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SBED Weekly Update 24-Jul-17
Dear,
SBED team is pleased to inform you that 41 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 7/17/2017 to 7/23/2017

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 731 Ventilators 7/17/2017 ZOLL Medical Corp Hammad Medical Servic 2
New  Timer, General Laboratory 7/17/2017 wo Medical Technologies, N/A 2
New  Various Astral Ventilators, 7/18/2017 Resmed Limited cigalah group 2

External Batteries, and
Battery Packs

Assistive products for persons with disability

New Freeway Easy Fit Systems  7/18/2017 Prism Medical Ltd N/A 2
with Swiveling Trolley

New Heron Toilet and Bath 7/17/2017 R82 N/A 2
Chairs

A/Ca\


http://www.sfda.gov.sa
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11310
http://Attached
http://Attached
http://Attached
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[High Priority ] - A28896 : ZOLL—731 Ventilators: Software Anomaly May Cause User to Inadvertently

Change Device Settings
Medical Device Ongoing Action

Published: Tuesday, July 11, 2017
Last Updated: Friday, July 14, 2017

UMDNS Terms:
® Ventilators [15613]

Product Identifier:

0731 Ventilators: (1) AEV, (2) Eaglell, (3) Eagle Il MRI, (4) EMV+ [Capital Equipment]
Software version 05.20.00

46 units distributed

Geographic Regions: Colombia, Denmark, Israel, Mexico, The Netherlands, Spain, Switzerland, U.K.
Manufacturer(s): ZOLL Medica Corp269 Mill Rd, Chelmsford, MA 01824-4105, United States

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursery, Nursing, Pediatrics,
Pulmonology/Respiratory Therapy, Diagnostic Imaging, Information Technology, EM S/Transport

Problem:

OlIn aJune 30, 2017, Urgent Medical Device Correction letter, ZOLL states that a software anomaly in the above ventilators may lead to users
inadvertently changing the device settings. ZOLL also states that if the deviceisin the bi-level (BL) or continuous positive airway pressure (CPAP) mode
and the user selects the mode soft-key and, does not turn the rotary select switch to change the mode but instead presses the confirm button without
making a change, the device will inadvertently change parameter settings within that mode. In the case of the BL mode, the device will decrease the value
of the inspiratory positive airway pressure (IPAP) setting by the expiratory positive airway pressure (EPAP) already set on the device. If the deviceisin
CPAP mode, it will increase the pressure support (PS) setting by adding the amount of positive end-expiratory (PEEP) set on the device to the PS setting.
ZOLL further states that in both cases, the modified settings will be displayed to the user, but the user may fail to detect the change. ZOLL statesthat it
has received no reports related to this problem.

Action Needed:

Oldentify any affected ventilators in your inventory. If you have affected ventilators, verify that you have received the June 30, 2017, Urgent Medical
Device Recall Correction letter from ZOLL. Users can correct this problem by selecting the parameter that changed and adjusting it to the desired
settings. Users should always verify device parameters after selecting the confirm button. To arrange to receive a software update that will correct this
problem when it becomes available, contact the ZOLL technical service department using the information below or your local ZOLL service provider.
Notify al relevant personnel at your facility of the information in the Urgent Medical Device Recall Correction letter, and forward a copy of the letter to
any facility to which you have further distributed affected product.

For Further Information:

ZOLL technica support department

Tel.: (800) 348-9011 or (978) 421-9460

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 aert. For additiona information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2017 Jul 11. Manufacturer Letter. June 30, 2017, ZOLL Urgent Medical Device Recall letter Download
e 2017 Jul 12. Manufacturer. The manufacturer confirmed the information provided in the source material.

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.zoll.com/contact/technical-support/

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/156329/20170630Zoll731VentilatorFamilyMfr.pdf
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[High Priority ] - A28774 : ResMed—Various Astral Ventilators, External Batteries, and Battery Packs:

Activation of Fuse May Lead to Battery Shut Down
Medical Device Ongoing Action

Published: Thursday, July 13, 2017

UMDNS Terms:
® Ventilators, Portable/Home Care [17423]

Product Identifier:
Astral Ventilator Products: (1) 100 Ventilators, (2) 100SC Ventilators, (3) 150 Ventilators, (4) Battery Packs (Spares), (5) External Batteries [Capital
Equipment]

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Asia Pacific, European Union
Manufacturer(s): ResMed Germany IncFraunhoferstral3e 16, 82152 Martinsried, Germany

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Nursing, OR/Surgery, Pediatrics, Pulmonol ogy/Respiratory
Therapy, Home Care, Sleep Laboratory, EM S/Transport

Problem:

InaJune 27, 2017, Urgent Field Safety Notification letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), ResMed
states that it has received reports of activation of afuse leading to shut down of theinternal battery of the above ventilators. In al of the reported
incidents, one or more of the following alarms were activated before loss of battery power:

e Battery inoperable
e Power fault/no charging
e Device overheating

ResMed also states that if this problem occurs and the device is running on external power, then ventilation will continue; however, if the device is not
running on external power, or external power is removed, then ventilation will stop and the total power fail alarm will activate. ResMed further states that
it has received no reports of false fuse activation in an Astral external battery; however, if this were to occur while the ventilator is powered by the
external battery, the internal battery would provide continuation of power and ventilation and an alarm would provide notification that the device is on
internal power. ResMed states that if simultaneous failure of the internal and external batteries would cause the device to stop ventilation and the total
power failure alarm to activate. Connection to AC power would enable ventilation to recommence. ResMed also states that when the above ventilators are
used with the internal battery as the sole power source, any performance problem with the internal battery could lead to cessation of therapy. Under these
circumstances, ventilator-dependent patients (i.e., patients who cannot maintain adeguate ventilation without assistance and whose clinical condition
rapidly deteriorates) may be at risk of death or seriousinjury if no urgent action is taken to restore power or switch to backup ventilation. ResMed further
states that the RPSI| battery is not affected by this action.

Action Needed:

Identify any affected product in your inventory and any patients using affected product. If you have affected product and/or patients, verify that you have
received the June 27, 2017, Urgent Field Safety Notification letter, reply form, Patient Notification letter, and User/Clinical Guide addendum from
ResMed. ResMed states that it remains safe to continue using affected ventilators, provided patients and caregivers follow the precautions detailed in the
letter. ResMed also states that it is updating the User and Clinical Guides of affected ventilators to ensure safe use when not on AC power. The labeling
for the ventilators is being modified with the following warnings to ensure a clear understanding of the proper use of the Astral device when powered by
an internal or external battery:

e "Theinterna battery is NOT intended to serve as a primary power source. It should only be used when other sources are not available or
briefly when necessary; for example, when changing power sources.

e "Intheunlikely event of an issue occurring with the external battery, Astral will sound an alarm and notify the user indicating that the
device is operating on interna battery power. Ventilation will continue, however, users should connect to an aternative power source (e.g.
AC power) as soon as possible.”

In mobile use cases (e.g., wheelchair), an external power source must be connected and used to power the ventilator. ResMed states that the internal
battery is designed to deliver continuous power when the external power source is disrupted and that appropriate use of external power sources mitigates
against the risks associated with a battery performance problem. Caregivers should continue to follow all patient and device information in the Astral
User and Clinical Guides, in particular the following warnings:

e For ventilator-dependent patients, always have alternative ventilation equipment available (e.g., backup ventilator, manual resuscitator).
Failure to do so may result in patient injury or death.

e Ventilator-dependent patients should be continuously monitored by qualified personnel or adequately trained caregivers. These personnel
and caregivers must be capable of taking the necessary corrective action in the event of aventilator alarm or malfunction.

Ensure that Astral ventilators and external batteries are returned to a service center for routine 2 year maintenance, which includes a scheduled battery
replacement. If a problem with the internal or external battery occurs, caregivers should take the following steps:

1. Connect to AC power or an aternative power source immediately.
2. Ensure that your backup source of ventilation is available and ready for use if necessary.
3. Contact your healthcare provider or authorized ResMed service center to arrange for battery replacement.

Provide a copy of the Patient Notification letter and the User/Clinical Guide addendum to all affected patients, caregivers, and relevant personnel. Keep a
copy of the addendum with all existing clinical guides. Complete the reply form, and return it to ResMed using the instructions on the form. ResMed will
provide your facility with warning stickers to be attached to affected ventilators. Upon receipt of the stickers, attach them to affected ventilators and
distribute them to affected patients, caregivers, and relevant personnel.

©2017 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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For Further Information:

ResMed technical services department
Tel.: 44 (1235) 862997 (select option 3)
E-mail: astralbatterysupport@resmed.com
Website: Click here

OReferences:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. ResMed: Astral 100, Astral 100SC, Astral 150 [online]. London:
Department of Health; 2017 Jun 12 [cited 2017 Jun 29]. (Field safety notice; reference no. 2017/006/006/291/017). Available from Internet:
Click here .
Comments:
e For information on similar and potentially related ResMed actions, see Alerts A27261 (Europe) and A27261 01 (the Americas).

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 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 aert, refer to our HDA Format Guide .

Source(s):

e 2017 Jun 29. MHRA FSN. 2017/006/006/291/017 Download

e 2017 Jun 29. MHRA FSN. FSN1706001 (includes reply form) Download

e 2017 Jul 13. Manufacturer. ResMed confirmed the information provided in the source material.

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:astralbatterysupport@resmed.com

https://www.resmed.com/us/en/consumer/utilities/contact-us.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-june-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-june-2017

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628048

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628169

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/156300/20170612ResMedAstralVentilatorsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156301/20170627ResMedAstralVentilatorsMHRA.pdf
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[High Priority ] - A28869 : Prism—Freeway Easy Fit Systems with Swiveling Trolley: Securing Pin for
Mounting Hoop May Become Dislodged
Medical Device Ongoing Action

Published: Thursday, July 13, 2017

UMDNS Terms:
® Lifts, Patient Transfer, Overhead Track [19015]

Product Identifier:
Freeway Easy Fit Systems with Swiveling Trolley [Capital Equipment]
Units distributed between January 1, 2012, and May 19, 2017

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Prism Medical UK Unit 4 Jubilee Business Park, Jubilee Way, Grange Moor WF4 4TD, England
Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Facilities/Building Management, Home Care, Physical Therapy/Rehabilitation

Problem: In aJune 28, 2017, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Prism
states that it has received areport of an incident in which the securing pin for the mounting hoop of the above systems became dislodged and allowed the
hoop to detach. 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 June 28, 2017, Field Safety Notice letter
and FSN Receipt Response Form from Prism. Inspect the pin and swivel trolley on affected product for signs of movement of the fixing pin and/or
splaying of the hook mount using the picturesin the letter . If the pin is displaced, immediately discontinue use of the device. To arrange for abolt
upgrade, contact Prism. Complete the FSN Receipt Response Form, and return it to Prism using the information on the form. Once the inspection has
been completed, inform Prism, using the information below, of the serial number of the gantry that was inspected and whether the bolt was replaced.
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:

Brian Ruttle, Prism group technical manager

E-mail: technical @prismmedical.co.uk

Tel.: (01924) 840100

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Prism: Freeway Easyfit system [onlin€]. London: Department of
Health; 2017 Jul 3 [cited 2017 Jul 11]. (Field safety notice; reference no. 2017/006/027/601/007). Available from Internet: 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 customersto 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 2017 Jul 11. MHRA FSN. 2017/006/027/601/007 Download
e 2017 Jul 11. MHRA FSN. (includes reply form) Download

©2017 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/156096/20170628PrismFreewayEasyfitSystemsMHRA.pdf?option=80F0607

mailto:technical@prismmedical.co.uk

http://www.prismmedical.co.uk/contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-26-to-30-june-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-26-to-30-june-2017

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/156269/20170703PrismFreewayEasyfitSystemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156270/20170628PrismFreewayEasyfitSystemsMHRA.pdf
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[High Priority ] - A28911 : R82 —Heron Toilet and Bath Chairs: Aluminum Gas Spring Head for

Tilting Mechanism May Break
Medical Device Ongoing Action

Published: Wednesday, July 12, 2017

UMDNS Terms:
® Commodes, Portable, Shower [33344]

Product Identifier:

OHeron Toilet and Bath Chairs Aluminum Gas Spring Head for Tilting Mechanism [Capital Equipment]
Product Nos.: 880505-01, 880505-11

Units manufactured between October 23, 2013 and December 16, 2015

Geographic Regions: Australia, Denmark, Finland, France, Germany, &#160;|celand, The Netherlands, New Zealand, Norway, Poland, Spain,
Sweden, &#160;U.K., U.S.

Manufacturer(s): R82 A/SParallelvej 3, DK-8751 Gedved, Denmark
Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Facilities/Building Management, Home Care, Physical Therapy/Rehabilitation

Problem:

OInaJdune 30, 2017, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), R82 states that the
aluminum gas spring head for the tilting mechanism of the above devices may break. R82 also states that the aluminum gas springs were replaced with
stainless steel springs in January 2016.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the June 30, 2017, Field Safety Notice letter
from R82. R82 states that will provide stainless steel replacement kits for units that still have the aluminum gas spring. Notify all relevant personnel at
your facility of theinformation in the Field Safety Notice letter and forward a copy of the letter to any facility to which you have further distributed
affected device.

For Further Information:

Ulla Lange, R82 director of quality assurance and regulatory affairs

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. R82: Heron [online]. London: Department of Health; 2017 Jul 10
[cited 2017 Jul 10]. (Field safety notice; reference no. 2017/007/004/291/020). 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 2017 Jul 10. MHRA FSN. 2017/007/004/291/020 Download
e 2017 Jul 10. MHRA FSN. Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.r82.org/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notice-3-to-7-july-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-3-to-7-july-2017

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156029/20170710R82HeronToiletBathSeatsMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156032/20170630R82HeronToiletandBathChairsMHRA.pdf
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#  New Prevalon AirTAP Booster ~ 7/17/2017 Sage Products LLC Teriag International 2
Pumps
New SANO Liftkar PT electric ~ 7/20/2017 SANO GmbH N/A FSN  https
stairclimber

Diagnostic and therapeutic radiation devices

Update Accu-Chek Connect 7/20/2017 Roche Diagnostics Corp  FAROUK, MAAMOUN FSN  https
://nc

diabetes management TAMER & COMPANY
app.
New Elite 2,Elite 3,Elite 5 7/17/2017 Natus Neurology upplies & Services Co.Ltd 2 A/Ca\
Update  Lantis Commander oder  7/20/2017 SIEMENS Siemens Medical FSN  https
Lantis Solutions

Electro mechanical medical devices

#  New 3T Heater-Cooler Systems  7/17/2017 LivaNova PLC cigalah group 2 |
New Conductivity/TDS 7/23/2017 = Mesa Laboratories, Inc.  Ebrahim M. Al-Mana & 2 https
Calibrator Solution. Bros. Co. Ltd.
New Euphora and Solarice 7/17/2017 Medtronic SA Medtronic Saudi Arabia =~ FSN

>
=
E}D
[T (V7Y

Angioplasty catheter,
balloon dilatation

#  New HomeChoice and 7/17/2017 Baxter Corp Canada Baxter AG 2
HomeChoice PRO
Automated PD Cyclers

New NovoPen Echo 7/19/2017 Novo Nordisk Novo Nordisk 2 A/CaV
New Pentax Video 7/17/2017  PENTAX Europe GmbH Medical supplies & 2 https
Duodenoscope Services Co.Ltd
# New Spinous Process Clamps ~ 7/17/2017  Medtronic Navigation Al Amin Medical 2

Used with StealthStation Inc Instruments Co. Ltd.
Systems


http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11334
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11337
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11312
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11338
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11340
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11307
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11320
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11309
http://Attached
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[High Priority ] - A28935 : Sage— Prevalon AirTAP Booster Pumps: May Exhibit Intermittent Power

Issues; May Fail to Power On
Medical Device Ongoing Action

Published: Thursday, July 13, 2017

UMDNS Terms:
® Mattress Systems, Patient Repositioning [34047]

Product Identifier:

OPrevalon AirTAP Booster Pumps [Capital Equipment]

Product No. 7450

Units manufactured between February 16, 2016, and April 11, 2017; Units distributed between March 2016 and May 2017

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Sage Products Inc 3909 Three Oaks Rd, Cary, IL 60013, United States

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Nursing, Facilities/Building Management, Home Care, Physical
Therapy/Rehabilitation

Problem:
Oinaduly 11, 2017, Important Medical Device Notification letter submitted by an ECRI Institute member hospital, Sage states that the above pumps
may exhibit intermittent power problems and may fail to power on. 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 July 11, 2017, Important Medical Device
Notification letter and Response Form from Sage. Compl ete the Response Form, and return it to Sage using the instructions on the form. Upon receipt of
the form, Sage will contact your facility to arrange for product repair to ensure that the unit consistently powers on. Until the repair can be completed,
Sage recommends the following actions:

e To prevent damage to the hose, place the booster pump on its wheels near or under the foot of the bed.

e Do not stand the pump upright. Standing the pump upright increases the risk of hose damage. Ensure that the hose is placed in a position
where it cannot be crushed by the patient bed being lowered onto it. For images showing correct and incorrect pump placement, see the
letter .

For Further Information:

Sage customer service department

Tel.: (800) 421-6556, 8 am. to 5 p.m. Central time, Monday through Friday
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 aert. For additiona information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Jul 12. Member Hospital. (includes reply form) Download

©2017 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/156209/20170711SageCondellPrevalonAirTAPBoosterPumpsCLIENT_Redacted.pdf?option=80F0607

https://sageproducts.com/corporate-headquarters/

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/156311/20170711SageCondellPrevalonAirTAPBoosterPumpsCLIENT_Redacted.pdf
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[High Priority ] - A28895 : LivaNova—3T Heater-Cooler Systems: May Be Incompatible with Some
Oxygenators
Medical Device Ongoing Action

Published: Tuesday, July 11, 2017
Last Updated: Friday, July 14, 2017

UMDNS Terms:
® Warming/Cooling Units, Patient, Circulating-Liquid [12074]

Product Identifier:

3T Heater-Cooler Devices: Product Nos.: Serial Nos.:

120V 16-02-85 16510958 through 16516847
127V 16-02-83 16511455 through 16516509
200V 16-02-95 16512004 through 16516818
208V 16-02-82 16510772 through 16516840
230V 16-02-80 16510027 through 16516874
240V 16-02-81 16510743 through 16511708

[Capital Equipment]
Geographic Regions: U.S.
Manufacturer(s): LivaNova Deutschland GmbH Lindberghstrasse 25, D-80939 Muenchen, Germany

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Infection Control, Nursing,
OR/Surgery, Risk Management/Continuous Quality Improvement, Perfusion

Problem: In a June 30, 2017, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, LivaNova states that certain
oxygenators (e.g., certain polymer-based heat exchangers) may not be compatible with the above systems. Plastic heat exchanger fibers separating the
blood compartment from the water compartment in certain oxygenators may allow diffusion of hydrogen peroxide in a quantity exceeding the allowable
limits (ALs) defined by the firm. The 3T Operating Instructions prescribe the addition of 150 mL of medical grade 3% hydrogen peroxide (H202) to the
filtered tap water in the device, which results in a maximum concentration of approximately 330 ppm. The purpose of adding the hydrogen peroxideisto
prevent microbia growth between the regular cleaning/disinfection cycles performed every 2 weeks as defined in the 3T Operating Instructions.
LivaNova states that it has received no reports of deaths or injuries related to this problem; however, failure to follow the instructions in the letter could
result in the transfer of more hydrogen peroxide into the patient's blood than is allowed. Hydrogen peroxide toxicity can result in damage to cells and
organs through corrosion and lipid peroxidation and/or oxygen gas formation with possible gas embolization.

Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the June 30, 2017, Urgent
Medica Device Correction letter and Customer Response Form from LivaNova. LivaNova recommends the use of its oxygenators, or other oxygenators
equipped with compatible heat exchangers, to ensure that the permeability rate is within the prescribed ALs. Refer to the table in the letter for a
description of actions to take based on the type of heat exchanger being used. Complete the attached Customer Response Form, and return it to LivaNova
using the instructions on the form. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the |etter to any
facility to which you have further distributed affected product. Notify LivaNova's quality assurance team by e-mail at usfsn@livanova.com if you have
further distributed affected product. U.S. customers should report adverse events or product quality problems relating to the use of affected product to
LivaNova by e-mail at customerquality@livanova.com or 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:

LivaNova

Tel.: (800) 986-4702

E-mall: 3T.US@livanova.com

Website: Click here

Comments:

e [Thisadertisaliving 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 2017 Jul 11. Member Hospital. LivaNova letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2017 Jul 14. Manufacturer. Manufacturer confirmed information contained in source material
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[High Priority ] - A28934 : Baxter—HomeChoice and HomeChoice PRO Automated PD Cyclers:
Failure to Adhere to Disposable Set Opening Instructions May Cause Cassette Damage, Potentially

Leading to Delivery of Air into Patient Line
Medical Device Ongoing Action

Published: Wednesday, July 12, 2017

UMDNS Terms:
® Peritoneal Dialysis Units[11226]

Product Identifier:
115 V Automated

Peritoneal Dialysis Klroosd_uct
(PD) Cyclers: '
HomeChoice 5C4471

HomeChoice Serviced 5C4471R

HomeChoice PRO 5C8310

HomeChoice PRO
Serviced

5C8310R

[Capital Equipment]
All serial numbers

Geographic Regions: Worldwide
Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States
Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Dialysis’Nephrology, Nursing, Home Care

Problem:

Inaduly 5, 2017, Important Product Information letter submitted by an ECRI Institute member hospital, Baxter states that it has been made aware that
users may not be fol lowi ng the instructions in the operator's manual of the above cyclers and may be |ncorrect|y opening the disposable set packaging
while setting up PD therapy, potentially damaging the cassettes for the cyclers. Baxter also states that the operator's manual specificaly instructs the
operator to open the disposable set packaging by hand and not to use tools that may damage the cassette sheeting, such as knives, scissors, and clamp
accessories. If the user does not follow these instructions for opening the disposable set packaging, the patient valve portion of the cassette sheeting (see
Figure 1 in the letter ) may be damaged and the damage may go undetected by the cycler and the user. If this occurs, delivery of air into the patient line
at arate of 10 to 30 mL/minute may result during thefill or dwell phase of PD therapy. Baxter further states that this may result in pneumoperitoneum
(air in the peritoneal cavity), which, if clinically significant, would present as pain. With increased intraperitoneal pressure from significant volume of air,
thereis potential for serious adverse health consequences.

Action Needed:

Asinstructed in the operator's manual and the patient at-home guide, open the packaging of disposable sets by hand. Do not use aknife, scissors, or other
sharp object to open the packaging. Be aware that flow of fluid out of the connector at the end of the patient line after the prime phase of PD therapy isa
visua indication of the potential for air delivery because of an undetected hole over the patient valve area in the cassette sheeting. Baxter is updating the

HomeChoice labeling to include the additional risk information described above, including the following excerpt:

e "NOTE: Fluid flow out of the connector at the end of the patient line when only the heater bag is on the heater pan and when the patient line
or extension line is correctly positioned in the organizer may indicate a hole in the cassette sheeting and could lead to delivery of non-sterile
air to your peritoneal cavity.

e "End therapy. Return the disposable set to Baxter by calling Baxter Technical Assistance at the number located in Numbersto Call for
Assistance on page 1-1. Restart your therapy using al new supplies (solution bags and disposable set).”

For the complete new labeling, see the enclosure in the letter . 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 aletter and reply form directly from Baxter, do not return areply form to Baxter. Notify
al relevant personnel at your facility of theinformation in the letter, and forward a copy of the letter to any facility to which you have further distributed
affected product. 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 8 am. 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
problemsrelating 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
a the MedWatch website .

For Further Information:

For clinical inquiries:

Baxter renal clinical helpline

Tel.: (888) 736-2543 (select option 2), 8 am. to 4:30 p.m. Central time, Monday through Friday
For general inquiries:

Baxter product surveillance department

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

Website: Click here

Comments:
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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 aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2017 Jul 12. Member Hospital. Baxter |etter submitted by an ECRI Institute member hospital: FA-2017-017 Download
e 2017 Jul 12. Manufacturer. Baxter confirmed the information provided in the source material.
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[High Priority ] - A28901 : Medtronic—Spinous Process Clamps Used with StealthStation Systems:

May Become Damaged When Forced Open beyond Device Limits
Medical Device Ongoing Action

Published: Monday, July 10, 2017

UMDNS Terms:
® Stereotactic Systems, Image-Guided, Surgical, Intracranial [18179]
® Stereotactic Systems, Image-Guided, Surgical, Otorhinolaryngology [20387]
® Clamps, Surgical, Bone [10866]

Product Identifier:

Spinous Process Model

Clamps(referred to as Spine Nos.: GTINs:

1 — 9734715 00643169529403
Short 9734716  00643169529410
Double, Tall 9734723  00643169529427
Double, Short 9734724  00643169529434

Sets containing model
numbers 9734715 and 9735500  00643169540590
9734716

[Consumable, Capital Equipment]

Geographic Regions: Worldwide

Manufacturer(s): Medtronic Navigation Inc826 Coal Creek Circle, Louisville, CO 80027, United States

Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Orthopedics, Neurology, Materials Management

Problem: In aJune 27, 2017, Urgent Medical Device Correction letter, Medtronic states that it has received reports of instances in which the above
clamps were damaged when forced open beyond their intended limits during use and subsequently did not open once attached to a patient's spinous
process. Medtronic also states that when the above clamps are forced open beyond their intended limits, a component (captive washer) may break off and
potentially be left behind in a patient's body if the breakage occurs during the procedure. If the washer is missing from the device, the spine clamp cannot
be reopened after placement on the spinous process. Medtronic further states that it has received 6 reports of instances in which unintended removal of
spinous process occurred during attempts to detach the spine clamp. The unintended removal of spinous process can lead to damage of adjacent vertebra
and cause premature degradation.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the June 27, 2017, Urgent Medical Device
Correction letter and Consignee Response Form from Medtronic. Perform the following steps before using the spine clamp in each procedure to ensure
that the device is not damaged:

1 Hold the spine clamp by the post with the jaws pointing down (see Figure 1 in the |etter ).

2. Use the T-handle to turn the clamp screw.

3. By turning the T-handle clockwise, close the jaws fully to baseline the position of the jaws (see Figures 2aand 2b in the letter ).
4.  Then, open the jaws of the clamp by turning the T-handle counter-clockwise.

If the jaws open, the clamp is functioning properly and can be used in the procedure. Do not continue to turn the T-handle if resistance is met, because
this may cause the captive washer to break off the device. Do not use the clamp if either of the following scenarios occur for images of the scenarios (see
Figure 3inthe letter ):

e Thejaws remain closed when attempting to open the clamp.

The clamp screw backs out of the clamp.

If you identify any damaged spine clamps, isolate the devices and contact the Medtronic technical services department by telephone at the number below.
Medtronic states that it has implemented a new design mitigation in the new spine clamps, which are now available, to prevent the user from
inadvertently damaging the device by opening it beyond its limits. Complete the Consignee Response Form, and return it to Medtronic, Attn: Medtronic
Technical Services, by fax at (651) 367-7075 or by e-mail at RS.NavFCA @medtronic.com .

For Further Information:

Medtronic technical services department

Tel.: (800) 595-9709

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstancesin 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 alert. 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):
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e 2017 Jul 7. Manufacturer. Download

e 2017 Jul 7. Manufacturer. (includes reply form) Download
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[High Priority ] - A28864 : Helena—APTT Si L Minus Assays: May Exhibit Inappropriate Extended
Clot Times

Medical Device Ongoing Action

Published: Tuesday, July 11, 2017
Last Updated: Friday, July 14, 2017

UMDNS Terms:
® |VD Test Reagent/Kits, Hematology, Coagulation, Screening, Prothrombin Time [19692]

Product Identifier:

Activated Partial
Thromboplastin
Time (APTT) SiL
Minus Assay
Reference Nos.:

21412399 EXP FEB
55585LQ

55595LQ 21349237 EXP MAR
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55605LQ 21430119 EXP APR

30 2018, 21434008
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302018

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Helena Laboratories Corp1530 Lindbergh Dr, Beaumont, TX 77707, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:
[ORESAHRSR3, 2017 1W4ga36Ri PSSty Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Helena

states that the above assays may exhibit inappropriate extended APTT clot times. The manufacturer has not confirmed the information provided in the
source material.

Action Needed:
[Consumable]
30 2018, 21433997
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Oldentify, isolate and discontinue use of affected product in your inventory. If you have affected product, verify that you have received the June

23, 2017, Urgent Field Safety Notice letter and Acknowledgment Form from Helena. Complete the Acknowledgment Form, and return it to Helena using
the information in the letter. Helenawill replace affected product. Inform 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. Extended clot times of normal
samples would be evaluated in the context of the patient's clinical history and merit further diagnostic tests by qualified personnel; consult with relevant
personnel if areview of past results obtained from the affected lotsis clinically warranted.

For Further Information:

Carol Sandercock, Helena QA and regulatory affairs

Tel.: 44 (191) 4828440

E-mail: csl@helena-biosciences.com

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Helena BioSciences: APTT Si L Minus, APTT (SILICA) 5558SLQ,
5559SL Q, 5560SL Q, 5562SL Q, OQL $493502, OQL S955502 [online]. London: Department of Health; 2017 Jul 3 [cited 2017 Jul 11]. (Field
safety notice; reference no. 2017/006/023/601/006). Available from Internet: Click here .

Comments:

e [Thisadertisaliving 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 2017 Jul 11. MHRA FSN. 2017/006/023/601/006 Download
e 2017 Jul 11. MHRA FSN. (includes reply form) Download
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[High Priority ] - A28476 : Siemens—INNOVANCE Direct Thrombin Inhibitor Assays Used with

Sysmex CS-5100 Systems: May Contain an Incorrect AnalysisPresetiD
Medical Device Ongoing Action

Published: Wednesday, July 12, 2017

UMDNS Terms:
® |VD Test Reagent/Kits, Hematology, Coagulation Factor 11, Activated (Thrombin) [19726]

Product Identifier:
INNOVANCE Direct Thrombin Inhibitor (DTI) Assays used with Sysmex CS-5100 Systems [Consumable, Capital Equipment]
Assay Catalog No. OPOHO03; Siemens Material No. 10873467

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): Siemens Healthcare Diagnostic Products GmbH Emil-von-Behring Strasse 76, D-35041 Marburg, Germany
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology, Materials Management

Problem:

OInaJanuary 2017 Urgent Field Corrective Action letter posted by the German Federal Institute for Drugs and Medica Devices (BfArM), Siemens
states that the information file for installing the above assays on the above systems may contain an incorrect AnalysisPreset I1D, potentially causing an
invalid calibration curve. Siemens aso states that no risk to health is associated with this problem. The manufacturer has not confirmed the information
provided in the source material.

Action Needed:

Oldentify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the January 2017
Urgent Field Corrective Action letter and Field Correction Effectiveness Check form from Siemens. Contact your local Siemens technical support
representative. Do not use affected assays on the Sysmex CS-5100 system until a revised setting has been installed by Siemens field service staff. Review
the Urgent Field Corrective Action letter with your medical director, forward a copy of the letter to any facility to which you have further distributed
affected product, and retain a copy with your records. Complete the Field Correction Effectiveness Check form, and return it to Siemens using the
information on the form.

For Further Information:

Siemens

Website: Click here

OReferences:
o Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for INNOVANCE DTI by Siemens Healthcare
Diagnostics Products GmbH [onling]. 2017 Jan [cited 2017 Jul 3]. Available from Internet: 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 aert, refer to our HDA Format Guide .

Source(s):
e 2017 Jul 3. BfArM (Germany). 00394/17 Download
e 2017 Jul 3. BfArM (Germany). (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155715/201701SiemensINNOVANCEDTIAssayBfArM.pdf
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New Synchron Systems 7/19/2017
Salicylate Reagent
New Unyvero P55 Pneumonia  7/20/2017
Cartridge Set
Laboratory equipment
New ID-Papain. 7/17/2017
Non-active implantable devices
New DRILL BIT MINI-QUICK 7/20/2017
CONNECT
Ophthalmic and optical devices
New Colonovideoscopes CF-  7/20/2017
Y0067-L
# New Sample Collectors 7/17/2017
Contained in
InflammaDry Kits
Reusable devices
New Nitinol RF Reusable 7/19/2017
Electrodes
Single-use devices
#  New 0.9% Sodium Chloride 7/17/2017
Injections and 5%
Dextrose Injections in 100
mL VIAFLEX Plastic
Containers
#  New 0.9% Sodium Chloride 7/17/2017

Injections in 250 mL
VIAFLEX Plastic Containers

Beckman Coulter...

Curetis GmbH

io-Rad Medical Diagnostic ULREHMAN AL GOSAIBI

Zimmer Biomet

Olympus

Quidel Corporation

Cosman Medical

Baxter Corp Canada

Baxter Corp Canada

Beckman Coulter Saudi
Arabia Co Ltd

N/A

Al Amin Medical
Instruments Co. Ltd.

Salehiya Trading Est.

ABDULLA FOUAD
HOLDING COMPANY

N/A

Baxter AG

Baxter AG

2

FSN

FSN

FSN

FSN

https

https

A/Ca\

https

https


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11326
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11328
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11308
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11336
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11332
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11323
http://Attached
http://Attached
AFsaif
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[High Priority ] - A28918 : Quidel—Sample Collectors Contained in InflammaDry Kits: May Have
Plastic Spurs at Tip
Medical Device Ongoing Action

Published: Wednesday, July 12, 2017

UMDNS Terms:
® Dry Eye Test Strips [27337]

Product Identifier:
Sample Collectors contained in InflammaDry Kits [Consumable]
Kit Catalog No. RPS-ID-20-U; Kit Lot Nos.: 1705359, 1705405; Sample Collector Catalog No. SPEC 455s; Sample Collector Lot No. 1705225

Geographic Regions: U.S.
Manufacturer(s): Quidel Corp10165 McKellar Ct, San Diego, CA 92121, United States
Suggested Distribution: Ophthalmology, Materials Management

Problem:
InaJune 22, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Quidel states that the above sample collectors
may have plastic spurs at the tip that could cause an abrasion or excessive irritation when used to collect a sample.

Action Needed:

Identify any affected kitsin your inventory. If you have affected kits, verify that you have received the June 22, 2017, Urgent Medical Device Recall
letter and Inventory Assessment/Certificate of Destruction form from Quidel. Open affected kits, remove affected sample collectors, and destroy the
sample collectors. Quidel will provide your facility with replacement sample collectors. Complete the Inventory Assessment/Certificate of Destruction
form, and return it to Quidel using the instructionsin the letter. Retain a copy of the letter with your records.

For Further Information:

Quidel technical support department
Tel.: (800) 874-1517 or (858) 552-1100
E-mail: technical support@quidel.com
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 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 2017 Jul 11. Member Hospital. (includes reply form) Download
e 2017 Jul 12. Manufacturer. Quidel confirmed the information provided in the source material.

©2017 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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http://www.quidel.com/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/156108/20170622QuidelSampleCollectorsContainedInInflammaDryKitsClientRedacted.pdf
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[High Priority ] - A28926 : Baxter—0.9% Sodium Chloride Injections and 5% Dextrose Injections in

100 mL VIAFLEX Plastic Containers: May Leak
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Wednesday, July 12, 2017

UMDNS Terms:
® |ntravenous Fluid Containers[12172]

Product Identifier:

Product

NOS.- Lot Nos.: NDC Nos.:

Injections:

0.9% Sodium Chloride
in 100 mL VIAFLEX 2B1309
Plastic Containers

P361501, P361667,

P361790 EXP SEP 30 2018 0338-0049-38

5% Dextrose in 100
mL VIAFLEX Plastic  2B0089  P361618 EXP SEP 30 2018 0338-0017-38
Container Multi Packs

[Consumable]
Units distributed in the U.S. between April 14 and June 1, 2017

Geographic Regions: Africa, Europe, Latin America, Middle East, U.S.
Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Pharmacy, IV Therapy, Materials
Management

Problem:

InaJduly 6, 2017, Urgent Drug Recall letter submitted by an ECRI Institute member hospital, Baxter states that the above solution bags may leak,
potentially leading to delay or interruption of therapy, underdelivery, unintended drug exposure, and microbial contamination. Baxter also states that if
not detected, use of a solution bag with aleak could lead to a bloodstream infection or other serious adverse health consequences. Baxter further states
that it has received no reports of adverse events associated with this problem.

Action Needed:

Locate and remove any affected product in your inventory. The product number and lot number can be found on the individual product or shipping
carton. To arrange for product return and to receive credit, contact the Baxter Healthcare Center for Service by telephone at (888) 229-0001, from 7 am.
to 6 p.m. Centra time, Monday through Friday, with your Baxter 8-digit ship-to account number, product number, lot number, and quantity of product to
be returned. 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 aletter and reply form directly from Baxter, do not return areply form to Baxter. Notify al relevant personnel at your facility of the
information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. 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 8 am. 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. 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 2017 Jul 11. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FA-2017-020 Download
e 2017 Jul 12. Manufacturer Letter. Baxter letter submitted by the manufacturer: FA-2017-020 Download

e 2017 Jul 12. Manufacturer. Baxter confirmed the information provided in the source material.

©2017 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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http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm

http://www.baxter.com/baxter_worldwide.html

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/156129/20170706BaxterSodiumChlorideInjectionsAndDextroseInjectionsInVIALFLEXContainersClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156163/20170706BaxterSodiumChlorideInjectionsAndDextroseInjectionsInVIALFLEXContainersMFR.pdf



AFsaif
(A28926) Baxter-0.9% Sodium Chloride Injections and 5% Dextrose Injections.pdf


www.ecri.org . Printed from Health Devices Alerts on Monday, July 17, 2017 Page 1

[High Priority ] - A28916 : Baxter—0.9% Sodium Chloride Injections in 250 mL VIAFLEX Plastic

Containers: May Leak
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Tuesday, July 11, 2017

UMDNS Terms:
® |ntravenous Fluid Containers[12172]

Product Identifier:

0.9% Sodium Chloride Injectionsin 250 mL VIAFLEX Plastic Containers [Consumable]
Product No. 2B1322Q; Lot No. Y 229153 EXP SEP 30 2018; NDC No. 0338-0049-02
Units distributed between April 4 and May 18, 2017

Geographic Regions: U.S.
Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Pharmacy, IV Therapy, Materials
Management

Problem:

InaJduly 6, 2017, Urgent Drug Recall letter submitted by an ECRI Institute member hospital, Baxter states that the above solution bags may leak,
potentially leading to delay or interruption of therapy, underdelivery, unintended drug exposure, and microbial contamination. Baxter also states that if
not detected, use of a solution bag with aleak could lead to a bloodstream infection or other serious adverse health consequences. Baxter further states
that it has received no reports of adverse events associated with this problem.

Action Needed:

Locate and remove any affected product in your inventory. The product number and lot number can be found on the individual product or shipping
carton. To arrange for product return and to receive credit, contact the Baxter Healthcare Center for Service by telephone at (888) 229-0001, from 7 am.
to 6 p.m. Centra time, Monday through Friday, with your Baxter 8-digit ship-to account number, product number, lot number, and quantity of product to
be returned. 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 aletter and reply form directly from Baxter, do not return areply form to Baxter. Notify al relevant personnel at your facility of the
information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. 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 8 am. 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. 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 2017 Jul 10. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FA-2017-021 Download
e 2017 Jul 11. Manufacturer. Baxter confirmed the information provided in the source material.

©2017 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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New Aequalis Ascend Flex 7/19/2017 Tornier Inc N/A 2 https
Shoulder System PTC ://nc

Humeral Stems

New Dukal Burn Sheets  7/17/2017 DUKAL | N/A 2
New Mako Internal cPCI Card  7/19/2017 MAKO Surgical Corp N/A 2 https
Cage

*  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/CaCompositeListing.aspx

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


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11317
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11322
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A28898 : Tri-anim—Dukal Burn Sheets: May Shred When Opened
Medical Device Ongoing Action

Published: Tuesday, July 11, 2017

UMDNS Terms:
® Wraps, Burn [17604]

Product Identifier:

Dukal Burn Sheets [Consumable]

Item Nos.: 7305, 321-30-01; Tri-anim Item Nos.: 713001, 276-7305EA; Lot Nos.: JT00609, JT00811, JT00812, JT01614, JT04614, JT04809, JT05011,
Jr06814, JT07312, JT07911, JT09008, JT09113, JT11308, JT11511, JT11812, JT13607, JT13612, JT15209, JT15408, JT15911, JT17011, JT17507,
Jr17510, JT17513, JT17712, JT18209, JT18211, JT18408, JT18708, JT19209, JT21511, JT21812, JT22409, JT22709, JT23209, JT23408, JT23610,
JT24010, JT24508, JT24713, JT24810, JT25309, JT25612, JT25809, JT26311, JT26408, JT27509, JT28408, JT28411, JT29813, JT30109, JT30711,
Jr30810, JT31309, JT31408, JT32909, JT33012, JT33508, JT33513, JT35207, JT35910, JT36112, JT36212

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

Distributor(s): ® Tri-anim Health Services Inc 5000 Tuttle Crossing Blvd, Dublin, OH 43016, United States
Manufacturer(s): Dukal Corp 2 Fleetwood Ct, Ronkonkoma, NY 11779, United States
Suggested Distribution: Critical Care, Emergency/Outpatient Services, EM S/Transport, Materials Management

Problem: InaJune9, 2017, Dukal Recall letter submitted by an ECRI Institute member hospital, Tri-anim states that Dukal received areport of an
incident in which the above burn sheets shredded when an emergency medical technician opened the outer package. Tri-anim 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 June 9,
2017, letter and copy of the Dukal June 5, 2017, Urgent Product Recall letter from Tri-anim. To arrange for product return and replacement, contact the
Tri-anim customer service department by telephone using the information below.

For Further Information:

Tri-anim customer service department
Tel.: (800) 874-2646

Website: Click here

For recall-related inquiries:

Dukal

Tel.: (800) 243-0741

Website: 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 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 2017 Jul 10. Member Hospital. Tri-anim letter submitted by an ECRI Institute member hospital. Download

©2017 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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