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Dear,

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

* Role of NCMDR officer:

* Disseminate and share the information with
other Departments within healthcare facility and
Ensuring that the healthcare facility is free of any
affected device/product.

* Communicate with NCMDR Team and
Authorized Representative of the manufacturer if
there is any affected device/product.

Hospital name:

Date:
Hospital affected by any medical device/product
in this report: oNo OYes

¢ .IThe yellow highlights Indicates that medical devices
subject to removal and/ or destroyed action.

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

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

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

12-Mar-19 \

“SIAe

Aplall claiiall 5 5 ea) e ks gl 38 all 4 8y

/ Al 1) el jasl AT e e sl 8 Jla )l
e 5 saial) Al il sl 5 3 5ea Sl Gilele xiuY)

£ 5l 5 2131l Aalall Aiggl) a8 50

Lnaall slanall Jals dabiaal ALYl / <l ) e avexille
e b il ks o e/ e ol (e La 18 (e ST
ALl e A e la)

Claiiall 5 5 jeaY) e i sl 38 el ae Jual sille
pagalla 8 aaall 5 gilal) Jleal) aa g dndall

Al ol 1) @ ) e sl il b a3t/ e

;U.EM\ ?.u\
HCSR
adn YO Al Cpada Addally b e 3 gl g

b e ) ol it VL Alllaal) ol i) e

Colfiadll e 05l 38 ) 138 (B Cpe 55l 53 Cliaal) @
e Oslala Gl (e ) sall/0p 3

Dl O (e 8 (e (el Agall B (#) AaDladl 03a
(ECRI) ialiia e a3l i

i yall g) Jag) g ) el Abloill Q8 5Y1 5) 31 pkall 8 jaal e

Page 1 of 6



7. Kingdom of Saudi Arabia
[ Saudi Food & Drug Authority N c M D R

Medical Devices Sector National Center for Medical Devices Reporting
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NCMDR Weeldy Update| _ 12ar-19
Dear,

NCMDR team is pleased to inform you that 29 new FSCA/recalls for medical devices and
products posted on SFDA website for the period of 04-Mar-19 to 10-Mar-19 In order
to view more details, ciicik the iinis or attachments @
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Anaesthetic and respiratory devices

Hamilton-C6  {AMILTON MEDICAL AC  Daleel Al Raeda Trading Est  /Secure/CA/CaViewRecal

PARI LC SPRINT PARI electronic technicains est https://ncmdr.sfda.qgov.s

Tracheo

Assistive products for persons with disability

Sara 3000, Tenor, Arjo Huntleigh Al-Faisaliah Medical System  https://ncmdr.sfda.gov.s
Minstrel

Sara Plus Lift H Arjo Huntleigh H Al-Faisaliah Medical System ‘kSecure[CAZCaViewRecal‘

Medical regulations gate ‘kSecureZCAZCaViewRecal‘

Strap Gripper H Liko AB

Dental devices
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13981
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13986
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13980
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13979
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13983

‘ 3.4mm Certain Biomet 3i Inc Asnan Medical Services https://ncmdr.sfda.gov.s
BellaTek a/Secure/CA/CaViewRec
Abutment, ILDAT3

Diagnostic and therapeutic radiation devices

# MATRIX DS Data Xion GmbhH ATTIEH MEDICO LTD
Stations Used
with XION g
Endoscopy
Systems
StealthStation S7 Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s
and i7 Systems a/Secure/CA/CaViewRec
with Synergy all.aspx?caid=4&rid=13
Cranial 978
StealthStation
Cranial Software

Velocity Varian Medical Varian Medical Systems Arabia |https://ncmdr.sfda.gov.s
Advanced Systems Commercial Limited a/Secure/CA/CaViewRec
Imaging [Al], all.aspx?caid=10&rid=1
Velocity 3975
Advanced
Imaging
Solutions [AIS] or
VelocityGRID.

Electro mechanical medical devices

# enFlow IV Fluid Vyaire Medical Spectromed
and Blood g
Warmers

#  HydroMARK Mammotome N/A
Breast Biopsy g
Markers
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13976
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13978
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13975

www.ecri.org . Printed from Health Devices Alerts on Tuesday, March 5, 2019 Page 1

[High Priority ] - A31059 : XION—MATRIX DS Data Stations Used with XION Endoscopy Systems:

Manufacturer Provides Safety Instructions for Windows 10 Updates
Medical Device Ongoing Action

Published: Monday, March 4, 2019

UMDNS Terms:
® Video Systems, Endoscopic [15967]

® Software, Video System, Endoscopic [26871]
Product Identifier:
[Capital Equipment]

XION GmbH ;
Product Model Operating System

Endoscopy Data Stations MATRIX DS Windows 10 Pro, Windows 10 Long-Term Servicing
Branch (LTSB)

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): XION GmbHPankstrasse 8-10, D-13127 Berlin, Germany
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Information Technology, Gastroenterology

Problem:

In aletter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), XION states that if Windows 10 is able to download
updates from an Internet connection or an internal update server, it will attempt to install the updates, potentially interrupting the availability of the
system. 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 letter from XION. To ensure that the
system availability is not interrupted, the update installation process and/or system reboot must be prevented from taking place while the systemisin use
by setting Active Hours. Redundant cabling allows the user to switch the display from avideo image displayed by Windows to a direct display of the
camera image on the monitor, bypassing the MATRIX DS data stations. XION recommends that users set Active Hours and set up redundant cabling to
avoid interruptions from updates when the above systems are used with Windows 10 Pro or Windows 10 Long-Term Servicing Branch (LTSB). Ensure
that the Active Hours parameter in Windows 10 meets the clinical requirements of your facility. For system security, ensure that Microsoft security
updates are installed in atimely manner. XION also recommends checking that the redundant cabling switch-over is set up by pressing the corresponding
button (input channel) on the monitor. For assistance with setting up Active Hours or redundant cabling, contact the XION service department using the
information below or your facility's IT department. If Windows attempts to install an update and/or reboot the system while the system is being used
outside of the defined Active Hours period, choose the “Try again later" option to move the interruption to alater point in time.

For Further Information:

XION service department

Tel.: 49 (30) 47498732

E-mail: service@xion-medical.com

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Xion Medical: MATRIX DS; MATRIX DS2/350 010 882 HD [online].
London: Department of Health; 2018 Jul 23 [cited 2019 Jan 22]. (Field safety notice; reference no. 2018/007/004/291/003). Available from
Internet: Click here.

Comments:

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

Source(s):
e 2019 Jan 22. MHRA FSN. 2018/007/004/291/003 Download
e 2019 Jan 22. MHRA FSN. XION letter Download

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



mailto:service@xion-medical.com

https://www.xion-medical.com/en/contact/contact-information/

https://www.gov.uk/drug-device-alerts/field-safety-notices-16-to-20-july-2018?utm_source=b4f68c3f-9459-410e-b88d-fd0aa628eab2&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notices-16-to-20-july-2018?utm_source=b4f68c3f-9459-410e-b88d-fd0aa628eab2&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186640/20190122XIONMATRIXSystemsMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186641/20190122XIONMATRIXSystemsMHRA.pdf



AFHajlan
(A31059) XION-MATRIX DS.pdf


www.ecri.org . Printed from Health Devices Alerts on Wednesday, March 6, 2019 Page 1

[High Priority ] - A32286 : Mammotome—HydroMARK Breast Biopsy Markers: Marker May Not Be

Deployed into Biopsy Site as Intended
Medical Device Ongoing Action

Published: Tuesday, March 5, 2019

UMDNS Terms:

® Biopsy Site Markers, Breast [39659]
Product Identifier:

[Consumable]
Mammotome
Product Product No. Lot No.
HydroMARK Breast Biopsy Marker 4010-02-15-T4 F11747478D, F11747479D, F11804523D,

F11804524D, F11806481D, F11806482D,
F11810474D, F11812315D, F11812457D,
F11814463D, F11814464D, F11815501D,
F11816472D, F11818445D, F11819422D,
F11820475D, F11820476D, F11821469D,
F11823512D, F11828514D, F11828515D,
F11829494D, F11830102D, F11844479D,
F11846202D, F11847509D

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Mammotome300 E Business Way 5th Floor, Cincinnati, OH 45241, United States
Suggested Distribution: Oncology, OR/Surgery, Diagnostic Imaging, Materials Management

Problem:

Oln aFebruary 12, 2019, Urgent Field Action letter submitted by an ECRI Institute member hospital, Mammotome states that the above markers may not
be deployed into the biopsy site as intended when no marker plug is contained in the delivery system. Mammotome also states that this problem may be
observed in the following ways:

e When the user attempts to deploy the marker plug from the delivery system as intended, no marker plug is contained.

o When the user opens the marker packaging, the marker plug (hydrogel + marker clip) isloose in the packaging or outside the delivery
system.

Mammotome further states that it has received no reports of adverse patient events associated with this problem. The manufacturer has not confirmed the
information provided in the source material .

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the February 12, 2019, Urgent Field Action
letter and Reply Form from Mammotome. Regardless of whether you have affected product, complete the Reply Form and return it to Mammotome using
the instructions on the form. To receive a shipping label for product return, contact the Mammotome customer service department by telephone using the
information below. Return unused affected product to Mammotome. Upon receipt of returned product, Mammotome will provide your facility with
credit.

For Further Information:

Mammotome customer service department

Tel.: (877) 926-2666

Website: Click here

Comments:

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

Source(s):

e 2019 Mar 4. Member Hospital. (includes reply form) Download

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



https://www.mammotome.com/contact/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188955/20190112MammotomeHydromarkBiopsyMarkersClient.pdf



AFHajlan
(A32286) Mammotome-HydroMARK Breast Biopsy Marke.pdf


www.ecri.org . Printed from Health Devices Alerts on Sunday, March 10, 2019 Page 1

[High Priority ] - A32312 : Vyaire Medical—enFlow IV Fluid and Blood Warmers: Cartridges with
Aluminum Warming Plates in Fluid Pathway May Lead to IV Infusion with Harmful Concentrations of
Aluminum

Medical Device Ongoing Action

Published: Friday, March 8, 2019

UMDNS Terms:

® Warming Units, Blood/Intravenous Solution [10447]
Product Identifier:
[Capital Equipment, Consumabl €]

Product Vyaire Medical Inc NHS Supply Chain Reference Reference No.
Model No.

Blood and Fluid Warming Units enFlow FSB1143 980105V S

Blood and Fluid Warming enFlow FSB1144 980200EU

Disposable Cartridges

Blood and Fluid Warming enFlow FSB1145 980202EU

Disposable Cartridges with Extension
(30)

Geographic Regions: JU.K.
Manufacturer(s): Vyaire Medical Inc26125 N Riverwoods Blvd, Mettawa, IL 60045, United States

Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Nursing,
Perfusion, IV Therapy, Materials Management

Problem:

OThe U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Medical Device Alert (MDA/2019/015 ) warning healthcare
workersthat arecent paper published by the Journal of Anesthesia concluded that uncoated aluminum platesin fluid warming systems can lead to arisk
of administering potentially harmful concentrations of aluminum when balanced electrolyte solutions are used. Vyaire Medical issued a Field Safety
Notice letter warning that use of the above cartridges may lead to an 1V infusion containing aluminum levels above currently recommended safe levels.
MHRA aso states that it has received no reports of adverse incidents related to this problem. The manufacturer has not confirmed the information
provided in the source material .

Action Needed:
OMHRA recommends the following actions:

e Usean alternative fluid warming device if available.
e |f dternative devices are available, isolate affected devices in accordance with the Vyaire Medical Field Safety Notice letter .

e |f no aternative deviceis available, carry out and document local risk assessment based on aclinical risk-benefit analysis before using the
above fluid warmers. Overriding clinical need for fluid warming should take precedence over considerations of risk of aluminum release.

o Report adverse events involving these devices through your local incident reporting system and/or your national incident reporting authority
as appropriate: England, Scotland, Northern Ireland, Wales. You should aso report directly to manufacturersif your local or national
systems do not.

For Further Information:

Vyaire Medical

Tel.: (833) 327-3284

E-mail: bob.arnott@vyaire.com

Website: Click here

For technical inquiries to MHRA:

Tel.: (020) 30806000

E-mail: DSS-TM@mhra.gov.uk

For clinical inquiries to MHRA:
MHRA devices clinical team

Tel.: (020) 30807274

E-mail: DCT@mhra.gov.uk

Website: Click here

Northern Ireland:

Northern Ireland Adverse Incident Centre
Tel.: (0208) 90523868

E-mail: NIAIC@health-ni.gov.uk
Website: Click here

Scotland:

Incident Reporting and Investigation Centre
Tel.: (0131) 2757575

E-mail: nss.iric@nhs.net

Website: Click here

Wales:

Healthcare Quality Division Welsh Government

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



https://www.gov.uk/drug-device-alerts/enflow-iv-fluid-and-blood-warmer-risk-of-unsafe-levels-of-aluminium-leaching-from-the-device-mda-2019-015?utm_source=e6993a3c-cac7-4c2f-8146-c93e9db5d4f8&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://onlinelibrary.wiley.com/doi/full/10.1111/anae.14601

https://mhra.filecamp.com/public/file/3owp-6457a5g3

https://mhra.filecamp.com/public/file/3owp-6457a5g3

https://yellowcard.mhra.gov.uk/

http://www.hfs.scot.nhs.uk/services/incident-reporting-and-investigation-centre-iric-1/how-to-report-an-adverse-incident/

https://www.health-ni.gov.uk/articles/reporting-adverse-incident

https://www.health-ni.gov.uk/articles/reporting-adverse-incident

https://yellowcard.mhra.gov.uk/devices/?type=hcp

mailto:bob.arnott@vyaire.com

http://www.vyaire.com/contact/

http://www.vyaire.com/contact/

mailto:DSS-TM@mhra.gov.uk

mailto:DCT@mhra.gov.uk

https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency#page=DynamicListMedicines

mailto:NIAIC@health-ni.gov.uk

https://www.health-ni.gov.uk/topics/safety-and-quality-standards/northern-ireland-adverse-incident-centre-niaic

mailto:nss.iric@nhs.net

http://www.hfs.scot.nhs.uk/services/incident-reporting-and-investigation-centre-iric/



www.ecri.org . Printed from Health Devices Alerts on Sunday, March 10, 2019 Page 2

Tel.: (03000) 250986 or (03000) 255510
E-mall: Haz-Aic@wales.gsi.gov.uk
Inquiries to MHRA should cite reference no. MDA/2019/015 or 2019/001/004/302/001.

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. enFlow® 1V fluid and blood warmer—risk of unsafe levels of

auminum leaching from the device [online]. London: Department of Health; 2019 Mar 8 [cited 2019 Mar 8]. (Medical device aert; no.
MDA/2019/015). Available from Internet: Click here.

Comments:
e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.
Source(s):

e 2019 Mar 8. MHRA MDA. MDA/2019/015 Download

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



mailto:Haz-Aic@wales.gsi.gov.uk

https://www.gov.uk/drug-device-alerts/enflow-iv-fluid-and-blood-warmer-risk-of-unsafe-levels-of-aluminium-leaching-from-the-device-mda-2019-015?utm_source=e6993a3c-cac7-4c2f-8146-c93e9db5d4f8&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/enflow-iv-fluid-and-blood-warmer-risk-of-unsafe-levels-of-aluminium-leaching-from-the-device-mda-2019-015?utm_source=e6993a3c-cac7-4c2f-8146-c93e9db5d4f8&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189386/MDA-2019-015_Final.pdf



AFHajlan
(A32312) Vyaire Medical-enFlow IV.pdf


Meddtronic
Model 37751
Recharger
included in
Model 37651
Charging System

Medtronic SA

Medtronic Saudi Arabia

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13
974

# Radiometer

Radiometer America

Salehiya Trading Est.

TCM5 FLEX / Inc
BASIC g
Transcutaneous
Monitor
Stryker Stryker Sustainability N/A https://ncmdr.sfda.gov.s
Sustainability Solutions a/Secure/CA/CaViewRec
Solutions (SSS)
# T34 Ambulatory Caesarea Medical N/A

Syringe Pumps

Electronics Ltd

In vitro diagnostic devices

Alinity hq Abbott Medical supplies & Services | https://ncmdr.sfda.gov.s
Analyzer and Co.Ltd Mediserv a/Secure/CA/CaViewRec
Alinity hs Slide all.aspx?caid=4&rid=13
Maker Stainer 970
Module
Alinity i Abbott Medical supplies & Services | https://ncmdr.sfda.gov.s
Processing Co.Ltd Mediserv a/Secure/CA/CaViewRec
Module and all.aspx?caid=4&rid=13
Alinity c 971
Processing
Module
ImmunoCAP ISAC ABDULREHMAN AL GOSAIBI | https://ncmdr.sfda.gov.s

slgk 112

\

Phadia Ltd ‘

GTB
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13974
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13985
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13970
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13971
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13988

www.ecri.org . Printed from Health Devices Alerts on Thursday, March 7, 2019 Page 1

[High Priority ] - A29399 02 : Radiometer—TCM5 FLEX and BASIC Monitors: May Cause Interference

on ECG and EEG Monitors; Manufacturer Provides Permanent Countermeasure [Update]
Medical Device Ongoing Action

Published: Wednesday, March 6, 2019

UMDNS Terms:

® Monitors, Physiologic, Blood Gas, Bedside, Transcutaneous [17996]
Product Identifier:
[Capital Equipment]

Radiometer Ltd

Model Serial No.

Product

Monitors TCM5BASIC, TCM5 FLEX All

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Radiometer LtdThe Manor, Crawley RH10 9FY, England

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Nursing, Pediatrics,
Pulmonology/Respiratory Therapy, Home Care, NICU

Summary:

OUpdate Reason: New Action Needed. This Alert provides additional information based on an Urgent Field Safety Notice letter posted by the U.K.
Medicines and Healthcare Products Regulatory Agency (MHRA) regarding Alerts A29399 and A29399 01 . Radiometer states that a permanent
countermeasure to the problem is to exchange affected monitoring systems with a redesigned device. New Information is provided in the Action

Needed field.

Problem:

OInan Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Radiometer states that the
above monitors may cause interference on electrocardiography (ECG) and el ectroencephal ogram (EEG) monitors. Radiometer also states that it
acknowledges that this problem may occur, but only when the above monitors and ECG and/or EEG measurements are applied on the same patient. The
instructions for use (IFU) contains the statement: "Other instruments sensitive to electromagnetic interference may be affected by the TC measurement. If
thisisthe case, contact authorized service personnel." Radiometer further states that this problem may lead to incorrect measurements by third-party
devices, such as ECG monitors. These incorrect measurements may lead to incorrect treatment or patient management. In aworst-case scenario, in which
the actual heart rate of the patient is critically low or the patient is experiencing critical arrhythmias, this may not be discovered because of the
interference, potentially resulting in insufficient trestment or no treatment for a critically low heart rate or critical arrhythmias. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Oldentify any affected monitorsin your inventory. If you have affected monitors, verify that you have received the Urgent Field Safety Notice letter from
Radiometer. Y our Radiometer representative will contact your facility when a redesigned TCM5 monitoring system is available. The short-term
countermeasures previously provided by the firm (see Alert A29399 ) are till valid until your TCM5 monitoring system has been replaced. Notify all
relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed
affected product.

For Further Information:

Radiometer

Website: Click here

References:
Great Britain:

e Medicines and Healthcare Products Regulatory Agency. Radiometer: TCM5 FLEX/TCM5 BASIC [onling]. London: Department of Health;
2017 Oct 23 [cited 2017 Oct 24]. (Field safety notice; reference no. 2017/010/012/291/008). Available from Internet: Click here.

e Medicines and Healthcare Products Regulatory Agency. Radiometer: TCM5 FLEX/TCMS5 BASIC [onling]. London: Department of Health;
2018 Mar 20 [cited 2018 Mar 21]. (Field safety notice; reference no. 2017/010/012/291/008). Available from Internet: Click here.

e Medicines and Healthcare Products Regulatory Agency. Radiometer: TCM5 FLEX/TCM5 BASIC [online]. London: Department of Health;
2019 Mar 4 [cited 2019 Mar 5]. (Field safety notice; reference no. 2017/010/012/291/008). Available from Internet: Click here .
Comments:

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

Source(s):
e 2019 Mar 5. MHRA FSN. 2017/010/012/291/008 Download
e 2019 Mar 5. MHRA FSN. FAN 915-375 Revision 6 Download

©2019 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=1632187

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633914

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633914

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632187

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632187

https://www.radiometer.co.uk/en-gb/about-radiometer/contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-9-to-13-october-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-9-to-13-october-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-12-to-16-march-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-12-to-16-march-2018

https://www.gov.uk/drug-device-alerts/field-safety-notices-25-february-2019-1-march-2019?utm_source=ef3ecd60-1849-4925-bfde-d27abf67bd72&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notices-25-february-2019-1-march-2019?utm_source=ef3ecd60-1849-4925-bfde-d27abf67bd72&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189070/20190304MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189071/RadiometerTCM5FLEXBASICMHRA.pdf
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[High Priority ] - A30265 06 : CME—T34 Ambulatory Syringe Pumps: Variation in Battery Size May
Cause Problems with Battery Housing Connections, Potentially Resulting in Pump Shutdown and
Treatment Delay [Update]

Medical Device Ongoing Action

Published: Monday, March 4, 2019

UMDNS Terms:

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

Caesarea Medical Electronics Ltd

Product Model

Ambulatory Syringe Pumps T34

Geographic Regions: JU.K.
Manufacturer(s): Caesarea Medical Electronics Ltd16 Shacham Street, Caesarea, |L-30889, Israel

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing,
Obstetrics/Gynecol ogy/L abor and Delivery, Oncology, OR/Surgery, Pediatrics, Home Care, Pain Clinic, IV Therapy

Problem:

000OThe U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Medical Device Alert (MDA/2019/013 ) warning
healthcare workers that a+2 mm battery size variation may cause connectivity problems in the battery housing of the above pumps, potentially causing a
loss of connection, resulting in unintended pump shutdown. CME isinitiating a corrective action to fit sponge pads within the battery compartment of the
syringe pumps to improve battery connectivity. The manufacturer has not confirmed the information provided in the source material.

Action Needed:
MHRA recommends that you do the following:
NHS users:

e Read pages 2 to 5 of the manufacturer's combined Field Safety Notice (FSN) .
o Notify al relevant personnel at your facility of the information in the combined FSN .

e |f you need help to carry out the corrective actions, contact customer service by telephone at (01253) 206700.
Non-NHS Users:

e Read pages 6 to 11 of the manufacturer's combined FSN .

o Notify al personnel responsible for setting up affected pumps of the information in the combined FSN .

e |f you need help to carry out the corrective actions, contact customer service by telephone at (01253) 206700.
All users:

e The manufacturer has released a corrective action to fit sponge pads within the battery compartment of the syringe pumps to improve battery
connectivity and has produced a short video for customers that shows how to apply the foam inserts into the battery compartment.

e Carry out regular checksthat an infusion is running as expected, and follow troubleshooting advice in the instructions for use (IFU). If you
cannot resolve a problem, contact the manufacturer.

Report all adverse events associated with the use of affected product to the manufacturer and to MHRA through the Y ellow Card scheme or the
appropriate devolved administration.

For Further Information:

Michael Garfitt, CME UK customer support department
Tel.: (01253) 206700

E-mail: customersupport@cmemedical.co.uk
Website: Click here

For technical inquiries to MHRA:

Roopa Prabhakar or Jenifer Hannon

Tel.: (020) 30806000

E-mail: DSS-TM@mhra.gov.uk

For clinical inquiries to MHRA:

MHRA Devices Clinical Team

Tel.: (020) 30807274

E-mail: dct@mhra.gov.uk

Website: Click here

Northern Ireland:

Northern Ireland Adverse Incident Centre
Tel.: (028) 90523868

E-mail: NIAIC@health-ni.gov.uk

Website: Click here

Scotland:

Incident Reporting and Investigation Centre
Tel.: (0131) 2757575

E-mail: nss.iric@nhs.net

Website: Click here

©2019 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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https://mhra.filecamp.com/public/file/3mzr-foe81hft

https://mhra.filecamp.com/public/file/3mzr-foe81hft

https://mhra.filecamp.com/public/file/3mzr-foe81hft

https://mhra.filecamp.com/public/file/3mzr-foe81hft

https://mhra.filecamp.com/public/file/3mzr-foe81hft

https://mhra.filecamp.com/public/file/3mzr-foe81hft

https://mhra.filecamp.com/public/file/3mzr-foe81hft

https://mhra.filecamp.com/public/file/3mzr-foe81hft

https://www.bd.com/en-uk/products/infusion/infusion-devices/cme-ambulatory-infusion-systems/t-series-syringe-pumps/t34-ambulatory-syringe-pump/t34-battery-foam-pad-and-battery-cover-instructions

https://yellowcard.mhra.gov.uk/

https://yellowcard.mhra.gov.uk/

mailto:customersupport@cmemedical.co.uk

https://www.cme-infusion.com/contact

mailto:DSS-TM@mhra.gov.uk

mailto:dct@mhra.gov.uk

https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency#page=DynamicListMedicines

mailto:NIAIC@health-ni.gov.uk

https://www.health-ni.gov.uk/

mailto:nss.iric@nhs.net

http://www.hfs.scot.nhs.uk/services/incident-reporting-and-investigation-centre-iric-1/
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Wales:

Healthcare Quality Division, Welsh Government

Tel.: (029) 20823624 or (029) 20825510

E-mall: Haz-Aic@wales.gsi.gov.uk

Inquiries to MHRA should cite reference no. MDA/2019/013 or 2019/001/024/487/009.

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. All T34 ambulatory syringe pumps need a sponge pad fitted to the
battery compartment to prevent battery connection issues [online]. London: Department of Health; 2019 Mar 4 [cited 2019 Mar 4]. (Medica
device alert; no. MDA/2019/013). Available from Internet: Click here .

Comments:

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

Source(s):
e 2019 Mar 4. MHRA MDA. MDA/2019/013 Download
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[High Priority ] - A32300 : Randox—Level 2 Urinalysis Controls: Nitrite Analyte May Fail to Report

as Positive
Medical Device Ongoing Action

Published: Friday, March 8, 2019

UMDNS Terms:

® |VD Test Reagent/Kits, Clinical Chemistry, Control, Urine [17067]
Product Identifier:

[Consumable]
Randox Laboratories
Product Ltd Batch No. Expiration Date GTIN Manufacture Date
Catalog No.
Level 2 Urinaysis UCs034 982uC 2019 Dec 28 05055273207590 2018 Jun 19
Controls

Geographic Regions: Asia, Europe, India, Middle East, Russia, South America, U.K.
Manufacturer(s): Randox Laboratories Ltd55 Diamond Road, Crumlin BT29 4QY, Northern Ireland
Suggested Distribution: Clinical Laboratory/Pathology, Urology, Materials Management

Problem:

OIn aFebruary 22, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Randox
states that the nitrite analyte may fail to report as "Positive" for some vials of the above controls. The control material does not meet the specific
performance characteristics as quoted in the kit insert. Inability to use the dipstick method may result in adelay in urinary tract infection (UTI) diagnosis,
potentialy leading to prolonged discomfort for the patient.

Action Needed:

Oldentify, discontinue use of, and discard any affected product in your inventory. If you have affected product, verify that you have received the
February 22, 2019, Urgent Field Safety Notice letter and response form from Randox. A review of previous patient resultsis not required because an
incorrect control result is apparent at the time of use. Discuss the letter with your medical director, and retain a copy of the letter with your medical
records. 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. Compl ete the response form, and return it to Randox using the instructions in the letter.

For Further Information:

Randox

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Randox Laboratories: urinaysis control level 2 [online]. London:
Department of Health; 2019 Mar 4 [cited 2019 Mar 5]. (Field safety notice; reference no. 2019/002/022/601/015). Available from Internet:
here .

Comments:

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

Source(s):
e 2019 Mar 5. MHRA FSN. 2019/002/022/601/015 Download
e 2019 Mar 5. MHRA FSN. REC376 Download
e 2019 Mar 8. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A32293 : Zimmer Biomet—Small Diameter Cement Plug Inserters: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Wednesday, March 6, 2019

UMDNS Terms:

® Redtrictors, Orthopedic Cement [16126]
Product Identifier:

[Consumable]
Zimmer Biomet L
Product ltem No. Lot No. Distribution Date
Small Diameter Cement Plug Inserters 414989 All 2014 May to 2018 Nov

Geographic Regions: U.S.
Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem:
OIn aFebruary 28, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Zimmer Biomet states that the above
products may lack adequate sterilization validation, potentially leading to infection, necessitating surgical intervention.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the February 28, 2019, Urgent
Medical Device Recall letter and Certificate of Acknowledgment form from Zimmer Biomet. Notify all relevant personnel at your facility of the
information in the letter. Y our Zimmer Biomet sales representative will remove the affected product from your facility. Regardless of whether you have
affected product, complete the Certificate of Acknowledgment form and return it to Zimmer Biomet using the instructions on the form. Zimmer Biomet
states that no specific patient monitoring instructions related to this recall are recommended beyond the surgeon's existing follow-up schedule. 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-mall: CorporateQuality.PostMarket@zimmerbiomet.com

Website: Click here

Comments:

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

Source(s):
e 2019 Mar 4. Member Hospital. ZFA 2018-00640 (includes reply form) Download
e 2019 Mar 6. Manufacturer. The manufacturer confirmed the information provided in the source material.

©2019 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 ] - A32306 : Bard—Stress Urinary Incontinence and Pelvic Organ Prolapse Surgical
Mesh Products: Manufacturer Ceases Production and Distribution
Medical Device Ongoing Action

Published: Thursday, March 7, 2019

UMDNS Terms:

® Bladder Support Implants [13136]
Product Identifier:

[Consumable]
C R Bard GmbH Sub C R Bard Inc, a
Product BD company Lot No.
Code No.
Align Retropubic Urethral Support Systems with Dilators BRD100R All
Align Suprapubic Urethral Support Systems with Dilators BRD200S All
Align Retropubic-Suprapubic Urethral Support Systems with Dilators BRD300RS All
Align Trans-Obturator (TO) Urethral Support Systems with Dilators BRD400HK All
Align Trans-Obturator (TO) Halo Urethral Support Systems with Dilators BRD500HL All
Align Trans-Obturator (TO) Hook-Halo Urethral Support Systems with Dilators BRD600HH All
Align Retropubic-Suprapubic Urethral Support Systems with Non-Dilators BRD301RS All
S::gtr; ;rsransrobturator (TO) Hook-Halo Urethral Support Systems with Non- BRD601HH All
Ajust Adjustable Single-Incision Slings (Unit Packs) BRD700S! All
Ajust Adjustable Single-Incision Slings (5 Packs) BRD705SI All
Ajust Helical (Unit Packs) BRD800SI All
Ajust Helical (5 Packs) BRD805SI All
Avaulta Solo Anterior Support Systems 486100 All
Avaulta Solo Posterior Support Systems 486200 All
Avaulta Plus Anterior Support Systems 486101 All
Avaulta Plus Posterior Support Systems 486201 All
Alyte Y-Mesh Grafts (Unit Packs) Y100 All
Alyte Y-Mesh Grafts (5 Packs) Y500 All
Nuvia Single-Incision Anterior Prolapse Repair Systems PF100S! All
Nuvia Single-Incision Posterior Prolapse Repair Systems PF200S! All

Geographic Regions: JU.K.
Manufacturer(s): C R Bard GmbH Sub C R Bard Inc, a BD companyWachhausstral3e 6 76227 Karlsruhe, Germany
Suggested Distribution: Obstetrics/Gynecology/L abor and Delivery, OR/Surgery, Urology, Materials Management

Problem:
OThe U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Medical Device Alert (MDA/2019/014 ) warning healthcare

©2019 ECRI Ingtitute
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workers and patients that Bard is ceasing production and distribution of the above devices because it is no longer continuing to invest in clinical datato
support additional EU requirements. Therefore, implanted devices do not need to be removed and no additional follow-up is required for patients
implanted with these devices. MHRA also states that Bard issued a Field Corrective Action Product Removal Notification letter dated March 7, 2019.
The manufacturer has not confirmed the information provided in the source material.

Action Needed:
OMHRA recommends the following actions for healthcare professionals:

e Beaware of the manufacturer's Field Corrective Action Product Removal Notification |etter .
e |dentify and isolate affected, unused devices listed above.

e Ensure, in cooperation with implanting surgeons, that suitable alternative devices are available.
e Follow the actions listed in the Field Corrective Action Product Removal Notification |etter .

e Report adverse events involving these devices through your local incident reporting system and/or your national incident reporting authority
as appropriate: England, Scotland, Northern Ireland, Wales. Y ou should also report directly to manufacturers if your local or national
systems do not.

MHRA recommends the following actions for patients who have any of the above devices implanted:
e You do not need to have the device removed or have any extra follow-up checks.
e Read the Field Corrective Action Product Removal Notification letter from Bard.
e |f you have any concerns about your implanted device, contact your healthcare professional .

e Report any problems you have with the mesh to MHRA using the Y ellow Card Scheme in England or the appropriate authority in
Scotland, Northern Ireland and Wales. Welsh customers should follow specific advice for reporting in Wales in MDA/2004/054.

For Further Information:

Bard

E-mail: BDUKFieldAction@bd.com
Website: Click here

For technical inquiries to MHRA:

Tel.: (020) 30806000

E-mail: DSS-TM@mhra.gov.uk

For clinical inquiries to MHRA:

MHRA devices clinical team

Tel.: (020) 30807274

E-mail: DCT@mhra.gov.uk

Website: Click here

Northern Ireland:

Northern Ireland Adverse Incident Centre
Tel.: (0208) 90523868

E-mail: NIAIC@health-ni.gov.uk
Website: Click here

Scotland:

Incident Reporting and Investigation Centre
Tel.: (0131) 2757575

E-mail: nss.iric@nhs.net

Website: Click here

Wales:

Healthcare Quality Division Welsh Government
Tel.: (02920) 823624 or (02920) 825510
E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiries to MHRA should cite reference no. MDA/2019/014 or 2019/002/025/291/005.

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. All Bard urogynaecological mesh-voluntary product withdrawal,
implanted devices do not need to be removed [onlineg]. London: Department of Health; 2019 Mar 7 [cited 2019 Mar 7]. (Medical device
alert; no. MDA/2019/014). Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 Mar 7. MHRA MDA. MDA/2019/014 Download
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[High Priority ] - A32033 06 : ICU Medical—ChemoClave and ChemoLock Vial Spikes: May Generate

Burr Particulate [Update]
Medical Device Ongoing Action

Published: Thursday, March 7, 2019

UMDNS Terms:

® Needles, Medication Transfer [16627]
Product Identifier:

[Consumable]
ICU Medical Inc

Product Item No. Lot No.

Oncology Kitswith 12-Inch Ext Set, 13 mm Spiros with CH3943 3846114, 3855564, 3902719, 3961122

Red Cap, Clamp, Graduated Adapter, 20 mm ChemoClave

Vented Vial Spike

CH3944 3846116, 3855565

20 mm ChemoClave Vented Spikes CH-70S 3866759, 3872252, 3910046, 3910627

20 mm ChemoClave Vial Spikes CH-80S 3826647, 3826648, 3826844, 3827598,
3839689, 3839690, 3854000, 3854001,
3866761, 3873006, 3936065, 3952512

20 mm ChemoLock Via Spikes CL-80S 3757712, 3824204, 3824209, 3826652,
3828646, 3829557, 3836196, 3836811,
3853995, 3853997, 3866764, 3866766,
3872065, 3872072, 3872085, 3872093,
3872433, 3872444, 3910642, 3920773,
3932270, 3945868, 3946776

20 mm ChemoLock Vial Spikes 10 units CL-80S-10 3820519, 3820522, 3839240, 3839241,
3844783, 3844784, 3854004, 3854005,
3910656, 3932907, 3946771, 3946772

Chemolock Closed Via Spikeswith Skirt 4 Units CL-80S-4 3820520, 3820521, 3844785

Chemolock Closed Via Spikeswith Skirt 5 Units CL-80S-5 3820516, 3820523, 3839238, 3839239,
3844781, 3844782, 3853998, 3853999,
3866769, 3866770, 3872090, 3910645,
3932908, 3932910, 3946770, 3951236

20 mm ChemoClave Vented Vial Spikes 77148 3872008, 3899761

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): ICU Medical Inc 951 Calle Amanecer, San Clemente, CA 92673, United States

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, Oncology, OR/Surgery, Pulmonol ogy/Respiratory
Therapy, Pharmacy, 1V Therapy, Materials Management

Summary:
Update Reason: Additional affected product. This Alert provides additional information based on a February 21, 2019, Urgent Medical Device Recall
letter submitted by an ECRI Institute member hospital regarding Alert A32033 . Additional information is provided in the Product Identifier field.

Problem:

In aJanuary 3, 2019, Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, ICU Medical states that the above vial spike
may generate burr particulate, originating from the protective cap used in the assembly of the device. ICU Medical also states that burr particulate may
detach; in uncommon circumstances, a detached burr could enter the fluid path, be infused into an intravenous line, enter the patient, and lead to an
embolism. ICU Medical further statesthat it has received no reports of adverse events associated with this problem.

Action Needed:

The following actions are those listed in Alert A32033 . Identify, isolate, and discontinue use of any affected product in your inventory. Affected product
was distributed between August 2018 and February 2019 in the U.S. If you have affected product, verify that you have received the January 3, 2019,
Urgent Medical Device Recall letter, Response Form, and shipping label from Stericycle on behalf of ICU Medical. Regardless of whether you have
affected product, complete the Response Form and return it to Stericycle using the information on the form. Inform al relevant personnel at your facility
of the information in the letter. Forward a copy of the letter to any facility to which you have further distributed affected product 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 or click here . Upon receipt of affected
product, ICU Medical will provide your facility with credit; however, for product purchased through a distributor will be credited by the distributor. 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 .
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For Further Information:

Stericycle

Tel.: (888) 871-7114, 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

For medical inquiries:

ICU Medical information department

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

E-mail: medinfo_us@icumed.onmicrosoft.com For product replacement options:
ICU Medical customer care department

Tel.: (949) 366-4208

Website: Click here

Comments:

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

Source(s):
e 2019 Mar 7. Member Hospital. ICU Medical letter submitted by an ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A32158 : Ethicon—ETHIBOND EXCEL Sutures: Packaging May Contain Incorrect

Suture
Medical Device Ongoing Action

Published: Wednesday, March 6, 2019

UMDNS Terms:

® Sutures, Synthetic, Nonabsorbable, Polyester [13906]
Product Identifier:

[Consumable]
This action only affects Czech Republic, Egypt, India, Israel, Kazakhstan, The Netherlands, Oman, Spain, Turkey, U.K.
Ethicon Inc
Product Product No. Lot No.
Size 2-0 10 x 30-Inch (75 cm) ETHIBOND EXCEL Sutures ~ W10B77 MBM232

Geographic Regions: Czech Republic, Egypt, India, Israel, Kazakhstan, The Netherlands, Oman, Spain, Turkey, U.K.
Manufacturer(s): Ethicon IncUS Rt 22 W, Somerville, NJ 08876, United States
Suggested Distribution: Emergency/Outpatient Services, OR/Surgery, Materials Management

Problem: OIn aFebruary 1, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Ethicon states that some boxes of the above products may contain PROLENE sutures. The affected boxes have a blue color on the sales unit
carton instead of the orange typical for ETHIBOND EXCEL. The labeling on the individual Tyvek pouches for the PROLENE sutures is correct. Ethicon
also states that it has received no reports of adverse events related to this problem and that this problem does not affect product safety.

Action Needed: Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the February
1, 2019, Urgent Field Safety Notice letter and Business Reply Form from Ethicon. Complete the Business Reply Form, and return it to Ethicon using the
instructions on the form. Ethicon will arrange to remove affected product. Notify al relevant personnel of the information in the Urgent Medica Device
Recall letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Retain a copy of the Urgent Field
Safety Notice letter with affected product (if you have any) or with your records (if you do not have affected product). Report any adverse events or
quality problems to your sales representative, directly to Ethicon, or your national health authority. If you have any questions, contact your local sales
representative.

For Further Information:

Jayne Beeston, Ethicon

Tel.: 44 (113) 3876261

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Johnson & Johnson: Ethicon Ethibond Excel suture, size 2-0
[online]. London: Department of Health; 2019 Feb 11 [cited 2019 Feb 12]. (Field safety notice; reference no. 2019/002/004/291/008).
Available from Internet: Click here.
Comments:

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

Source(s):
e 2019 Feb 12. MHRA FSN. 2019/002/004/291/008 Download
e 2019 Feb 12. MHRA FSN. (includes reply form) Download
e 2019 Mar 5. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A32305 : Medical Action Industries—Laparotomy Sponges: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Tuesday, March 5, 2019

UMDNS Terms:

® Sponges, Surgical, Laparotomy [15085]
Product Identifier:

[Consumable]

Product mg(tje'ﬁﬂl'?\fg'on Industries Inc Lot No. Expiration Date

Laparotomy Sponges 300 252968 2022 Nov 8
400 1808JK 3018 2023 Aug 30
400 1807JK301A 2023 Jul 20
402 1808JK304B 2023 Aug 30
402 1808IK 304A 2023 Aug 20
404 1808JK 306A 2023 Aug 20
407 1808JK 308A 2023 Aug 20
407 1807JK 308A 2023 Jul 20
411 1808JK 311A 2023 Aug 20
411 1808JK 3118 2023 Aug 30
412 1808JK 3128 2023 Aug 30
412 1807JK 312A 2023 Jul 20
412 1808JK 312A 2023 Aug 20
419 1807JK313A 2023 Jul 20
426 1808JK 3168 2023 Aug 30
426 1808JK 316A 2023 Aug 20
450 1808JK 318A 2023 Aug 30
450 1807JK318A 2023 Jul 20
SM40018 1807JK 323A 2023 Jul 20
V300 253083 2022 Nov 12
V400 1807JK 319A 2023 Jul 20
V450 1808JK 320A 2023 Aug 20
V450 1808JK 3208 2023 Aug 30

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
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Manufacturer(s): Medical Action Industries Inc9120 Lockwood Boulevard, Mechanicsville, VA 23116, United States

Suggested Distribution: Dialysis’Nephrology, Infection Control, Nursing, Obstetrics/Gynecology/L abor and Delivery, OR/Surgery, Urology,
Gastroenterology, Materials Management

Problem:

InaMarch 1, 2019, Urgent Medical Device Notification of Recall |etter submitted by an ECRI Institute member hospital, Medical Action Industries
states that the sterility of the above products may be compromised, potentially causing the products to exhibit sterility assurance levels other than 10-6.
Medical Action Industries also states that in addition to the normal risk of infection for any procedure, deviation in the sterility assurance level may
attribute to an increased risk of patient infection. Medical Action Industries further states that it has received no reports of adverse events or serious
injuries 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. If you have affected product, verify that you have received the March 1,
2019, Urgent Medical Device Notification of Recall |etter and Recall Response Form from Medical Action Industries. Regardless of whether you have
affected product, complete the Recall Response Form, and return it to Medical Action Industries by e-mail at quality@owens-minor.com . Upon receipt
of theform, Medica Action Industries will provide your facility with areturned good authorization (RGA) number for product return. Medical Action
Industries will also provide your facility with credit. To obtain replacement product, contact the Medical Action Industries customer service department
by telephone at (800) 645-7042.

For Further Information:

Medical Action Industries

Website: Click here

Comments:

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

Source(s):

e 2019 Mar 5. Member Hospital. Medical Action Industries letter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A32255 : Maquet/Getinge— Pre-Bypass Filters: Printed Warning May Be Incomplete
Medical Device Ongoing Action

Published: Monday, March 4, 2019

UMDNS Terms:

® Filters, Heart-Lung Bypass Priming [17580]
Product Identifier:

[Consumable]
DT
1/2 x 3/8 Pre-Bypass Filters with Vent 701021040
1/2 x 3/8 Pre-Bypass Filters without Vent 701021039
3/8 x 3/8 Pre-Bypass Filters with Vent 701031086
3/8 x 3/8 Pre-Bypass Filters without Vent 701031084

Geographic Regions: O(Impact in additional regions has not been identified at the time of this posting), U.K.
Manufacturer(s): MAQUET IncKehler Str. 31, 76437 Rastatt, Germany
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Perfusion, Materials Management

Problem:

OIn aFebruary 18, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Maguet/Getinge states that the printed warning on the front and back of the above pre-bypass filters may be incomplete or that the print may delaminate.
Maguet/Getinge also states that the print may be removed when touched, without any use of solvent. The print does not necessarily come off during
transport. Maguet/Getinge further states that use of affected filters that does not follow the warning may result inflow obstruction, areplacement of the
circuit, adelayin the surgery, and potential cardiopulmonary deterioration in anemergency situation. Maguet/Getinge states that it has received no reports
of seriousinjury or death caused by this problem. The manufacturer has not confirmed the information provided in the source material .

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the February 18, 2019, Urgent Field Safety
Notice letter and Letter of Acknowledgment form from Maguet/Getinge. Complete the form, and return it to Maguet/Getinge. The warning on the filters
should state, “0.2 micron filter For priming cardiopulmonary bypass circuits Warning: not for use with cellular blood products. Follow instructions for
use. Do not reuse.” All staff who touch affected filters should exchange their sterile gloves after removal of the filter from the primed circuit. Thiswill
reduce the potential risk of cross-contamination of erased ink into the bloodstream or the surgical field of the patient. If you do not wish to use entire
tubing sets that contain affected product, contact your Getinge representative. Inform all relevant personnel at your facility of the information in the letter,
and forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

Maguet/Getinge

Website: Click here

0 References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Maquet (Getinge): pre-bypass filter [online]. London: Department of
Health; 2019 Feb 25 [cited 2019 Feb 27]. (Field safety notice; reference no. 2019/002/019/487/029). Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 Feb 28. MHRA FSN. 2019/002/019/487/029 Download
e 2019 Feb 28. MHRA FSN. Download
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