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Dear,
SBED team is pleased to inform you that 37 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of  4/2/2018 to 4/8/2018

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

NOTE:

FSCA / Recalls are classified into three categories, representing the potential risk to
public health: Class | : High Risk, Class Il : Medium Risk and Class IlI: Low Risk.

FSN ( Field Safety Notice) : A communication to customers and/or users sent out by a
manufacturer or its representative in relation to a Field Safety Corrective Action

Anaesthetic and respiratory devices

New Kinmed Aerosol Mask 4/8/2018 i Kinmed Import & Exporl  Salehiya Trading Est. FSN

Assistive products for persons with disability

New Lithium Ion Batteries in 4/3/2018 Tobii Technology AB N/A 2
DynaVox T10 Speech
Devices .

Biologically-derived devices

New SporAmpule Biological 4/3/2018  Mesa Laboratories, Inc.  Ebrahim M. Al-Mana & 2
Indicator Bros. Co. Ltd.

Diagnostic and therapeutic radiation devices

A/Ca\

https


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12420
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12407
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[High Priority ] - A30205 : Tobii Dynavox—Lithium lon Batteries in DynaVox T10 Speech Devices:

May Enter Deep Discharge State and Swell Inside Case
Medical Device Ongoing Action

Published: Friday, March 16, 2018
Last Updated: Tuesday, March 20, 2018

UMDNS Terms:
® Batteries[16640]

® Communication Aids, Voice Synthesizer [17187]
Product Identifier:
[Capital Equipment, Consumable]

Tobii Dynavox (USA)

Product Model Serial No. Distribution Date
Speech Devices DynaVox T10 TS1308 to TS1411 26 Sep 2013 to 15 Oct 2015
DynaVox T15 TL1405 to TL1407 20 Aug 2014 to 19 Apr 2016

Geographic Regions: Canada, Germany, U.K., U.S.
Manufacturer(s): Tobii Dynavox (USA) 2100 Wharton St Suite 400, Pittsburgh, PA 15203, United States
Suggested Distribution: Clinical/Biomedical Engineering, Home Care, Physical Therapy/Rehabilitation, Materials Management

Problem:

OInaMarch 5, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Tobii Dynavox states that several weeks of
disuse without charging may cause the lithium ion battery in the above speech devices to enter a deep discharge state and swell or puff inside the case,
potentially causing the device case to appear separated and preventing the device from turning on. Tobii Dynavox further states that it has received no
reports of fire or injury as aresult of this problem.

Action Needed:

Oldentify and discontinue use of any affected devicesin your inventory. If you have affected devices, verify that you have received the March 5, 2017,
Urgent Medical Device Recall letter from Tobii Dynavox. Regardless of whether or not your device is operating correctly, contact Tobii Dynavox online
, by telephone at (800) 344-1778 (select option 1, then option 2), or by e-mail at recall @tobiidynavox.com to obtain arepair authorization number
(RA#). If your device is operating correctly, you may continue to use your device and charge it as usual until you receive your RA# and return label from
Tobii Dynavox. Never attempt to puncture or vent a battery pack. Do not attempt to change or remove the battery. The device should not be stored in
extremely hot conditions, in accordance with instructions in the product manual, over 113°F or 45°C.

For Further Information:

Tobii Dynavox

Tel.: (800) 344-1778

E-mail: recall @tobiidynavox.com

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 16. Member Hospital. March 5, 2018, Tobii Dynavox |etter Download
e 2018 Mar 20. Manufacturer. The manufacturer confirmed the information provided in the source material.

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



http://www.tobiidynavox.com/recall

mailto:recall@tobiidynavox.com

mailto:recall@tobiidynavox.com

https://www.tobiidynavox.com/en-US/about/contact/

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/169778/20180304TobiidynavoxT10SpeechDevicesClient.pdf
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New Discovery IGS 730/740, 4/8/2018 GE Healthcare GE Healthcare FSN  https
Innova IGS ://nc
620/630/520/530/540 mdr.
systems
Update Monica IF24 Interface 4/4/2018 GE Healthcare GE Healthcare FSN  https
Systems
# Update MYLAB TWICE EHD 4/4/2018 Esaote S.p.A. Salehiya Trading Est. FSN  ttache
# New Proteus 235 Proton 4/2/2018 Ion Beam Applications N/A 2 https
Therapy Systems S.A
New Syngo.via. 4/8/2018 siemens Medical Solution<iiemens Medical Solution 2 A/Ca\

Electro mechanical medical devices

New 2008 Series Hemodialysis  4/3/2018  Fresenius Medical Care. Fresenius Medical Care 2 https

Machine GmbH
New  6F Taiga Guiding Catheter 4/3/2018 Medtronic SA Medtronic Saudi Arabia 1 A/Ca\
New 8F Plastic Dignity Low 4/3/2018  Medical Components, Farabi Trading 2 https
Profile CT Port Inc Establishment
New Alpha Air 6 ENT 4/4/2018 Seiler Instrument & Samir Trading and 2 https
Microscope Manufacturing Inc, Co Marketing CJSC.
# New Infinity Acute Care 4/4/2018 Draeger Medical Draeger Arabia Co. Ltd. 2 Attac
Systems and Standalone Systems Inc hed
Infinity M540 Patient
Monitors .
# Update Radiometer TCM5 FLEX/  4/5/2018 Radiometer America Inc  Salehiya Trading Est. 1 Attac
BASIC Transcutaneous hed
Monitor

New Sarns TCM and TCM II 4/4/2018 Terumo Cardiovascular ABDULREHMAN AL FSN  https
Cooling and Heating Systems Corporation GOSAIBI GTB ://nc
Systems


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12422
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12413
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12410
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12417
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12411
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12408
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12409
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12412
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12414
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[High Priority ] - A30062 01 : Esaote—Various MyLab Ultrasound Systems: Probe Head May

Overheat
Medical Device Ongoing Action

Published: Thursday, March 22, 2018

UMDNS Terms:

® Scanning Systems, Ultrasonic, General-Purpose [15976]
Product Identifier:
[Capital Equipment]

Esaote SpA (Firenze)
Product Model Model No.
Ultrasound Systems MyLab 6100, 6150, 6200, 6250
Probes BL433, C 18, CA541, EC1123, EC123, |H 618, I0T332, Not listed

107342, L 415, LA332E, LA435, LA523, LA533,
PAO023E 7.5/10, SI2C41, SL2325, TRT33

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.S.
Manufacturer(s): Esaote SpA (Firenze)viadi Caciolle 15, 1-50127 Florence, Italy
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology

Summary:

OUpdate Reason: U.S. distribution and new product information. This Alert provides additional information based on FDA's Center for Devices and
Radiological Health (CDRH) source material regarding Alert A30062 . The U.S. has been added in the Geographic Regions field, and additional
information has been added to the Product Identifier field. For the previous product listing, see Alert A30062 .

Problem:

OIn aDecember 22, 2017, Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Esaote states that
the above probes may overheat within one minute when used with the above ultrasound systems, potentially resulting in patient discomfort, reddening of
epidermis, and/or mild pain. Esaote also states that this problem is aresult of the probe default settings in ElaXto mode (elastosonography application)
not being appropriate for the affected probes. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

OThe following actions are those listed in Alert A30062 . Identify any affected systemsin your inventory. QElaXto mode (shear wave elastosonography
application) is not affected by this problem. If you have affected systems, verify that you have received the | etter from Esaote. Esaote will provide and
install a software update that fixes this problem. Until the software update can be completed, do not use the Elaxto mode in intraoperative and
neurosurgery clinical applications in which the patient is unconscious or sedated, if the probe overheats, or on neonates and children. Check the
temperature of the probe head's surface before use in Elaxto mode. 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:

Esaote

Website: Click here

References:
Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for MyLab Twice/Esaote/Esacte by Esaote S.p.A. (Firenze)
[online]. 2018 Feb 16 [cited 2018 Feb 22]. Available from Internet: Click here .
United States:

e Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall MyL ab ultrasound system [online]. 2018
Mar 20 [cited 2018 Mar 21]. Available from Internet: Click here.

e Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall MyLab ultrasound system [online]. 2018
Mar 20 [cited 2018 Mar 21]. Available from Internet: Click here.
Comments:

e [IThisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 21. FDA CDRH Database. Class |I. Z-1137-2018; Z-1138-2018 Download

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



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633584

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633584

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633584

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633584

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633584

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633584

https://www.esaote.com/contacts/

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/19/2018/01576-18_kundeninfo_en.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/19/2018/01576-18_kundeninfo_en.html

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=162616

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=162616

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=162617

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=162617

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/170012/20180320EsaoteMyLabCDRH.pdf
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[High Priority ] - A30167 : Draeger— Infinity Acute Care Systems and Standalone Infinity M540

Patient Monitors: May Exhibit Various Software-Related Problems
Medical Device Ongoing Action

Published: Wednesday, March 21, 2018
Last Updated: Thursday, March 22, 2018

UMDNS Terms:
® Monitors, Physiologic, Multipurpose, Telemetric [13987]
® Software, Physiologic Monitoring, Blood Pressure [26711]

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

Draeger Medical Systems Inc.

Product Model Software Version
Patient Monitors Infinity Acute Care System (IACS) VG7.0
Standalone Infinity M540 VG7.0

Geographic Regions: Australia, Columbia, France, Germany, Italy, &#160;U.K.
Manufacturer(s): Draeger Medical Systems Inc.3135 Quarry Rd, Telford, PA 18969, United States

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

Problem:
Oln aMarch 2018 Important Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Draeger states
that the above monitors may exhibit the following problems:

1. When the operator changes a patient category, and then a non-invasive blood pressure (NI1BP) measurement is taken, the NIBP inflation
limits that are applied may not correlate to the patient category chosen. For example, if the operator switches the patient category from
“Adult” to “Pediatric,” the “Adult” inflation limits will be applied, instead of the desired “Pediatric” setting. The visual indicator on the
screen will correspond to the desired selection. This may lead to higher pressure and longer application timesin neonatal and pediatric
patients.

2. Whenthe alarm validation timer is turned on, and the NIBP measurements are taken, the Infinity M540 patient monitor may reboot
whenever the NIBP measurement violates the set alarm limit. If the reboot occurs three timesin 10 minutes or |ess, the Infinity M540
patient monitor may go into fail-state, potentially resulting in aresetting to factory defaults, losing patient settings and stored patient
data. When the M540 patient monitor enters a fail-state, a continuous tone is annunciated from the device. If the M540 patient monitor is
connected to the Central Station, the Central Station will annunciate a medium alarm tone, along with an “ Offlineg” message.

Action Needed:
Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the March 2018 Important Safety Notice
letter and Customer Response Form from Draeger. To avoid the described problems, Draeger recommends the following:

e |f you are using the system with neonate or pediatric patient mode, Draeger will downgrade your systems to the previous software version.
e |f you are using the system with Adult patient mode only, you may choose to:
e Downgrade your system to the previous software version or;

e Continue to use the VG7.0 software version. If you choose this option, your Draeger service representative will schedule avisit to
label all systemsindicating that the systems are not for use in Neonate or Pediatric patient mode and will set the Alarm Validation
setting to Off.

Draeger will release software version VG7.0.1 to correct these problems. When the upgraded software version is available, your Draeger representative
will schedule avisit to upgrade all affected systems. Notify all relevant personnel at your facility of the information in the Important Safety Notice letter.
Complete the Customer Response Form, and return it to Draeger using the information on the form.

For Further Information:

Draeger

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Drager: Infinity Acute Care System (M540) [onlin€]. London:
Department of Health; 2018 Mar 12 [cited 2018 Mar 12]. (Field safety notice; reference no. 2018/003/007/478/029). Available from
Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

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



https://www.draeger.com/en-us_us/Home/Address-Search

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-march-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-march-2018

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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Source(s):
e 2018 Mar 12. MHRA FSN. 2018/003/007/478/029 Download
e 2018 Mar 12. MHRA FSN. (includes reply form) Download
e 2018 Mar 21. Manufacturer. The manufacturer confirmed the information in the source material.

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/170031/20180312DraegerInfinityM540MonitorsMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/170033/201803DraegerInfinityM540MonitorsMHRA.pdf
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[High Priority ] - A29399 01 : *Radiometer—TCM5 FLEX and BASIC Monitors: May Cause

Interference on ECG and EEG Monitors; Manufacturer Updates Instructions for Use [Update]
Medical Device Ongoing Action

Published: Thursday, March 22, 2018

UMDNS Terms:

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

Radiometer Ltd -
Product Model Serial No.

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: Updated instructions for use (IFU) and new Actions 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 Alert A29399 . Radiometer
introduced a revised version of the IFU that includes a separate paragraph relating to " Electromagnetic interference” under Limitations of use (see the
letter for the revised paragraph). 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
and Recall Response Fax Form from Radiometer. Discard the previous |FU, and replace it with the new |FU. Complete the Recall Response Fax Form,
and return it to your Radiometer representative. Radiometer states that it is working on a solution for this problem that involves a hardware redesign of
the TCM5 monitoring system. Y our Radiometer representative will contact your facility when the solution is available. 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.
Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 21. MHRA FSN. 2017/010/012/291/008 Download
e 2018 Mar 21. MHRA FSN. FAN 915-375 Revision 4 (includes reply form) Download

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



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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/169933/RadiometerTCM5FlexBasicMonitorsMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/169933/RadiometerTCM5FlexBasicMonitorsMHRA.pdf?option=80F0607

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

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/169932/20180320MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/169933/RadiometerTCM5FlexBasicMonitorsMHRA.pdf
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# New

# New

T34 Ambulatory Syringe
Pumps

Xper Flex Cardio Patient
Monitoring Systems

In vitro diagnostic devices

# Update
# Update
# New
New
# Update
# New
New
New
Update

ACCU-CHEK Inform II
Blood Glucose Meters

Automate 1250 and 2550
Sample Processing
Systems

cobas z 480 0.3 mL AD-
Plates

cobas® 8000 modular
analyzer series & cobas e
801 module

Foetal Haemoglobin
Monoclonal Antibody
(HBF-1), FITC

Iris iChemVELOCITY
Automated Urine
Chemistry Systems .

LeadCare Plus and
LeadCare II Blood Lead
Analyzer

oneHbAlc FS.

oneHbAl1c IS
INNOVASTAR

4/5/2018

4/2/2018

4/5/2018

4/5/2018

4/4/2018

4/8/2018

4/4/2018

4/3/2018

4/8/2018

4/8/2018

4/5/2018

Caesarea Medical
Electronics Ltd

Philips Healthcare

Roche Diagnostics Corp

Beckman Coulter...

Roche Diagnostics Corp

Roche Diagnostics Corp

Life Technologies

Limited.

Beckman Coulter

Magellan Diagnostics Inc

s Diagnostic Systems Gn .Ghuyum Scientific Tradir

DiaSys Diagnostic
Systems GmbH.

N/A

Philips Healthcare
Saudi Arabia Ltd.

FAROUK, MAAMOUN

TAMER & COMPANY

Beckman Coulter Saudi
Arabia Co Ltd

FAROUK, MAAMOUN
TAMER & COMPANY

FAROUK, MAAMOUN
TAMER & COMPANY

Integrated
Gulfbiosystems

Al-Jeel Medical &
Trading Co. LTD

N/A

ALGhuyum Scientific
Trading

FSN

FSN

FSN

Mg

mg



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12421
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12418
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12415
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11912
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[High Priority ] - A30265 : CME—T34 Ambulatory Syringe Pumps: Different Manufacturer Battery

Sizes May Cause Batteries to Lose Connection
Medical Device Ongoing Action

Published: Tuesday, March 27, 2018
Last Updated: Wednesday, March 28, 2018

UMDNS Terms:

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

Caesarea Medical Electronics

Product Ltd Product No. Batch No.
Model
Ambulatory Syringe Pumps T34 100-100PSM, 100-100SM, 100-100PSMLTR, All
X100-100SM

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Caesarea Medical Electronics Ltd16 Shacham Street, Caesarea, |L-30889, |srael

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:

OInaMarch 7, 2018, Urgent Medical Device Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), CME states that an overall length difference of £2 mm between various manufacturers PP3 batteries may lead to battery movement within the
battery housing of the above pumps, potentially leading to loss of connection, resulting in pump shutdown and possible under-infusion of pain
medication. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected pumpsin your inventory. If you have affected pumps, verify that you have received the March 7, 2018, Urgent Medical Device
Field Safety Notice letter from CME. If a battery within the housing casement appears loose, carefully adjust the battery connections so that they protrude
more into the compartment, as seen in figure 1.0 in the letter . Never try to force a battery into the housing, as it may damage the contact. Updated
instructions for use (IFU) recommend inspecting battery connections for signs of wear or loss of connections as part of your regular maintenance regime
and will be available in an updated Technical Service Manual. 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 may have further distributed affected product.

For Further Information:(

Brendan McGee, CME Product Quality Officer

E-mail: QA@cmemedical.co.uk

CME customer support department

Tel.: 44 (1253) 206700

E-mail: customersupport@cmemedical.co.uk

Website: Click here

References:[

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Caesarea Medical Electronics:100-100SM T34 ambulatory syringe
pump [online]. London: Department of Health; 2018 Mar 26 [cited 2018 Mar 26]. (Field safety notice; reference
no. 2018/002/026/291/004). Available from Internet: Click here .

Comments:

e [Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2018 Mar 26. MHRA FSN. 2018/002/026/291/004 Download
e 2018 Mar 26. MHRA FSN. FSN2018-001 Download
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[High Priority ] - A30216 : Philips—Xper Flex Cardio Patient Monitoring Systems: Ventricular End-
Diastolic Pressure Value Displayed on Live Display May Be Inaccurate

Medical Device Ongoing Action

Published: Tuesday, March 20, 2018

Last Updated: Thursday, March 22, 2018

UMDNS Terms:

® Monitoring Systems, Physiologic, Cardiac Catheterization [12648]
Product Identifier:
[Capital Equipment]

Philips Healthcare

Product Model Service No. Revision No.
Patient Monitoring Systems Xper Flex Cardio 2010 453564241901, 453564483321, A,B,C
453564621791

Geographic Regions: Canada, &#160;U.S.
Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810, United States

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

Problem:

OInaMarch 2018 Urgent Medica Device Correction letter submitted by an ECRI Institute member hospital, Philips states that the real-time numeric
value for ventricular end-diastolic pressure (EDP) displayed on the live display on the above monitors may be inaccurate, potentially resulting in failure
to recognize an elevated EDP. Philips al so states that because ventricular monitoring is performed only in the cardiac catheterization procedure room, the
FC2020 device used in pre- or post-op holding areas is not affected by this problem.

Action Needed:

Oldentify any affected monitorsin your inventory (for alabel example, seethe letter ). If you have affected monitors, verify that you have received the
March 2018 Urgent Medical Device Correction letter from Philips. Do not use the real-time numeric value displayed on the live display asa
measurement of the patient's EDP value. Assessment of the patient's EDP value should be based on the waveform displayed on the live screen.
Additionally, the EDP function button available on the control room display records a sample waveform and an accurate EDP value; this sampled and
analyzed valueis considered reliable when correlated to the sampled waveform. A Philips representative will contact your facility regarding affected
monitors. Philipswill provide a software update and replacement software and documentation mediakits at no cost.

For Further Information:

Philips

Tel.: (800) 669-1328 (select option 2, then option 3)

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 20. Member Hospital. Philips letter submitted by an ECRI Institute member hospital Download
e 2018 Mar 20. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A28416 01 : *Roche—Accu-Chek Inform Il Blood Glucose Meters: Manufacturer

Initiates Firmware Update [Update]
Medical Device Ongoing Action

Published: Wednesday, March 28, 2018

UMDNS Terms:

® Analyzers, Point-of-Care, Whole Blood, Glucose [16488]
Product Identifier:
[Capital Equipment]

Roche Diagnostics GmbH

Model Version Serial No.

Product

Blood Glucose Meter Firmware Accu-Chek Inform 11 04.01.02 to 04.01.04 14000000 to 14328959

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

Distributor(s): ® Roche Diagnostics Corp9115 Hague Rd, Indianapolis, IN 46250-0457, United States
Manufacturer(s): Roche Diagnostics GmbH Sandhofer Strasse 116, 68305 Mannheim, Germany

Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Information Technology, Diabetes Education/Coordination, Endocrinology,
Point-of-Care Coordination

Summary:

Update Reason: New Product |dentifier, Problem, and Action Needed Information. This Alert provides new information based on a January 12, 2018,
Software Bulletin letter submitted by an ECRI Institute member hospital regarding Alert A28416 .

Problem: Oln aJanuary 12, 2018, Software Bulletin letter submitted by an ECRI Institute member hospital, Roche announced the release of firmware
version 04.02.02 for the above meters. The following software improvements have been made in this firmware release:

e Firmware version 04.02.02 reduces the issue of hibernated/frozen meters and the frequency of E-700 errors. With these improvements, the
maintenance reboot functionality will function as expected and reduce the frequency of E-700 errors.

e |n October 2017, Roche became aware of the KeyReinstallation AttaCK, also referred to as "KRACK" cybersecuritythreat. This
vulnerability describes attacks against the WPA/WPA 2-securitystandard for wireless connections and has been recognized to potentially
affectthe Accu-Chek Inform || meter. The concern iswith devices with enabled WLANfunctionality and WPA/WPA?2 security settings
applied. No patient or diagnostictest results are affected and, as aresult, a medical risk to patients andusers can be excluded. Firmware
version 04.02.02 includes a software patch forthe Accu-Chek Inform |1 meter to address the problem.

e Improved bar-code reading security to avoid invalid charactersin patient and operator IDs. This feature will prevent al nonprintable
characters (ASCI| characters 1-31) from being read by meters with serial numbers greater than UU14000000.

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 January 12, 2018, Software Bulletin letter
from Roche. Upgrade any affected meters to firmware version 04.02.02 by following the instructions in the document (TP-00038) enclosed with the
letter . To determine the firmware version on your meter, view the Diagnostics screen. For instructions for viewing this screen, refer to the Accu-Chek
Inform |1 Operator's Manual version 6.0, section 10.5 Diagnostics view, p. 155.

If the Diagnostics screen does not display firmware version 04.01.02, 04.01.03, or 04.01.04, refer to the October 12, 2016, Software Bulletin |etter .

If the screen displays firmware version 04.01.02 or higher, refer to document TP-00038 attached to the January 12, 2018, Software Bulletin letter .

Y ou must charge the meter's battery to a minimum of 40% before initiating the firmware upgrade.

Local administrative rights are required from your facility's I'T department for the procedure. Follow the steps detailed in the | etter to modify affected
product within your hospital's facility. Roche recommends that you adhere to your facility's standards and security policies before making any changes.
Roche recommends the following actions:

o Review the new features of the version 04.02.02 firmware upgrade outlined in the | etter.
e Register on the Roche Diagnostics USA website by following the instructions in document TP-00038.

e Obtain the new software by following the instructions outlined in document TP-00038.

e |f you are using the Alere RAL S Notebook or alaptop computer without internet access that is not an Alere RALS Notebook, place an order
for the Accu-Chek Inform Il firmware version 04.02.02 CD (catalog no. 08460230001) free of charge.

e Discard the October 12, 2016, Software Bulletin letter after you have installed firmware version 04.02.02 on your Accu-Chek Inform 1
meters.

e Retain acopy of the January 12, 2018, Software Bulletin letter for your records.

Roche recommends that you do not connect an Alere RALS Notebook laptop (or alaptop computer with internet access that is not an Alere RALS
Notebook) to a hospital's Wi-Fi or wired network.

For Further Information:

Roche Accu-Chek customer care service center

Tel.: (800) 440-3638

Website: Click here

Comments:
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e [IO0OThisaert isaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which
we determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been
identified), we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations,
and/or source documents, to the original alert. For additiona information regarding the format of this alert, refer to our HDA Format Guide

Source(s):

e 2018 Mar 27. Member Hospital. 16-168: Roche letter submitted by ECRI Institute member hospital Download
e 2018 Mar 27. Member Hospital. TP-0037; 17-225; TP-00038: Roche letter submitted by ECRI Institute member hospital Download
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[High Priority ] - A29954 01 : *Beckman Coulter—Automate 1250 and 2550 Sample Processing
Systems: Tip Present Sensor May Be Misalighed, Potentially Resulting in Processing Samples
without Pipette Tips [Update]

Medical Device Ongoing Action
Published: Thursday, March 29, 2018

UMDNS Terms:

® Automation Systems, Laboratory [18573]
Product Identifier:

Product Beckman Coulter Inc Model No. Serial No.
Model
Sample Processing Systems AutoMate 1250, AutoMate 2550 ODL 25125, ODL 25255 1048, 1049, 1054, 1055, 1107, 1147, 1251, 4025,

4048, 4052, 4055, 4072, 4073, 4074, 4076, 4079,
4091, 4097, 4107, 4111, 4126, 4127, 4141, 4143,
4144, 4146, 4148, 4168, 4169, 4171, 4236, 4252,
4253, 4254, 4255, 4256, 4257, 4293, 4294, 4302,
4304, 4324, 4330, 4341, 4352, ODL 25125-1342,
ODL 25125-1354, ODL 25255-4352, ODL 25255-
4377, ODL 25255-4378, ODL 25255-4379,

ODL 25255-4380, ODL 25255-4381, ODL 25255-
4382, ODL 25255-4397, ODL 25255-4401,

ODL 25255-4416, ODL 25255-4419, ODL 25255-
4420, ODL 25255-4421, ODL 25255-4437,

ODL 25255-4438, ODL 25255-4443, ODL 25255-
4444, ODL 25255-4530, ODL 25255-4531,

ODL 25255-4534, ODL 25255-4535, ODL 25255-
4536, ODL 25255-4556, ODL 25255-4577,

ODL 25255-4605, ODL 25255-4606

Geographic Regions: O(Impact in specific regions has not been identified or ruled out&#160;at the time of this posting), Worldwide
Manufacturer(s): Beckman Coulter Inc 250 S Kraemer Blvd, Brea, CA 92821-6232, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology

Summary:

OUpdate Reason: Worldwide distribution, additional serial numbers, Action Needed. This Alert provides additional information based on FDA Center
for Devices and Radiological Health (CDRH) source material regarding Alert A29954 . The Geographic Regions field has been updated to reflect
worldwide distribution, additional serial numbers are provided in the Product Identifier field, and additional information is provided in the Action Needed
field. For previously listed serial numbers, see Alert A29954 .

Problem:

Health Canada states that Beckman Coulter has received areport of the tip present sensor in the robot of the aliquotter module of the above systems being
misaligned, resulting in the system processing samples without pipette tips. Health Canada also states that in the reported instance, a small number of
samples were subject to cross-contamination and were sent to the error rack before analysis. Health Canada further states that in the reported instance, the
system gave no external sign of amisaligned tip present sensor. Health Canada states that the manufacturer initiated arecall on January 16, 2018. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:
Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have been contacted by Beckman Coulter. Beckman
Coulter isinstructing field service engineers to inspect the tip present sensor for misalignment at the next service visit.

For Further Information:
Beckman CoulterWebsite: Click here

[OReferences:

e Health Canada. Recalls and safety alerts. Automate 2550 and 1250, aliquotter tip present sensor [online]. 2018 Feb 1 [cited 2018 Feb 2].
Available from Internet: Click here.

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall AutoMate 2500 family
[online]. 2018 Mar 21 [cited 2018 Mar 22]. Available from Internet: Click here .

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 22. FDA CDRH Database. Class I1. Z-1151-2018 Download
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[High Priority ] - A30177 : Roche—cobas z 480 0.3 mL AD-Plates: Bar-Code

Reading Problem May Occur
Medical Device Ongoing Action

Published: Monday, March 19, 2018

UMDNS Terms:

® Analyzers, Laboratory, Immunoassay [18625]
Product Identifier:

[Consumable]
Roche Diagnostics Corp
Pl Catalog No.
cobas z 480 0.3 mL AD-plates 05232724001

Geographic Regions: U.S.
Manufacturer(s): Roche Diagnostics Corp9115 Hague Rd, Indianapolis, IN 46250-0457, United States
Suggested Distribution: Clinical Laboratory/Pathology, Information Technology, Materials Management

Problem: In aNovember 10, 2017, Analyzer Bulletin letter distributed in the U.S. and submitted by an ECRI Institute member hospital, Roche states
that a bar-code reading problem may occur on the cobas z 480 analyzer while the above plates are loaded after sample preparation by the cobas x 480
system, thereby potentially resulting in testing delays. The problem may be caused by slightly peeling edges on certain bar-code labels (see the picture in
the letter ), rendering it difficult for the cobas z 480 to read. The label itself is correctly printed and positioned on the AD-plate. The cobas x 480 analyzer
does not exhibit any reading problems with these bar-code labels. Customers have been informed and there are noongoing field actions.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the November 10, 2017, Analyzer Bulletin
letter from Roche. Perform the following actions to avoid the reading problem, wearing gloves while doing so:

(1) Place the prepared and sealed AD-plate on aflat surface.

(2) Press the bar code back to its original position by flattening the surface of the label with your finger.

(3) Load the prepared AD-plate onto the cobas z 480 analyzer.

If you also experience this problem with the cobas z 480 analyzer, follow the “How to Avoid Barcode Reading Problems” section included with the
bulletin. Retain a copy of the Analyzer Bulletin letter for your records.

For Further Information:

Roche support network customer support center

Tel.: (800) 526-1247

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 16. Member Hospital. Roche letter submitted by ECRI Institute member hospital Download
e 2018 Mar 19. Manufacturer. Manufacturer confirmed information contained in source material
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[High Priority ] - A30045 : Thermo Fisher—Fetal Hemoglobin Monoclonal Antibody Reagents: May

Yield False-Positive Results
Medical Device Ongoing Action

Published: Tuesday, March 20, 2018

UMDNS Terms:
® |VD Test Reagent/Kits, Immunoassay, Immunology, Cell Typing, Monoclonal Antibody [19193]

® |VD Test Reagent/Kits, Hematology, Hemoglobin [19274]
Product Identifier:

[Consumable]
Thermo Fisher Scientific Inc Catalog Expiration
Product uDI No. Lot No. Date
FITC Fetal Hemoglobin Monoclona Antibody (HBF-1) 01)10190302005579(17)190830(10) 1873068B(240)MHF MHFHO1 1873068 30 Aug 2019
HO1 B

01)10190302005579(17)191030(10)1915224B(240)MHF MHFHO1 1915224 30 Oct 2019
HO1 B

01)10190302005579(17)180430(10)1626670D(240)MHF ~ MHFHO1 1626670 30 Apr 2018
HOL D

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K., U.S.
Manufacturer(s): Thermo Fisher Scientific Inc12076 Santa Fe Dr, Lenexa, KS 66215, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem: In aFebruary 5, 2018, Urgent Medical DeviceRecall Notification letter submitted by an ECRI Institute member hospital and aFebruary 5,
2018, Urgent Field Safety Notice letter posted by the U.K.Medicines and Healthcare Products Regulatory Agency (MHRA), Thermo Fisherstates that the
above reagents may display a high or unusually brightbackground, potentially yielding false-positive results. The manufacturerreceived reports of
unusually high or bright background staining for positivecontrols and samples. Customers were using the Fetal Trol Kit (R&D Systems,Catalog No.
FH101) for positive controls and observed increased staining forFetal Trol Level 1 (negative) and Level 2 (low positive). For these controls,values
obtained were higher than the expected values documented within theproduct insert for the Fetal Trol Kit. The manufacturer has not confirmed
theinformation provided in the source material.

Action Needed: Identify, isolate, and discard any affectedproduct in your inventory. If you have affected product, verify that you havereceived the
February 5, 2018, Urgent Medical Device Recall Notification |etterand/or Urgent Field Safety Notice letter and Customer Response Sheet fromThermo
Fisher. Notify all relevant personnel at your facility of theinformation in the letter, and forward a copy of the letter to any facility towhich you have
further distributed affected product. The appropriate technicalexpert should determine whether review of reported quality control test resultsis required.
Retain a copy of the letter for your records. Complete theCustomer Response Sheet, and return it to Thermo Fisher using the instructionson the form.
For Further Information:

Thermo Fisher technical support department

us.

Tel.: (800) 955-6288, (select option 4)

E-malil: techsupport@thermofisher.com

UK.

Tel.: (800) 53455345 (select option 3)

E-mall: eurotech@thermofisher.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Regulatory Agency. Life Technologies Corporation: Fetal hemoglobin monoclonal antibody (HBF-
1), FITC [online]. London: Department of Health; 2018 Feb 19 [2018 Mar 20]. (Field safety notice; reference no. 2018/002/015/291/011).
Available from Internet: Click here.

Comments:

e [0Thisalert isaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 20. Member Hospital. Thermo Fisher letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2018 Mar 20. MHRA FSN. 2018/002/015/291/011 Download

e 2018 Mar 20. MHRA FSN. (includes reply form) Download
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[High Priority ] - A30212 : Beckman Coulter—Iris iChemVELOCITY Automated Urine Chemistry
Systems: Incorrect Settings May Be Installed on North American Systems
Medical Device Ongoing Action

Published: Tuesday, March 20, 2018

UMDNS Terms:

® Analyzers, Laboratory, Urine, Automated [16378]
Product Identifier:
[Capital Equipment]

Beckman Coulter Inc

Model Software Version

Product

Automated Urine Chemistry Systems IrisiChemVELOCITY All

Geographic Regions: O(Impact in additional regions has not been identified or ruled out&#160;at the time of this posting), North America
Manufacturer(s): Beckman Coulter Inc 250 S Kraemer Blvd, Brea, CA 92821-6232, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem:

In aFebruary 22, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Beckman Coulter states that the above
North American systems may be installed with incorrect settings. Beckman Coulter also states that the installation of international settings on North
American systems can result in the generation of erroneous false-low results for some of the analytes at some concentrations. Beckman Coulter further
states that the installation of colors different from those stated in the instructions for use (IFU) (colorless, straw, yellow, amber, red, blue) for output
settings will result in incorrect reporting of colors (e.g., if green is the color choice for the output setting instead of blue, green will be reported). This
problem may result in the following outcomes:

e |f international settings are installed:

e Positive resultswill remain positive, but falsely low at some concentrations for bilirubin, urobilinogen, ketones, glucose, protein,
blood, and pH.

e Negative results will remain negative.
e Ascorbic acid, nitrite, and leukocytes results will remain accurate for al concentrations.
e Urine specimen colors may be incorrectly reported as follows:
e Yellow may beincorrectly reported as light or dark yellow.
e Amber may beincorrectly reported as light or dark amber.
e Blue may beincorrectly reported as green.
e |f greenisinstalled as an output setting instead of blue, the result of green will still be considered abnormal.

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

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the February 22, 2018, Urgent Medical
Device Recall letter and Customer Response Form from Beckman Coulter. A Beckman Coulter representative will contact your facility to schedule asite
visit to verify the reporting units of measurement for your laboratory. Beckman Coulter will ensure that your current software settings are optimal and
will obtain copies of your method validation records to verify initial installation settings. Beckman Coulter statesthat it is working on aresolution and
process improvements to prevent the recurrence of this problem. Notify all 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, and retain a copy of the letter as part of your laboratory quality
system documentation. If you received the letter through e-mail, confirm that you have received it electronically; otherwise, complete the Customer
Response Form and return it to Beckman Coulter using the instructions on the form.

For Further Information:
Beckman Coulter customer support center
Tel.: (800) 854-3633 (U.S. and Canada)Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2018 Mar 19. Member Hospital. Beckman Coulter letter submitted by an ECRI Institute member hospital: FA-33016 (includes reply
form) Download
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[High Priority | - A30232 : Torbay Pharmaceuticals—Sterile Eye Droppers: Sterility May Be
Compromised

Medical Device Ongoing Action

Published: Thursday, March 22, 2018

Last Updated: Friday, March 23, 2018

UMDNS Terms:

® Eye-Drop Delivery Aids [20371]
Product Identifier:

[Consumable]
Torbay Pharmaceuticals S
Product Catalog No. Lot No. Expiration Date
Individually Wrapped Sterile Eye U5134G 17TP02, 17TPO3 Jul 2021

Droppers, CE Marked

Geographic Regions: U.K.
Manufacturer(s): Torbay Pharmaceuticals Wilkins Drive, Paignton, Devon, TQ4 7FG, United Kingdom
Suggested Distribution: Infection Control, Nursing, Home Care, Ophthalmology, Pharmacy, Materials Management

Problem:

OlnaMarch 12, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Torbay
Pharmaceuticals states that the flow wrap packaging containing the above sterile eye droppers may exhibit integrity and sealing problems; therefore,
product sterility may be compromised.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have recelved the March
12, 2018, Urgent Field Safety Notice letter and Customer Response Form from Torbay Pharmaceuticals. Complete the Customer Response Form, and
return it to Torbay Pharmaceuticals using the instructions on the form. To arrange for product return, contact Torbay Pharmaceuticals.

For Further Information:

Torbay Pharmaceuticals

Tel.: 44 (1803) 664707

Samantha Workman, Torbay Pharmaceuticals | SO manager

E-mail: sworkmanl@nhs.net

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Torbay Pharmaceuticals: sterile eye dropper [online]. London:
Department of Health; 2018 Mar 20 [cited 2018 Mar 22]. (Field safety notice; reference no. 2018/003/006/601/003). Available from Internet: C
lick here .

Comments:

e [Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 22. MHRA FSN. 2018/003/006/601/003 Download
e 2018 Mar 22. MHRA FSN. March 12, 2018, Torbay Pharmaceuticals letter (includes reply form) Download

e 2018 Mar 23. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A30209 : Medtronic—Prestige LP Cervical Disc Streamlined Instruments: Drill

Guides and Drill Bits May Not Properly Interact
Medical Device Ongoing Action

Published: Wednesday, March 21, 2018

UMDNS Terms:
® Orthopedic Internal Fixation Systems, Spinal [15766]

® Guides, Drill [11930]
Product Identifier:
[Consumable] See the letter sent to your facility for affected product information.

Product II;/Ir‘i)cétl:(c:tr]’i\(l:(fpinal and Biologics Lot No.
Prestige LP Streamlined Instruments Loaner Kits SPS02882 Multiple lots
Prestige LP Cervical Disc Streamlined Instruments 6975205 1D17K018
6975206 1D17J009
6975207 1D17K007, ID17L035

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medtronic Spinal and Biologics1800 Pyramid Pl, Memphis, TN 38132, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem: Oln aMarch 12, 2018, Urgent Voluntary Market Removal letter submitted by ECRI Institute member hospitals, Medtronic states that it has
received user reports related to the interaction of the drill bits and drill guides associated with the above instruments. Medtronic also states that it has
received no reports of patient harm 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
12, 2018, Urgent Voluntary Market Removal letter and Customer Confirmation Form from Medtronic. Complete the Customer Confirmation Form, and
return it to Medtronic using the information in the letter. A Medtronic representative will contact your facility to arrange for product return.

For Further Information:
Medtronic post market quality team
Tel.: (901) 399-3197

Website: Click here

Comments:

e [IOThisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repest their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 20. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A30270 : Micronclean—MicronDevices Syringes and Caps Contained in Sterile

Medical Packs: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Thursday, March 29, 2018

UMDNS Terms:
® Procedure Kit/Trays [28961]
® Syringe Tip Caps [16825]

® Syringes [13929]
Product Identifier:

[Consumable]

Product Micronclean Batch No.
Product No.

MicronDevices Syringes and Caps contained in Sterile 05ML0O5CC 01021801

Medical Packs
05ML10CC 01021804
20ML10CC 01111701
19GN50CC 01111702
CAPS10CC 02011801
ENV200CC 02011802
03MLO5CC 02021802
CAPS50CC 02111701
BCL200CC 02111702
30MLO5CC 03011801
01MLO5CC 05011801
ENV200CC 06111701
03ML10CC 07111701
01MLO5CC 08111701
0iML10CC 09101702
PEN005CC 09111701
21GN50CC 09111702
loML10CC 06111702
YBAGS50CC 07121701
30ML10CC 07121702

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): MicroncleanRoman Bank, Skegness PE25 1SQ, England

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Home Care, Pharmacy, |V Therapy, Materials
Management

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

OInaMarch 21, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Micronclean states that the sterility of the syringes and caps contained in the above sterile packs may be compromised because of an intermittent sealing
problem in some primary (inner pouches); the inner pouches may have weak or open seals. Micronclean a so states that, although the above products are
double-pouched, the outer pouch is not validated as a sterility barrier; therefore, if the inner pouch seal is open or weak, the sterility of the product may be
compromised. 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
21, 2018, Urgent Field Safety Notice letter and Acknowledgment Form from Micronclean. Micronclean will contact your facility to arrange to collect
affected product for re-inspection of the packaging. Products that pass inspection will be released for sale. Notify all relevant personnel at your facility of
the information in the Urgent Field Safety Notice letter and forward a copy of the letter to any facility to which you have further distributed affected
product. Complete the Acknowledgment Form, and return it to Micronclean using the information on the form.

For Further Information:

Philip Borrington or Michelle Simpson, Micronclean

E-Mail: Philip.Borrington@micronclean.co.uk or Michelle.Simpson@micronclean.co.uk , respectively

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Micronclean LTD: MicronDevices sterile packs [online]. London:
Department of Health; 2018 Mar 26 [cited 2018 Mar 26]. (Field safety notice; reference no. 2018/003/022/291/002). Available from
Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2018 Mar 26. MHRA FSN. 2018/003/022/291/002 Download
e 2018 Mar 26. MHRA FSN. (includes reply form) Download

©2018 ECRI Ingtitute
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[High Priority ] - A30253 : BD—Vacutainer Push-Button Blood Collection Sets: May Not Meet
Labeled Sterility Claim
Medical Device Ongoing Action

Published: Friday, March 23, 2018
Last Updated: Tuesday, March 27, 2018
UMDNS Terms:

® Blood Collection Needle Sets, Protective [18241]
Product Identifier:
[Consumable] For UDI numbers and expiration dates, see Attachment A in the letter.

BD
Product Catalog No. Lot No.
0.6 x 19 x 305 mm 23 G x 3/4-Inch x 12-Inch Vacutainer 367342 7345690, 7346623, 7354867, 7354870, 7354873,
Push-Button Blood Collection Sets 7354876, 7354896, 7354899, 7354907, 7354908,
8005794, 8005795, 8005796, 8010728, 8010732,
8012784, 8012844, 8012848, 8018509, 8019702
0.6 x 19 x 305 mm 23 G x 3/4-Inch x 12-Inch Vacutainer 367364 7348980
Ultra Touch Push-Button Blood Collection Sets
0.8 x 19 x 305 mm 21 G x 3/4-Inch x 12-Inch Vacutainer 367344 7346627, 7348974, 7348975, 7354740, 7354743,
Push-Button Blood Collection Sets 7354745, 7354764, 8005556, 8005557, 8005814,

8010735, 8012910, 8015923, 8015925

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): BD 1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States

Suggested Distribution: Clinical Laboratory/Pathology, Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Phlebotomy,
Immunohematol ogy/Blood Bank, Materials Management

Problem:

InaMarch 20, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, BD states that the above blood collection sets
may not meet the labelled sterility claim of a sterility assurance level (SAL) 10-6. BD also states that a nonpathogenic environmental organism belonging
to the family of Deinococcaceae was identified during a routine sterilization dose audit. As aresult, the sterilization dose received by the affected lotsis
equal to an SAL of at least 104. BD further states that it has received no reports of adverse events related to this problem. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the March 20,
2018, Urgent Medical Device Recall letter and Business Response Form from BD. Regardless of whether you have affected product, complete the
Business Response Form and return it to BD using the instructions on the form. Return affected product to BD using the packing instructions provided
with the letter. Upon receipt of returned product, BD will provide your facility with replacement product. Report adverse events associated with the use of
affected product to BD. U.S. customers should also report serious adverse events or product quality problems relating to the use of affected product to
FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax (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:

BD

Tel.: (866) 963-4583, 8 am. to 5 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

e [JOThisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 23. Member Hospital. March 20, 2018 BD letter submitted by ECRI Institute member hospital (includes reply form) Download

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A30208 : BD— Vacutainer Plus SST Blood Collection Tubes with Hemogard

Closure: Stopper May Dissociate from Tube
Medical Device Ongoing Action

Published: Monday, March 19, 2018
Last Updated: Thursday, March 22, 2018

UMDNS Terms:

® Tubes, Blood Collection [14183]
Product Identifier:

[Consumable]
Product = Lot No Expiration Date
Catalog No. :
13x 75 mm, 3.5 mL PLBL Gold 367983 7135828 31 May 2018
Vacutainer Plus SST Tubes with
Hemogard Closure
7125692 30 Apr 2018
13 x 100 mm, 5mL PLBL Gold 367986 7146901 31 May 2018
Vactuainer Plus SST Tubes with
Hemogard Closure

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): BD 1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States
Suggested Distribution: Clinical Laboratory/Pathology, Infection Control, Nursing, Phlebotomy, Materials Management

Problem:

InaMarch 12, 2018, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, BD states that the above tubes may exhibit
stopper creep-out, pull-out, or pop-off, resulting in the stopper dissociating from the tube. For an example, see Figure 1 in the letter . BD also states that
it has received reports of this problem occurring during collection and processing (including centrifugation, transportation, and testing). Stopper creep-
out/pull-out/pop-off can result in exposure to bloodborne pathogens. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the March 12, 2018, Urgent
Medical Device Recall letter, Customer Response Form, Recall Response Form, and packing instructions from BD. Regardless of whether you have
affected product, complete the Customer Response Form and return it to BD using the information on the form. Return affected product, along with a
copy of the Recall Response Form, to BD using the packing instructions in the letter. Upon receipt of returned product, BD will provide your facility with
replacement product. Inform 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. 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 fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500,
available here) at Food and Drug Administration, P.O. Box 3002, Rockville, MD 20847-3002; or online at the MedWatch website .

For Further Information:

BD Preanalytical Systems

Tel.: (877) 870-4486, 8 am. to 5 p.m., Eastern time, Monday through Friday

Website: Click here

Comments:

e [0Thisalert isaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 16. Member Hospital. BD letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A30295 : Johnson & Johnson—Various Bandage Products: May Contain Undeclared

Rubber Latex
Medical Device Ongoing Action

Published: Thursday, March 29, 2018
Last Updated: Friday, March 30, 2018

UMDNS Terms:

® Bandages, Compression/Support, Crepe [25168]
Product Identifier:

[Consumable]
Product \cl:%rér;s&%& Johnson Corp
2-Inch COACH Self-Adhering Sports Wraps 100497502, 381370079286, 3813700497530024
3-Inch COACH Self-Adhering Sports Wraps 100497602, 381370079293, 3813700497600024
1-Inch HURT-FREE BAND-AID First Aid Wraps 111614500, 381371161454, 10381371161451
2-Inch HURT-FREE BAND-AID First Aid Wraps 111614600, 381371161461, 103813711614680000
2-Inch SECURE-FLEX BAND-AID Wraps 111615000, 381371161508, 103813711615050000
3-Inch SECURE-FLEX BAND-AID First Aid Wraps 111615100, 381371161515, 103813711615120000

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Johnson & Johnson CorpOne Johnson & amp; Johnson Plaza, New Brunswick, NJ 08933, United States

Suggested Distribution: Emergency/Outpatient Services, Nursing, Orthopedics, Home Care, Physical Therapy/Rehabilitation, EM S/Transport,
Materials Management

Problem:

OJFDA's Center for Devices and Radiological Health (CDRH) states that the current labels on the above products state that the products are not made with
natural rubber latex; however, natural latex was used as a base ingredient in the early-stage manufacturing process (which reduces the allergic protein
found in natural latex). FDA's CDRH also states that the manufacturer initiated arecall by Urgent Medical Device Recall |etter on December 18, 2017.
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 Urgent
Medica Device Recall letter and Business Reply Form from Johnson & Johnson. Complete the Business Reply Form, and return it to Stericycle by e-
mail at BandAid8687@stericycle.com or by fax at(888) 965-5802. Return affected product to Stericycle. If you have further distributed affected
product, notify Stericycle by e-mail at BandAid8687@stericycle.com .

For Further Information:

Stericycle

Tel.: (855) 215-5023

or (908) 904-2205

Website: Click here
Johnson & Johnson
Website: Click here
References:

United States:

e Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Johnson & Johnson BANDAID brand
first aid products HURTFREE wrap [online]. 2018 Mar 27 [cited 2018 Mar 29]. Available from Internet: Click here.

e Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Johnson & Johnson BANDAID brand
first aid products HURTFREE wrap [online]. 2018 Mar 27 [cited 2018 Mar 29]. Available from Internet: Click here.

e Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall COACH self adhering sports wrap
[online]. 2018 Mar 27 [cited 2018 Mar 29]. Available from Internet: Click here.

e Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall COACH self adhering sports wrap
[online]. 2018 Mar 27 [cited 2018 Mar 29]. Available from Internet: Click here.

e Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Johnson & Johnson BANDAID brand
first aid products SECUREFLEX wrap [online]. 2018 Mar 27 [cited 2018 Mar 29]. Available from Internet: Click here.

e Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Johnson & Johnson BANDAID brand
first aid products SECUREFLEX wrap [onling]. 2018 Mar 27 [cited 2018 Mar 29]. Available from Internet: Click here .
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Comments:
e [JFor information on similar and potentially related actions, see Alerts A29741 , A29809, and A29827 .

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 29. FDA CDRH Database. Class |1. Z-1201-2018; Z-1202-06-2018 Download
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[High Priority ] - A30003 : Synergy Health—Various Operating Room Products: Finished Packages

May Contain Debris
Medical Device Ongoing Action

Published: Thursday, March 22, 2018

UMDNS Terms:
® Gauze[11859]
® Procedure Kit/Trays, Anesthesia[10124]
® Procedure Trays, Surgical [17168]
® Procedure Kit/Trays, Catheterization [15564]
® Procedure Kit/Trays, Dressing [11314]
® Procedure Kit/Trays, Suture [13892]
® Procedure Kit/Trays, Suture Removal [13894]
® Swabs, Absorbent/Cotton [15066]
® Procedure Kit/Trays, Catheterization, Peritoneal, Dialysis [16992]
® Procedure Kit/Trays, Labor/Delivery [11141]
® Bowls[15561]
® Procedure Kit/Trays, Dental, Prophylaxis [13129]

® Stockinettes, Cast Padding [10669]
Product Identifier:

[Consumable]
Product g{?g:ggcgﬁﬂth plc Lot No.
10 x 10 cm Plain Swabs, 12-Ply, 5-Pack, Double 28116 281161517, 281161917
Wrapped
10 x 10 cm Sofsorb Swabs 4-Ply 10, Single Wrapped 28884 88842017, 288843316
15 cm x 2.75 m Velband Undercast Padding 28786 287861217, 287862117
20 x 27.5 cm Gauze/Tissue Pads 28186 281861317, 281862217
22.5x 10 cm Plain Swabs 16-Ply, 2-Pack, Double 28114 281140817, 281141217
Wrapped
30 x 30 cm DETEX 12-Ply Non TPD Tied, 5S 28119 281192116
45 x 30 cm Gauze/Cotton Tissue Pads 28124 281241617
45 x 45 cm DETEX 12-Ply Non TPD Tied, 5S 28107 281071617
45 x 45 cm Gauze Tissue Pads 28105 281054416, 281054616, 281054916
5cmx 2.75 m Velband Undercast Padding 28783 287830317, 287832317
60 mL Gallipots 28732 287321517, 287321717, 287321817
76 x 7.5 cm DETEX 12-Ply, Tied, 5S, Double Wrapped 28129 281291417
120 mL Gallipots 28722 287221817
180 x 10 cm Anaesthetic Throat Packs, 4-Ply, Double 28110 281101717, 281102117, 281105116
Wrapped
182 x 11 cm XRD Gauze Roll, Double Wrapped 28103 281031917, 281032217
800 mL Poly Kidney Receiver 28897 288971517
Basic Dressing Packs 28771 287711217
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Catheter Packs 28379 283790417

Dressing Packs 28787 287871214, 287871814, 287872814
Home Dialysis Packs 28762 287620716, 287620717, 287621617
Intravenous (1V) Dressing Packs with Tegaderm 28117 281171717

1V Dressing Packs 28177 281772017

IV Dressing Packs 5 28132 281321817

1V Dressing Packs, 9 Adult 28139 281390817

Oral Hygiene Packs 28725 287251917

Pulp Kidney Dishes 28767 287672317

Single-Use Basic Podiatry Packs 18037 180371117, 180371417
Single-Use Turn Over End Dissecting Forceps 18020 180201517, 180202217
Size 5 Nonwoven Balls, 5-Pack, Single Wrapped 28113 281130217

Sterile Dressing Packs 28751 287510217, 287514716
Sterile IV Dressing Packs, 8, Ambulance Service 28138 281381617, 281382317
Sterile Maternity Pads 28155 281551717

Suture Instrument Packs 18004 180040617, 180041517
Suture Removal Packs 28781 287811917

10 x 10 cm Plain Gauze Swabs, 12-Ply, 5-Pack, Double 28102 281021817

Wrapped

500 x 500 mm White Sterile Field Crepes 28125 281250917, 281252117
Single-Use Basic Podiatry Assistant Packs 18038 180380716

Sterile Theater Wound Pads 28144 281441917

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Synergy Health plc Rutherford House Stephensons Way, Derby DE21 6LY, England

Suggested Distribution: Anesthesig, Critical Care, Dialysis/Nephrology, Emergency/Outpatient Services, Infection Control,
Obstetrics/Gynecol ogy/L abor and Delivery, OR/Surgery, Orthopedics, Home Care, Gastroenterology, Dentistry/Oral Surgery, EM S/Transport,
Pharmacy, IV Therapy, Materials Management

Problem:

OIn a September 12, 2017, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Synergy
Headlth states that finished packages of the above products may contain debris. Synergy Health also states that the products are sterilized after packaging
and the incidental debrisis unlikely to present a hazard to patients or users. The manufacturer has not confirmed the information provided in the source
material.

Action Needed: Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the September
12, 2017, Field Safety Notice letter and Reply Form from Synergy Health. Complete the Reply Form, and return it to Synergy Health. To arrange for
product return and replacement, contact the Synergy Health customer services department by telephone at 44 (1772) 299999. Inform all relevant
personnel of the information in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to which you have further distributed
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affected product.

For Further Information:
Synergy Health
Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Synergy Health UK Limited: Attached list has name,lot,mfd &
expiry dates [online]. London: Department of Health; 2018 Feb 12 [cited 2018 Mar 19]. (Field safety notice; reference no.
2017/009/021/291/015). Available from Internet: Click here .

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 19. MHRA FSN. 2017/009/021/291/015 Download
e 2018 Mar 19. MHRA FSN. Download

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



http://www.synergyhealthplc.com/us/contact-us?region=348&amp;country=US

http://www.synergyhealthplc.com/us/contact-us?region=348&amp;country=US

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-february-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-february-2018

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/169726/20180212SynergyHealthVariousProductsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/169727/20170912SynergyHealthVariousProductsMHRA.pdf



MMOqalaa
(A30003) Synergy Health-Various Operating Room Products.pdf


#

New

ZNN & M/DN 4/5/2018 Zimmer Inc..... Isam Economic Co.
Guidewires ,

*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* Dndicates that medical devices subject to removal and/ or destroyed action.

* SBED Team Recommend ensuring The listed Distributors in this report as they may
differ from the distributors you are dealing with

SBED is devoted to receive the adverse event report and feedback information about
any medical devices malfunction from hospitals and healthcare facilities all around KSA,
studying them and collaborative working with manufacturers, authorized
representatives and distributors to take the right action and assuring the proper safe
performance.

To see recent recalls kindly visit the following link:

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositelListing.aspx

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.

2 Mg


http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A30303 : Zimmer Biomet—ZNN & M/DN Guidewires: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Thursday, March 29, 2018

UMDNS Terms:

® Guide Wires[11925]
Product Identifier:
[Consumable]

Zimmer Biomet

Product Item No.

Lot No.

2.4 mm Diameter Pressure Sentinel Intramedullary 00-2228-024-00 63655999, 63715685, 63731170, 63733045,
Reaming System Bullet Tip Guidewires 63812299

2.4 mm Diameter, 70 cm Length Humeral Ball Tip 47-2255-008-00 63738593, 63738594, 63738595, 63738596,

Guidewires 63748395, 63748396, 63748397, 63748398,
63753767, 63753768, 63758425, 63758428,
63771163, 77006530, 77006531, 77006532,
77006533, 77006534, 77006535, 77006536,
77006537, 77006538, 77006539, 77006540,
77006541, 77006542, 77006543, 77006544,
77006545

2.4 mm Diameter, 70 cm Length M/DN Intramedullary 00-2255-026-00 63733046, 63758426, 77006554
Fixation Humeral Bullet Tip Guidwires

2.4 mm Diameter, 70 cm Length M/DN Intramedullary 00-2255-025-00 63733049, 63738623, 63748399, 63753770,
Fixation Humeral Smooth Guidewires 63758430, 63849380, 77006555, 77006556,
77006557

2.4 mm Diameter, 70 cm Length Natural Nail System 47-2490-098-01 63733044, 63748390, 63748391, 77006546,
Tear Drop Guidewires 77006547, 77006548

2.4 mm Diameter, 100 cm Length Natural Nail System 47-2490-097-01 63631719, 63668698, 63705230, 63705231,
Tear Drop Guidewires 63731168, 63771071, 63787479

2.4 mm Diameter, 100 cm Length ZM S Intramedullary 47-2237-033-00 63715690, 63780127, 63787482
Fixation Smooth Guidewires

3.0 mm Diameter, 70 cm Length Natural Nail System 47-2490-098-00 63631729, 63638177, 63645647, 63645648,
Tear Drop Guidewires 63662542, 63681727, 63690177, 63690178,
63733040, 63733041, 63733042, 63748389,
63753764, 63758424, 63771141, 63780123,
63787478, 63826236, 63836288, 77006549,
77006550, 77006551, 77006553, 77006558

3.0 mm Diameter, 100 cm Length Natural Nail System 47-2490-097-00 63609177, 63631715, 63638172, 63638173,

Tear Drop Guidewires 63638175, 63638176, 63645643, 63645644,
63655990, 63655991, 63655992, 63655993,
63655994, 63662538, 63662539, 63662540,
63662541, 63668694, 63668695, 63668696,
63668697, 63675668, 63675669, 63675670,
63675704, 63675705, 63681724, 63681726,
63681728, 63690176, 63690179, 63690180,
63705228, 63705229, 63709163, 63709164,
63709165, 63709166, 63715680, 63715681,
63715682, 63715683, 63721368, 63721369,
63721370, 63721371, 63731169, 63748392,
63753760, 63753761, 63753762, 63753763,
63758420, 63758421, 63758422, 63758423,
63771066, 63771067, 63780119, 63780120,
63780121, 63780122, 63781875, 63781876,
63781877, 63781878, 63787475, 63787476,
63787477, 63796531, 63796532, 63796533,
63796534, 63796535, 63803579, 63803581,
63803583, 63803591, 63803592, 63812281,
63812282, 63812283, 63812284, 63812285,
63817701, 63817702, 63817704, 63817705,
63826234, 63826235, 63836285, 63844026,
63844028

3.0 mm Diameter, 100 cm Length Smooth Guidewires, 47-2255-008-01 63619923, 63625354, 63625355, 63625356,
Bullet Tip 63631736, 63631737, 63638178, 63638179,
63638180, 63638181, 63639395, 63639396,
63639397, 63639398, 63639399, 63639401,
63645656, 63645657, 63645658, 63645659,
63648799, 63648801, 63648802, 63648803,
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63650117, 63650118, 63651633, 63651634,
63651635, 63656843, 63662543, 63662544,
63662545, 63662546, 63662547, 63668702,
63668703, 63668721, 63675676, 63675677,
63681732, 63681733, 63681734, 63681735,
63690182, 63690183, 63690184, 63690185,
63696959, 63696960, 63696961, 63705243,
63705244, 63705245, 63705246, 63709167,
63709168, 63709169, 63709170, 63715687,
63715688, 63721372, 63721373, 63721374,
63721375, 63731172, 63731173, 63731174,
63731175, 63733047, 63733048, 63764548,
63771161, 63771162, 63780124, 63780125,
63781880, 63796536, 63796537, 63803593,

63812301
3.0 mm Diameter, 100 cm Length ZMS Intramedullary 47-2237-037-00 63662549, 63668704, 63696974, 63709171,
Fixation Smooth Guidewires 63721377, 63731176, 63764550, 63771164,
63781920, 63803595, 63812302, 63817719,
63826242
3.0 mm Diameter, 100 cm Length ZMS Intramedullary 47-2237-038-00 63645655, 63650115, 63650116, 63655995,
Fixation Smooth Guidewires, Bullet Tip 63655996, 63655997, 63655998

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

Problem:

OInaMarch 26, 2018, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Zimmer Biomet states that the above
guidewires may have a breach in the packaging seal that may compromise device sterility, potentially leading to an extension of surgery or infection that
may necessitate revision.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the March 26, 2018, Urgent
Medical Device Recall letter and Certificate of Acknowledgment form from Zimmer Biomet. Y our Zimmer Biomet sales representative will remove
affected product from your facility. Complete the Certificate of Acknowledgment form, and return it to Zimmer Biomet using the instructions on the
form. Notify all relevant personnel at your facility of the information in the letter. Report any adverse events associated with the use of affected product
to Zimmer Biomet by e-mail at Zimmer.PER@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 [Thisdertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Mar 29. Member Hospital. ZFA 2017-00072 (includes reply form) Download
e 2018 Mar 29. Manufacturer. The manufacturer confirmed the information provided in the source material.
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