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NCMDR Weekly Update

.الإشعارات	المظللة	بالأصفر	تشير	الى	سحب	او	إتلاف	جهاز	طبي.		•

الموزعين	في	هذا	التقرير	قد	يختلفون	عن	الممثلين/الممثلين	القانونين	•	

.الموزعين	الذين	تتعاملون	معهم/القانونين

في	الجهة	اليسرى	من	التقرير	تشير	إلى	ان	اشعار	(#)	هذه	العلامة		•

.(ECRI)انذار	السلامة	من	منظمة	

.	لمعرفة	الطراز	او	الارقام	التسلسلية	افتح	الروابط	او	المرفقات	•

WU1920Report Reference Number: WU1920:للتقرير المرجعي الرقم

عزيزي،

يقوم	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	الطبية

/بإرسال	تقرير	اسبوعي	عن	آخر	اشعارات	إنذارات	السلامة	

الاستدعاءات	للأجهزة	والمستلزمات	الطبية	المنشورة	على

موقع	الهيئة	العامة	للغذاء	والدواء

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

* Role of NCMDR officer:

• 	Disseminate and share the information with 
other Departments within healthcare facility and 
Ensuring that the healthcare facility is free of any 
affected device/product.
• 	Communicate with NCMDR Team and 
Authorized Representative of the manufacturer if 
there is any affected device/product.

Hospital name:

Date:

Hospital affected by any medical device/product 
in this report: Yes

                       No

•	 . The yellow highlights Indicates that medical devices 
subject to removal and/ or destroyed action.

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

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

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

ية	ضابط	الاتصال*	 :مسؤول

الأقسام	المختلفة	داخل	المنشأة	الصحية/	التعميم	على	الإدارات		•

مستلزم	طبي	متأثر	بأي	من/والتأكد	من	خلوها	من	أي	جهاز

.إشعارات	إنذارات	السلامة

التواصل	مع	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	•

الطبية	ومع	الممثل	القانوني	للمصنع	في	حالة	وجود

.مستلزم	طبي	متأثر	بأي	من	إشعارات	إنذارات	السلامة/جهاز

14-May-19
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Dear, 
NCMDR team is pleased to inform you that        new FSCA/recalls for medical devices and 
products posted on                         for the period of                           to                                In order 
to view more details, click the links or attachments 

 

SFDA website

الدواء و للغذاء العامة الهيئة موقع

34
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06-May-1912-May-19

34

06-May-19 12-May-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Active Implantable Devices

Various 

Pacemakers          

,

Medtronic SA Medtronic Saudi Arabia#

Anaesthetic and respiratory devices

eSeries VentilatorsO-Two Medical Technologies, IncDar Al Najat Medical Tech.#

Heat exchanger 

and adult 

infusion set with 

filter and needle-

free injection 

site- TEIDE 150

CAIR LGL Arabian Trade House Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

269

Matrx Digital 

MDM Mixer

Air Liquide Medical 

Systems

N/A https://ncmdr.sfda.gov.s

Dental devices
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14269
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14276



[Critical Priority ] - A32670 : Medtronic—Various Pacemakers: Batteries May Drain Faster than Expected


[Critical Priority ] - A32670 : Medtronic—Various Pacemakers: Batteries May Drain Faster than
Expected
Medical Device Ongoing Action
Published: Thursday, May 9, 2019


UMDNS Terms:
•  Pacemakers, Cardiac, Implantable [12913]
•  Pacemakers, Cardiac, Implantable, Resynchronization  [20375]


Product Identifier:
[Consumable]


Product Medtronic Inc
Model


Astra Pacemakers X1DR01, X2DR01, X3DR01, X1SR01, X2SR01, X3SR01


Azure Pacemakers W1DR01, W2DR01, W3DR01, W1SR01, W2SR01, W3SR01


Percepta Cardiac Resynchronization Therapy Pacemakers (CRT-Ps) W1TR01, W1TR04, W4TR01, W4TR04


Serena CRT-Ps W1TR02, W1TR05, W4TR02, W4TR05


Solera CRT-Ps W1TR03, W1TR06, W4TR03, W4TR06


Geographic Regions: Worldwide


Manufacturer(s): Medtronic Inc8200 Coral Sea St NE, Mounds View, MN 55112, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Nursing, OR/Surgery, Risk Management/Continuous Quality
Improvement, Home Care, Materials Management


Problem:
In a May 7, 2019, Safety Communication, FDA states that the batteries in the above pacemakers may drain more quickly than expected without warning
patients or health care providers. FDA also states that it is aware of three medical device reports in which a Medtronic implantable pacemaker or CRT-P
battery had fully drained because of a crack in the device’s capacitor, without any warning to the patient or healthcare provider. Medtronic states that
under rare conditions, internal cracking within a capacitor may result in the development of a leakage pathway, causing high current drain and leading to
rapid battery depletion. While the problem presents as rapid battery depletion, this is not a battery performance issue. If the battery is completely drained,
the device will no longer deliver pacing therapy. The patients who rely heavily on pacing or who are pacemaker dependent may be most at risk for having
an adverse outcome. In all three medical device reports FDA received, Medtronic reported that health care providers were unable to communicate with
the device because of battery depletion, resulting in loss of pacemaker function. Medtronic also reported these events occurred within one year after the
patient was implanted with the pacemaker or CRT-P, on average within seven months of getting the device implanted. The devices are designed to last
between approximately 7.5 and 15 years or 6 and 10 years before requiring battery replacement, depending on the device and the amount of pacing. One
of the reported events resulted in the death of a pacemaker-dependent patient. In a second reported event, the patient experienced dizziness during follow-
up and the health care provider was unable to communicate with the device, which necessitated device replacement. In the third reported event, there was
no harm to the patient because the device was not implanted when the health care provider became aware that a connection with the device could not be
established. Medtronic states that it has published a Performance Note  about this rare but potentially serious failure mode. The devices continue to
perform well within reliability projections, with three complaints out of approximately 266,700 devices distributed worldwide since February 2017. The
projected rate of occurrence for this problem is 0.0028%, with the most susceptible period being the first 12 months after a device is implanted.


Action Needed:
�Identify any affected product in your inventory and determine whether you have any patients implanted with affected product. If you have affected
product and/or patients, verify that you have reviewed the FDA Safety Communication . Based on the low predicted rate of failure and the recent
implementation of process and component enhancements, Medtronic states that it expects few, if any, additional events to occur. Physicians should
continue normal patient follow-up in accordance with standard practice and, where possible, continue to utilize the low battery voltage wireless CareAlert
(shipped ON), together with remote monitoring. FDA states that it has approved a new step in Medtronic's manufacturing process that will better detect
capacitor failures and that it also approved a different capacitor to reduce the risk of rapid battery depletion in newly manufactured devices. FDA
recommends the following:
Healthcare providers:


● Prophylactic removal and replacement of affected devices is NOT recommended; however, FDA recognizes that some patients who depend
on pacing for survival may determine, in consultation with their healthcare provider, that device replacement is appropriate for their needs.
Consider whether elective device replacement is warranted for any of your pacemaker patients because of pacemaker-dependent status or
other high-risk features.


● Be aware of sudden battery level drops during follow-up visits and remote transmissions. Watch for decreases in battery level out of
proportion to the life of the device from the time of implant, even if the level remains within the normal range.


● Advise your patients to continue to use their remote monitors.
● For Azure, Percepta, Serena, and Solara devices:


● These devices have wireless CareAlerts programmed by the health care provider. The monitor must remain powered on
to ensure automatically scheduled transmissions are sent. CareAlerts should be programmed to “ON.”


● For Astra devices:
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http://wwwp.medtronic.com/productperformance/performance-notes.html

https://www.fda.gov/medical-devices/safety-communications/fda-alerts-providers-and-patients-check-premature-battery-depletion-certain-medtronic-pacemakers-fda?utm_campaign=2019-05-07%20Safety%20Comm%20-%20Check%20for%20Battery%20Depletion%20in%20Medtronic%20Pacemakers&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.fda.gov/medical-devices/safety-communications/fda-alerts-providers-and-patients-check-premature-battery-depletion-certain-medtronic-pacemakers-fda?utm_campaign=2019-05-07%20Safety%20Comm%20-%20Check%20for%20Battery%20Depletion%20in%20Medtronic%20Pacemakers&amp;utm_medium=email&amp;utm_source=Eloqua





● These devices do not have wireless capability and require manual transmission by the patient. To ensure timely
transmission of any CareAlerts done manually by the patient, the patient should have a transmission schedule and
CareAlerts should be programmed “ON.”


● Replace the pacemaker or CRT-P immediately at the time of an elective replacement indicator (ERI) alert. Currently, there is not a factor,
method, or test to identify when devices with this form of premature battery depletion are approaching ERI, or to accurately predict
remaining battery life once ERI appears. Once ERI is reached, an affected device is unlikely to have the standard three months of battery life
remaining.


● Treat pacemaker-dependent patients implanted with a device that has reached ERI as a medical emergency.
 
Patients and Caregivers:


● Check that home monitoring transmissions are successful and occurring at the prescribed times so health care providers receive notifications
of battery level drops to help inform care decisions.


● Always keep the remote monitor plugged in.
● The remote monitor must remain plugged in to ensure any wireless CareAlerts programmed by your health care provider and any


automatically scheduled remote transmissions occur on time.
● If you have an Astra device, do the manual transmission according to the schedule provided.


● Monitor your MyCareLink Heart App on your smart phone to check for changes to your battery level.
● Seek immediate medical care if you feel lightheaded, dizzy, chest pain, or severe shortness of breath or if you are caring for someone who


has lost consciousness. These may be signs your device’s battery level has suddenly dropped or has drained.
● Talk to your health care provider about whether your device is affected, how best to manage your medical condition, and what actions to


take with your device.  
 
U.S. customers should report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse
Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here ) at
Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
 
For Further Information:


FDA Division of Industry and Consumer Education (DICE)


Tel.: (800) 683-2041 or (310) 796-7100


E-mail: DICE@fda.hhs.gov
 


Medtronic technical service department
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http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

http://www.fda.gov/Safety/MedWatch/default.htm

http://www.fda.gov/Safety/MedWatch/default.htm

mailto:DICE@fda.hhs.gov





Tel.: (800) 505-4636
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. 


Source(s):


● 2019 May 8. FDA. FDA Safety Communication Download
● 2019 May 9. Manufacturer. Manufacturer confirmed information
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192604/20190507MedtronicPacemakersFDA.pdf



AFHajlan
(A32670 ) Medtronic-Various Pacemakers.pdf




[Critical Priority ] - A32247 02 : O-Two Medical Technologies—eSeries Ventilators: May Short Circuit under Specific Conditions [Update]


[Critical Priority ] - A32247 02 : O-Two Medical Technologies—eSeries Ventilators: May Short Circuit
under Specific Conditions [Update]
Medical Device Ongoing Action
Published: Tuesday, May 7, 2019


UMDNS Terms:
•  Ventilators, Transport [18098]


Product Identifier:
[Capital Equipment]


Product O-Two Medical Technologies Inc
Model Catalog No. Serial No.


Ventilators (Worldwide) e500 01EVE500 EV50001 to EV50148


e600 01EVE600 EV60001 to EV60126


e700 01EVE700 EV70001 to EV70669


Geographic Regions: Australia, Canada, Ecuador, El Salvador, Europe, Israel, Malaysia, Middle East, Mexico, Nicaragua, Pakistan, South Africa,
U.K., U.S.


Manufacturer(s): O-Two Medical Technologies Inc 45A Armthorpe Rd, Brampton, ON L6T 5M4, Canada


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


Summary:
Update Reason: New Action Needed instructions. This Alert provides new information based on an April 29, 2019, Urgent Medical Device Voluntary
Recall letter submitted by an ECRI Institute member hospital regarding Alerts A32247  and A32247 01 .
 
Problem:
Health Canada states that O-Two Medical Technologies received a report that one of the above ventilators (serial number EV7017202015) caught fire
during a customer valuation outside Canada. Health Canada also states that the manufacturer received no reports of patient or staff injury and that the
incident occurred during a sales demonstration. An investigation determined that this problem was caused by retaining screws that were incorrectly
inserted during replacement of the TFT screen. The screw rubbed against the bottom side of the main board, wearing away the insulation layer and
creating a short circuit. Health Canada further states that the manufacturer initiated a correction on February 5, 2019.
 


Action Needed:
Identify and discontinue use of any affected ventilators in your inventory. If you have affected ventilators, verify that you have received the April 29,
2019, Urgent Medical Device Voluntary Recall letter and Acknowledgment Form from O-Two Medical Technologies. The firm requests that you
discontinue use and immediately return all affected units for service inspection to O-Two Medical Technologies regardless of whether your ventilators
received the first upgrade. The firm will isolate the exhaust valve output and divert the output gas outside the housing. Complete the Acknowledgment
Form, and return it to O-Two Medical Technologies using the information on the form. U.S. customers should report adverse events or product quality
problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program . Healthcare professionals employed by facilities
that are subject to  FDA's user facility reporting requirements  should follow the reporting procedures established by their facilities.
 
For Further Information:
O-Two Medical Technologies
Tel.: (800) 387-3405, 7:30 a.m. to 3:30 p.m. U.S. Eastern time, Monday through Friday
Website: Click here


References:
● United States. Food and Drug Administration. Medical Device Recalls. O-Two Medical Technologies, Inc. recalls o_two e700, e600 and


e500 automatic transport ventilators due to potential risk of fire [online]. 2019 Apr 3 [cited 2019 Apr 3]. Available from Internet: Click 
here .


● Great Britain. Medicines and Healthcare Products Regulatory Agency. O-Two: o_two e700, o_two e600, and o_two e500 [online]. London:
Department of Health; 2019 Apr 1 [cited 2019 Apr 3]. (Field safety notice; Reference No. 2019/002/008/487/008). Available from Internet: 
here .


● Health Canada. Recalls and safety alerts. O-Two eSeries ventilators e600, e700 [online]. 2019 Feb 22 [cited 2018 Feb 25]. Available from
Internet: Click here .


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 May 2. Member Hospital. O-Two Medical Technologies letter submitted by an ECRI Institute member hospital (includes reply 
form) Download


● 2019 May 2. FDA. Medical Device Recalls Download
● 2019 May 2. FDA CDRH Database. Class I. Z-0976-2019; Z-0977/0978-2019 Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?Nav=T&amp;AId=1637976

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638435

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638435

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program/reporting-serious-problems-fda

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program/reporting-serious-problems-fda

https://www.fda.gov/medical-devices/postmarket-requirements-devices/mandatory-reporting-requirements-manufacturers-importers-and-device-user-facilities

https://www.fda.gov/medical-devices/postmarket-requirements-devices/mandatory-reporting-requirements-manufacturers-importers-and-device-user-facilities

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

https://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm635163.htm?utm_campaign=2019-04-03%20Recall%20of%20o_two%20e700%2c%20e600%20and%20e500%20Automatic%20Transport%20Ventilators&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm635163.htm?utm_campaign=2019-04-03%20Recall%20of%20o_two%20e700%2c%20e600%20and%20e500%20Automatic%20Transport%20Ventilators&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.gov.uk/drug-device-alerts/field-safety-notice-25-to-29-march?utm_source=f56c2401-016f-4cc6-8bad-e47b018a68a1&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-25-to-29-march?utm_source=f56c2401-016f-4cc6-8bad-e47b018a68a1&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192180/20190429OTwoeSeriesClient_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192181/20190403OTwoMedicalTechnologiesESeriesVentilatorsFDA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192182/20190217OTwoMedicalTechnologiesESeriesVentilatorsCDRH.pdf





● 2019 May 2. MHRA FSN. 2019/002/008/487/008 Download
● 2019 May 2. MHRA FSN. O-Two Medical Technologies Reference No. FSN-2019-01 Download
● 2019 May 2. Health Canada Recall Listings. Type II. RA-69110 Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192183/20190401OTwoeSeriesVentilatorsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192184/20190304OTwoeSeriesVentilatorsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192185/20190205OTwoMedicalTechnologieseSeriesVentilatorsHC.pdf



AFHajlan
(A32247 02) O-Two Medical Technologies-eSeries.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Maestro .018 UL1 

Orthodontic 

Bracket

Ortho Organizers Inc ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Diagnostic and therapeutic radiation devices

O-Arm 1000 

Imaging Systems

Medtronic SA Medtronic Saudi Arabia#

Electro mechanical medical devices

Alaris Pump 

Administration 

Sets

Becton Dickinson & 

Co. (BD)

Becton Dickinson B.V.#

Auriga 30 Laser 

System      ,

Boston Scientific Gulf Medical Co. https://ncmdr.sfda.gov.s

Connected OR 

Carts

Stryker Endoscopy Al-Faisaliah Medical System#

enFlow IV Fluid 

and Blood 

Warmers

Vyaire Medical Spectromed#

Prismaflex 

devices with 

software version 

8.10     .

Baxter Healthcare Baxter AG https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

Wolf 445nm A.R.C. Laser GmbH Arabian Salmiya Trading Est.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14262

Healthcare facility products and adaptations
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14266
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14264
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14272
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14262



[High Priority ] - A32653 : Medtronic Navigation—O-Arm 1000 Imaging Systems: Charger Board May Fail; MVS Fuse May Blow


[High Priority ] - A32653 : Medtronic Navigation—O-Arm 1000 Imaging Systems: Charger Board May
Fail; MVS Fuse May Blow
Medical Device Ongoing Action
Published: Tuesday, May 7, 2019


UMDNS Terms:
•  Radiographic/Fluoroscopic Units, Mobile [11758]
•  Fluoroscopic Units, Portable [18434]


Product Identifier:
[Capital Equipment]


Product Medtronic Navigation Inc
Model Catalog No.


Imaging Systems O-ARM ASSY Bl70000027 SYSTEM PRODUCT Bl-700-00027


O-ARM ASSY Bl70000027R SYS PRODUCT RWK Bl-700-00027R


BASE O-ARM Bl70000027100 SYSTEM 100 V Bl-700-00027-100


BASE O-ARM Bl70000027100R SYSTEM 100 V
RWK


Bl-700-00027-100R


BASE O-ARM Bl70000027120 SYSTEM 120 V Bl-700-00027-120


BASE OARM Bl70000027120R SYSTEM 120 V
RWK


Bl-700-00027-120R


BASE OARM Bl70000027230 SYSTEM 230 V Bl-700-00027-230


BASE OARM Bl70000027230R SYSTEM 230V
RWK


Bl-700-00027-230R


O-ARM ASSY Bl70000027GER SYS PRODUCT
GER


Bl-700-00027GER


OARM ASSY Bl70000027GERR SYS PRODUCT
REFURB


Bl-700-00027GERR


BASE O-ARM Bl70000028100 SYS 100 V Bl-700-00028-100


BASE O-ARM Bl70000028120 SYS 120 V BI-700-00028-120


BASE O-ARM Bl70000028120R 3RD EDIT
REFURB


Bl-700-00028-120R


BASE O-ARM Bl70000028230 SYS 230 V BI-700-00028-230


BASE O-ARM Bl70000028230R 3RD EDIT
REFURB


Bl-700-00028-230R


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


Manufacturer(s): Medtronic Navigation Inc300 Foster Street, Massachusetts, Littleton 01460, United States


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, OR/Surgery, Diagnostic Imaging


Problem:
In an April 30, 2019, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Medtronic states that the above systems
may exhibit charger board failure and/or blown fuses. The following problems may occur:
Charger Boards:


● Medtronic states that it has received reports of incidents associated with failures of the charger boards in the above systems. In one reported
event, the charger board failed to charge all the batteries and the system stopped working during the surgery after the patient had been
placed under anesthesia. The surgery was aborted and rescheduled, and no additional patient impact was reported. The operator was not
aware that the battery capacity was low before starting the procedure, and the system stopped functioning while the surgery was in progress.
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Medtronic states that it considers subjecting patients to additional procedures because of the system not working properly to be a harm. In
another reported event, a failure of the charger board led to an extended delay in therapy of greater than an hour, which Medtronic considers
to be a minor harm because of extended exposure to anesthesia. The surgeon opted to discontinue use of the above system, and there was no
indication of long-term impact on the patient. Other reported failures of the charger boards have also resulted in other hazardous situations,
although none have resulted in injuries. Medtronic further states that the above systems use energy from the batteries to generate x-rays and
move the system. If a charger board is not functioning properly, the batteries will not receive a full recharge of the potential capacity. This
can result in the inability of the system to take x-rays, open the gantry, and move the system from one place to another, which may affect the
ability to continue use within the operating room until the charger board and/or the batteries are replaced. If the system is around a patient at
the time the power is lost, the gantry can still be manually opened and the system can be moved away from the patient; however, x-ray
images cannot be taken. The surgeon will then need to decide whether to abort the procedure or continue the procedure without use of the
system.


 
MVS Fuses:


● The O-arm 1000 imaging system is largely prevented from being susceptible to inrush current surges when being plugged in; however,
when a component in the system used for inrush current surge limiting times out and there is no longer any protection, an inrush current
surge from any other source could cause a current surge in the system. This may result In the MVS fuse to open (i.e., blow), as has been
reported in the field. Until an O-arm 1000 imaging system is equipped with the new design of the AC power input circuit, there is a
potential for blown fuses resulting from surges from being plugged in or to line surges caused by other equipment on the same power line.
Once both or either fuse blows, the device becomes inoperable until the fuse is replaced by a trained technician. Medtronic has received
complaints associated with the MVS fuses within the AC power input circuit. In three of the reported instances, blown fuses resulted in the
inability to use the systems after the surgery began when patients were already under anesthesia, and the surgeries had to be rescheduled to
later dates; however, no additional patient impact was reported. Three other reported instances led to what Medtronic considers to be minor
harm. In one reported event, a blown fuse led to an extended delay in therapy of greater than an hour, leading to prolonged exposure to
anesthesia. In another reported event, the inability to use the O-arm 1000 imaging system resulted in patient exposure to a non-navigated
procedure when navigation was planned; however, no effect on patient outcome was reported. In the third reported event, a user received an
electrical shock while changing the fuses; however, this event did not require medical intervention. Other reported instances of blown fuses
have also resulted in other hazardous situations, although none resulted in injuries. Until the system is equipped with the new design of the
AC power input circuit (MVS heatsink), it is susceptible to blown fuses.  


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


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the April 30, 2019, Urgent Medical Device
Correction letter and Consignee Response Form from Medtronic. A Medtronic representative will contact your facility to arrange to install an MVS
heatsink and new user manual update. You may continue to use affected systems at your clinical discretion, with attention to the instructions provided in
Attachment B and the user manual. Until the update is completed, Medtronic recommends that you attach the Visual Mitigation Card to the IAS of your
system, as shown in the letter . Review and retain Attachment B for further guidance on using your system to prevent the risk of having to delay or to
abort a surgery because of a failure of the charger boards before receiving the new version of the user manual. Attachment B provides instructions for
inspecting the battery and chargers. Follow the "Performance Checks and Maintenance" section of the user manual, in addition to the information in
Attachment B, to ensure that your system is available for surgical procedures. Complete the Consignee Response Form, and return it to Medtronic using
the information on the form.
For Further Information:
Medtronic technical support department
Tel.: (800) 595-9709 (U.S.) or (720) 890-3160 (Worldwide)
E-mail: RS.NAVTECHSUPPORT@medtronic.com
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 May 6. Member Hospital. Medtronic letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A32647 : Stryker—Connected OR Carts: Monitor May Not Be Installed Correctly, Potentially Allowing Monitor to Fall


[High Priority ] - A32647 : Stryker—Connected OR Carts: Monitor May Not Be Installed Correctly,
Potentially Allowing Monitor to Fall
Medical Device Ongoing Action
Published: Tuesday, May 7, 2019


UMDNS Terms:
•  Carts, Storage/Transport, Electromechanical/Electronic Instrument/Equipment [33601]


Product Identifier:
[Capital Equipment]


Product Stryker Endoscopy
Model Part No. Serial No. GTIN


Equipment Carts 120 V Connected OR Carts 0240-099-155 2019AN00005, 2019AN00007,
2019AN00017, 2019AN00039,
2019AN00041, 2019AN00046,
2019AN00048, 2019AN00054,
2019AN00061, 2019AN00067,
2019AN00085, 2019AN00087


07613327462784


Geographic Regions: U.S.


Manufacturer(s): Stryker Endoscopy 5900 Optical Ct, San Jose, CA 95138, United States 


Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, Facilities/Building Management


Problem:
In an April 23, 2019, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Stryker states that the
countersink holes may not fit flush with the bracket of the above carts because they are on the incorrect side of the monitor stow handle (7-0012464).
Stryker also states that this may lead to incorrect installation of the monitor and ultimately to the monitor falling off the stow handle, posing a risk of
injury. Stryker further states that it has received no reports of incidents or adverse events associated with this problem.
 


Action Needed:
Identify any affected carts in your inventory. If you have affected carts, verify that you have received the April 23, 2019, Urgent Medical Device Recall
Notification letter from Stryker. Notify all relevant personnel at your facility of the information in the letter. A Stryker representative will contact your
facility to determine whether your facility is affected.
 
For Further Information:
Stryker
E-mail: endorecall@stryker.com
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 May 2. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Download
● 2019 May 7. Manufacturer. The manufacturer confirmed the information in the source material.
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[Critical Priority ] - A32425 04 : Vyaire Medical —enFlow IV Fluid and Blood Warmers: Cartridges with Aluminum Warming Plates in Fluid Pathway May Lead to
IV Infusion with Harmful Concentrations of Aluminum


[Critical Priority ] - A32425 04 : Vyaire Medical —enFlow IV Fluid and Blood Warmers: Cartridges with
Aluminum Warming Plates in Fluid Pathway May Lead to IV Infusion with Harmful Concentrations of
Aluminum
Medical Device Ongoing Action
Published: Tuesday, May 7, 2019


UMDNS Terms:
•  Infusion Pumps, Blood/Solution Warming [17907]
•  Warming Units, Blood/Intravenous Solution [10447]


Product Identifier:
[Capital Equipment, Consumable]


Product Vyaire Medical Inc
Model Reference No.


Disposable Cartridges enFlow 980200EU


Disposable Cartridges with IV Extension Sets enFlow 980202EU


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


Manufacturer(s): Vyaire Medical Inc 26125 N Riverwoods Blvd, Mettawa, IL 60045, United States


Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Clinical
Laboratory/Pathology, Critical Care, Dialysis/Nephrology, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecology/Labor and Delivery,
Oncology, OR/Surgery, Pediatrics, Home Care, Neurology, Immunohematology/Blood Bank, NICU, EMS/Transport, Perfusion, IV Therapy, Materials
Management


Summary:
�Update Reason: New Problem and Action Needed information. This Alert provides new information based on an April 29, 2019, Updated Urgent
Recall Notification letter submitted by an ECRI Institute member hospital regarding Hazard H0502 . Vyaire Medical states that this letter replaces the
previous letter sent on March 13, 2019.
Problem: In an April 29, 2019, Updated Urgent Recall Notification letter submitted by an ECRI Institute member hospital, Vyaire Medical states that its
internal testing has demonstrated that when intravenous fluid and blood solutions are warmed with the enFlow disposable cartridges, levels of aluminum
extracted from the device may exceed federal guidelines, specifically, those referenced in Title 21, Code of Federal Regulations, part 201.323;
"Aluminum in large and small volume parenterals used in total parenteral nutrition." Vyaire Medical also states that the potential patient safety risks
associated with this problem include various neurocognitive and bone marrow complications associated with prolonged aluminum exposure. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify, isolate, and destroy any affected product in your inventory. If you have affected product, verify that you have received the April 29, 2019,
Updated Urgent Recall Notification letter and Customer Response Form from Vyaire Medical. If your facility does not have an alternative fluid warming
system immediately available and it has been determined that the benefit(s) of the enFlow disposable cartridge/fluid warming system outweigh the risk,
refer to the Addendum in the letter  for specific risk mitigation considerations before use. If you are not able to destroy the product on site or require
further assistance, contact Vyaire Medical by e-mail or by telephone using the information below. Complete the Customer Response Form, and return it
to Vyaire Medical using the information on the form. Upon receipt of the form, Vyaire Medical will provide your facility with credit. If you did not
purchase product directly from Vyaire Medical, contact your distributor to request credit. Report any adverse events associated with the use of affected
product to the Vyaire technical support department by telephone at (800) 231-2466 (select option 1) or by e-mail at 
GMB-RS-DISP-Complaint-Intake@vyaire.com . 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 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 
website .
For Further Information:
Vyaire Medical
Tel.: (866) 204-6110
E-mail: vyairesupport@stericycle.com
Website: Click here  
Comments:


● �For the ECRI Institute-researched report on this problem, see Hazard H0502 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 May 6. Member Hospital. Vyaire Medical letter submitted by ECRI Institute member hospital (includes reply form) Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Tasy Electronic 

Medical Record 

Systems

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

#

In vitro diagnostic devices

Access Free T3, 

Access Total T3, 

Access Free T4, 

Access GI 

Monitor (GI Mon),

Access 

Thyroglobulin 

(Tg), Access 

Thyroglobulin 

Antibody II 

(TgAbII)

Beckman Coulter UK 

Ltd

Beckman Coulter Saudi Arabia 

Co Ltd

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=14

280

ACDA 

Anticoagulant 

Solution

Macopharma SAS Dar ALKarmel#

G-6-PDH 

Deficient and 

Normal Controls

Randox Laboratories 

Ltd.

Bio Standards https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

IMMAGE 

Immunochemistry

 Systems 

Immunoglobulin 

M (IGM) Reagent .

Beckman Coulter UK 

Ltd

Beckman Coulter Saudi Arabia 

Co Ltd

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4259

Medica Wash1-

Wash solution 

used prior to 

Lipase assay on 

the EasyRA 

clinical chemistry 

analyzer 

REF 10680

Medica Corporation. AL OSOOL MEDICAL TRADING 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

278

Page 4 of 6

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14280
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14275
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[High Priority ] - A32635 : Philips—Tasy Electronic Medical Record Systems: May Be Susceptible to Cybersecurity Vulnerabilities


[High Priority ] - A32635 : Philips—Tasy Electronic Medical Record Systems: May Be Susceptible to
Cybersecurity Vulnerabilities
Medical Device Ongoing Action
Published: Monday, May 6, 2019


UMDNS Terms:
•  Information Systems, Data Management, Hospital  [18120]


Product Identifier:
[Capital Equipment]


Product Philips Healthcare
Model Version


Electronic Medical Record (EMR) Systems Tasy <= 3.02.1744


Geographic Regions: ��(Impact in additional regions has not been identified at the time of this posting), Brazil, Mexico


Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810, United States


Suggested Distribution: Clinical/Biomedical Engineering, Information Technology


Problem:
�In an April 30, 2019, Medical Advisory, the U.S. Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that the above
systems may have cybersecurity vulnerabilities that may enable an attacker with a low skill level on the customer site or on a virtual private network
(VPN) to provide unexpected input into the application, execute arbitrary code, alter the intended control flow of the system, and access sensitive
information, potentially impacting or compromising patient confidentiality and system integrity. No known public exploits specifically target these
vulnerabilities. These vulnerabilities are not exploitable remotely. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have reviewed the April 30, 2019, ICS-CERT Medical 
Advisory . Follow the instructions in the product configuration manual. Do not provide affected systems access to the Internet without a VPN. Update
affected systems to the most recent three released versions of the product, following the Tasy EMR release schedule. Upgrade Service Packs as soon as
possible. Hosted solutions will be patched automatically. Users running the application on premise are always alerted via release notes about changes to
the system. If you have questions regarding affected systems, follow the service procedure and open a service order to Philips. See the Philips product
security website  for the latest security information for Philips products. The U.S. National Cybersecurity and Communications Integration Center
(NCCIC) recommends that users take defensive measures to minimize the risk of exploitation of this vulnerability, including the following specifically:


● Restrict system access to authorized personnel only and follow a least privilege approach.
● Apply defense-in-depth strategies.
● Disable unnecessary accounts and services.
● Where additional information is needed, refer to existing cybersecurity in medical device guidance  issued by the FDA.


NCICC reminds organizations to perform impact analysis and risk assessment before deploying defensive measures. NCCIC also provides a section for c
ontrol systems security recommended practices  on the ICS-CERT web page. Several recommended practices are available for reading and download,
including Improving Industrial Control Systems Cybersecurity with Defense-in-Depth Strategies . Additional mitigation guidance and recommended
practices are publicly available on the ICS-CERT website  in the Technical Information Paper, ICS-TIP-12-146-01B--Targeted Cyber Intrusion
Detection and Mitigation Strategies . Organizations observing any suspected malicious activity should follow their established internal procedures and
report their findings to NCCIC for tracking and correlation against other incidents. For Further Information:
NCCIC
Tel.: (888) 282-0870
E-mail: NCCICCUSTOMERSERVICE@hq.dhs.gov
Website: Click here
Philips
Website: Click here


References:
● United States. Department of Homeland Security. Industrial Control Systems Cyber Emergency Response Team. Medical Advisory. Philips


Tasy EMR [online]. 2019 Apr 30 [cited 2019 Apr 30]. Available from Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 May 2. ICS-CERT Advisory Download


www.ecri.org . Printed from Health Devices Alerts on Tuesday, May 7, 2019 Page 1


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



https://ics-cert.us-cert.gov/advisories/ICSMA-19-120-01

https://ics-cert.us-cert.gov/advisories/ICSMA-19-120-01

https://www.philips.com/productsecurity

https://www.philips.com/productsecurity

https://www.fda.gov/MedicalDevices/DigitalHealth/ucm373213.htm

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

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

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

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

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

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

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

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

mailto:NCCICCUSTOMERSERVICE@hq.dhs.gov

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

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

https://ics-cert.us-cert.gov/advisories/ICSMA-19-120-01

https://ics-cert.us-cert.gov/advisories/ICSMA-19-120-01

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192172/20190430PhilipsTasyICSCERT.pdf



AFHajlan
(A32635) Philips-Tasy Electronic.pdf




[High Priority ] - A32624 : Macopharma—ACDA Anticoagulant Solutions: May Be Contaminated with Metallic Particles�


[High Priority ] - A32624 : Macopharma—ACDA Anticoagulant Solutions: May Be Contaminated with
Metallic Particles�
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Monday, May 6, 2019


UMDNS Terms:
•  Anticoagulation Solutions, Citrate [36498]


Product Identifier:
[Consumable]


Product MacoPharma SAS
Reference No. Batch No. Expiration Date


50 mL ACDA Anticoagulant
Solutions


SD10005Q 050517K27B 2019 Nov


ABS0734EU 136118D23A 2020 Apr
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500 mL ACDA Anticoagulant
Solutions


136618D24A 2020 Apr


161218F11A 2020 Jun
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162218F12A 2020 Jun
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166218F13B 2020 Jun


ABS0752EU 938917F08A 2019 Jun
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966917G11B 2019 Jul


968017G12A 2019 Jul
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969217G13A 2019 Jul


993017I05B 2019 Sep
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993117I06A 2019 Sep


027717J17A 2019 Oct


029817J18A 2019 Oct


050617K27C 2019 Nov


051417K28A 2019 Nov


068018A08A 2020 Jan


068518A09A 2020 Jan


111718B26G 2020 Feb


111818B27G 2020 Feb


111918B28F 2020 Feb


SD10050P 992917I05A 2019 Sep


048617K27A 2019 Nov


163718F14A 2020 Jun


SD10050Q 938817F07A 2019 Jun


966717G11A 2019 Jul


992817I04A 2019 Sep


030417J19A 2019 Oct


069018A10A 2020 Jan


069318A11A 2020 Jan


137818D26A 2020 Apr


163018F13A 2020 Jun


800 mL ACDA Anticoagulant
Solutions


SD10080Q 993317I07A 2019 Sep


044317K25A 2019 Nov


070118A12A 2020 Jan


1,000 mL ACDA Anticoagulant
Solutions


ABS1034EU 137218D25A 2020 May


ABS1052EU 966517G10A 2019 Jul


993217I06B 2019 Sep


027417J16A 2019 Oct


112018C01F 2020 Feb
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Geographic Regions: ���(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.


Manufacturer(s): MacoPharma SAS20 chausee Fernand Forest, F-59200 Tourcoing Cedex, France


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Nursing, OR/Surgery, Pharmacy, IV Therapy, Materials
Management


Problem:
�In an April 12, 2019, Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Macopharma states that the
above product may be contaminated with metallic particles. Macopharma also states that metallic particles were found in intravenous (IV) infusion bags
produced on a production line that is also used for production of ACDA bags. Macopharma has received no reports of pharmacovigilance or
materiovigilance 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 April 12,
2019, Recall letter and Acknowledgment of Receipt response form from Macopharma. Regardless of whether you have affected product, complete the
form and return it to Macopharma using the information on the form. Upon receipt of the form, Macopharma will process your file for product return.
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:
Macopharma
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products. Macopharma: several references ACDA impacted [online]. London: Department of


Health; 2019 Apr 29 [cited 2019 Apr 30]. (Field safety notice; reference no. 2019/004/023/291/020). Available from Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Apr 30. MHRA FSN. 2019/004/023/291/020 Download
● 2019 Apr 30. MHRA FSN. (includes reply form) Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

VITROS 3600, 

5600, and XT 

7600 Systems     ,

Ortho-Clinical 

Diagnostics

Samir Photographic Supplies 

Co. Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Non-active implantable devices

Edwards PASCAL 

Transcatheter 

Valve Repair 

System

Edwards Lifesciences Arabian Health Care Supply Co. 

(AHCSC)

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=14

Endball Systeme 

de Ballon Intra-

gastrique

Endalis N/A#

NI-C311 Energy 

Hybrid Knie

Nabtesco N/A https://ncmdr.sfda.gov.s

Reshape Medical 

Intragastric 

Balloon

Reshape Medical Inc Dar Al-Zahrawi Medical Co. LLC#

Spatz3 Adjustable 

Balloon System 

Insertion Kits.

SPATZ FGIA, INC.. MEDICAL INNOVATIONS EST.#

twinSys impactor 

with offset

Mathys. Johnson & Johnson Medical 

Saudi Arabia Limited

https://ncmdr.sfda.gov.s

Reusable devices

2.7 Degree 

Angled Sagittal 

Saw attachment 

and 2.7 Degree 

Straight Sagittal 

Saw attachment

MAKO Surgical Corp Zimmo Trading Establishment. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4273
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[High Priority ] - A32571 : Health Canada Warns of Risks of Gastric Perforation, Esophageal Perforation, Acute Pancreatitis, and Spontaneous
Balloon Overinflation Associated with Intragastric Balloons�


[High Priority ] - A32571 : Health Canada Warns of Risks of Gastric Perforation, Esophageal
Perforation, Acute Pancreatitis, and Spontaneous Balloon Overinflation Associated with Intragastric
Balloons�
Medical Device Ongoing Action
Published: Tuesday, April 23, 2019


UMDNS Terms:
•  Gastric Balloons, Appetite-Suppressing [17202]


Product Identifier:
[Consumable]


Product Apollo Endosurgery Inc
Device Listing No.


Orbera System Intragastric Balloons 72168


Product Endalis
Device Listing No.


Endball Systeme de Ballon Intra-gastrique 90070


Product ReShape Medical Inc
Device Listing No.


Reshape Medical Intragastric Balloon 84060


Product Spatz Medical
Device Listing No.


Spatz3 Adjustable Balloon System Insertion Kits 93172


Geographic Regions: �Canada


Manufacturer(s): Apollo Endosurgery Inc1120 S Capital of Texas Hwy Bldg 1 Suite 300, Austin, TX 78746, United States
ReShape Medical Inc236 Avenida Fabricante Suite 201, San Clemente, CA 92672, United States
Endalis313B avenue Marcel Merieux, F-69530 Brignais, France
Spatz Medical15 Cuttermill Rd Suite 147, Great Neck, NY 11021, United States


Suggested Distribution: OR/Surgery, Risk Management/Continuous Quality Improvement, Gastroenterology, Materials Management


Problem:
�Health Canada states that it is aware of Canadian and international reports of various complications, including some with a fatal outcome, associated
with the use of the above intragastric balloons for weight-loss therapy. These complications include gastric perforation, esophageal perforation, acute
pancreatitis, and spontaneous balloon overinflation. One international report involved gastric wall injury and bleeding at the time of device insertion and
inflation. Another international report involved a perforating gastric ulcer that occurred 10 days after intragastric balloon implantation. In both
international cases, patients recovered after the intragastric balloons were removed. Two Canadian reports involved deaths, but there was not enough
information to confirm the exact cause of the deaths. For information regarding adverse events in medical literature, see the Dear Healthcare Professional
letter . Health Canada also states that at the time of Health Canada's safety review, four models of intragastric balloons were licensed for sale in Canada.
All models were fluid-filled devices, with the first model being licensed in 2006. Currently, two models of intragastric balloon remain licensed in Canada
(Orbera system intragastric balloon, Spatz3 adjustable balloon system insertion kit). The manufacturers have not confirmed the information provided in
the source material.


Action Needed:
�Identify any affected product in your inventory and any patients implanted with affected product. If you have affected product and/or patients, verify
that you have reviewed the Dear Healthcare Professional Letter. Implanting physicians should consider the above risks in the discussion of the risks and
benefits with prospective patients before balloon placement. Patients need to be made aware that they should seek urgent medical care if they develop
symptoms of severe abdominal pain, nausea, and vomiting while the balloon is in place. Physicians should monitor patients carefully for the entire time
that the intragastric balloon is used. Healthcare professionals should consider these possible complications during the diagnostic work-up of patients
using intragastric balloons who present with significant upper gastrointestinal symptoms. Health Canada states that it is working with medical device
manufacturers to update the safety information (labeling) for intragastric balloons to include details about these potential risks. Report any cases of
perforation, acute pancreatitis, or other serious or unexpected incidents in patients receiving intragastric balloons to the device manufacturer or to Health
Canada by telephone at (800) 267-9675 or online here .
For Further Information:
Health Canada Marketed Health Products Directorate (MHPD)
Tel.: (613) 954-6522
E-mail: mhpd-dpsc@canada.ca
Website: Click here


�References:
● Health Canada. Dear healthcare professional letter. Intragastric balloons and potential risk of gastric and esophageal perforation,


pancreatitis, and overinflation [online]. 2019 Apr 17 [cited 2019 Apr 17]. Available from Internet: Click here .


Comments:


● For ECRI Institute's coverage of this problem reported by FDA, see Hazard Reports  H0366 , H0366 01 , and H0366 02 .
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● For ECRI Institute's coverage of this problem reported by MHRA, see Alert A30483 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Apr 17. Health Canada Recall Listings. RA-69610 Download


www.ecri.org . Printed from Health Devices Alerts on Tuesday, May 7, 2019 Page 2


©2019 ECRI Institute
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=1634405

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634405

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191488/20190417VariousIntragastricBalloonsHC.pdf



AFHajlan
(A32571) Endails.pdf




[High Priority ] - A32571 : Health Canada Warns of Risks of Gastric Perforation, Esophageal Perforation, Acute Pancreatitis, and Spontaneous
Balloon Overinflation Associated with Intragastric Balloons�


[High Priority ] - A32571 : Health Canada Warns of Risks of Gastric Perforation, Esophageal
Perforation, Acute Pancreatitis, and Spontaneous Balloon Overinflation Associated with Intragastric
Balloons�
Medical Device Ongoing Action
Published: Tuesday, April 23, 2019


UMDNS Terms:
•  Gastric Balloons, Appetite-Suppressing [17202]


Product Identifier:
[Consumable]


Product Apollo Endosurgery Inc
Device Listing No.


Orbera System Intragastric Balloons 72168


Product Endalis
Device Listing No.


Endball Systeme de Ballon Intra-gastrique 90070


Product ReShape Medical Inc
Device Listing No.


Reshape Medical Intragastric Balloon 84060


Product Spatz Medical
Device Listing No.


Spatz3 Adjustable Balloon System Insertion Kits 93172


Geographic Regions: �Canada


Manufacturer(s): Apollo Endosurgery Inc1120 S Capital of Texas Hwy Bldg 1 Suite 300, Austin, TX 78746, United States
ReShape Medical Inc236 Avenida Fabricante Suite 201, San Clemente, CA 92672, United States
Endalis313B avenue Marcel Merieux, F-69530 Brignais, France
Spatz Medical15 Cuttermill Rd Suite 147, Great Neck, NY 11021, United States


Suggested Distribution: OR/Surgery, Risk Management/Continuous Quality Improvement, Gastroenterology, Materials Management


Problem:
�Health Canada states that it is aware of Canadian and international reports of various complications, including some with a fatal outcome, associated
with the use of the above intragastric balloons for weight-loss therapy. These complications include gastric perforation, esophageal perforation, acute
pancreatitis, and spontaneous balloon overinflation. One international report involved gastric wall injury and bleeding at the time of device insertion and
inflation. Another international report involved a perforating gastric ulcer that occurred 10 days after intragastric balloon implantation. In both
international cases, patients recovered after the intragastric balloons were removed. Two Canadian reports involved deaths, but there was not enough
information to confirm the exact cause of the deaths. For information regarding adverse events in medical literature, see the Dear Healthcare Professional
letter . Health Canada also states that at the time of Health Canada's safety review, four models of intragastric balloons were licensed for sale in Canada.
All models were fluid-filled devices, with the first model being licensed in 2006. Currently, two models of intragastric balloon remain licensed in Canada
(Orbera system intragastric balloon, Spatz3 adjustable balloon system insertion kit). The manufacturers have not confirmed the information provided in
the source material.


Action Needed:
�Identify any affected product in your inventory and any patients implanted with affected product. If you have affected product and/or patients, verify
that you have reviewed the Dear Healthcare Professional Letter. Implanting physicians should consider the above risks in the discussion of the risks and
benefits with prospective patients before balloon placement. Patients need to be made aware that they should seek urgent medical care if they develop
symptoms of severe abdominal pain, nausea, and vomiting while the balloon is in place. Physicians should monitor patients carefully for the entire time
that the intragastric balloon is used. Healthcare professionals should consider these possible complications during the diagnostic work-up of patients
using intragastric balloons who present with significant upper gastrointestinal symptoms. Health Canada states that it is working with medical device
manufacturers to update the safety information (labeling) for intragastric balloons to include details about these potential risks. Report any cases of
perforation, acute pancreatitis, or other serious or unexpected incidents in patients receiving intragastric balloons to the device manufacturer or to Health
Canada by telephone at (800) 267-9675 or online here .
For Further Information:
Health Canada Marketed Health Products Directorate (MHPD)
Tel.: (613) 954-6522
E-mail: mhpd-dpsc@canada.ca
Website: Click here


�References:
● Health Canada. Dear healthcare professional letter. Intragastric balloons and potential risk of gastric and esophageal perforation,


pancreatitis, and overinflation [online]. 2019 Apr 17 [cited 2019 Apr 17]. Available from Internet: Click here .


Comments:


● For ECRI Institute's coverage of this problem reported by FDA, see Hazard Reports  H0366 , H0366 01 , and H0366 02 .
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● For ECRI Institute's coverage of this problem reported by MHRA, see Alert A30483 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Apr 17. Health Canada Recall Listings. RA-69610 Download
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[High Priority ] - A32571 : Health Canada Warns of Risks of Gastric Perforation, Esophageal Perforation, Acute Pancreatitis, and Spontaneous
Balloon Overinflation Associated with Intragastric Balloons�


[High Priority ] - A32571 : Health Canada Warns of Risks of Gastric Perforation, Esophageal
Perforation, Acute Pancreatitis, and Spontaneous Balloon Overinflation Associated with Intragastric
Balloons�
Medical Device Ongoing Action
Published: Tuesday, April 23, 2019


UMDNS Terms:
•  Gastric Balloons, Appetite-Suppressing [17202]


Product Identifier:
[Consumable]


Product Apollo Endosurgery Inc
Device Listing No.


Orbera System Intragastric Balloons 72168


Product Endalis
Device Listing No.


Endball Systeme de Ballon Intra-gastrique 90070


Product ReShape Medical Inc
Device Listing No.


Reshape Medical Intragastric Balloon 84060


Product Spatz Medical
Device Listing No.


Spatz3 Adjustable Balloon System Insertion Kits 93172


Geographic Regions: �Canada


Manufacturer(s): Apollo Endosurgery Inc1120 S Capital of Texas Hwy Bldg 1 Suite 300, Austin, TX 78746, United States
ReShape Medical Inc236 Avenida Fabricante Suite 201, San Clemente, CA 92672, United States
Endalis313B avenue Marcel Merieux, F-69530 Brignais, France
Spatz Medical15 Cuttermill Rd Suite 147, Great Neck, NY 11021, United States


Suggested Distribution: OR/Surgery, Risk Management/Continuous Quality Improvement, Gastroenterology, Materials Management


Problem:
�Health Canada states that it is aware of Canadian and international reports of various complications, including some with a fatal outcome, associated
with the use of the above intragastric balloons for weight-loss therapy. These complications include gastric perforation, esophageal perforation, acute
pancreatitis, and spontaneous balloon overinflation. One international report involved gastric wall injury and bleeding at the time of device insertion and
inflation. Another international report involved a perforating gastric ulcer that occurred 10 days after intragastric balloon implantation. In both
international cases, patients recovered after the intragastric balloons were removed. Two Canadian reports involved deaths, but there was not enough
information to confirm the exact cause of the deaths. For information regarding adverse events in medical literature, see the Dear Healthcare Professional
letter . Health Canada also states that at the time of Health Canada's safety review, four models of intragastric balloons were licensed for sale in Canada.
All models were fluid-filled devices, with the first model being licensed in 2006. Currently, two models of intragastric balloon remain licensed in Canada
(Orbera system intragastric balloon, Spatz3 adjustable balloon system insertion kit). The manufacturers have not confirmed the information provided in
the source material.


Action Needed:
�Identify any affected product in your inventory and any patients implanted with affected product. If you have affected product and/or patients, verify
that you have reviewed the Dear Healthcare Professional Letter. Implanting physicians should consider the above risks in the discussion of the risks and
benefits with prospective patients before balloon placement. Patients need to be made aware that they should seek urgent medical care if they develop
symptoms of severe abdominal pain, nausea, and vomiting while the balloon is in place. Physicians should monitor patients carefully for the entire time
that the intragastric balloon is used. Healthcare professionals should consider these possible complications during the diagnostic work-up of patients
using intragastric balloons who present with significant upper gastrointestinal symptoms. Health Canada states that it is working with medical device
manufacturers to update the safety information (labeling) for intragastric balloons to include details about these potential risks. Report any cases of
perforation, acute pancreatitis, or other serious or unexpected incidents in patients receiving intragastric balloons to the device manufacturer or to Health
Canada by telephone at (800) 267-9675 or online here .
For Further Information:
Health Canada Marketed Health Products Directorate (MHPD)
Tel.: (613) 954-6522
E-mail: mhpd-dpsc@canada.ca
Website: Click here


�References:
● Health Canada. Dear healthcare professional letter. Intragastric balloons and potential risk of gastric and esophageal perforation,


pancreatitis, and overinflation [online]. 2019 Apr 17 [cited 2019 Apr 17]. Available from Internet: Click here .


Comments:


● For ECRI Institute's coverage of this problem reported by FDA, see Hazard Reports  H0366 , H0366 01 , and H0366 02 .
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● For ECRI Institute's coverage of this problem reported by MHRA, see Alert A30483 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information.
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Single-use devices

4 Fr EverlinQ 

EndoAVF System

TVA Medical, Inc. C.R. BARD Saudi Arabia https://ncmdr.sfda.gov.s

BVI Ophthalmic 

Instrument 

Wipes, Wicks and 

Corneal Light 

Shield Sponge 

Products

Beaver Visitec 

International Ltd

Al Amin Medical Instruments 

Co. Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

270

EZ Derm Porcine 

Xenografts

Molnlycke Health 

Care AB.

Branch of Molnlycke Health 

Care AB

https://ncmdr.sfda.gov.s

lntroFlex 

lntroducers  ,

Edwards Lifesciences Arabian Health Care Supply Co. 

(AHCSC)

https://ncmdr.sfda.gov.s

MaxPlus Clear 

Needleless 

Connectors

Becton, Dickinson 

And Company

Medical Regulations Gate#

Prismaflex and 

MARS Treatment 

Sets

Baxter Healthcare Baxter AG https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

TIVA Infusion 

Sets     ,

Europlaz Technologies N/A#

Tristel Trio Wipes 

System, Tristel 

Rinse Wipe

Tristel Solutions Ltd Bio Standards https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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[Critical Priority ] - A32651 : BD—MaxPlus Clear Needleless Connectors: Valve May Remain Recessed after Disconnection of Luer


[Critical Priority ] - A32651 : BD—MaxPlus Clear Needleless Connectors: Valve May Remain
Recessed after Disconnection of Luer
Medical Device Ongoing Action
Published: Monday, May 6, 2019


UMDNS Terms:
•  Intravenous Line Connectors, Needleless  [18066]


Product Identifier:
[Consumable]


Product BD
Catalog No. UDI Lot No. Distribution Date Expiration Date


MaxPlus Clear
Needleless
Connectors


MP1000-C 50885403223226 18085990 >= 2018 Dec 19 2023 Aug 15


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


Manufacturer(s): BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States


Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pediatrics, NICU, IV Therapy, Materials
Management


Problem: In a May 2, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, BD states that the valve of the above
connectors may remain recessed after disconnection of a Luer, not fully closing, either temporarily of permanently. This could lead to the risk of blood
loss and air embolism if the valve remains permanently open and goes undetected, especially in neonates. The manufacturer has not confirmed the
information provided in the source documents.


Action Needed:
Identify and destroy any affected product in your inventory. If you have affected product, verify that you have received the May 2, 2019, Urgent Medical
Device Recall letter and Customer Response Form from BD. Regardless of whether you have affected product, complete the Customer Response Form
and return it to BD using the instructions on the form. BD will provide your facility with replacement product. Inform all relevant personnel at your
facility of the information in the letter. Report any adverse events associated with the use of affected product to BD. 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:
BD customer quality department
Tel.: (888) 237-2762 (select option 3, then option 2), 8 a.m. to 5 p.m. Central time, Monday through Friday
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 May 3. Member Hospital. BD letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A32621 : �Europlaz—TIVA Infusion Sets: Tubing May Be Squashed or Kinked at U Bend


[High Priority ] - A32621 : �Europlaz—TIVA Infusion Sets: Tubing May Be Squashed or Kinked at U
Bend
Medical Device Ongoing Action
Published: Monday, May 6, 2019


UMDNS Terms:
•  Intravenous Administration Sets [12157]


Product Identifier:
[Consumable]


Product Europlaz Technologies Ltd
Product No. Batch No.


2-way 2.0 m Total Intravenous Anesthesia
(TIVA) Infusion Sets with High Flow Valve


TIV202E 1805485A


4-way 2.2 m TIVA Infusion Sets with High Flow
Valve and Red Connectors


TIV224ER 1805678A, 1805873A


2-way 3.0 m TIVA Infusion Sets with High Flow
Valve


TIV302E 1805809A


3-way 3.0 m TIVA Infusion Sets with High Flow
Valve


TIV303E 1805807A, 18058078, 1805872A


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


Distributor(s): •  Fannin LtdFannin House South Country Business Park, Dublin 18, Ireland


Manufacturer(s): Europlaz Technologies LtdThe Maltings Industrial Estate, Southminster CM0 7EQ, England


Suggested Distribution: Anesthesia, Emergency/Outpatient Services, OR/Surgery, IV Therapy, Materials Management


Problem:
�In a March 25, 2019, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Europlaz states
that the tubing of the above sets may be squashed or kinked at the U bend. 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 25, 2019, Field Safety
Notice letter from Europlaz. Your distributor will contact your facility to arrange for product return. Provide your distributor with confirmation that
affected product has been returned.
For Further Information:
Giles Elliss, Europlaz
Tel.: 44 (7901) 513450
Europlaz customer services department
Tel.: 44 (1453) 874131
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Europlaz Technologies: TIVATEK [online]. London: Department of


Health; 2019 Apr 29 [cited 2019 Apr 29]. (Field safety notice; reference no. 2019/003/025/291/016). Available from Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Apr 29. MHRA FSN. 2019/003/025/291/016 Download
● 2019 Apr 29. MHRA FSN. MDR-19-001FSN Download
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http://www.europlaz.co.uk/contact-us

https://www.gov.uk/drug-device-alerts/field-safety-notice-23-to-26-april-2019?utm_source=8399f9ad-fd21-43a3-b18d-46b8eeb610f3&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-23-to-26-april-2019?utm_source=8399f9ad-fd21-43a3-b18d-46b8eeb610f3&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191934/20190429MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191935/20190325EuroplazTivaSetsMHRA.pdf
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