT) Systems Brilliance 16 Air 728246
Brilliance 64 728231
Brilliance iCT 728306

Geographic Regions: OO(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, Facilities/Building Management

Problem:

Inaduly 3, 2018, Customer Information letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Philips states that the
compensator in the x-ray tube collimator of the above systems may fail, potentially resulting in rings or smudge artifacts on images. Philips also states
that systems with a collimator compensator past its lifetime expected usage are at risk for this problem. Philips further states that this problem may occur
at any point during clinical use. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the July 3, 2018, Customer Information letter
from Philips. Review the documentation provided with your system related to quality assurance checks. Follow the defined schedule for performing short
tube conditioning, air calibrations, and image quality checks. If artifacts are detected during review of the images produced by these checks and are not
removed with the recommended steps identified within your user documentation, contact your Philips service representative before resuming clinical use.
For systems that are running iPatient software versions (4.x), take the following steps to review images produced during image quality checks:

1 Perform the image quality (1Q) check (head or body).
2. In the patient directory, select the scan and load the CT Viewer (for an image of the CT Viewer, seethe letter ).
3. Scroll through al of the images and review for artifacts.

Continuous attention is required to detect changes in image quality because of cracks within the collimator compensator. If you suspect that artifacts have
occurred on patient images, contact your Philips service representative before resuming clinical use. Seethe letter for examples of artifacts that may be
encountered in image quality scans. Philips will replace the affected collimator compensator at no cost.

For Further Information:

Philips U.K. customer care service centre

Tel.: (0870) 5329741

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Philips: Brilliance 16 Air Brilliance 64 Brilliance iCT [online].
London: Department of Health; 2018 Jul 16 [cited 2018 Jul 17]. (Field safety notice; reference no. 2018/007/010/291/015). Available from
Internet: Click here.
Comments:

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

Source(s):
e 2018 Jul 17. MHRA FSN. 2018/007/010/291/015 Download
e 2018 Jul 17. MHRA FSN. July 3, 2018, Philips |etter 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.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176345/20180703PhilipsBrillianceMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176345/20180703PhilipsBrillianceMHRA.pdf?option=80F0607

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

https://www.gov.uk/drug-device-alerts/field-safety-notices-09-to-13-july

https://www.gov.uk/drug-device-alerts/field-safety-notices-09-to-13-july

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176629/20180716MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176630/20180703PhilipsBrillianceMHRA.pdf



MMOqalaa
(A31004) Philips- Brilliance iCT, Brilliance 16 Air, and Brilliance 64 Computed.pdf


www.ecri.org . Printed from Health Devices Alerts on Sunday, August 5, 2018 Page 1

[High Priority ] - A31124 : Beaver-Visitec—Beaver 2-Inch Shaft with Fine Tip Accu-Temp High-

Temperature Cautery Devices: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Thursday, August 2, 2018

UMDNS Terms:

® Electrothermal Cautery Units[11418]
Product Identifier:

[Consumable]
Beaver-Visitec International Inc
Product (BVI) Lot No. Distribution Date
Catalog No.
Beaver 2-Inch Shaft with Fine Tip Accu- 8445000 6002809 >= 2018 Apr 6
Temp High-Temperature Cautery Devices
(10 units/box)

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Beaver-Visitec International Inc (BV1)411 Waverley Oaks Rd, Waltham, MA 02452, United States
Suggested Distribution: Infection Control, OR/Surgery, Ophthalmology, Materials Management

Problem:

InaJuly 18, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, BV states that the above devices may have a
melted cap and a hole formed through the packaging, potentially resulting in compromised product sterility, which may cause harm to apatient. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and destroy any affected devicesin your inventory. If you have affected devices, verify that you have received the July 18, 2018, Urgent
Medical Device Recall letter and response form from BV|. To safely destroy the product, follow the Destruction Instructions attached to the letter .
Complete the response form, and return it to BVI using the instructions on the form. Provide BVI with objective evidence of product destruction. Upon
receipt of evidence of product destruction, BVI will provide your facility with credit. Notify all relevant personnel at your facilityof the information in the
letter, and forward a copy of the letter to anyfacility to which you have further distributed affected product.

For Further Information:

Max Cox, BVI customer service support team
Tel.: (866) 906-8080

Website: Click here

Comments:

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

Source(s):
e 2018 Aug 1. Member Hospital. BVI letter submitted by an ECRI Institute member hospital (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.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177231/20180801BVIAccuTempHighTemperatureCauteryClientRedacted.pdf?option=80F0607

http://www.beaver-visitec.com/customer-service-support/index.cfm

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177231/20180801BVIAccuTempHighTemperatureCauteryClientRedacted.pdf
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[High Priority ] - A31122 : ICU Medical—Plum 360 Infusers: May Become Inoperable after Custom

Drug Library Is Installed
Medical Device Ongoing Action

Published: Thursday, August 2, 2018

UMDNS Terms:
® Software, Infusion Pump System, Control/Programming [27367]

® |nfusion Pumps, Multitherapy, Large Volume [28057]
Product Identifier:
[Capital Equipment]

ICU Medical Inc

Product Model List No. Software Version
Infusers Plum 360 30010-XX-XX 15.10.00.010, 15.10.00.011, 15.10.00.012,
15.11.00.017

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

Suggested Distribution: Anesthesig, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, Information
Technology, Home Care, Pain Clinic, Pharmacy, IV Therapy

Problem: In an August 1, 2018, Urgent Medical Device Correction letter, ICU Medical states that following the installation of a Custom Drug Library
(CDL), the infuser may become inoperable and show ablank screen on the user interface. ICU Medical also states that this problem may lead to a delay
in initiating therapy, potentially resulting in adverse health consequences related to changesin patient vital signs. ICU Medical further states that the
likelihood of this problem occurring is very small and that it has received no reports of serious injury or death as aresult of this problem.

Action Needed:

Identify any affected infusersin your inventory. If you do not use a CDL with affected infusers, you are not affected by this problem. If you have affected
infusers, verify that you have recelved the August 1, 2018, Urgent Medical Device Correction letter, FAQs, and response form from ICU Medical. The
firm states that you do not need to return or discontinue use of affected infusers; consider not using the option to "Force Pump to Accept Drug Library
during Power Down" when finalizing new drug libraries with MedNet, giving the clinician the option to install the CDL or not based on the clinical
situation. ICU Medical will release a software update to correct this problem and will notify your facility when the update becomes available. Regardless
of whether you have affected product, complete the response form and return it to ICU Medical using the information 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; ask them to contact Stericycle by telephone at (888) 216-6302, 8 am. to 5 p.m. Eastern time, Monday through Friday, to receive areply form.
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:

To report adverse events or product complaints:

ICU Medical global complaint management

Tel.: (844) 654-7780

E-malil: productcomplaintspp@icumed.com

For additional information or technical assistance:

ICU Medicd technical support center

Tel.: (800) 241-4002 (select option 4), 8 am. to 6 p.m. Central time, Monday through Friday

E-mail: TSC.support@icumed.com

Website: Click here

Comments:

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

Source(s):
e 2018 Aug 1. Manufacturer Letter. 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.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:productcomplaintspp@icumed.com

mailto:TSC.support@icumed.com

http://www.icumed.com/contact-us.asp

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177253/20180801ICUMedicalPlum360InfuserSoftwareMFR.pdf
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12992
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13009
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13012
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12997
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12996
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13000
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13002
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12999
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13001
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[High Priority ] - A30834 01 : Maquet/Getinge— Volista Surgical Lights: Light Head Shaft May Break
and Cupola May Detach [Update]

Medical Device Ongoing Action

Published: Wednesday, July 25, 2018

Last Updated: Friday, July 27, 2018

UMDNS Terms:

® Lights, Surgical, Ceiling-Mounted [33268]
Product Identifier:
[Capital Equipment]

Product M'S‘C%UET SAS Model No. Serial No. Manufacture Date
Surgical Lights VOLISTA StandOP ARD568811961 VL T600DF AIM All 2014 Mar 10 to 2016 Nov 17

STP, ARD568821961 VL T600DF
AIM STPQL, ARD568811911
VLT600SF AIM STP,
ARD568821911 VL T600SF AIM
STP QL, ARD568821910
VLT600SF STPQL,
ARD568811901 VL T600SF AIM

Geographic Regions: O(Impact in specific regions has not been identified or ruled out&#160;at the time of this posting), Worldwide
Manufacturer(s): MAQUET SASAvenue de la Pomme de Pin, Parc de Limere, 45074 Ardon, Orleans, cedex 2, France
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Facilities/Building Management

Summary:

OUpdate Reason: Worldwide distribution and product information. This Alert provides additional information based on FDA Center for Devices and
Radiological Health (CDRH) source material regarding Alert A30834 . The U.S. has been added to the Geographic Regions field, and new information is
provided in the Product Identifier field. FDA's CDRH states that the manufacturer initiated a correction by Urgent Medical Device Field Correction |etter
on Jlér;e 14, 2018. For previously listed product, see Alert A30834 .

Problem:

OInaMay 14, 2018, Field Safety Notice |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Maguet/Getinge
states that screws on the above surgical lights may have loosened over time or may have been forgotten on the bracket of the cupola during production,
potentialy causing the light head shaft to break and the cupola to detach when manipulated, potentially resulting in injury if the cupolafalls on a patient
or the medical staff. Maguet/Getinge also states that this problem is most likely to occur during cleaning, maintenance, or surgery preparation. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected lightsin your inventory. If you have affected lights, verify that you have received the Urgent Medical Device Field Correction
letter and Customer Response Form and/or the May 14, 2018, Field Safety Notice letter and acknowledgement form from Maquet/Getinge. The following
actions are those listed in Alert A30834 . Complete the form, and return it to Magquet/Getinge. Y ou may continue to use the lights in accordance with the
instructions for use (IFU). Check if the cupola has mechanical play. Mechanical play is a phenomenon that occurs when there is space between two parts
that have been assembled imperfectly. Hold the cupola with both hands and check for play by trying to move the cupola up and down. If there is any play
in the cupola, you will feel it. Seethe letter for images corresponding to these instructions. If you detect mechanical play in the cupola, cease use of the
lights and inform your local Getinge representatives. If thereis no play in the cupola, the lights may be used as usual. A Getinge sales or service
representative will contact your facility to plan for update of affected lights.

For Further Information:

Getinge customer support department

Tel.: (800) 950-9912 (select option 1), 8 am. to 5 p.m. Eastern time, Monday to Friday

Website: Click here

[OReferences :

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall VOLISTA StandOP
surgical light [onling]. 2018 Jun 14 [cited 2018 Jun 28]. Available from Internet: Click here.

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Maquet: VOLISTA StandOP, Triop and Access [online]. London:
Department of Health; 2018 Jun 11 [cited 2018 Jun 12]. (Field safety notice; reference no. 2018/005/021/478/006). Available from Internet:
Click here.
Comments:
e [JFor arelated action initiated by Health Canada, see Alert A30744 .
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Jul 25. FDA CDRH Database. Class |1. Z-2502-2018 Download
e 2018 Jul 25. FDA Enforcement Report. Class |I. Z-2502-2018

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A31057 : SEERS—Bariatric Drop End Couches: Manufacturer Revises User Manual
to Prevent Tipping
Medical Device Ongoing Action

Published: Thursday, August 2, 2018

UMDNS Terms:

® Tables, Examination/Treatment [13958]
Product Identifier:
[Capital Equipment]

SEERS Medical

Product Ltd SMA No. Product No. Serial No.
Model

Bariatric Couches Drop End Electric 22564 SM3483-230T-3WH 35379
Backrest, Footrest
IBC

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





21972 SM3484-230T-3WH 34222

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





Dual Foot Electric
Height, Backrest,
Footrest, F Section
IBC

22852 SM3484-230T-3WH 35862

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





Dual Foot Electric
Height, Backrest,
Footrest, F Section
IBC

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





Dual Foot Electric 23736 SM3484-230T-3WH 37233
Height, Backrest,

Footrest, F Section

IBC

©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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Dual Foot Electric 23689 SM3484-230T-4WH 37509
Height, Backrest,

Footrest, F Section

IBC

25520 SM3484-230T-4WH 40406

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





Dual Foot Electric
Height, Backrest,
Footrest, F Section
IBC

27313 SM3484-230T-4WH 43727

©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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Dual Foot Electric
Height, Backrest,
Footrest, F Section
IBC

Dual Foot Electric 27927 SM3484-230T-4WH 45559
Height, Backrest,

Footrest, F Section

IBC

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





29378 SM3484-230T-4WH 47397
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Dual Foot Electric
Height, Backrest,
Footrest, F Section
IBC

Dual Foot Electric 29964 SM3484-230T-4WH 48521

©2018 ECRI Ingtitute
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Height, Backrest,
Footrest, F Section
IBC

Dual Foot Electric 30558 SM3484-230T-4WH 49764
Height, Backrest,

Footrest, F Section

IBC

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





Dual Foot Electric 31200 SM3484-230T-4WH 52307

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





Height, Backrest,
Footrest, F Section
IBC

©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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Dual Foot Electric 31335 SM3484-230T-4WH 52145
Height, Backrest,

Footrest, F Section

IBC

Dual Foot Electric 32873 SM3484-230T-4WH 54743
Height, Backrest,

Footrest, F Section

IBC

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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Drop End Electric 23784 SM3683-230T-3WF 37500
Backrest, Footrest
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5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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Deluxe Drop End 13572 SM3683-230T-3WH 20015
Electric LMWD
Deluxe Drop End 20284 SM3683-230T-3WH 31739
Electric LMWD

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





Deluxe Drop End 20714 SM3683-230T-3WH 32212
Electric LMWD

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





Deluxe Drop End 22569 SM3683-230T-3WH 35685
Electric LMWD

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





Deluxe Drop End 23150 SM3683-230T-3WH 36219
Electric LMWD
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Deluxe Drop End 23647 SM3683-230T-3WH 37499
Electric LMWD

Deluxe Drop End 25055 SM3683-230T-3WH 40132
Electric LMWD

Deluxe Drop End 25940 SM3683-230T-3WH 41984
Electric LMWD

Deluxe Drop End 26820 SM3683-230T-3WH 42837
Electric LMWD

Deluxe Drop End 27312 SM3683-230T-3WH 43725
Electric LMWD

Deluxe Drop End 30335 SM3683-230T-3WH 5211, 52107,
Electric LMWD 52106
Deluxe Drop End 30526 SM3683-230T-3WH 52112
Electric LMWD

Deluxe Drop End 14376 SM3683W-230T-3WH 21856
Electric Height,

Backrest, Footrest

LMWD

105 cm Deluxe Drop 19176 SM3683W-230T-3WH 30561

End Electric Height,
Backrest, Footrest
LMWD

Dual Foot Electric 14975 SM3684-230T-3WH 22520
Height, Backrest, F
Section LMWD

Dual Foot Electric 16634 SM3684-230T-3WH 25938
Height, Backrest, F
Section LMWD

Dual Foot Electric 16777 SM3684-230T-3WH 25942
Height, Backrest, F
Section LMWD

Dual Foot Electric 31200 SM3484-230T-4WH 52307
Height, Backrest, F
Section IBC

Dual Foot Electric 31335 SM3484-230T-4WH 52145
Height, Backrest, F
Section IBC

Dual Foot Electric 33001 SM3684-230T-4WH 55235, 55234
Height, Backrest, F
Section LMWD

Deluxe Drop End 17236 SM3683-230T-3WH 13842
Electric LMWD

Deluxe Drop End 28558 SM3683-230T-3WH 45427
Electric LMWD

Dual Foot Electric 28781 SM3684-230T-4WH 47449
Height, Backrest, F
Section LMWD

Dual Foot Electric 32873 SM3484-230T-4WH 54743
Height, Backrest, F
Section IBC

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): SEERS Medical LtdKenton Road, Debenham 1P14 6L A, England
Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, Nursing, OR/Surgery, Facilities/Building Management

Problem: InaJduly 16, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
SEERS states that it has received areport of one of the above couches tipping forward when a patient leaned forward with the leg section raised. SEERS
also states that no serious injuries were reported. SEERS further states that if the wheels on the above couches are not facing forward and the load is
concentrated on the horizontal leg rests, the couches may become unstable and tip, potentially resulting in harm to the patient and clinician. The
manufacturer states that it has contacted all affected customers.

Action Needed:

Identify any affected couchesin your inventory. If you have affected couches, verify that you have received the July 16, 2018, Urgent Field Safety Notice
letter and Acknowledgment Form from SEERS. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the
letter to any facility to which you have further distributed affected product. Complete the Acknowledgment Form, and return it to SEERS. The firm has
revised the user manual to include the following instructions:

(2) The wheels must face forward (outward from the base frame), and the load must be evenly spread across the couch surface.

(2) Theleg rest(s) should be lowered before the patient mounts or dismounts from the couch.

For Further Information:

Julie Shaftoe, SEERS Medical quality manager
Tel.: 44 (1728) 861590

E-mail: julie@seersmedical.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Seers Medical: SEERS Medical [online]. London: Department of
Health; 2018 Jul 23 [cited 2018 Jul 25]. (Field safety notice; reference no. 2018/007/004/601/006). Available from Internet: Click here .

Comments:

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

Source(s):
e 2018 Jul 25. MHRA FSN. 2018/007/004/601/006 Download
e 2018 Jul 25. MHRA FSN. SEERS Reference No. FSN/ SM/001-2018 (includes reply form) Download
e 2018 Aug 2. MHRA FSN. 2018/007/004/601/006 Download
e 2018 Aug 2. MHRA FSN. SEERS Reference No. FSN/ SM/001-2018 (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.
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[High Priority ] - A31104 : Stryker—Hoffmann LRF Hexapod Software: Deviation May Apply

Corrections Faster than Intended
Medical Device Ongoing Action

Published: Thursday, August 2, 2018

UMDNS Terms:
® Orthopedic External Fixation Systems, Other [16059]

® Software[26709]
Product Identifier:
[Capital Equipment]

Stryker Orthopaedics

Model Reference No. Software Version

Product

Software Hoffmann LRF Hexapod Software 983031 HLRF 1.0-2/002, HLRF 1.1-2/002

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), &#160;U.K., U.S.
Manufacturer(s): Stryker Orthopaedics325 Corporate Dr, Mahwah, NJ 07430, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Orthopedics, Information Technology

Problem: InaJduly 26, 2018, Urgent Product Corrective Action letter submitted by an ECRI Institute member hospital and a July 2018 Urgent Field
Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Stryker states that a deviation with the above
software may occur when both the "Correct Axial First" feature is selected and more than one correction per day is selected when computing a correction
plan. The deviation results in the calculation of an accelerated correction plan for the axial portion of the plan. If "two adjustments per day" is selected,
the computed rate in the printed plan is twice as fast as desired. This occurs up to the maximum of four adjustments per day, with the resulting rate being
four times as fast as selected for the axial portion of the plan. Stryker also states that lengthening that is too rapid may lead to delayed, complete, or
partial failure of bone formation and nerve injury, potentially necessitating surgery to induce the bone to heal. Delay or failure of bone formation may
delay weight-bearing and increase the period of disability and recovery. Stryker further states that if any motor symptoms (e.g., weakness, muscle
paralysis) occur, a nerve decompression procedure may be needed. Permanent paralysis may occur. The severity of adistraction that istoo rapid can
present in varying degrees. If noted early, the presence of atransient minimal complaint, with temporary injury, can be remedied with simple frame and
software adjustments. Once the deformity corrective procedure has been completed, there is no risk to treated patients. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Identify any affected software in your inventory. If you have affected software, verify that you have received the July 26, 2018, Urgent Product
Corrective Action letter and Business Reply Form and/or the July 2018 Urgent Field Safety Notice letter and Acknowledgment Form from Stryker. If you
have selected the "Correct Axia First" button with multiple corrections per day in your ongoing cases, Stryker recommends that you redo the correction
plan by either of the following methods:

1.  Calculate the correction plan with one correction per day selected on the Correction Plan page or

2. If more than one correction per day is desired, the correction time may be overridden by entering the desired number of daysin the
"Override correction time" field on the Limiting Anatomical Structure (LAS) page. If the correction timeis overridden, the correction
plan will be accurate regardiess of the number of corrections. Continue to evaluate the patients through routine follow-up radiographs for
alignment and distraction. The firm recommends the following actions:

Notify all relevant personnel at your facility of the information in the letter. Retain a copy of the letter with your records. Complete the response form,
and return it to Stryker and/or Stericycle using the information on the form. Stryker is developing an update to correct the software deviation and will
notify your facility when the update is available.

For Further Information:

Eric Petschler, Stryker divisional regulatory compliance manager (U.S.)

Tel.: (201) 831-6693

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Stryker: 983031 Hoffmann L RF Hexapod software [online]. London:
Department of Health; 2018 Jul 30 [cited 2018 Jul 31]. (Field safety notice; reference no. 2018/007/016/291/002). Available from Internet:
here.

Comments:

Thisaert isaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

2018 Jul 31. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital Reference No. 1835077 (includes reply
form) Download

2018 Jul 31. MHRA FSN. 2018/007/016/291/002 Download
2018 Jul 31. MHRA FSN. Stryker Reference No. PFA_1835077 (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.
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[High Priority ] - A31076 : LeMaitre—Pruitt F3 Carotid Shunts with Outlying T-Ports: Packaging May

Contain Inlying Shunt
Medical Device Ongoing Action

Published: Tuesday, July 31, 2018

UMDNS Terms:

® Shunts, Carotid Artery [17797]
Product Identifier:

[Consumable]
LeMaitre Vascular Inc L
Product Reference No. Lot No. Expiration Date
31 cm Pruitt F3 Carotid Shunts €2012-10 PFT3354A 2019 Oct 28

with Outlying T-Ports

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): LeMaitre Vascular Inc63 Second Ave, Burlington, MA 01803, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem: InaJuly 20, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, LeMaitre states that the packaging
(box, pouch, and tray) labeled as containing the above 31 cm outlying shunt actually contains a 15 cm inlying shunt. 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 July 20, 2018, Urgent
Medica Device Recall letter and reply form from LeMaitre. Regardless of whether you have affected product, complete the reply form and return it to
LeMaitre using the information on the form. Forward a copy of the letter to any facility to which you have further distributed affected product. Upon
receipt of the form, LeMaitre will contact your facility to provide you with an RMA number and instructions for product return and replacement.

For Further Information:
Rose Lerer, LeMaitre senior quality engineer
Tel.: (781) 425-1671

E-mail: rlerer@lemaitre.com
Website: Click here

Comments:

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

Source(s):
e 2018 Jul 27. Member Hospital. LeMaitre letter submitted by an ECRI Institute member hospital (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.



mailto:rlerer@lemaitre.com

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176991/20180720LeMaitrePruittF3CarotidShuntsCLIENT_Redacted.pdf



MMOqalaa
(A31076) LeMaitre-Pruitt F3.pdf


* 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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