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Dear,

NCMDR team is pleased to inform you that 57 new FSCA/recalls for medical devices and
products posted on SEDA website for the period of 25-Feb-19 to 03-Mar-19 In order
to view more details, click the links or attachments @
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Anaesthetic and respiratory devices

# Emergency Air Liquide Medical N/A
Monnal T60 Systems g
Ventilators
# eSeries Ventilators vo Medical Technologie Dar Al Najat Medical Tech. g
Septiflow Circuit TIBBI MALZEME SAN. Vl: Kafou Medical Co., [Secure/CA/CaViewRecal

Assistive products for persons with disability

Otoform Ak soft Dreve Otoplastik GmbH ABDULREHMAN AL GOSAIBI GTB /Secure/CA/CaViewRecal

Dental devices

Zirkon Primer  Dentale Forschung und N/A [Secure/CA/CaViewRecal
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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=6&rid=13930
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13947
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13934
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[High Priority ] - A32241 : Air Liquide — Emergency Monnal T60 Ventilators: May Reboot during
Use

Medical Device Ongoing Action
Published: Monday, February 25, 2019

UMDNS Terms:

® Ventilators, Transport [18098]
Product Identifier:
[Capital Equipment]

Air Liquide Medical Systems SA
Product Model

Ventilators Monna T60

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Air Liquide Medical Systems SAParc de Haute Technologie, F-92182 Antony Cedex, France

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery,
Pulmonology/Respiratory Therapy, EM S/Transport

Problem:

OInaFebruary 13, 2019, letter submittd by an ECRI Institute member hospital, Air Liquide states that when the above ventilators are used in the
Extended Monitoring screen, the monitor part of the device may reboot. Air Liquide also states that this problem has been reproduced on test lungs, and
may appear randomly and intermittently when certain pause/freeze functions are used in the Extended Monitoring screen. Air Liquide further states that
when the processor is rebooting, even if the screen becomes black, the ventilator part of the device (assuming the patient ventilation) remains unaffected
and continues ventilating during the seven seconds before the screen reset. While rebooting, the alarm buzzer is active and the larm LED panels are
flashing in red, warning the user of the unexpected event. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected ventilatorsin your inventory. If you have affected ventilators, verify that you have received the February 13, 2019, letter from Air
Liquide. Air Liquide recommends that users of the affected ventilators remain vigilant while using the advanced features because of the possibility of the
above problem occurring.

For Further Information:

Air Liquide

Website: Click here

Comments:

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

Source(s):
e 2019 Feb 25. Member Hospital. Air Liquide letter submitted by an ECRI Institute member hospital 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.device.airliquidehealthcare.com/our-customer-service

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188521/20190213AirLiquideMonnalT60Client.pdf
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[High Priority ] - A32247 : O-Two Medical Technologies—eSeries Ventilators: May Short Circuit under

Specific Conditions
Medical Device Ongoing Action

Published: Thursday, February 28, 2019
UMDNS Terms:
® Ventilators, Transport [18098]

Product Identifier:
[Capital Equipment]

O-Two Medical Technologies

Product Inc Catalog No. Serial No.
Model
Ventilators (Canada) €500 01EVES500 Not applicable
€600 01EVEG00 EV60003-2014, EV60004-2014
€700 01EVET700 EV70080-2014, EV'70083-2014,
EV70084-2014, EV 70085-2014,
EV70086-2014, EV70192-2015,
EV70306-2016, EV 70327-2016,
EV70329-2016, EV 70353-2016,
EV70354-2016, EV 70359-2016,
EV70555-2018
Ventilators with TFT Screen €500, e600, €700 01EVES500, 01EVESG00, 01EVE700 EV50090-2016, EV 60003-2014,
Repair or Replacement EV60049-2016, EV70091-2014,
(Worldwide, excluding Canada) EV70172-2015, EV70173-2015,
EV70181-2015, EV70335-2016,
EV70340-2016, EV 70418-2017,
EV70426-2017, EV70435-2017,
EV70473-2017, EV70531-2017
Ventilators (Worldwide excluding €500 01EVE500 EV50001 to EV50148
Canada)
e600 01EVE6G00 EV60001 to EV60126
€700 01EVE700 EV70001 to EV 70658

Geographic Regions: Australia, Ecuador, El Salvador, Europe, Israel, Malaysia, Middle East, Mexico, Nicaragua, Pakistan, South Africa, U.S.
Manufacturer(s): O-Two Medica Technologies Inc 45A Armthorpe Rd, Brampton, ON L6T 5M4, Canada

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery,
Pulmonology/Respiratory Therapy, Home Care, EM S/Transport

Problem:

Health Canada states that O-Two Medical Technologies received areport that one of the above ventilators (serial number EV 7017202015) caught fire
during a customer valuation outside Canada. Health Canada also states that the manufacturer received no reports of patient or staff injury and that the
incident occurred during a sales demonstration. An investigation determined that this problem was caused by retaining screws that were incorrectly
inserted during replacement of the TFT screen. The screw rubbed against the bottom side of the main board, wearing away the insulation layer and
creating a short circuit. Health Canada further states that the manufacturer initiated a correction on February 5, 2019.

Action Needed:

Identify and discontinue use of any affected ventilatorsin your inventory. If you have affected ventilators, verify that you have been contacted by O-Two
Medica Technologies. The firm requests that owners of units, which have undergone TFT screen replacement or service in the screen area stop using and
return them immediately to O-Two Technologies. All other customers must return their units for inspection. During inspection, the firm will insert a
secondary barrier layer between the mounting screws and main circuit board for added security.

For Further Information:
O-Two Medica Technologies
Website: Click here

References:

e Health Canada. Recalls and safety alerts. O-Two eSeries ventilators €600, €700 [online]. 2019 Feb 22 [cited 2018 Feb 25]. Available from
Internet: Click here.

Comments:

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

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



http://otwo.com/contact-us/

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69110r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69110r-eng.php
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Source(s):
e 2019 Feb 25. Health Canada Recall Listings. Type Il. RA-69110 Download
e 2019 Feb 27. Manufacturer. The manufacturer confirmed the information 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.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188570/20190205OTwoMedicalTechnologieseSeriesVentilatorsHC.pdf



(A32247) O-Two Medical Technologies-eSeries Ventilators.pdf


Diagnostic and therapeutic radiation devices

Brainlab Spine & Brainlab AG Al-Jeel Medical & Trading Co.  https://ncmdr.sfda.gov.s
Trauma 3D LTD a/Secure/CA/CaViewRec

Navigation 1.0

BRANSIST safire 1imadzu Medical Systerr Al Afandi Establishment [Secure/CA/CaViewRecal

#  IntelliSpace Philips Healthcare Philips Healthcare Saudi Arabia
Cardiovascular Ltd.
and Xcelera 8
Systems.

LOGIQ P5 Model GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s
BT06/BT08 and a/Secure/CA/CaViewRec
LOGIQ A5 BT08 all.aspx?caid=4&rid=13

systems

MultiDiagnost- Philips Healthcare Philips Healthcare Saudi Arabia  https://ncmdr.sfda.gov.s

Eleva, Ltd. a/Secure/CA/CaViewRec
Urodiagnost, all.aspx?caid=4&rid=13
OmniDiagnost- 954
Eleva and
OmniDiagnost-
Classic

Electro mechanical medical devices

C2 CryoBalloon PENTAX Europe GmbH  Medical supplies & Services  https://ncmdr.sfda.gov.s

Ablation System Co.Ltd Mediserv
# daVinci S/Si PK  Intuitive Surgical Inc Gulf Medical Co.
Dissecting
Forceps 8
Instruments
da Vinci Xi/X Erbe  Intuitive Surgical Inc Gulf Medical Co. https://ncmdr.sfda.gov.s
Footswitch User a/Secure/CA/CaViewRec
Manual
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13951
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13964
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13923
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13954
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13967
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13966
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[High Priority ] - A32263 : Philips—IntelliSpace Cardiovascular and Xcelera Systems: May Be
Susceptible to Cybersecurity Vulnerabilities
Medical Device Ongoing Action

Published: Thursday, February 28, 2019

UMDNS Terms:

® |nformation Systems, Data Management, Cardiology, Electrocardiography [22499]
Product Identifier:
[Capital Equipment]

Philips Healthcare

Product Software Version

Model
Cardiac Image and Information Management IntelliSpace Cardiovascular (ISCV) <=31
Systems

Xcelera <=41

Geographic Regions: O(Impact in specific regions has not been identified at the time of this posting), Worldwide
Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, OR/Surgery, Information Technology

Problem:

000In an August 14, 2018, Advisory, the U.S. Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that the above systems
may have cybersecurity vulnerabilities that may enable an attacker with user privileges and local access to the ISCV/Xcelera server to escalate privileges
on the ISCV/Xcelera server and execute arbitrary code. No known public exploits specifically target these vulnerabilities. These vulnerabilities are not
exploitable remotely. 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 reviewed the August 14, 2018, ICS-CERT Advisory .
For ISCV Version 2.x or prior and Xcelera Version 4.1 or below, the problem has been mitigated in ISCV 3.1. Contact your local Philips service support
team for upgrade instructions. For ISCV Version 3.1 or below and Xcelera Version 4.1 or below, this problem will be mitigated in ISCV Version 3.2. As
an interim mitigation to the vulnerabilities until ISCV Version 3.2 can be applied, Philips recommends that users review their file permission policies
and, where possible, restrict available permissions. The U.S. National Cybersecurity and Communications Integration Center (NCCIC) recommends that
users take defensive measures to minimize the risk of exploitation of this vulnerability, including the following specifically:

e Minimize network exposure for all control system devices and/or systems, and ensure that they are not accessible from the Internet .

e L ocate control system networks and remote devices behind firewalls, and isolate them from the business network.

e \When remote accessis required, use secure methods, such as Virtua Private Networks (VPNSs), recognizing that VPNs may have
vulnerabilities and should be updated to the most current version available. Also recognize that VPN is only as secure as the connected
devices.

NCICC reminds organizations to perform impact analysis and risk assessment before deploying defensive measures. NCCIC also provides a section for ¢
ontrol systems security recommended practices on the ICS-CERT web page. Several recommended practices are available for reading and download,
including Improving Industrial Control Systems Cybersecurity with Defense-in-Depth Strategies . Additional mitigation guidance and recommended
practices are publicly available on the ICS-CERT website in the Technical Information Paper, 1CS-TIP-12-146-01B--Targeted Cyber Intrusion
Detection and Mitigation Strategies . Organizations observing any suspected malicious activity should follow their established internal procedures and
report their findings to NCCIC for tracking and correlation against other incidents. For Further Information:

NCCIC

Tel.: (888) 282-0870

E-mail: NCCICCUSTOMERSERYV | CE@hg.dhs.gov

Website: Click here

Philips

Website: Click here

[OReferences:

e United States. Department of Homeland Security. Industrial Control Systems Cyber Emergency Response Team. Advisory. Philips
Intelli Space Cardiovascular vulnerabilities [online]. 2018 Aug 14 [cited 2019 Feb 27]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 Feb 27. ICS-CERT Advisory Download

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



https://ics-cert.us-cert.gov/advisories/ICSMA-18-226-01

https://ics-cert.us-cert.gov/advisories/ICSMA-18-226-01

https://ics-cert.us-cert.gov/alerts/ICS-ALERT-10-301-01

https://ics-cert.us-cert.gov/alerts/ICS-ALERT-10-301-01

https://ics-cert.us-cert.gov/content/recommended-practices

https://ics-cert.us-cert.gov/content/recommended-practices

https://ics-cert.us-cert.gov/sites/default/files/recommended_practices/NCCIC_ICS-CERT_Defense_in_Depth_2016_S508C.pdf

https://ics-cert.us-cert.gov/sites/default/files/recommended_practices/NCCIC_ICS-CERT_Defense_in_Depth_2016_S508C.pdf

https://ics-cert.us-cert.gov/

https://ics-cert.us-cert.gov/tips/ICS-TIP-12-146-01B

https://ics-cert.us-cert.gov/tips/ICS-TIP-12-146-01B

https://ics-cert.us-cert.gov/tips/ICS-TIP-12-146-01B

mailto:NCCICCUSTOMERSERVICE@hq.dhs.gov

https://www.us-cert.gov/nccic

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

https://ics-cert.us-cert.gov/advisories/ICSMA-18-226-01

https://ics-cert.us-cert.gov/advisories/ICSMA-18-226-01

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188756/20180814PhilipsIntelliSpaceICSCERT.pdf
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[High Priority ] - A32251 : Intuitive—da Vinci S/Si PK Dissecting Forceps Instruments: May Be

Labeled with Incorrect Applied Part Symbol
Medical Device Ongoing Action

Published: Tuesday, February 26, 2019

UMDNS Terms:

® Telemanipulation Systems, Surgical, Minimally Invasive [18600]
Product Identifier:
[Capital Equipment, Consumabl €]

Intuitive Surgical Inc

Product Part No. Lot No.
daVinci §/Si EndoWrist PK Dissecting Forceps 420227-10 N10180807, N10180814, N10180817, N10180822
Instruments

Geographic Regions: Canada, China, U.S.
Manufacturer(s): Intuitive Surgical Inc1266 Kifer Rd Bldg 101, Sunnyvale, CA 94086-5304, United States

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

Problem:

In aFebruary 22, 2019, Field Safety Notice Urgent Medical Device Notification letter, Intuitive states that a type CF applied part symbol (heart within a
box) was incorrectly placed on the above instruments instead of the correct type BF applied part symbol (man within a box). For images of each symbol,
see Figures 1 and 2, respectively, inthe letter . Intuitive also states that the type CF applied part symbol indicates that the instrument may be used for
direct cardiac applications. Intuitive further states that, although this instrument has passed type CF applied part requirement testing, the instrument
connects to an electrosurgical generator that has not been labeled for direct cardiac applications, and that, as stated in the da Vinci Instrument and
Accessory User Manual, the above instruments are not suitable for direct cardiac applications. Intuitive states that there is no risk when the above
instruments are used in noncardiac procedures. Intuitive does not anticipate any level of harm as aresult of the incorrect applied part symbol being
printed on the above instruments; the instrument is not intended to be used in direct cardiac applications. Intuitive also states that there is a potential for
’Ei”i malblrisk if the instrument is used in direct cardiac applications. Intuitive further states that it has received no reports of adverse events associated with
this problem.

Action Needed:

Oldentify any affected instrumentsin your inventory. If you have affected instruments, verify that you have received the February 22, 2019, Field Safety
Notice Urgent Medical Device Notification letter and Acknowledgment Form from Intuitive. Per the instructions in the user manual, do not use affected
instruments for direct cardiac procedures. Intuitive states that the return of affected instrumentsis not required. Notify all relevant personnel at your
facility of theinformation in the letter. Ensure that surgeons and patient side assistants using da Vinci Sand Sl surgical systems read and understand the
contents of the letter. Place a copy of the letter with your da Vinci user manual. Log into the da Vinci Online Community Field Action resource to read
or complete any requested actions related to this problem. If the online resource cannot be used, compl ete the Acknowledgment Form and return it to
Intuitive using the instructions on the form. Retain a copy of the letter and Acknowledgment Form with your records.

For Further Information:

Intuitive customer service department

North and South America

Tel.: (800) 876-1310 (select option 3), 4 am. to 5 p.m. Pecific time

E-mall: customerservice@intusurg.com

Europe, Middle East, Asia, and Africa:

Tel.: (800) 08212020 or 41 (21) 8212020, 8 am. to 6 p.m. Central European time
E-mall: ics@intusurg.com

Website: Click here

Comments:

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

Source(s):
e 2019 Feb 26. Manufacturer Letter. Intuitive letter submitted by the manufacturer: 1SIFA2018-19-C (includes reply form) Download
e 2019 Feb 26. Manufacturer. Intuitive 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.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188623/20190222IntuitivedaVinciSAndSiPKDissectingForcepsInstrumentsMFR.pdf?option=80F0607https%3a//www.ecri.orghttp://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188623/20190222IntuitivedaVinciSAndSiPKDissectingForcepsInstrumentsMFR.pdf?option=80F0607

https://www.davincisurgerycommunity.com/

mailto:customerservice@intusurg.com

mailto:ics@intusurg.com

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188623/20190222IntuitivedaVinciSAndSiPKDissectingForcepsInstrumentsMFR.pdf
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Dialog iQ HD, B Braun Medical Inc
Dialog iQ HD
comfort und
Dialog iQ HDF
comfort Dialysis
Machines

Duo ULT Chlorine = Tristel Solutions Ltd
Dioxide Cleaning

Products

ECG trunk cable GE Healthcare

BrosMed Medical
Co.,L.td.

Hermes NC PTA
Balloon Dilation
Catheter

Terumo
Cardiovascular
Systems

Various GE Healthcare
CARESCAPE,
Dash, and Solar

Patient Monitors

Hospital hardware

S.KONSTANTINIDIS &
COLTD

FLOATABLE
PLASTIC BACK/
SPINAL-BOARD

NEPTUNE
STRETCHER FOR
HORIZONTAL
TRANSFER

In vitro diagnostic devices

Terumo Medical Corp..

Medical supplies & Services
Co.Ltd Mediserv

Bio Standards

GE Healthcare

N/A

Al-Jeel Medical & Trading Co.

LTD

GE Healthcare

N/A
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13952
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13955
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13963
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13965
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13943
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[High Priority ] - A32257 : Tristel— Duo ULT Chlorine Dioxide Cleaning Products: Outer Packaging
May Be Labeled with Incorrect Expiration Date
Medical Device Ongoing Action

Published: Tuesday, February 26, 2019

UMDNS Terms:

® Disinfectors, Liquid Germicide, Transesophageal Echocardiography Probe [26654]
Product Identifier:

[Consumable]
Tristel Solutions Ltd
Product Product No. Lot No.
Duo ULT Chlorine Dioxide Cleaning Products TSL022601 P833206

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), & #160;U.K.
Manufacturer(s): Tristel Solutions LtdUnit 1B Lynx Business Park, Snailwell, CB8 7NY, England
Suggested Distribution: Infection Control, Central Sterilization Reprocessing, Materials Management

Problem:

OlIn aFebruary 18, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Tristel
states that an incorrect expiration date may be printed on the in-transit label on the outer carton of the above product. The correct expiration dateis
November 20, 2020. Tristel also states that this problem may cause product use beyond its shelf life. Tristel further statesthat all bottles contained within
the cartons have the expiration date printed correctly. 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. See Figures 1 and 2 in the letter for examples of correct and incorrect
expiration dates. If you have affected product, verify that you have received the February 18, 2019, Urgent Field Safety Notice letter and Field Safety
Corrective Action Acknowledgment Form from Tristel. Regardless of whether you have affected product, complete the Field Safety Corrective Action
Acknowledgment Form, and return it to Tristel using the instructions on the form. If you have affected product, contact the Tristel customer service
department by telephone. Tristel will provide your facility with a returns number to include on the form. Upon receipt of affected product, Tristel will
provide your facility with credit. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any
facility to which you have further distributed affected product.

For Further Information:

Laura Smith, Tristel

Tel.: 44 (01638) 721500

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Tristel Solutions: TRISTEL DUO ULT [onlin€]. London: Department of
Health; 2019 Feb 25 [cited 2019 Feb 26]. (Field safety notice; reference no. 2019/002/019/601/001). Available from Internet: Click here .

Comments:

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

Source(s):
e 2019 Feb 26. MHRA FSN. 2019/002/019/601/001 Download
e 2019 Feb 26. MHRA FSN. Reference No. TSLFSN1 (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.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188595/20190218TristelDuoULTMHRA.pdf?option=80F0607

http://www.tristel.com/contact-us
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https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-february-2019?utm_source=aa840e2f-590a-4c36-8f90-775a335c8a2d&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188594/20190225TristelDUOULTMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188595/20190218TristelDuoULTMHRA.pdf
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[High Priority ] - A32271 : GE—Various CARESCAPE, Dash, and Solar Patient Monitors: May Restart
or Lose Connection with Patient Data Module or CARESCAPE ONE Module Because of a Network

Overload Situation Caused by Network Misconfiguration
Medical Device Ongoing Action

Published: Wednesday, February 27, 2019

UMDNS Terms:

® Monitors, Physiologic, Multipurpose, Bedside [20170]
Product Identifier:
[Capital Equipment]

GE Healthcare
Product Model

Patient Monitors B20, B20i, B40, B40i, B105, B125, CARESCAPE B450, CARESCAPE B650, CARESCAPE
B850, Dash 3000, Dash 4000, Dash 5000, Solar 8000i, Solar 8000M, Solar 9500

Geographic Regions: JU.K.
Manufacturer(s): GE Healthcare3000 N Grandview Blvd, Waukesha, WI 53188,

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

Problem:

OThe U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) hasissued aMedical Device Alert (MDA/2019/011 ) warning healthcare
workers that when several of the above monitors are connected to the same network and a network overload occurs for a prolonged time, the monitors
may simultaneously restart, as they were designed to do. The monitor restart will not be completed until the network problem has been corrected. This
problem occurs if networks are incorrectly configured with multiple monitors. When there is a network overload for a prolonged time, it is also possible
that a CARESCA PE monitor B850 won't reboot; instead, it will lose connection with the patient data module (PDM) or CARESCAPE ONE module.
MHRA also states that GE issued five Field Safety Notice (FSN) lettersin 2018 (GEHC Ref # 36135, 36132, 36131, 36127, and 36127A ). The
manufacturer has not confirmed the information provided in the source material.

Action Needed:
OOMHRA recommends the following actions:

e Beaware of the manufacturer's five FSNs listed above.

e Users should be aware that the FSNs provide guidance on what to do if there is a prolonged network overload and the monitor on the
network does not resume normal functionality in approximately 90 seconds.

e Staff responsible for network setup and maintenance should ensure that the network in your facility meets the network configuration
requirements as described in the FSNs.

e Report any adverse incidents to MHRA through the Y ellow Card scheme ; Welsh customers should follow specific advice for reporting in
Walesin MDA/2004/054.

For Further Information:

Tel.: (01707) 263570

E-mail: askuktechnical support@ge.com
Website: Click here

For technical inquiries to MHRA:
Andrew Marsden or Philip Davenport

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.: (03000) 250986 or (03000) 255510
E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiriesto MHRA should cite reference no. MDA/2019/011 or 2018/012/010/291/003.
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https://www.gov.uk/drug-device-alerts/multi-parameter-patient-monitors-carescape-b450-b650-b850-b20-b40-b20i-b40i-b125-b105-dash-3000-4000-5000-solar-8000m-i-9500-risk-of-loss-of-patient-monitoring-mda-2019-011?utm_source=220a3eee-615e-4896-a263-6182cbb35213&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://mhra.filecamp.com/public/file/3mqn-urt6nd2b

https://mhra.filecamp.com/public/file/3mcp-d96e5no6

https://mhra.filecamp.com/public/file/3mbn-tmq1nafl

https://mhra.filecamp.com/public/file/3ldb-m7q5d3dk

https://mhra.filecamp.com/public/file/3m8t-j1kqog29

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

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

mailto:askuktechnicalsupport@ge.com

https://www.gehealthcare.com/en/about/contact-us

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/

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

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Multi parameter patient monitors: Carescape B450, B650, B850,
B20, B40, B20i, B40i, B125, B105, Dash 3000,4000,5000, Solar 8000M/i, 9500—risk of loss of patient monitoring [online]. London:
Department of Health; 2019 Feb 27 [cited 2019 Feb 27]. (Medical device aert; no. MDA/2019/011). Available from Internet: Click here.

Comments:

e [IFor further ECRI Institute coverage of this problem, see Alerts A30726, A30726 01, A31375, A31481, and A31917.
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Feb 27. MHRA MDA. MDA/2019/011 Download
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Aldosterone Cisbio Bioassays N/A https://ncmdr.sfda.gov.s
ALDO-RIACT;T4 a/Secure/CA/CaViewRec
OCPG07-T4 and all.aspx?caid=6&rid=13

OCPG57-T4; FPSA 926
FPSA-RIACT;PSA
PSA-
RIACT;Chromogra
nine A CGA-

RIACT; T3 OCPE7-
T3 and OCPE57-
T3;Chromogranine
A CGA-Elisa
(Protocole long)

BD MAX Enteric Becton Dickinson & Becton Dickinson B.V. https://ncmdr.sfda.gov.s
Bacterial Panel Co. (BD)

DHEA ELISA  BL International GmbH. ;amir Trading and Marketing CJSC/Secure/CA/CaViewRecal

DiaSpect EKF DIAGNOSTIC GAMSCO (General Analysis for  https://ncmdr.sfda.gov.s
Hemoglobin T- GmbH Medical Services Company)  a/Secure/CA/CaViewRec
LOW analyzer

Enzygnost Siemens Healthcare AL-KAMAL Import https://ncmdr.sfda.gov.s

Syphilis. Diagnostics Product

IDS-iSYS ACTH nodiagnostic Systems Liaudi Mais Co. For Medical Produci/Secure/CA/CaViewRecal

IgG4 Food- Dr. Fooke-Achterrath  Arabian Medical and Hospital  https://ncmdr.sfda.gov.s

Screening — Laboratorien GmbH Supplies Co. a/Secure/CA/CaViewRec
Conjugate Kit

Mentype Biotype Diagnostik N/A https://ncmdr.sfda.gov.s
MycoDermQS GmbH a/Secure/CA/CaViewRec
Lateral Flow.
Stratec GEMINI  STRATEC Biomedical N/A https://ncmdr.sfda.gov.s
und Stratec Systems AG a/Secure/CA/CaViewRec
GEMINI Combo
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13926
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13929
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13933
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13936
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13940
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13931
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13920
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13928
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13942

t-PSA Rapid Test / Dongguan Bosh N/A https://ncmdr.sfda.gov.s

Free PSA Rapid  Biotechnologies, Ltd. a/Secure/CA/CaViewRec
Test

Vitek 2 bioMerieux Inc Al-Jeel Medical & Trading Co. LTD/Secure/CA/CaViewRecal

# VITEK 2 Gram- bioMerieux Inc Al-Jeel Medical & Trading Co.
Positive AST Test LTD 8

Kits

VITROS 3600, Ortho-Clinical Samir Photographic Supplies Co. https://ncmdr.sfda.gov.s

5600, and XT Diagnostics Ltd. a/Secure/CA/CaViewRec

7600 Systems

XTAG Luminex Molecular Hatem L Alshedwy Comm. Est.  https://ncmdr.sfda.gov.s
Gastrointestinal Diagnostics Inc a/Secure/CA/CaViewRec
Pathogen Panel all.aspx?caid=8&rid=13

(GPP)

Laboratory equipment

# HVN Mech Siemens Healthcare ABDULREHMAN AL GOSAIBI GTB
Automation Kits Diagnostics GmbH
Used with ADVIA g
Chemistry XPT
Systems

NEOselect, New Oncology GmbH N/A https://ncmdr.sfda.gov.s
NEOonsite - Data a/Secure/CA/CaViewRec
Analysis & NEOdb
RegenKit-BCT-3T, Regen Lab SA Bio Standards https://ncmdr.sfda.gov.s
RegenKit-BCT-2A, a/Secure/CA/CaViewRec

RegenKit-BCT-4

UniMatch Plus One Lambda Inc Farabi Trading Establishment  https://ncmdr.sfda.gov.s
Software
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13937
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13962
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13924
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13958
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13932
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13949
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13938
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[High Priority ] - A32176 : bioMerieux—VITEK 2 Gram-Positive AST Test Kits: Cefoxitin Screen

Limitation May Be Incorrect or Missing from Package Inserts
Medical Device Ongoing Action

Published: Wednesday, February 27, 2019

UMDNS Terms:

® |VD Test Reagent/Kits, Microbiology, Bacteria, | dentification, Staphylococcus Species [19207]
Product Identifier:

[Consumable]
Product g'gfm,%ﬂgg),(\l:)nc Product No. UDI
VITEK 2 Gram-Positive AST Test 22226 AST-GP67 03573026242060
Kits
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22304 AST-GP69 03573026311636
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22340 AST-GP70 03573026324322
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410750 AST-GP71 03573026355173
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414491 AST-GP73 03573026419806
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415670 AST-GP75 03573026437183
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418424 AST-GP76 03573026470036
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421051 AST-GP78 03573026553982
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22207 AST-P573 03573026208011
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22218 AST-P577 03573026241391
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22233 AST-P580 03573026245191
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22252 AST-P584 03573026257613
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22263 AST-P585 03573026263355
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22284 AST-P591 03573026265540
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22287 AST-P592 03573026265571
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22288 AST-P593 03573026265588
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22296 AST-P595 03573026300609
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22297 AST-P596 03573026300616
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22298 AST-P597 03573026300623
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22314 AST-P601 03573026314026
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22320 AST-P603 03573026314088
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22321 AST-P604 03573026314095
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22325 AST-P605 03573026314699
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22336 AST-P608 03573026324285
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22349 AST-P609 03573026329006
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22351 AST-P610 03573026329020
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22358 AST-P611 03573026340063

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





22359 AST-P612 03573026335489
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410027 AST-P613 03573026345327
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410806 AST-P618 03573026357405
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411944 AST-P619 03573026373030
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412645 AST-P622 03573026380755
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412603 AST-P623 03573026382124
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413042 AST-P624 03573026390686
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413727 AST-P625 03573026404796
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413863 AST-P626 03573026407087
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414534 AST-P628 03573026420284
414576 AST-P629 03573026421274
414697 AST-P630 03573026424350
414961 AST-P631 03573026426804
415059 AST-P632 03573026428495
414994 AST-P633 03573026427863
415671 AST-P634 03573026437190
416911 AST-P635 03573026452278
417951 AST-P636 03573026465469
418583 AST-P637 03573026474232
418423 AST-P638 03573026470029
418662 AST-P639 03573026474331
418579 AST-P640 03573026471835
418590 AST-P641 03573026471842
418604 AST-P642 03573026472283
418673 AST-P644 03573026474225
419602 AST-P645 03573026503246
420144 AST-P646 03573026515300
420610 AST-P647 03573026529093
420857 AST-P648 03573026553708
420858 AST-P649 03573026553715
421296 AST-P650 03573026557218
421586 AST-P651 03573026561772
421857 AST-P652 03573026564537
421858 AST-P653 03573026564544
421912 AST-P654 03573026564551
421829 AST-P656 03573026565787
422072 AST-P657 03573026603076
423050 AST-P659 03573026607975
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Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): bioMerieux Inc 100 Rodolphe St, Durham, NC 27712, United States
Suggested Distribution: Clinical Laboratory/Pathology, Infection Control, Materials Management

Problem:

In aDecember 2017 Urgent Product Correction Notice letter submitted by an ECRI Institute member hospital, bioMerieux states that a Cefoxitin Screen
(oxsfO1n) "test by alternative method" limitation for Staphylococcus pseudintermedius may be incorrect in, or missing from, various package inserts for
the above kits.

The limitation currently in the software and labeling states:

Perform an aternative method of testing prior to reporting of results when a Positive (+) result is obtained with the following antibiotic/organism
combination(s):

e [oxsfO1n] Cefoxitin Screen: S. pseudintermedius (S'W O VT2 8.01), S. saprophyticus

The limitation for S. pseudintermedius should state:

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e [oxsfO1n] Cefoxitin Screen: S. pseudintermedius (SW O VT2 8.01)

The limitation for S. saprophyticus is correctly implemented in the software and labeling as follows:

Perform an alternative method of testing prior to reporting of results when a Positive (+) result is obtained with the following antibiotic/organism
combination(s):

e [oxsfO1n] Cefoxitin Screen: Staphylococcus saprophyticus

The limitation appliesto all breakpoint committees (FDA/CLSI, CASFM, EUCAST) and to any VITEK 2 GP AST test kit containing the Cefoxitin
Screen test (oxsf01n) when software version 08.01 or higher is used. This limitation is a result of the performance evaluation for the VITEK 2 Cefoxitin
screen with S. pseudintermedius in response to the changes implemented with CLSI and EUCAST interpretive criteria. Also, CLSI (M100-S27, Table
2C) and EUCAST (Clinical Breakpoint Tablesv. 7.1) consider Cefoxitin to be unreliable for detecting mecA-mediated resistance in S. pseudintermedius.
The bioMérieux documentation containing product limitation statements are:

e Product Information Manual (ref. 514740-3EN1)-The correct alternative method limitation isincluded in the |etter

e Package Inserts-The incorrect alternative method limitation mentioned above isincluded in 8 of 66 package insertsimpacted by this issue.
The remaining 58 package inserts contain no mention of the Cefoxitin Screen/S. pseudintermedius limitation.

S. pseudintermedius is the prevalent speciesin the S. intermedius group. Though rarely seen in humans, it is considered to be an opportunistic pathogen.
It is recognized as the leading cause of skin, ear, and postoperative bacterial infectionsin dogs and cats. Human infection, mainly acquired from dogs, has
only recently been reported and may cause surglcal siteinfections, rhinosinusitis, and catheter-associated bacteremia. Evaluation of the identified
discrepancy (missing or incorrect alternative method limitation) indicates the potential for false negative or false positive Cefoxitin Screen resultsfor S.
pseudintermedius. The methicillin interpretation is a combination of the Cefoxitin Screen test result and the oxacillin MIC result. In the case of a negative
Cefoxitin Screen result in conjunction with a susceptible oxacillin result, the organism would be reported as susceptible to oxacillin and other beta-lactam
antibiotics. For apositive Cefoxitin Screen result, if the forcing rules are enabled, the organism would be reported as resistant to oxacillin even if the
oxacillin test result is susceptible. If oxacillin is resistant, the organism is reported as resistant to all beta-lactam antibiotics. The potentia effect to a
patient in this scenario would be that the beta-lactam antibiotics would not be considered for treatment. 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 December 2017 Urgent Product
Correction Notice letter and Acknowledgment Form from bioMerieux. Inform all relevant personnel at your facility of the information in the letter.
Createa VITEK 2 Software bioART Rule to provide for an alert to perform an aternative method of testing for any Cefoxitin Screen result for S.
pseudintermedius. Refer to the VITEK 2 Technology Online Software User Manual, Chapter 13, Advanced Reporting Tool. Retain a copy of the letter for
your records. Complete the Acknowledgment Form and return it to bioMérieux using the instructions on the form. bioMerieux will update package
inserts to include the "test by alternative method" limitation for Cefoxitin Screen and S. pseudintermedius. Also, adefault VITEK 2 BIOART rule will be
used in afuture VITEK 2 Systems software version.

For Further Information:

bioMerieux clinical customer service department

Tel.: (800) 682-2666

bioMerieux industry customer service department

Tel.: (800) 634-7656

Website: Click here

Comments:

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

Source(s):
e 2019 Feb 20. Member Hospital. bioMerieux reply form submitted by ECRI Institute member hospital Download
e 2019 Feb 20. Member Hospital. bioMerieux letter submitted by ECRI Institute member hospital Download
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[High Priority ] - A32200 : Siemens—HVN Mech Automation Kits Used with ADVIA Chemistry XPT

Systems: External Sample Probe Cover May Be Defective
Medical Device Ongoing Action

Published: Wednesday, February 20, 2019

UMDNS Terms:

® Analyzers, Laboratory, Clinica Chemistry, Automated [16298]
Product Identifier:
[Capital Equipment]

Siemens Healthcare Diagnostics

Product Model Material No.
HVN Mech Automation Kits (External Sample Aptio 11241418
Probe Cover)

Clinical Chemistry Systems ADVIA Chemistry XPT 10723034

Geographic Regions: Austraia, Bahrain, Brazil, Chile, China, Denmark, Egypt, Estonia, Finland, France, Germany, Hong Kong, India, Italy,
Malaysia, the Netherlands, &#160;Portugal, South Korea, Saudi Arabia, Singapore, Slovakia, Spain, Sweden, Taiwan, Turkey, U.K., U.S,,
&#160;Vietnam

Manufacturer(s): Siemens Healthcare Diagnostics511 Benedict Avenue, Tarrytown, NY 10591, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology

Problem: In aFebruary 2019 Urgent Field Corrective Action letter posted by the U.K. Medicines and Healthcare Product Regulatory Agency (MHRA),
Siemens states that when an ADVIA Chemistry XPT instrument (Siemens material number 10723034) is connected to Aptio by Siemens, Aptio by
Inpeco, or FlexL ab automation systems, the above required external sample probe cover may need replacing because of a design defect. Siemens also
states that it has received no reports of user injury or an effect on results associated with this problem.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the February 2019 Urgent Field Corrective
Action letter and Field Correction Effectiveness Check form from Siemens. A Siemens customer service engineer will contact your facility to schedule an
inspection of affected product and, if necessary, order and install aredesigned replacement cover. For further information, contact your Siemens customer
care center or your local Siemens technical support representative. Complete the form, and return it to Siemens using the instructions on the form. Inform
al relevant personnel at your facilty of the information in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to which
you have distributed affected product. Retain a copy of the letter with your records, and place a copy with the operator’s guide for affected systems.

For Further Information:

Siemens

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Siemens (Advia): ADVIA Chemistry [online]. London: Department
of Health; 2019 Feb 18 [cited 2019 Feb 18]. (Field safety notice; reference no. 2019/002/008/601/005). Available from Internet: Click here

Comments:

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

Source(s):
e 2019 Feb 18. MHRA FSN. 2019/002/008/601/005 Download
e 2019 Feb 18. MHRA FSN. February 2019 Siemens letter posted by MHRA, CHI 19-01 (including reply form) Download
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Non-active implantable devices

# 28 mm Modular
Femoral Heads

Stanmore Implants
Worldwide Ltd.

Biomet
Comprehensive
Reverse Shoulder

Zimmer, INC....

Equinoxe Exactech
Preserve Humeral

Stem, 8mm

EVOK femoral
stem Standard

Amplitude GmbH

#  Gentrix Thick
Surgical Matrices

ACell Inc

GMK UNI Femur /Jedacta International S/

Glnther Tulip®,  William Cook Europe
Cook Celect®, & ApS

Cook Celect®

Platinum Vena

Cava Filter Sets

LifePearl
microspheres

Terumo Medical Corp..

SMF Stem With
Stiktite

Smith & Nephew inc

Single-use devices

Zimmo Trading Establishment.

Medical Regulations Gate

N/A

N/A

N/A

N/A

Majal Care for Trading Est.

Al-Jeel Medical & Trading Co.

LTD

Smith & Nephew inc
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[High Priority ] - A32258 : Stanmore Implants— 28 mm Modular Femoral Heads: Packaging May

Contain Incorrect Offsets
Medical Device Ongoing Action

Published: Thursday, February 28, 2019

UMDNS Terms:

® Prostheses, Femoral Head [16125]
Product Identifier:

[Consumable]
Product (S:tgggw'\cl)ge Implants Worldwide Ltd Batch No.
Femora Heads msfmh/cc28-3.5 B15652

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Stanmore Implants Worldwide Ltd 210 Centennial Avenue Centennial Park, Elstree WD6 3SJ, England
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

OlIn aFebruary 18, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Stanmore Implants states that packaging containing the above femoral heads may contain incorrect heads with a+ 3.5 offset (etched with
msfmh/cc28+3.5), potentially resulting in a discrepancy in the offset information (+3.5 mm versus -3.5 mm). Stanmore Implants also states that as the
devices are etched with size and offset information, the surgeon or surgical staff would likely recognize that the device in the package was incorrect.
Stanmore Implants further states that it is evaluating any potential hazards associated with the use of this product and additional communication will be
provided upon completion of the investigation. 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. Affected devices will be located in consignment/loan kits provided by
Stanmore Implants. If you have affected product, verify that you have received the February 18, 2019, Urgent Field Safety Notice letter and Field Safety
Corrective Action Acknowledgment Form from Stanmore Implants. Complete the Field Safety Corrective Action Acknowledgment Form, and return it to
Stanmore Implants using the instructions on the form. Return affected product to your Stanmore Implants representative or send by mail to: Stanmore
Implants, FAO: Amelia Wiltshire, at the address above. Inform all relevant personnel at your facility of the information in the letter. Inform Stanmore
Implants of any facilities to which you have further distributed affected product.

For Further Information:

DervilliaMurphy, Stanmore Implants director of quality assurance and regulatory compliance

Tel.: 44 (20) 82386500, 9 am. to 5 p.m. Greenwich mean time

E-mail: Dervillia.Murphy @stryker.com

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Stanmore: femoral heads [online]. London: Department of Health; 2019
Feb 25 [cited 2019 Feb 28]. (Field safety notice; reference no. 2019/002/019/487/019). 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. 2019/002/019/487/019 Download
e 2019 Feb 28. MHRA FSN. Reference No. PR 2016011 (includes reply form) Download
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[High Priority ] - A32214 : ACell—Gentrix Thick Surgical Matrices: May Fail Tensile Strength
Specifications
Medical Device Ongoing Action

Published: Monday, February 25, 2019

UMDNS Terms:

® Dressings, Nonimpregnated, Biological, Acellular Matrix [24838]
Product Identifier:

[Consumable]
Product éggllolgnﬁl 3 Serial No. Expiration Date Lot No.
Gentrix Thick Surgical PSMT2030 KJ000423 2020 Sep 30 013948
Matrices
PSMT3040 KN000087 2020 Sep 30 013948

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): ACell Inc6640 Eli Whitney Dr, Columbia, MD 21046, United States

Suggested Distribution: Emergency/Outpatient Services, Nursing, OR/Surgery, Orthopedics, Home Care, Gastroenterology, Dermatol ogy,
Materials Management

Problem:

OIn aFebruary 14, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, ACell states that the above matrices may
fail to meet tensile strength specifications. ACell also states that it has recelved no reports of product failure or complaints associated with this problem.
ACell further states that thereis no risk to patients because the sample that failed the tensile strength specification still exceeded the design specification
of 16 N/cm, which is based on the maximum theoretical strength of the abdominal wall. Additionally, the matrices are not intended for bridging
procedures and would not be solely responsible for providing mechanical integrity of the abdominal wall. If mechanical load exceeded the theoretical
maximum strength of the abdominal wall, it is possible that the device could rupture, potentially resulting in pain, discomfort, or herniarecurrence. This
problem is unlikely to be recognized by a surgeon except if there were avisible thin spot in the device or the device ruptured during handling. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify and isolate any affected devicesin your inventory. If you have affected products, verify that you have received the February 14, 2019, Urgent
Medical Device Recdll letter and Acknowledgment and Receipt Form from ACell. Regardless of whether you have affected product, complete the
Acknowledgment and Receipt form and return it to ACell. Return any affected products to ACell using the instructionsin the letter. If affected product
has already been implanted, ACell does not recommend remedial action unless clinical indicators suggest otherwise. To order replacement product,
contact ACell using the information below. Report any adverse events or quality problemsto ACell. U.S. customers should report adverse events or
product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088,
by fax at (800) 332-0178, by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane,
Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

ACell customer service department

Tel.: (800) 826-2926

Website: Click here

Comments:

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

Source(s):
e 2019 Feb 25. Member Hospital. February 14, 2019, ACell letter submitted by an ECRI Institute member hospital Download
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# Chemolock Vial
Spikes

#  EXACTAMIX
Empty EVA Bags

Fiber Plasma
Filter, Prismaflex
Sets, Evodial
Dialyzers and
Dialisan Solution

GelPOINT Path
Transanal Access
Platform

Maquet
Cardiopulmonary
Pre-Bypass Filters

used for

Customised
Tubing Packs

Plus 30 PRIORITY
PACK (Accessories
Kits)

Portex Bivona
Inner Cannula for
Bivona Adult
Tracheostomy
Tubes

SmartStitch
PerfectPasser
Connector

Surgical
convenience kits

ICU Medical, Inc

Baxter Healthcare

Baxter Healthcare

Applied Medical
Resources

MAQUET
Cardiopulmonary
GmbH

Abbott Vascular

Smiths Medical
International Limited

Smith & Nephew inc

American Contract
Systems, Inc.

AL-KAMAL Import

Baxter AG

Baxter AG

Dawha Medical

Medical Elements

Medical Regulations Gate

almadar medical Est.

Smith & Nephew inc

N/A
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[High Priority ] - A31493 03 : Baxter—EXACTAMIX Empty EVA Bags: May Leak after Use for

Compounding [Update]
Medical Device Ongoing Action

Published: Monday, February 25, 2019

UMDNS Terms:

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

Baxter Healthcare Corp uDI

Product Product No.

Lot No.

250 mL EXACTAMIX Empty Ethylene ~ H938737 00085412477213 60092411, 60093840,

Vinyl Acetate (EVA) Bags 60096703, 60103940,
60110724, 60112088,
60116852, 60119378,
60119379, 60127187,
60128808

500 mL EXACTAMIX Empty Ethylene ~ H938738 00085412477220 60066390, 60072129,
Vinyl Acetate (EVA) Bags 60084627, 60089799,
60104861, 60108274,
60109594, 60126011

1,000 mL EXACTAMIX Empty H938739 00085412477237 60070846, 60081688,

Ethylene Vinyl Acetate (EVA) Bags 60097844, 60098902,
60110761, 60110765,
60120570, 60124005,
60124006, 60124008,
60126009

2,000 mL EXACTAMIX Empty H938740 00085412477244 60059167, 60063151,
Ethylene Vinyl Acetate (EVA) Bags 60064579, 60066278,
60068169, 60069693,
60072140, 60080308,
60083768, 60088207,
60088208, 60095450,
60096708, 60101121,
60105434, 60105447,
60106883, 60106884,
60108267, 60108268,
60108271, 60109577,
60110736, 60110738,
60115246, 60115250,
60118324, 60119397,
60119787, 60119788,
60119790, 60120960,
60120965, 60124664,
60126015, 60126020,
60127214, 60128818

3,000 mL EXACTAMIX Empty H938741 00085412477251 60055892, 60064600,
Ethylene Vinyl Acetate (EVA) Bags 60078408, 60091166,
60094120, 60094126,
60099759, 60101131,
60101132, 60101135,
60101136, 60102485,
60103966, 60105206,
60105404, 60106918,
60117111, 60117113,
60117116, 60120934,
60120936, 60120938,
60120939, 60122729,
60122730, 60122731,
60128813, 60128814,
60128815, 60131891,
60132230, 60132231

Geographic Regions: Australia, Brazil, Canada, Chile, China, Hong Kong, Korea, New Zealand, Puerto Rico, Singapore, Taiwan, Thailand, U.S,,
Uruguay& #160;

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

Suggested Distribution: Infection Control, Nursing, Pharmacy, |V Therapy, Materials Management

Summary:

Update Reason: Additional lot numbers recalled. This Alert provides additional information based on a February 18, 2019, Urgent Product Recall letter
submitted by an ECRI Institute member hospital regarding Alert A31493 . Baxter statesthat it is expanding the recall described below to include
additional lot numbers, which are provided in the Product Identifier field above. For the previously listed lot numbers, see Alert A31493.

Problem:
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In a September 28, 2018, Urgent Product Recall letter submitted by ECRI Institute member hospitals, Baxter states that the above bags may leak after use
for compounding. Baxter also states that an undetected leak in a compounded 1V solution may allow microbia contamination of the solution, which may
lead to a bloodstream infection or an air embolism caused by air entering the fluid path. Baxter further states that it has received no reports of serious
injuries associated with this problem.

Action Needed:

Locate and remove any affected bags in your inventory. Affected bags were distributed between September 8, 2017, and October 23, 2018, in the U.S.
The following actions are those listed in Alert A31493 . The product code and lot number can be found on the individual product or shipping carton. If
you received the Customer Reply Form directly from Baxter, complete and return it to Baxter using the instructions on the form. If you did not receive a
letter and reply form directly from Baxter, do not return areply form to Baxter. To arrange for product return and to receive credit, contact the Baxter
Healthcare center for service by telephone at (888) 229-0001, 7 am. to 6 p.m. Central time, Monday through Friday. Notify all relevant personnel at your
facility of theinformation in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Report any
adverse events associated with the use of affected product to the Baxter Corporate Product Surveillance department by telephone at (800) 437-5176, from
8am. to 5 p.m. Central time, Monday through Friday, or by e-mail at corporate_product_complaints_round_|lake@baxter.com ( click here). U.S.
customers should also report 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; fax at (800) 332-0178; by mail (using postage-paid FDA form 3500, available here) at
MedWatch, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Baxter product surveillance

Tel.: (800) 437-5176, 8 am. to 5 p.m. Central time, Monday through Friday
Website: Click here

Comments:

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

Source(s):

e 2019 Feb 22. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FA-2018-045 Download
e 2019 Feb 25. Manufacturer. Baxter confirmed the information provided in the source material.
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[High Priority ] - A32033 03 : AmerisourceBergen—ICU Medical ChemoClave and ChemoLock Vial

Spikes: May Generate Burr Particulate [Update]
Medical Device Ongoing Action

Published: Tuesday, February 26, 2019

UMDNS Terms:

® Needles, Medication Transfer [16627]
Product Identifier:

[Consumable]
ICU Medical Inc R

Product Item No. Lot No. Expiration Date
20 mm ChemoL ock Vial Spikes 10189837 3824204, 3824209, 3826652, 2023 Oct 1

3828646, 3829557, 3836196,

3836811

3853995, 3853997, 3866764, 2023 Nov 1

3872065, 3872072, 3872085,

3872093, 3872433, 3872444

3910642, 3920773 2023 Dec 1

3932270, 3945868, 3946776 2024 Jan 1
20 mm ChemoClave Vial Spikes 10190086 3826647, 3826648, 3826844, 2023 Oct 1

3827598, 3839689, 3839690

3854000, 3854001, 3866761, 2023 Nov 1

3873006

3936065, 3952512 2024 Jan 1
20 mm ChemoClave Vented Via Spikes 10190091 3866759, 3872252 2023 Nov 1

3910046, 3910627 2023 Dec 1
ChemoL ock Closed Vial Spikes 10192624 3820516, 3820523, 3839238, 2023 Oct 1

3839239, 3844781, 3844782

3853998, 3853999, 3866769, 2023 Nov 1
3866770, 3872090

3910645 2023 Dec 1
3932908, 3932910, 3946770, 2024 Jan 1
3951236

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.&#160;

Distributor(s): ® AmerisourceBergen Corp 1300 Morris Dr, Chesterbrook, PA 19087, United States
Manufacturer(s): ICU Medica Inc 951 Calle Amanecer, San Clemente, CA 92673, United States

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

Summary:

Update Reason: Additional product. This Alert provides information on an expansion of an AmerisourceBergen subrecall of the above products based on
a February 25, 2019, Urgent Recall |etter submitted by ECRI Institute member hospitals regarding Alert A32033 02 . Additional information is provided
in the Product Identifier field. The distributor has not confirmed the information provided in the source material. For information on the recall initiated by
ICU Medical, see Alert A32033 .

Problem:

In aJanuary 3, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, ICU Medical states that the above via 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 states that it has received no reports of adverse events associated with this problem.
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Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the February
25, 2019, Urgent Recall |etter from AmerisourceBergen. For product return instructions, contact Stericycle using the information below.

For Further Information:

AmerisourceBergen

Website: Click here

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-malil: productcomplaintspp@icumed.com

For medical inquiries:

ICU Medical information department

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

E-mall: 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 Feb 26. Member Hospital. AmerisourceBergen letter submitted by ECRI I nstitute member hospitals. Reference No. 2873.2 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.amerisourcebergen.com/abcnew/contact-us

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

mailto:productcomplaintspp@icumed.com

mailto:medinfo_us@icumed.onmicrosoft.com

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/188641/20190225AmerisourceBergenICUMedicalChemlockClient_Redacted.pdf



(A32033 03) AmerisourceBergen-ICU Medical ChemoClave.pdf


WEB Detachment = Sequent Medical, Inc. white iris est https://ncmdr.sfda.gov.s
Controller

Page 9 of 9


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13921

