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Dear,

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

* Role of NCMDR officer:

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

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

Hospital name:

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

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

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

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

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

“EIRE

Apdal) claiiall 55 36! e kgl S ) 8 sy

/ Aadd) <l )l jadl AT e oo gnal i Jla L
e 5y il Ayl e el 53 e Cilele i)
£) 5l 5 o121l dalall Al ol 5

i) Jaia A) g e *

Lnaall slanall Jals ddliad) ALl / il oY) o asaniille
On sl e b o 3l Slea (g1 e La 1A (g oSl
Claiiall 53 3¢ ) @l b gl S el ae Jual sille

Ly Al 8 ahaall 8N Jladdl pa g Akl
Al cl )3 @l Hla) e sl ilie b o e/ e

 Adiial) am)
)
Ao YO A e Addeall 5 § gl aa g

b e G g an ) i jaea¥L Alllaal) ol jlaiy) e

Oliaall ey siling a8y @l 38 A Cpe ) sall/o s (i) o

e O slala® (Al e ) gall/cpai 3

Dl O (S 8 (e (5 ) Agad) (8 (#) deDladl 022
(ECRI) aliis (50 ddl i3

Ayl gf ol 5l el bl o8 Y1 5) ) kel & yal o

Page 1 of 6



7" - Kingdom of Saudi Arabia
( Saudi Food & Drug Authority N c M D R
Medical Devices Sector National Center for Medical Devices Reporting

Akl 5 gl gliad Aocdall ciladiall g 3l @SS Al gl S sall

Dear,
NCMDR team is pleased to inform you that 33 new FSCA/recalls for medical devices and

products posted on SFDA website for the period of 25-Mar-19 to 31-Mar-19 In order
to view more details, ciick the iinks or attachments @
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Anaesthetic and respiratory devices

# Various Weinmann. Al Khateeb United Trading Est.
MEDUMAT,
MODUL, and g
ULM Devices

Dental devices

PalTop H Keystone Dental Inc. H N/A kSecure[CA[CaViewRecalH

Diagnostic and therapeutic radiation devices

MobileDiagnost Philips Healthcare | Philips Healthcare Saudi Arabia https://ncmdr.sfda.gov.s
wDR Ltd. a/Secure/CA/CaViewRec

Electro mechanical medical 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=2&rid=14071
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14068
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[High Priority ] - A32413 : Weinmann—Various MEDUMAT, MODUL, and ULM Devices: Information
Labels May Not Be Wipe-Resistant, Potentially Causing Print to Become Lost and Regulatory

Information to No Longer Be Visible
Medical Device Ongoing Action

Published: Tuesday, March 26, 2019

UMDNS Terms:
® Ventilators, Transport [18098]
® Procedure Kit/Trays, Emergency [16159]

® Procedure Kit/Trays, Emergency, First Aid [11723]
Product Identifier:
[Capital Equipment]

WEINMANN Emergency Medical

Product Technology GmbH & Co KG Model No. Serial No.
Model

Ventilators MEDUMAT Transport WM 28315, WM 28415 Not listed
MEDUMAT Standard a WM 22810 Not listed
MEDUMAT Standard WM 22510 Not listed
MODUL Oxygen WM 22175 Not listed
MODUL Combi WM 22177 Not listed
ULM CASE Dressing Boxes WM 8715 11314 t0 11436
ULM CASE Basic Equipment WM 8635 11347 to 11498
ULM CASE Baby WM 3693 11308 to 11505
ULM CASE Circulation WM 5225 10821 to 10832

Geographic Regions: O(Impact in additional regions have not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): WEINMANN Emergency Medical Technology GmbH & Co KGFrohboesestrasse 12, D-22525 Hamburg, Germany

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

Problem:

OIn aFebruary 18, 2019, Important Safety Notice |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Weinmann
states that the printing of the above device information labels may not be wipe-resistant, potentially leading to the print being lost and regulatory
information no longer being visible. Weinmann also states that this problem may occur because the production and service departments used an ink
ribbon that is not wipe-resistant to print the device information labels. The manufacturer has not confirmed the information provided in the source
material.

Action Needed:

Identify any affected devicesin your inventory. If you have affected devices, verify that you have received the February 18, 2019, Important Safety
Notice letter and Report form from Weinmann. Complete the Report form, and return it to Weinmann using the instructions on the form. Device
information labels with wipe-resistant printing are enclosed with the letter for each of your affected products to satisfy the regulatory requirements (with
the exception of ULM cases). If you ordered the above ULM cases between October 5, 2018 and December 17, 2018, contact the Weinmann after-sales
service department using the information below to obtain the correct labels. Seethe letter for instructions on affixing the labels, including alist of the
deviceinformation labels that need changing. If adevice information label isillegible and it isimpossible to assign the correct device information label,
contact the Weinmann after-sales service department. 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:

Weinmann after-sales service department

Tel.: 49 (40) 881896122

E-mail: AfterSalesService@weinmann-emt.de

Website: Click here

References:

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190121/20190218WeinmannVariousProductsMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190121/20190218WeinmannVariousProductsMHRA.pdf?option=80F0607

mailto:AfterSalesService@weinmann-emt.de

https://www.weinmann-emergency.com/en/career/contact/
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Great Britain. Medicines and Healthcare Products Regulatory Agency. WEINMANN emergency medical technology [online]. London:
Department of Health; 2019 Mar 25 [cited 2019 Mar 26]. (Field safety notice; reference no. 2019/003/019/291/003). Available from Internet: C
lick here .

Comments:

e [00OThisdert isaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Mar 26. MHRA FSN. 2019/003/019/291/003 Download
e 2019 Mar 26. MHRA FSN. Weinmann letter (includes reply form) Download

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



https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-march-2019?utm_source=7789fd2d-f9a4-4c26-b434-b03194d62e5e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-march-2019?utm_source=7789fd2d-f9a4-4c26-b434-b03194d62e5e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-march-2019?utm_source=7789fd2d-f9a4-4c26-b434-b03194d62e5e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190120/20190325WeinmannVariousMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190121/20190218WeinmannVariousProductsMHRA.pdf
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#

6 Fr Sherpa
Active Catheters

Medtronic SA

Medtronic Saudi Arabia

b

CATSmart
Vacuum Pump

Fresenius Kabi Ltd

Gulf Medical Co.

https://ncmdr.sfda.gov.s

Diego Elite
Consoles

Olympus

Salehiya Trading Est.

EV1000 Clinical | Edwards Lifesciences | Arabian Health Care Supply Co. g
Platforms (AHCSO)
Extraneal Baxter Healthcare Baxter AG
Peritoneal g
Dialysis Solution

GETINGE Cabinet
Return Sluice
6613-R

GlideScope Video
Laryngoscopes

Getinge Disinfection
AB

Verathon Inc

Gulf Medical Co.

Techno-Orbits Establishment

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

LW Scientific ZIP
IQ PCV Centrifuge

LW Scientific, Inc.

N/A

https://ncmdr.sfda.gov.s

Myoelectric Hands

Performance Stryker Instruments Al-Faisaliah Medical System

Series Sagittal g
Blades
Select HUGH STEEPER LTD husn al Emirat Est.

Healthcare facility products and adaptations
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14064
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14072
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14059
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[High Priority ] - A32388 : Medtronic—6 Fr Sherpa Active Catheters: May Have a Quality Problem
Medical Device Ongoing Action

Published: Tuesday, March 26, 2019

UMDNS Terms:
® Heart-Lung Bypass Unit Tubing Sets[15012]

® Catheters, Vascular, Guiding, Coronary Artery [18674]
Product Identifier:

[Consumable]
Medtronic Inc
Product Model No. Lot No.
6 Fr Sherpa Active Catheters SABIMAK, SA6RDND1K All

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medtronic Inc8200 Cora Sea St NE, Mounds View, MN 55112, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem:

OInaMarch 2019 Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medtronic states that the above catheters may
have aquality problem and that further information regarding this problem will be provided at alater date. The manufacturer has not confirmed the
information provided in the source material.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the March 2019 Urgent Medical
Device Recall letter and Customer Confirmation Certificate from Medtronic. To arrange for product return, contact the Medtronic customer service
department at the number below. To arrange for product replacement, contact your Medtronic local representative. Complete the Customer Confirmation
Certificate, and return it to Medtronic by e-mail at RS.CFQFCA @medtronic.com . 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. 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:

Medtronic customer service department

Tel.: (888) 283-7868

Website: Click here

Comments:

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

Source(s):

e 2019 Mar 26. Member Hospital. Medtronic letter submitted by an ECRI Institute member hospital (includes reply form) Download

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



mailto:RS.CFQFCA@medtronic.com

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

https://www.medtronic.com/us-en/about/contact-us.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190166/201903xxMedtronicSherpaCathetersClient_Redacted.pdf
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[High Priority ] - A32396 : Olympus—Diego Elite Consoles: May Inadvertently Permit Activation of RF

Energy under Certain Circumstances
Medical Device Ongoing Action

Published: Tuesday, March 26, 2019

UMDNS Terms:

® Electrosurgical Units, Monopolar/Bipolar [18231]
Product Identifier:
[Capital Equipment]

Olympus America

Product Inc Serial No. Part No. uDI
Model
Electrosurgical Unit Consoles Diego Elite GB00197, GB00235, MDCONS100 00821925027770

GB00238, GB00270,
GB00278, GB00280,
GB00870, GB00886,
GB00917, GB00925,
GB009370, GB00949,
GB02173, GB02250,
GB02263, GB02268,
GB02289, GB02366,
GB02368, GB02372,
GB02381, GB02390,
GB02406, GB02422,
GB02442, GB02446,
GB02453, GB02457,
GB02507, GB02538,
GB02539, GB02602,
GB02613, GB02716,
GB02807, GB02808,
GB02851, GB02878,
GB02995, GB03000,
GB03054, GB03171,
GB03173, GB03201,
GB03232, GB03431,
GB03519, GB03675,
GB03714, GB03717,
GB03733, GB03746,
GB03782, GB03790,
GB03791, GB03793,
GB03923, GB03941,
GB03961, GB03966,
GB04008, GB04022,
GB04035, GB04041,
GB04195, GB04212,
GB04214, GB04241,
GB04243, GB04246,
GB04315, GB04338,
GB04367, GB04383,
GB04384, GB04386,
GB04400, GB04401,
GB04412, GB04414,
GB04416, GB04417,
GB04419, GB04420,
GB04481, GB04482,
GB04483, GB04484,
GB04485, GB04486,
GB04488, GB04489,
GB04490, GB04491,
GB04496, GB04497,
GB04498, GB04503,
GB04506, GB04507,
GB04515, GB04516,
GB04517, GB04534,
GB04540, GB04592

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Olympus America Inc3500 Corporate Pkwy, Center Valley, PA 18034-0610, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Otolaryngology

Problem:

InaMarch 8, 2019, Urgent Medical Device Field Corrective Action letter submitted by an ECRI Institute member hospital, Olympus states that the above
consoles may inadvertently permit activation of the radio-frequency (RF) energy feature under certain conditions. Olympus also states that it has received
reports that during a procedure, the blade handpieces used with the above consoles delivered cautery energy without being activated or that they worked
intermittently. Olympus further states that it has received no reports of injuries 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 systemsin your inventory. If you have affected systems, verify that you have received the March 8,
2019, Urgent Medical Device Field Corrective Action letter and reply form from Olympus. For a picture showing where to locate the serial number, see
the letter . To obtain areturn materials authorization (RMA) to return affected consoles to Olympus for repair, contact the Olympus customer solutions

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190077/20190308OlympusDiegoEliteClientRedacted.pdf?option=80F0607
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department by telephone at (800) 537-5739 (select option 2). When the RMA isissued for your console, Olympus will send areplacement console to
your facility. Complete the reply form, and return it to Olympus using the information on the form. Report any patient injuries associated with use of
affected product to the Olympus technical assistance center by telephone at (800) 848-9024 (select option 1).

For Further Information:

Laura Storms, Olympus vice president, market quality

Tel.: (484) 896-5688

E-mail: laurastorms@olympus.com

Website: Click here

Comments:

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

Source(s):

e 2019 Mar 25. Member Hospital. Olympus letter submitted by ECRI Institute member hospital (includes reply form) Download

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



mailto:laura.storms@olympus.com

http://www.olympus-europa.com/corporate/en/about_olympus/support/corporatesupportform.do

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190077/20190308OlympusDiegoEliteClientRedacted.pdf
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[High Priority ] - A32422 : Edwards—EV1000 Clinical Platforms: Fluid Ingress into AC Power Outlet

May Occur
Medical Device Ongoing Action

Published: Thursday, March 28, 2019

UMDNS Terms:

® Monitoring Systems, Physiologic, Hemodynamic, Non/Minimally Invasive [34394]
Product Identifier:
[Capital Equipment]

Product Edwards L.ifesciences Corp Model No. Lot No.
Model
Clinical Platforms EV1000 EV1000A, EV1000CS, EV1000NI All

Geographic Regions: Africa, Asia-Pacific, Canada, Europe, Japan, Latin America, Middle East, U.S.
Manufacturer(s): Edwards Lifesciences Corpl Edwards Way, Irvine, CA 92614, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Nursing, OR/Surgery

Problem:

OIn an Urgent Medical Device Safety Notification letter submitted by an ECRI Institute member hospital, Edwards states that fluid ingress into the AC
power outlet of the above systems may occur. Specificaly, this problem may occur on both the EV1000A power adapter and the EV 1000NI pump unit.
Edwards also states that this problem may cause an electrical short circuit, potentially leading to a fire hazard. This problem was noticed at the AC cord
of an EV1000 clinical platform caused by incorrect orientation.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the Urgent Medical Device Safety
Notification letter and response form from Edwards. Edwards is not removing affected systems from commercia distribution. Complete the response
form, and return it to Edwards. Edwards recommends that users remain cautious that 1V bags and other fluids are positioned away from AC power
connectors to avoid liquid ingress. Edwards provides the following instructions:

For EV1000A platform installations:

e Confirm compliance of installation configuration with the current requirements documented in the Operator's Manual section EV 1000
Power Adapter Mounting Bracket. The EV1000A Operator's Manual warns about immersion of the device or its components and against
letting fluid enter the device (reference isincluded in the Warning and Caution section of the Operator's Manual).

e The external power supply for the EV1000A should be installed asillustrated in the Operator's Manual (Figure 15-8 EV 1000 Power Adapter
Bracket and Figure 15-9 EV1000 Power Adapter Bracket included in the Operator's Manual) where the AC cord plugs into the power
supply, exactly as shown in theillustrations in the Operators Manual. See the imagesin the letter .

e Review the EV1000A clinical platform configurations at your facility to ensure they are configured as instructed in the Operator's Manual to
minimize therisk of fluid ingress.

For EV1000NI clinical platform installations:

e Unlike the EV1000A, the EV1000NI AC cord inserts horizontally into the unit; therefore, orientation is not afactor of liquid ingress;
however, in case of excessive liquid exposure, the unit may short circuit, leading to a possible fire hazard caused by liquid ingress at the AC
cord. Edwards advises users to be cautious that 1V bags and other fluids are positioned away from AC cord to avoid liquid ingress.

For Further Information:
Edwards
Website: Click here

Comments:

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

Source(s):
e 2019 Mar 26. Member Hospital. Field Corrective Action #128 Download
e 2019 Mar 28. Manufacturer. The manufacturer confirmed the information provided in the source material.

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190158/EdwardsEV1000PlatformClient.pdf?option=80F0607

https://www.edwards.com/aboutus/contactus

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190158/EdwardsEV1000PlatformClient.pdf
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[High Priority ] - A32419 : Baxter—Extraneal Peritoneal Dialysis Solution: May Contain High Levels of
Sodium Hydroxide
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Wednesday, March 27, 2019

UMDNS Terms:
® |ntravenous Fluid Containers[12172]

® Didysate, Peritoneal [16792]
Product Identifier:

[Consumable]
Baxter Healthcare o o
Product Corp Product No. Lot No. Expiration Date Distribution Date
DIN
2L/2 L Twinbag 02240806 JB9912 W9B28T0 2020 Feb 29 2019 Mar 14 to 2019 Mar 20
Extraneal Peritoneal
Dialysis Solution
7.5%25L SYSII 02240806 JB9923LP WOC05T1 2020 Mar 31 2019 Mar 14 to 2019 Mar 20

Extraneal Peritoneal
Dialysis Solution

Geographic Regions: Canada
Manufacturer(s): Baxter Healthcare Corp7125 Mississauga Rd, Mississauga, L5N 0C2, Ontario, Canada

Suggested Distribution: Critical Care, Dialysis/Nephrology, Emergency/Outpatient Services, Nursing, Home Care, Pharmacy, 1V Therapy,
Materials Management

Problem:

Health Canada states that the active pharmaceutical ingredient (Icodextrin) used in the above solution may contain elevated levels of sodium hydroxide.
Health Canada also states that use of the above solution in patients could cause chemical peritonitis, which isinflammation of the peritoneum. Health
Canada further states that this can be serious if not promptly treated. Symptoms include nausea, vomiting, and abdominal pain or tenderness. Health
Canada states that the high levels of sodium hydroxide can cause discoloration of the solution. Health Canada states that the manufacturer initiated a
recall on March 22, 2019.

Action Needed:

Identify any affected product in your inventory and any patients treated with affected product. If you have affected product or patients, verify that you
have been contacted by Baxter. To arrange for product return, contact the Baxter customer care department by telephone using the instructions below.
Report any health product-related adverse reactions or complaints to Health Canada.

For Further Information:
Baxter customer care department
Tel.: (866) 968-7477

Website: Click here

OReferences:
Health Canada:
e Recallsand safety aerts. Extranea [onling]. 2019 Mar 22 [cited 2019 Mar 26]. Available from Internet: Click here .

e Recalls and safety alerts. Baxter recalls two lots of Extraneal peritoneal dialysis solution because of high levels of sodium hydroxide, which
may pose serious health risks [online]. 2019 Mar 27 [cited 2019 Mar 27]. Available from Internet: Click here .

Comments:

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

Source(s):
e 2019 Mar 26. Hedlth Canada Recall Listings. RA-69410 Download
e 2019 Mar 26. Health Canada Recall Listings. Type |. RA-69416 Download
e 2019 Mar 27. Manufacturer. Baxter confirmed the information provided in the source material.

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



https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting.html

https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting.html

http://healthycanadians.gc.ca/apps/radar/MD-IM-0005.08.html

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

https://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69416r-eng.php

https://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69416r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69410a-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69410a-eng.php

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190142/20190323BaxterExtranealPDSolutionHC.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190143/20190322BaxterExtranealPDSolutionHC.pdf
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[High Priority ] - A32397 : Verathon—GlideScope Video Laryngoscopes: Operations Manual May List
Incorrect Minimum Disinfection Level
Medical Device Ongoing Action

Published: Tuesday, March 26, 2019

UMDNS Terms:

® | aryngoscopes, Rigid, Video [23532]
Product Identifier:
[Capital Equipment]

Verathon Inc L
Product Model IFU Distribution Date
Video Laryngoscopes GlideScope 0900-4940 Rev. 00 2019 Jan 1 to 2019 Feb 28

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Verathon Inc 20001 North Creek Parkway, Bothell, WA 98011, United States

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Infection Control, OR/Surgery,
Pulmonology/Respiratory Therapy, Otolaryngology, Central Sterilization Reprocessing

Problem:

OInaMarch 20, 2019, Field Safety Notice Medical Device Recall letter submitted by an ECRI Institute member hospital, Verathon states that Table 9in
revision O of the operations and maintenance manual (OMM) of the above laryngoscopes incorrectly indicates that low-level disinfection isthe minimum
disinfection level required for reusable laryngoscopes, however, the table should indicate that high-level disinfection isthe minimum disinfection level
required. Verathon also states that improperly reprocessed laryngoscopes contaminated with bacteria or viruses may infect a patient or device user, and
some of these infections may be life-threatening or transmitted through cross-contamination between patients or users and othersin close proximity;
immunocompromised patients, such as the elderly, people with diabetes, people on chemotherapy or immune-modulating drugs, or people with immune
disorders may be at greater risk. Verathon further states that the error in the table contradicts the other references and warnings in the OMM that correctly
state, "The reusable Titanium video laryngoscope is considered a semi-critical device intended to contact the airway. It must be thoroughly cleaned and
undergo high-level disinfection after each use" (pages 6, 21, and 34 of the OMM). In cases in which users follow this correct warning, the problem poses
no risk. Verathon states that it has received one report of a customer seeking clarification on the appropriate level of disinfection. Verathon has received
no reports of injury to patients, device users, or others; patient or user infection; or cross-contamination because of this problem. The manufacturer has
not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the March 20, 2019, Field Safety Notice
Medical Device Recall letter and Recall Response Form from Verathon. Regardless of whether you have affected product, complete the form and return it
to Verathon using the instructions on the form. Discard the In-Service USB and any printed or saved copies of the OMM. Download the updated OMM
directly here or from the Verathon Product Documentation site . Review the disinfection of any reusable Titanium video laryngoscopes completed
between January 1 and February 28, 2019, to ensure that high-level disinfection was completed. High-level disinfect any units that were or may have
been processed using low-level disinfection. Inform all relevant staff at your facility of the information in the letter.

For Further Information:

Verathon customer care department

Tel.: (800) 331-2313, 6 am. to 4 p.m. Pacific time, Monday through Friday

E-mail: CSNotifications@verathon.com

Website: Click here

Comments:

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

Source(s):

e 2019 Mar 25. Member Hospital. (includes reply form) Download

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190070/20190320VerathonGlideScopeClientREDACTED.pdf
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[High Priority | - A32434 : Stryker—Performance Series Sagittal Blades: Sterility May Be
Compromised

Medical Device Ongoing Action

Published: Thursday, March 28, 2019

Last Updated: Friday, March 29, 2019

UMDNS Terms:

® Blades, Electric/Pneumatic Saw [27183]
Product Identifier:
[Consumable]

Units distributed between October 30 and November 5, 2018

Stryker Instruments .
Product Product No. GTIN Distribution Date Lot No.
Performance Series Sagittal 6125-127-100 04546540501523 2018 Oct 30 to 2018 Nov 5 18247037
Blades

Geographic Regions: Canada, Europe, U.S.
Manufacturer(s): Stryker Instruments 4100 E Milham Ave, Kalamazoo, M| 49001, United States
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem:
InaMarch 19, 2019, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Stryker states that the sterility of
the above blades may be compromised.

Action Needed: Identify, isolate, and discontinue use of any affected product in your inventory. For help in locating the product and lot numbers, see
theillustration in the |etter . If you have affected product, verify that you have received the March 19, 2019, Urgent Medical Device Recall Notification
letter and Business Reply Form from Stryker. Regardless of whether you have affected product, complete the Business Reply Form and return it to
Stryker using the instructions on the form. Upon receipt of the form, Stryker will provide your facility with a FedEx label for product return, if

applicable. Upon receipt of affected product, Stryker will provide your facility with replacement product. Forward a copy of the letter to any facility to
which you have further distributed affected product, and include the facility information on the form when you return it to Stryker. Report serious adverse
events or product quality problemsto Stryker by telephone at (800) 253-3210. 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 MedWatch website .

For Further Information:

Stryker Instruments

Website: Click here

Comments:

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

Source(s):
e 2019 Mar 28. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2019 Mar 28. Manufacturer Letter. (includes reply form) Download
e 2019 Mar 28. Manufacturer. The manufacturer confirmed the information in the source material.
e 2019 Mar 29. Hedlth Canada Recall Listings. Type Il. RA-69434 Download

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190383/20190319StrykerSagittalBladeClient_Redacted.pdf?option=80F0607

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

http://www.stryker.com/en-us/corporate/ContactUs/index.htm

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190454/20190319StrykerSagittalBladeClient_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190455/20190319StrykerSagittalBladeMFR.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190457/20190318StrykerSagittalBladeHC.pdf
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[High Priority ] - A32403 : Hugh Steeper—Select Myoelectric Hands: May Exhibit Electronic Failure
Medical Device Ongoing Action

Published: Tuesday, March 26, 2019

UMDNS Terms:

® Prostheses, Upper Limb, Hand, Myoelectric [23365]
Product Identifier:
[Capital Equipment]

For afull list of affected serial numbers, see Annex 1 in the |etter sent to your facility.

Hugh Steeper Ltd

Product Model

Product No.

Myoelectric Hands Steeper Select (Adult) MHAB825RQD, MTA775RQD, MYAT725LEU,
MYAT725LFW, MYA725LNA, MYA725LQD,
MYAT725RFW, MYA725RNA, MYA725RQD,
MYAT775LFW, MYA775LQD, MYAT775LQD,
MYA775LQD, MYA775REU, MYAT775RFW,
MYAT775RNA, MYAT775RQD, MYA825L FW,
MYAB825LNA, MYA825LQD, MYA825RFW,
MYAB825RNA, MY A825RQD

Steeper Select (Junior) MTAG75RFW, MYAG75LFW, MYAG75LNA,
MYA675LQD, MYA675RFW, MYAGB75RNA,
MYA675RQD

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Hugh Steeper Ltd Unit 3, Stourton Link, Intermezzo Drive, LEEDS L S10 1DF, United Kingdom
Suggested Distribution: Clinical/Biomedical Engineering, Orthopedics, Home Care, Physical Therapy/Rehabilitation

Problem:

OInan Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Hugh Steeper states that it
has received areport that one of the above myoelectric hands exhibited an electronic failure when the user was operating a motor vehicle. Hugh Steeper
also states that this problem may cause the user to be unable to open the hand. Hugh Steeper further states that it has updated the Technical and User
information leaflets, which can be downloaded here, to include corrective actions while driving to minimize any further risksto the user. The user risk
related to this problem islow. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected product in your inventory. For afull list of affected serial numbers, see Annex 1in the letter . This problem may affect hands that
were built or repaired since February 2013. If you have affected product, verify that you have received the Urgent Field Safety Notice letter, Annex 1,
and Returns Form from Hugh Steeper. Complete the Returns Form, and return it to Hugh Steeper. To verify whether you have affected product, perform
acheck of the inner hand shell/cosmesis on the thumb to feel for amechanical release (see the picturein the letter ). If the thumb is solid, it was built or
repaired since February 2013, and the required actions below must be implemented immediately:

e Whilethe deviceis used to drive amotor vehicle or other activities that may cause injury/harm to the user, the user must open the fingers
and thumb with sufficient gap to allow the hand to be removed from the activity it is being used for and then turn POWER OFF to the
custom prosthesis/socket or the hand itself. Thiswill prevent the user from accidentally sending an electrode signal to the hand and closing
the fingers and thumb, and will also prolong the battery life.

e |f thehand is closed fully and fails to open, the socket/prosthesis must be removed from the residual limb when it is safe to do so, and then
the hand can be removed from the prosthesis.

To correct this problem, Hugh Steeper will upgrade the device with a more effective thumb release mechanism, which will be introduced on all returned

hands for repair and on new build hands starting in May 2019. To return affected hands for an upgrade to the thumb, contact the Hugh Steeper customer

service department by e-mail using the information below and reference RTA 9999. If you do not wish to upgrade the thumb or if the deviceis no longer
in use, complete the disclaimer section at the end of the Returns Form and forward a copy using the details in the letter . Return affected product by mail
to the above address, attention to: RTA 9999, Prosthetic Returns Department.

For Further Information:

Lee Kempton, Hugh Steeper

Tel.: 44 (113) 2704841

Hugh Steeper customer service department

E-malil: customerservices@steepergroup.com

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Hugh Stepper: Select myoelectric hand [onlin€]. London: Department of
Health; 2019 Mar 25 [cited 2019 Mar 26]. (Field safety notice; reference no. 2019/003/019/601/007). Available from Internet: Click here .

Comments:

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

Source(s):
e 2019 Mar 26. MHRA FSN. 2019/003/019/601/007 Download
©2019 ECRI Institute

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



https://www.steepergroup.com/prosthetics/upper-limb/hands/select-myoelectric/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190097/UndatedHughSteeperMyoelectricHandsMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190097/UndatedHughSteeperMyoelectricHandsMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190097/UndatedHughSteeperMyoelectricHandsMHRA.pdf?option=80F0607

mailto:customerservices@steepergroup.com

https://www.steepergroup.com/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-march-2019?utm_source=7789fd2d-f9a4-4c26-b434-b03194d62e5e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-march-2019?utm_source=7789fd2d-f9a4-4c26-b434-b03194d62e5e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190096/20190325HughStepperMyoelectricHandMHRACP.pdf
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e 2019 Mar 26. MHRA FSN. Hugh Steeper letter (includes reply form) Download
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14069
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14063
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14065

www.ecri.org . Printed from Health Devices Alerts on Wednesday, March 27, 2019 Page 1

[High Priority ] - A32386 : Flushmate—FLUSHMATE Il 501-B Pressure-Assisted Toilet Operating

Systems: May Burst
Medical Device Ongoing Action

Published: Tuesday, March 26, 2019

UMDNS Terms:

® Commodes, Fixed [10962]
Product Identifier:

[Consumable]
Flushmate
Product Model
Pressure-Assisted Toilet Operating Systems FLUSHMATE Il 501-B

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Flushmate 30075 Research Dr, New Hudson, M| 48165, United States
Suggested Distribution: Facilities/Building Management, Materials Management

Problem:

In aRecall Notice letter submitted by an ECRI Institute member hospital, Flushmate states that the above units may burst at or near the vessel weld seam,
releasing stored pressure. Flushmate al so states that this pressure may lift the tank lid and shatter the tank, potentially striking or cutting users or causing
property damage. The manufacturer has not confirmed the information provided in the source material .

Action Needed:

Identify any affected unitsin your inventory. To determine whether your unit is affected, click here. If you have affected units, verify that you have
received the Recall Notice letter from Flushmate. Contact Flushmate using the information below to register your unit and request free replacement
product and installation, if applicable.

For Further Information:
Flushmate

Tel.: (844) 621-7538
Website: Click here
Comments:

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

Source(s):

e 2019 Mar 21. Member Hospital. Flushmate letter submitted by an ECRI Institute member hospital. Download

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



https://www.flushmate.com/501B-recall/

https://www.flushmate.com/501B-recall/

https://www.flushmate.com/contacts/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189944/FlushmateFlushmateII501BClient_Redacted.pdf
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[High Priority ] - A32420 : Stryker—Berchtold CHROMOPHARE F 528 and F 628 Surgical Light

System Light Head Covers: May Fall, Potentially Leading to Injury
Medical Device Ongoing Action

Published: Wednesday, March 27, 2019
Last Updated: Thursday, March 28, 2019

UMDNS Terms:

® Lights, Examination, Ceiling-Mounted [15866]
Product Identifier:
[Capital Equipment]

Berchtold GmbH & Co KG

Product Model Part No.
Ceiling-Mounted Surgical Light Systems Berchtold CHROMOPHARE CH00000001 None listed
Light Head Cover, Printed F528 83282
F 628 83283
Geographic Regions: Worldwide
Distributor(s): ® Stryker Communications571 Silveron Blvd, Flower Mound, TX 75028, United States

Manufacturer(s): Berchtold GmbH & Co KG Ludwigstaler Str. 25, D-78532 Tuttlingen, Germany
Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, Facilities/Building Management

Problem:

In aMarch 22, 2019, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Stryker states that a component on the
back cover of the above light head covers may be insufficiently assembled, potentially disengaging, falling off the light, and causing injury to clinicians
and/or patients. Stryker also states that it has received no reports of adverse events related to this problem.

Action Needed:

Identify any affected light head coversin your inventory. Affected light head covers were manufactured between September 21, 2017, and November 13,
2018. If you have affected light head covers, verify that you have received the March 22, 2019, Urgent Medical Device Correction letter from Stryker.
Complete the reply form, and return it to Stryker using the information on the form. A Stryker representative will perform an onsite rework of affected
covers. Until affected covers are reworked, Stryker states that you may continue to use them. Notify all relevant personnel at your facility of the
information in the letter. 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:

Matt Corbett, Stryker regulatory affairs compliance specialist

Tel.: (515) 720-2318

E-mail: matt.corbett@stryker.com or communicationsRA1@stryker.com
Stryker technical support department

Tel.: (800) 243-5135

E-mail: comm.techservices@stryker.com

Website: Click here

Comments:

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

Source(s):

e 2019 Mar 26. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Reference No. PFA PR 1937561 (includes
reply form) Download

e 2019 Mar 27. Manufacturer. The manufacturer confirmed the information in the source material.

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



http://www.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:matt.corbett@stryker.com

mailto:communicationsRA1@stryker.com

mailto:comm.techservices@stryker.com

https://www.stryker.com/us/en/about/contact.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190373/20190322StrykerChromaphareSurgilightsClient_Redacted.pdf
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[High Priority ] - A32384 : Medline—Sekisui Diagnostics OSOM Ultra Flu A & B Tests: Dual Positive

Results May Be Higher Than Expected
Medical Device Ongoing Action

Published: Thursday, March 28, 2019

UMDNS Terms:

® |VD Test Reagent/Kits, Serology, Rapid Test, Virus, Influenza [20460]
Product Identifier:

[Consumable]
Product IS&I:;‘shloDlagnostlcs LLC Medline Item No.: Lot No.
OSOM UltraFluA & B Tests 1006 OSOM 1006 448121, 448131, 44841,
448M11

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

Distributor(s): ® Medline Industries Inc Three Lakes Drive, Northfield, IL 60093-2753, United States
Manufacturer(s): Sekisui Diagnostics LLC4 Hartwell P, Lexington, MA 02421, United States
Suggested Distribution: Clinical Laboratory/Pathology, Emergency/Outpatient Services, Point-of-Care Coordination, Materials Management

Problem: In aMarch 20, 2019, Subrecall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that Sekisui
isrecalling the above tests because they may yield higher-than-expected dual positive results (for Flu A and Flu B). The distributor 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 20, 2019, Subrecall
Immediate Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected product,
complete the Urgent Remedial Action Response Form and return it to Medline using the information on the form. Upon receipt of the form, Medline will
provide your facility with return labels, if applicable. Upon receipt of returned product, Medline will credit your account. Forward a copy of the letter to
any facility to which you have further distributed affected product.

For Further Information:

Medline

Tel.: (866) 359-1704

Website: Click here

Sekisui Diagnostics

Website: Click here

Comments:

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

Source(s):

e 2019 Mar 22. Member Hospital. March 20, 2019 Medline letter submitted by ECRI Institute member hospital, Recall Ref Number: R-19-
040 (includes reply form) Download

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

# | Various Devices
Using Conexus
Telemetry
Protocol

Becton Dickinson &
Co. (BD)

Medtronic SA

Becton Dickinson B.V.

Medtronic Saudi Arabia

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

# Vision+/Outcome Vision N/A
s Manager
CHA2DS2-VASc 8
Calculators
Non-active implantable devices
Avitus-Bone Avitus Orthopaedics, N/A https://ncmdr.sfda.gov.s

Harvester w/
Filter Insert - 5mm

Inc.

a/Secure/CA/CaViewRec

Drill Mini-
Trephination
2.0mm

JOURNEY II XR
TIBIAL
POSTERIOR KEEL
PUNCH

Medtronic SA

Smith & Nephew inc

Medtronic Saudi Arabia

Smith & Nephew inc

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

Polished Finned 1
Piece Tibial Tray
7Tmm

Biomet Spain
Orthopaedics SL

Medical Regulations Gate

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

# Sterile Distraction
Screws

Tedan Surgical
Innovations Llc

Medical Regulations Gate

Page 5 of 6



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14057
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14056
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14074
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14062
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[High Priority ] - A32390 : Medtronic—Various Devices Using Conexus Telemetry Protocol: May Be

Susceptible to Cybersecurity Vulnerabilities
Medical Device Ongoing Action

Published: Monday, March 25, 2019

UMDNS Terms:
® Programmer/Testers, Implantable Cardiac Pacemaker [15993]

® Defibrillator/Cardioverter/Pacemakers, Implantable, Resynchronization [20376]
Product Identifier:
[Capital Equipment, Consumabl €]
The following products using Conexus Telemetry Protocol are affected

Product Medtronic Inc

Model

Programmers CareLink 2090

Monitors CareLink 2490C, MyCareLink 24950, MyCareLink 24952

Cardiac Resynchronization Therapy Defibrillators (CRT-Ds) Amplia, Claria, Compia, Concerto, Concerto |1, Consulta, Maximo Il,
Protecta, Viva

Implantable Cardioverter Defibrillators (ICDs) Evera, EveraMRI, Maximo |1, Mirro ICD, Nayamed ND, Primo,

Protecta, Secura, Virtuoso, Virtuoso I, VisiaAF

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

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Information Technology, Home Care,
Materials Management

Problem:

OInaMarch 21, 2019, Medica Advisory, the U.S. Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that an attacker
with adjacent short-range access to the above devices may be able to interfere with, generate, modify, or intercept the radio-frequency (RF)
communication of the Medtronic proprietary Conexus telemetry system, potentially affecting product functionality and/or allowing access to transmitted
sensitive data. Successful exploitation requires the following:

1.  AnRFdevice capable of transmitting or receiving Conexus telemetry communication, such as a monitor, programmer, or software-
defined radio (SDR)

2. Adjacent short-range access to the affected products
3. Theproduct isin astate in which the RF functionality is active

Before the device implant procedure and during follow-up clinic visits, the Conexus telemetry sessions require initiation by an inductive protocol.
Outside these use environments, the RF radio in the affected implanted device is enabled for brief periods of time to support scheduled follow-up
transmissions and other operational and safety notifications. The result of successful exploitation of these vulnerabilities may include the ability to read
and write any valid memory location on the affected implanted device and therefore affect the intended function of the device. The Conexus telemetry
protocol utilized within this ecosystem does not implement authentication or authorization. An attacker with adjacent short-range access to an affected
product, in situationsin which the product’sradio is turned on, can inject, replay, modify, and/or intercept data within the telemetry communication. This
communication protocol provides the ability to read and write memory values to affected implanted cardiac devices, therefore, an attacker could exploit
this communication protocol to change memory in the implanted cardiac device. The Conexus telemetry protocol used within this ecosystem does not
implement encryption. An attacker with adjacent short-range access to a target product can listen to communications, including the transmission of
sensitive data. Medtronic states that it is conducting security checks to to look for unauthorized or unusual activity that could be related to these problems.
To date, no cyberattack, privacy breach, or patient harm has been observed or associated with these problems. Medtronic further states that this problem
does not affect Medtronic pacemakers, insertable cardiac monitors, or other Medtronic devices.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have reviewed the March 21, 2019, ICS-CERT Advisory .
Medtronic has applied additional controls for monitoring and responding to improper use of the Conexus telemetry protocol by the affected implanted
cardiac devices. Additional mitigations are being developed and will be deployed through future updates, assuming regulatory approval. Medtronic states
that it is developing a series of software updates to better secure the wireless communication affected by these problems. The first update is scheduled for
later in 2019, subject to regulatory approvals. Medtronic and FDA recommend that patients and physicians continue to use devices and technology as
prescribed and intended, because this provides for the most efficient way to manage patients' devices and heart conditions. Medtronic recommends that
users take additional defensive measures to minimize the risk of exploitation of these vulnerabilities. Specifically, users should do the following:

e Maintain good physical control over home monitors and programmers.

e Use only home monitors, programmers, and implantable devices obtained directly from your healthcare provider or a Medtronic
representative to ensure integrity of the system.

e Do not connect unapproved devices to home monitors and programmers through USB ports or other physical connections.

©2019 ECRI Ingtitute
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e Use programmers only to connect and interact with implanted devices in physically controlled hospital and clinical environments.
e Use home monitors only in private environments such as a home, apartment, or otherwise physically controlled environment.
e Report any concerning behavior regarding these products to your healthcare provider or a Medtronic representative.

The U.S. National Cybersecurity and Communications Integration Center (NCICC) recommends that users take defensive measures to minimize the risk
of exploitation of this vulnerability. Specificaly, users should:

e Restrict system access to authorized personnel only and follow aleast privilege approach.

o Apply defense-in-depth strategies.

e Disable unnecessary accounts and services.

e Where additional information is needed, refer to existing cybersecurity in medical device guidance issued by the FDA ( click here).

NCICC reminds organizations to perform impact analysis and risk assessment before deploying defensive measures. NCCIC also provides a section for ¢
ontrol systems security recommended practices on the ICS-CERT web page. Several recommended practices are available for reading and download,
including Improving Industrial Control Systems Cybersecurity with Defense-in-Depth Strategies . Additional mitigation guidance and recommended
practices are publicly available on the ICS-CERT website in the Technical Information Paper, 1CS-TI1P-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:

Medtronic technical service department

Tel.: (800) 638-1991

Website: Click here

NCCIC

Tel.: (888) 282-0870

E-mail: NCCICCUSTOMERSERVICE@hg.dhs.gov
Website: Click here

References:

e United States. Department of Homeland Security. Industrial Control Systems Cyber Emergency Response Team. Medical Advisory.
Medtronic Conexus radio frequency telemetry protocol [onling]. 2019 Mar 21 [cited 2019 Mar 22]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 Mar 25. ICS-CERT Advisory reference no. ICSMA-19-080-01 Download
e 2019 Mar 25. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A32332 : Vision—Vision+/Outcomes Manager CHA2DS2-VASc Calculators: May

Yield Incorrect Stroke Risk Score
Medical Device Ongoing Action

Published: Thursday, March 21, 2019

UMDNS Terms:
® |nformation Systems, Data Management, Physician Practice [18101]

® Software, Information System, Data Management, Clinical [26860]
Product Identifier:
[Capital Equipment]

Vision
Product Model
Patient Management Software Vision+/Outcomes Manager

Geographic Regions: U.K.
Manufacturer(s): VisionThe Grianan, Gemini Crescent, Dundee Technology Park, Dundee DD2 1SW, Scotland
Suggested Distribution: Clinical/Biomedical Engineering, Information Technology

Problem:

InaMarch 1, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Vision states
that an error in the thromboembolism codeset used by the CHA2DS2-V ASc cal culator function of the above software may record an incorrect stroke risk
score for some patients with atrial fibrillation (AF). Vision also states that the following clinical safety risks are identified with an incorrect stroke risk
score calculation:

e Patients with no other risk factors than a previous deep vein thrombosis (DVT) may be inappropriately anticoagulated, putting them at risk
of hemorrhage.

e Patients with a history of systemic (arterial) thromboembolism, but with no other risk, may have anticoagulation inappropriately withheld,
putting them at risk of a stroke.

Vision hasidentified asmall group of patients with no record of stroke or transient ischemic attack (TI1A) but with a history of previous
thromboembolism. An audit performed in-house suggests that a very small minority of patients have been affected by this problem (fewer than 0.5% of
patients with a CHA2DS2-V A Sc score recorded).

Action Needed:

Vision states that all general practitioner (GP) practices across the U.K. with patients identified as potentially affected by the problem with the
CHA2DS2-VASc calculator available in Vision+/Outcomes Manager have been contacted directly with steps they must take in mitigation of the clinical
safety risksidentified. Vision is proactively and continuously monitoring how many such practices have acted upon the advice provided (as per the
actions below) and how many have still to do so. The firm states that it has updated the thromboembolism codeset. Until the codeset can be implemented,
Vision recommends the following actions:

1. Temporarily suspend use of the calculator.

2. Run the "CHA2DS2-V A Sc thromboembolism code audit,” available within Vision+/Outcomes Manager practice reports to identify
potentially affected patients who may have a clinically relevant incorrect CHA2DS2-V A Sc score recorded.

3. Cross-check the CHA2DS2-V ASc score recorded for patients identified in step 2 against the score calculated using an online version of
the calculator, available here or aversion of the calculator available in the GP Principa Clinical System, and record the new score,
regardless of whether it differs from the previously reported score.

4. Review the anticoagulation therapy requirements for patients for whom a scoring discrepancy is observed.

Vision also states that stroke/T1A/thromboembolism history is only one of the risk factors used to calculate the CHA2DS-V A Sc score, counting for two
points out of a maximum possible nine and is considered aong with other risk factors.

For Further Information;

Richard Ellis-Gibson, Cegedim U.K. clinical safety head
Tel.: 44 (1382) 561010

E-mail: richard.ellis-gibson@visionhealth.co.uk
Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Vision: Vision+ [onling]. London: Department of Health; 2019 Mar
11 [cited 2018 Mar 12]. (Field safety notice; reference no. 2019/001/028/487/007). Available from Internet: Click here .

Comments:

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

Source(s):
e 2019 Mar 12. MHRA FSN. 2019/001/028/487/007 Download
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e 2019 Mar 12. MHRA FSN. Download
e 2019 Mar 20. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A32319 01 : TeDan Surgical Innovations—Sterile Distraction Screws: Packaging May

Be Damaged, Potentially Compromising Sterility
Medical Device Ongoing Action

Published: Tuesday, March 26, 2019

UMDNS Terms:
® Screws, Bone[16101]

® Distractors [11291]
Product Identifier:

[Consumable]
Product TeDan Surgical Innovations LLC Lot No. Expiration Date
Item No.

5/Box Quick Start 12 mm Sterile DS-0022 2017111301 2022 Oct
Distraction Screws

2018031401 2023 Feb 28
5/Box Quick Start 14 mm Sterile DS[10024 2018022801 2023 Jan 31
Distraction Screws

2018050801 2023 Apr 30
5/Box 3 COR 12 mm Sterile DO0012 2018011601 2022 Dec
Distraction Screws
5/Box 3 COR 14 mm Sterile DO0014 2018050201 2023 Apr

Distraction Screws

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): TeDan Surgical Innovations LLC12615 W Airport Blvd Suite 200, Sugar Land, TX 77478, United States
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Summary:

OUpdate Reason: Distribution in the U.S. and additional affected product. This Alert provides new information based on a February 22, 2019, Urgent
Medical Device Recall letter submitted by an ECRI Institute member hospital. New information is provided in the Product Identifier and Action Needed
fields, and the U.S. has been added to the Geographic Regions field.

Problem: Health Canada states that the packaging of the above products may be damaged, potentially compromising their sterility. This problem could
pose arisk of infection to patients. No adverse events have been reported. Health Canada also states that the manufacturer initiated a recall on February
20, 2019. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify and isolate anyaffected product in your inventory. If you have affected product, verify thatyou have received the February 22, 2019, Urgent
Medical Device Recall letter and Acknowledgment and Receipt Form from TeDan Surgical Innovations. Complete the Acknowledgment and Receipt
Form, and return it to TeDan Surgical Innovations using the information on the form. Contact TeDan Surgical Innovations using the information below to
arrange 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. Inform TeDan Surgical Innovations of the name, address, and contact information for any such
facilities. Other TeDan Surgical Innovations distraction screws not identified as part of this recall may be used; if using such product, always follow the
instructions for use and inspect the sterile packaging for breaches before use. If you identify breaches, do not use the product and immediately contact
TeDan Surgical Innovations.

For Further Information:

For product return:

Nicole Burrell or Va Saucedo, TeDan Surgical Innovations

Tel.: (713) 726-0886

E-mall: custservice@tedansurgical.com

For questions:

Danny Fishman, TeDan Surgical Innovations

Tel.: (713) 726-0886

E-mall: dfishman@tedansurgical.com

Website: Click here

References:

e Health Canada. Recalls and safety alerts. Sterile distraction screws [onling]. 2019 Mar 8 [cited 2019 Mar 12]. Available from Internet: Clic
k here.

Comments:

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

Source(s):
e 2019 Mar 25. Member Hospital. February 22, 2019, TeDan Surgical Innovations letter Download
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Ophthalmic and optical devices
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Al Amin Medical Instruments
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Tip Cannula International Ltd Co. Ltd.
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Anchor Tissue | ConMed Corporation. ProMedEx

Retrieval Systems
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[High Priority ] - A32399 : Cardinal Health—ChemoPlus Spill Kits and Protective Wraparound

Goggles: May Contain Undeclared Natural Rubber Latex
Medical Device Ongoing Action

Published: Tuesday, March 26, 2019

UMDNS Terms:

® Spill Recovery Kits, Cytotoxic Material [17415]
Product Identifier:
[Consumable]

Cardinal Health

Product Product No.

Lot No.

ChemoPlus Chemo Spill Kits CT4004 720708X, 723514X, 728548X, 733515X,
800821X, 802618X, 807122X, 808204X,
811703X, 816569X, 821916X, 826363X,
826065X, 828859X, 835143X

DP5016K 708265X, 709766X, 712108X, 713853X,
719505X, 723645X, 726111X, 727029X,
730304X, 735321X, 803307X, 803990X,
808097X, 809318X, 812914X, 815537X,
821910X, 825016X, 826407X, 833752X

ChemoPlus Chemo Spill Kit, Home Health Kits DP5108K 235609, 303919X, 308148X, 311604X,
312606X, 318318X, 324933X, 328469X,
332206X, 333619X, 400228X, 404307X,
407209X, 410401X, 411560X, 413642X,
421208X, 425562X, 431002X, 433930X,
500815X, 502094X, 508526X, 509804X,
518003X, 523602X, 526504X, 531034X,
535770X, 604188X, 608358X, 611322X,
613451X, 621800X, 625601X, 628817X,
631332X, 634400X, 704641X, 707612X,
711572X, 714407X, 717902X, 723502X,
727719X, 731410X, 735208X, 802308X,
812169X, 815024X, 814519X, 817810X,
827112X, 827610X, 830967X, 833057X

ChemoPlus Protective Wraparound Goggles DP5030G 235508X, 303205X, 305701X, 307708X,
308126X, 309206X, 319602X, 320504X,
323204X, 410837X, 413643X, 414326X,
416430X, 422701X, 430016X, 430442X,
431828X, 434226X, 434528X, 506449X,
619595X, 622266X, 624614X, 625363X,
629806X, 703411X, 705165X, 706224X,
708004X, 710351X, 712123X, 719186X,
720507X, 723650X, 729905X, 734723X,
803018X, 812171X, 817809X, 823430X,
825704X, 826721X

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.&#160;
Manufacturer(s): Cardina Health7000 Cardinal Pl, Dublin, OH 43017, United States
Suggested Distribution: Nursing, Oncology, Home Care, Pharmacy, Materials Management

Problem:

OlnaMarch 22, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Cardinal Health states that the above labeling
on the above kits states "not made with natural rubber latex"; however, the safety goggles in the kits contain natural rubber latex in the goggle strap. The
natural rubber latex iswoven into the strap and is not directly exposed, but it may pose arisk for those with alatex alergy. Cardinal Health also states
that it has received no reports of patient or caregiver harm related to this problem. The manufacturer has not confirmed the information provided in the
source material.

Action Needed:

Oldentify and isolate any affected kitsin your inventory. If you have affected kits, verify that you have received the March 22, 2019, Urgent Medical
Device Recall letter and Acknowledgment Form from Cardinal Health. Regardless of whether you have affected product, complete the Acknowledgment
Form and return it to Cardinal Health using the information on the form. To arrange for product return and credit, contact the Cardinal Health customer
service department by telephone at (800) 964-5227 (U.S. hospital customers), at (800) 444-1166 (U.S. federal government customers), or at (888) 444-
5440 (al other U.S. customers). 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:

Cardinal Health

Tel.: (800) 292-9332

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.
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Source(s):
e 2019 Mar 26. Member Hospital. Cardinal Health letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A32387 : CONMED—AnNchor Tissue Retrieval Systems: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Friday, March 22, 2019

UMDNS Terms:

® Retrieval Bags, Laparoscopy [27407]
Product Identifier:

[Consumable]
For excluded lot numbers, see the letter.
CONMED Corp N
Product Catalog No. Distribution Date Lot No. Manufacture Date
8 mm 125 mL (5/BX) TRS-ROBO-8 2018 Jun 8 to 2019 Feb 28 20180426X to 2018 Apr 26 to 2019 Feb 15
Anchor Tissue 20190215X
Retrieval Systems
10 mm 235 mL (5/BX) TRS100SB2 2018 Jun 8 to 2019 Feb 28 20180426X to 2018 Apr 26 to 2019 Feb 15
Anchor Tissue 20190215X
Retrieval Systems
12 mm 300 mL (5/BX) TRS-ROBO-12 2018 Jun 8 to 2019 Feb 28 20180426X to 2018 Apr 26 to 2019 Feb 15
Anchor Tissue 20190215X
Retrieval Systems
15 mm 1, 550 mL TRS175SB2 2018 Jun 8 to 2019 Feb 28 20180426X to 2018 Apr 26 to 2019 Feb 15
(3/BX) Anchor Tissue 20190215X
Retrieval Systems
15mm 1, 550 mL TRSVATS15 2018 Jun 8 to 2019 Feb 28 20180426X to 2018 Apr 26 to 2019 Feb 15
(3/BX) Anchor Tissue 20190215X
Retrieval Systems,
VATS
15mm 1, 850 mL TRS190SB2 2018 Jun 8 to 2019 Feb 28 20180426X to 2018 Apr 26 to 2019 Feb 15
(3/BX) Anchor Tissue 20190215X

Retrieval Systems

Geographic Regions: OO(Impact in&#160;additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): CONMED Corp525 French Rd, Utica, NY 13502, United States
Suggested Distribution: Infection Control, OR/Surgery, Materials Management

Problem:

OInaMarch 21, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, CONMED states that the packaging of the
above systems may have avoid in the seal, potentially resulting in an open channel, which may compromise product sterility. CONMED further states
that an infection that is temporary and reversible with antibiotic treatment may result. CONMED also states that it has received no reports of illness or
patient injury related to this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed: Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have
received the March 21, 2019, Urgent Medical Device Recall letter and Business Reply Form from CONMED. Regardless of whether you have affected
product, complete the Business Reply Form and return it to CONMED using the information on the form. Return unused and unopened affected product,
aong with a copy of the Business Reply Form, to CONMED at the address above. 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:

CONMED field action support team

Tel.: (800) 448-6506, 8 a.m. to 7 p.m. Eastern time, Monday through Friday
E-mail: TRS2019@conmed.com

Website: Click here

Comments:

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

Source(s):
e 2019 Mar 22. Member Hospital. CONMED letter submitted by ECRI Institute member hospital (includes reply form) Download
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