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Dear,
SBED team is pleased to inform you that 29 new FSCA/recalls posted on SFEDA website
(Please note: below list of FSCA/ recalls for the period of 9/3/2018 to 9/9/2018

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

NOTE:

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

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

‘Hospltal Name H

Active Implantable Devices

New CentriMag Acute 9/9/2018  Abbott Cardiovascular ~ Arabian Trade House = FSN  https
Circulatory Support and Neuromodulation Est. ://nc

System Motor

Anaesthetic and respiratory devices

New fabian Therapy evolution. = 9/3/2018 utronic Medical Systems / Salehiya Trading Est. ~ FSN A/Ca\

Assistive products for persons with disability

New  ARCUS treatment tables... 9/9/2018 Getinge Disinfection AB Gulf Medical Co. FSN A/Ca\
New Citadel Plus (Fortress) 9/9/2018 Arjo Huntleigh - electric Gulf Medical Co. FSN  https
Power Drive software beds ://nc

version V1.17

Diagnostic and therapeutic radiation devices


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13130
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13110
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13124
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13127

New B20/B20i/B40/B40i (Bx0), 9/9/2018 GE Healthcare GE Healthcare https
and B105/B125 (B1x5) ://nc

patient monitors

New CARESCAPE B450, B650, @ 9/9/2018 GE Healthcare GE Healthcare FSN  https
and B850 (Bx50) monitors

New CoaguChek (XS PT, XS PT = 9/3/2018 Roche Diagnostics Corp  FAROUK, MAAMOUN  FSN https
PST, and PT) strips TAMER & COMPANY

New Cobas e 411 analyzer 9/3/2018 Roche Diagnostics Corpo MAAMOUN TAMER & C FSN A/Ca\

New IntelliVue Information 9/3/2018 Philips Healthcare Philips Healthcare 2  Attac
Center iX Central Saudi Arabia Ltd. hed g
Monitoring Systems

New Philips Efficia DFM100 9/9/2018 Philips Burton Philips Healthcare FSN  https
Defibrillator/ Monitor Saudi Arabia Ltd.

Electro mechanical medical devices

New  care-e-vac 3 Battery and  9/3/2018 Ohio Medical ABDULREHMAN AL FSN Attac
AC-Powered Portable Corporation GOSAIBI GTB hed @
Aspirators
New RROW Pediatric 9/4/2018 = Arrow International Inc Gulf Medical Co. 2  https
TwolLumen Central ://nc
Venous Catheterization mdr.
Kit with Blue FlexTip sfda.
ARROWGgard Blue Cathe
Healthcare facility products and adaptations
New General Utility Trays 9/3/2018 Zustom Healthcare Systen N/A FSN ttache ﬂ
New Heavy Duty Safety 9/3/2018 Eaton Corp N/A 2  Attac 8

Switches

In vitro diagnostic devices


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13126
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13125
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13117
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13118
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13123
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13122
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[High Priority ] - A31275 : Philips—IntelliVue Information Center iX Central Monitoring Systems: May
Be Susceptible to Cybersecurity Vulnerabilities
Medical Device Ongoing Action

Published: Wednesday, August 29, 2018
Last Updated: Thursday, August 30, 2018

UMDNS Terms:
® Monitoring Systems, Physiologic [12636]

® Monitors, Physiologic, Central Station [20179]
Product Identifier:
[Capital Equipment]

Philips Healthcare

Model Software Version

Product

Central Monitoring Systems IntelliVue Information Center iX (PIICiX) B.02

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

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

Problem:

OInan August 21, 2018, Advisory, the Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that the above monitoring
systems may be vulnerable to Uncontrolled Resource Consumption (Resource Exhaustion). ICS-CERT also states that successful exploitation of this
vulnerability may result in adenial of service and may render the operating system unresponsive, potentialy affecting the system's ability to meet its
intended use. The potential vulnerabilities are as follows:

e Uncontrolled Resource Consumption (*Resource Exhaustion") CWE-400

e Thisvulnerability allows an attacker to compromise the device's availability by performing multiple initial User Datagram
Protocol (UDP) requests.

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

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have reviewed the August 21, 2018, ICS-CERT
Advisory . Philips recommends that users of affected monitors follow the device's labeling, including instructions for use and service guide(s), which
provide compensating controls to mitigate these vulnerabilities. Philips will provide a software patch by the end of September 2018. The National
Cybersecurity and Communications I ntegration Center (NCCIC) recommends that users take defensive measures to minimize the risk of exploitation of
the above vulnerabilities. Users should:

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

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

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

Additional mitigation guidance and recommended practices are publicly available in the NCCIC Technical Information Paper, ICS-TIP-12-146-01B--
Targeted Cyber Intrusion Detection and Mitigation Strategies , which is available for download from the ICS-CERT website . 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. No known public exploits specifically target these vulnerabilities.

For Further Information:

NCCIC

Tel.: (888) 282-0870

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

Website: Click here

Philips

Website: Click here

[OReferences:

e United States. Department of Homeland Security. Industrial Control Systems Cyber Emergency Response Team. Advisory. Philips
IntelliVue Information Center iX [online]. 2018 Aug 21 [cited 2018 Aug 28]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2018 Aug 28. ICS-CERT Advisory Download
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https://ics-cert.us-cert.gov/advisories/ICSMA-18-233-01

https://ics-cert.us-cert.gov/advisories/ICSMA-18-233-01

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

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

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

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

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

mailto:NCCICCUSTOMERSERVICE@hq.dhs.gov

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

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

https://ics-cert.us-cert.gov/advisories/ICSMA-18-233-01

https://ics-cert.us-cert.gov/advisories/ICSMA-18-233-01

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178732/20180821PhilipsIntelliVueInformationCenteriXICS-CERT.pdf
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[High Priority ] - A31169 : Ohio Medical—care-e-vac 3 Battery and AC-Powered Portable Aspirators:
Electrical Shorts May Occur
Medical Device Ongoing Action

Published: Monday, August 27, 2018

UMDNS Terms:

® Agspirators, Dental [10212]
Product Identifier:
[Capital Equipment]

Ohio Medical Corp

Product Model

Model Nos. Serial No.

Battery/AC Powered Portable care-e-vac 3 758000 CDS0081 to CDS0963
Aspirators

CDTO0001 to CDT0088
CEV3X0001 to CEV3X0075
CEV3X0126 to CEV3X0175
CEV3X0226 to CEV3X0461
CEV3X0480 to CEV3X0499
care-e-vac 3 758010 CDS5000 to CDS5044
CEV3X0076 to CEV3X0125
CDS5000 to CDS5044
CEV3X0076 to CEV3X0125
CEV3X0176 to CEV3X0225
CEV3X0462 to CEV3X0479

Geographic Regions: O(Impact in additional regions have not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Ohio Medical Corp 111 Lakeside Drive, Gurnee, IL 60031, United States

Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, Nursing, OR/Surgery, Home Care, Gastroenterol ogy,
Otolaryngology

Problem: In an August 14, 2018, Urgent Medical Device Correction Notification letter submitted by an ECRI Institute member hospital, Ohio Medical
states that electrical shorts may occur with the above aspirators because the battery terminal may come into contact with the pump. Ohio Medical further
states that an electrical short may damage the wiring in the above aspirators and cause them to become inoperable. The manufacturer has not confirmed
the information provided in the source material.

Action Needed:

Identify any affected aspiratorsin your inventory. If you have affected aspirators, verify that you have received the August 14, 2018, Urgent Medical
Device Correction Notification letter and Customer Acknowledgment Form from Ohio Medical. Follow the instructions provided in the letter to change
the battery orientation and prevent electrical shorts; an instructional video is also available here. If you identify wire damage upon opening affected
product, contact Ohio Medical customer service by telephone at (866) 549-6466 or by e-mail at customer.service@ohiomedical.com for further
Iinstructions. Ohio Medical also states that affected product will continue to be covered under warranty for the entire warranty period of three years from
date of purchase. Complete the Customer Acknowledgment Form, and return it to Ohio Medical, using the instructions in the | etter.

For Further Information:

Jessica Barrile, Ohio Medical quality assurance department

Tel.: (847) 855-6318

E-mall: Jessica.barrile@ohiomedical.com

Website: Click here

Comments:

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

Source(s):
e 2018 Aug 24. Member Hospital. August 14, 2018 Ohio Medical letter submitted by ECRI Institute member hospitals Download
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https://www.ohiomedical.com/4897450

mailto:customer.service@ohiomedical.com

mailto:Jessica.barrile@ohiomedical.com

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178507/20180814OhioMedicalCareEVacClientRedacted.pdf
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[High Priority ] - A31269 : Eaton—Heavy Duty Safety Switches: May Still Supply Power when

Handle is in "Off" Position
Medical Device Ongoing Action

Published: Tuesday, August 28, 2018

UMDNS Terms:

® Emergency Stop Switches [25095]
Product Identifier:
[Capital Equipment]

For information regarding affected catalog numbers, see the Action Needed field.

Eaton Corp
Product Model Manufacture Date
Heavy Duty Safety Switches 30A, 60A 2015 Nov 19 to 2018 Jan 23

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

Distributor(s): ® WESCO International Inc 225 West Station Square Drive, Suite 700, Pittsburgh, PA 15219, United States
® Platt Electric Supply 10605 SW Allen Blvd, Beaverton, Oregon, United States

Manufacturer(s): Eaton Corp 8609 Six Forks Rd, Raleigh, NC 27615, United States
Suggested Distribution: Clinical/Biomedical Engineering, Facilities/Building Management

Problem:

O1n June and July 2018 Important Product Safety Bulletin letters, Eaton states that the above safety switches may still supply power even when the
handleisin the "off" position, potentialy leading to damage of downstream equipment and the risk of seriousinjury or death to the operator. Eaton also
states that there isno failure mode for the switch when it isin its passive state supplying power to aload. The manufacturer and distributor have not
confirmed the information provided in the source material .

Action Needed:

Oldentify any affected safety switchesin your inventory. If you have affected switches, verify that you have received either the June or July 2018
Important Product Safety Bulletin letters and Appendix A response form from Eaton. Regardless of whether you have affected units, complete Appendix
A and return it to Eaton using the instructions in the letter. Eaton states that affected catal og numbers are those with the following prefixes: DCG110,
DCG210, DCG306, DCG606, DCU110, DCU210, DCU306, DEM 362, DH161, DH162, DH261, DH262, DH321, DH322, DH361, DH362, DH661,
DH662, OL1361, OLI362, STS261, STS262, STS321, STS322, STS361, and STS362. Any switches with ayellow marking (see Figure 2 in the |etter )
are unaffected by this problem. If the units have aready been installed, de-energize the switch and lock out upstream equipment. Eaton will provide your
facility with arepair kit. Until the repair kit has been installed, the unit cannot be used to disconnect power or lock out any equipment. Mark the switch
(outside the switch near the handl€) with avisible tag containing the following language: "Danger—This safety switch may not disconnect power even
when the handle isin the 'off' position. Eaton has been contacted and arepair kit has been requested. For removing power from the circuit or performing
lock-out, the up-stream device should be utilized to switch or isolate downstream equipment.” Forward a copy of the letter to any facility to which you
have further distributed affected product.

For Further Information:

Eaton

E-mail: HdssAdvisoryBulletin@eaton.com

Website: Click here

Comments:

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

Source(s):
e 2018 Aug 27. Member Hospital. WESCO letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2018 Aug 28. Member Hospital. Platt letter submitted by ECRI Institute member hospital (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178521/20180724WescoEatonHeavyDutySwitchesClient.pdf?option=80F0607

mailto:HdssAdvisoryBulletin@eaton.com

http://powerquality.eaton.com/USA/Contact-Us/default.asp?cx=3

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178592/20180724WescoEatonHeavyDutySwitchesClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178593/20180814EatonHeavyDutySafetySwitchesClientRedacted.pdf
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[High Priority ] - A31284 : Schneider Electric—Square D Brand General Duty Safety Switches: May
Still Supply Power when Handle is in "Off" Position
Medical Device Ongoing Action

Published: Thursday, August 30, 2018

UMDNS Terms:

® Emergency Stop Switches [25095]
Product Identifier:
[Capital Equipment]

Schneider Electric SA W W Grainger Inc
Product Catalog No. Catalog No. Manufacture Date
Square D General Duty Safety DU222RB 2CL85 2014 Jan 1 to 2018 Jan 18
Switches
DU221RBUP 480546 2014 Jan 1 to 2018 Jan 18
D21INRB 2IXU1 2014 Jan 1 to 2018 Jan 18
D32INRB 1H253 2014 Jan 1 to 2018 Jan 18
DU321RB 1H261 2014 Jan 1 to 2018 Jan 18
D221INRB 1H248 2014 Jan 1 to 2018 Jan 18
DU322RB 1H263 2014 Jan 1 to 2018 Jan 18
DU221RB 1H259 2014 Jan 1 to 2018 Jan 18

Geographic Regions: OO0O(Impact in additional regions have not been identified or ruled out at the time of this posting), U.S.

Distributor(s): ® W W Grainger Inc 681 Commerce St, Burr Ridge, IL 60527, United States
Manufacturer(s): Schneider Electric SA 35 rue Joseph Monier, CS30323, 92506 Rueil-Malmaison Cedex, France
Suggested Distribution: Clinical/Biomedical Engineering, Facilities/Building Management

Problem:

OInan August 3, 2018, Offer Safety Alert letter submitted by an ECRI Institute member hospital, Schneider Electric states that he above safety switches
may continue to supply power even when the handle isin the "off" position, potentially leading to electric shock or electrocution and the risk of property
damage and serious injury or death to the operator. Schneider Electric also states that the problem does not immediately affect the performance, but may
limit the ability to use the safety switch tode-energize downstream loads and/or equipment. The manufacturer has not confirmed the information provided
in the source material.

Action Needed:

Oldentify any affected safety switchesin your inventory. If you have affected switches, verify that you have received the August 3, 2018, Offer Safety
Alert letter, Recovery Form, and User Identification Form from Schneider Electric. If applicable, complete the User Identification Form, and return it to
Schneider Electric using the instructions on the form. Any switches with agreen marking (see Figure 1 in Exhibit C in the letter ) are unaffected by this
problem. Schneider Electric states that affected switches are those with date codes 1401 through 1803. If the safety switch has not yet been installed:

1 Remove the safety switch from the manufacturer packaging. Open the safety switch cover.
2. Ensure that the handleisin the "on" position and the blades are closed (see Figure 2 in Exhibit C in the letter ).

3. Cycle the handle to "off," and confirm blades are open (see Figure 3 in Exhibit C in the letter ). If the blades stay in the closed position
(see Figure 4 in Exhibit C inthe letter ), the switch is unsafe for use.

If the safety switch isinstalled but not energized:
1. Open safety switch cover.
2. Ensure that the handleisin the "on" position and the blades are closed.
3. Cyclethe handleto "off," and confirm blades are open. If the blades stay in the closed position, the switch is unsafe for use.
If the safety switch isinstalled and energized:
1 If the safety switch has been operated previously and the load has been verified to be de-energized, no additional action is required.

2. If the safety switch is not providing critical power and can be safely shut off without damaging equipment and/or causing injuries, cycle
the switch to the "off" position. Verify if downstream loads are de-energized. If downstream devices are de-energized, cycle the switch
back to "on." No further action is required. If downstream devices are still energized, the switch must be returned to Schneider Electric.
The safety switch can temporarily remain in use; however, it cannot be used to de-energize aload or shut down equipment.

Complete the Recovery Form, and return it to Schneider Electric using the instructions on the form. Schneider Electric will provide your facility with

©2018 ECRI Ingtitute
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178736/20180803SchneiderGeneralDutySafetySwitchesCLIENTRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178736/20180803SchneiderGeneralDutySafetySwitchesCLIENTRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178736/20180803SchneiderGeneralDutySafetySwitchesCLIENTRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178736/20180803SchneiderGeneralDutySafetySwitchesCLIENTRedacted.pdf?option=80F0607
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replacement switches. Mark the switch (outside the switch near the handle) with ared tag or card containing the following language: "Danger—This
safety switch does not open and disconnect power. Schneider Electric has been contacted and replacement is scheduled.”

For Further Information:

Schneider Electric recovery administration team

Tel.: (877) 672-1953

Website: Click here

Comments:
e For asimilar and potentially related action initiated by Eaton, see Alert A31269 .
e [IThisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Aug 30. Member Hospital. PRB-207512 (includes reply form) Download
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https://www.schneider-electric.us/en/work/support/customer-care/contact-schneider-electric.jsp

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635838

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635838

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178736/20180803SchneiderGeneralDutySafetySwitchesCLIENTRedacted.pdf
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Bordetella Speciation Plus
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Non-active implantable devices

New  GENESIS Il NONPOROUS  9/4/2018
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SIZE 6 RIGHT

New Zenith Alpha Thoracic

Endovascular Grafts..

9/3/2018

Ophthalmic and optical devices

New Johnson and Johnson 9/4/2018
Vision Care 1 Day
ACUVUE MOIST
New Peek Acuity Pro App 9/3/2018
Single-use devices
New Bifuse Transfer Sets 9/3/2018
New  Endocavity Needle Guide
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13114
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13129
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13128
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13109
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13121
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13119
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13120
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13112
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13111
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[High Priority ] - A31279 : Cook—Zenith Alpha Thoracic Endovascular Grafts: Manufacturer

Emphasizes Importance of IFU
Medical Device Ongoing Action

Published: Thursday, August 30, 2018

UMDNS Terms:

® Stent/Grafts, Vascular, Aortic [20453]
Product Identifier:

[Consumable]
Cook Group Cos
Product Reference No. Product No.
Zenith Alpha Thoracic Endovascular Grafts ZTA-D-28-160-W G35381
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ZTA-D-30-160-W G35383
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ZTA-D-32-160-W G35385

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





ZTA-D-34-142-W G35391
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ZTA-D-34-190-W G35392
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ZTA-D-36-142-W G35393
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ZTA-D-36-190-W G3539%4

©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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Geographic Regions: (Olmpact in additional regions has not been identified or ruled out at the time of this posting), U.K., U.S.
Manufacturer(s): Cook Group CosPO Box 4195, Bloomington, IN 47402-4195, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem:

OInan August 28, 2018, letter submitted by ECRI Institute member hospitals and an August 21, 2018, Urgent Field Safety Notice letter posted by the
U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Cook states that the above grafts have been used to treat patients with thoracic
aortic dissections. As per the instructions for use (IFU), the Zenith Alphathoracic endovascular graft isindicated for the endovascular treatment of
patients with aneurysms or ulcers of the descending thoracic aorta having vascular morphology suitable for endovascular repair, including:

e |liac/femora anatomy that is suitable for access with the required introduction systems
e Nonaneurysmal aortic segments (fixation sites) proximal and distal to the thoracic aneurysm or ulcer:
e With alength of at least 20 mm, and
e \With adiameter measured outer-wall-to-outer-wall of no greater than 42 mm and no less than 20 mm.

To emphasize best practices, Cook reiterates that the Zenith Alpha thoracic endovascular graft and ancillary components should be used as specified in
the IFU. The IFU section 4.2 "Patient Selection, Treatment and Follow Up" states that the safety and effectiveness of the above products and ancillary
components have not been evaluated in the patient populations for dissection. Refer to IFU section 5 for potential adverse events associated with either
Zenith Alphathoracic endovascular graft or the implantation procedure that may occur and/or require intervention. 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 August 2018 letter from Cook. Cook
states that the devices do not need to be returned. Patients already treated for a dissection should receive standard follow-up procedures. Maintain a copy
of the letter with your records. Notify al relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility
to which you have further distributed affected product. Report any adverse events related to affected product to the Cook Medical customer relations
department using the information below. U.S. customers should also report any problems with affected product to FDA’'s MedWatch Adverse Event
Reporting program by telephone at (800) 332-1088; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration,
5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

UsS.

Cook Medical customer relations department
Tel.: (800) 457-4500 or (812) 339-2235

, 7:30 am. to 5 p.m. Eastern time, Monday through Friday

E-mail: CustomerRelationsNA @cookmedical.com

Europe

Thomas Hessner Kirk, Cook regulatory affairs or Annemarie Beglin, Cook quality systems manager
Tel.: 353 (61) 334440

E-mail: European.FieldAction@CookM edical.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Cook Medical: Zenith Alpha™ thoracic endovascular graft [online].
London: Department of Health; 2018 Aug 28 [cited 2018 Aug 29]. (Field safety notice; reference no. 2018/008/021/291/003). Available
from Internet: Click here.
Comments:

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

Source(s):
e 2018 Aug 29. Member Hospital. Cook letter submitted by ECRI Institute member hospital Download
e 2018 Aug 29. MHRA FSN. 2018/008/021/291/003 Download
e 2018 Aug 29. MHRA FSN. Download
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[High Priority ] - A31274 : ICU Medical—Bifuse Transfer Sets: Users May Be Unaware that Blood

Filters Are Not Included
Medical Device Ongoing Action

Published: Thursday, August 30, 2018

UMDNS Terms:

® Transfer Sets, Liquid [16610]
Product Identifier:

[Consumable]
Affected product was distributed in the U.S. between June and July 2018
ICU Medical Inc
Product List No. Lot No.
14-Inch (36 cm) 3.6 mL Bifuse Transfer Setswith 14237-28 85-540-SJ, 86-189-SL, 86-911-SJ
Rotating L uer

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): ICU Medical Inc951 Calle Amanecer, San Clemente, CA 92673, United States
Suggested Distribution: Anesthesia, Critical Care, Nursing, OR/Surgery, Home Care, Pharmacy

Problem: In an August 20, 2018, Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, ICU Medical states that
clinicians may use the above transfer sets to administer blood products; however, the above sets do not contain blood filters. ICU Medical also states that
the above transfer sets were previously labeled as blood sets (small volume blood and blood component Y -type infusion set, 170 micron filter, 14-inch)
and are now labeled as transfer sets with the specifications as listed in the Product I dentifier field above; the device does not contain a blood filter nor isa
blood filter indicated on the labeling. To compare the two labels, see theimagesin the letter . ICU Medical further states that users may not be aware of
the product design change and may use the above sets as blood transfusion sets without realizing the blood filter is not present, potentially leading to a
risk of embolism. ICU Medical states that it has received no reports of patient injury associated with this problem.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the August 20, 2018, Urgent Medical Device
Recall letter, return label, and Response Form from ICU Medical. Regardless of whether you have affected product, complete the Response Form and
return it to ICU Medica using the information on the form. Inform all relevant personnel at your facility of the information in the Urgent Medical Device
Recall letter. Forward a copy of the letter to any facility to which you have further distributed affected product, and ask them to contact Stericycle by
telephone using the information below to obtain a Response Form. If you need the blood filter with the product, return affected product using the return
label. Return labels are single-use only; to obtain additional labels, click here. ICU Medical will provide your facility with credit only for product
returned. Product purchased through distributors will be credited by the distributor. 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:

To obtain additional single-use response forms or return labels:

Stericycle

Tel.: (800) 479-0551, 8 am. to 5 p.m., Monday through Friday

Website: Click here

For other inquiries:

ICU Medica customer service department

Tel.: (866) 829-9025 (select option 2), 8:30 am. to 4 p.m. Pacific time, Monday through Friday
ICU Medical global complaint management department

E-mail productcomplaintsPP@icumed.com
Website: Click here

Comments:

Thisaert isaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Aug 28. Member Hospital. ICU Medical |etter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2018 Aug 30. Manufacturer. The manufacturer confirmed the information in the source material.
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New

New

New

New

Gripper Plus needle, 9/3/2018 Smiths Medical almadar medical Est. | FSN  https
PORT-A-CATH Plastic International Limited ://nc

Hub Bent Needle

Medical Tubing with 9/3/2018 Medtronic SA Medtronic Saudi Arabia 2  Attac
Cortiva BioActive Surface

Nexiva Closed IV Catheter 9/3/2018 Becton Dickinson & Co.  Becton Dickinson B.V. 2 Attac

Systems (BD)
Transplant-Aspiration 9/3/2018 = SOMATEX® Medical digital warranty FSN  https
Needle, Biopsy Cannula Technologies GmbH investment co. ltd ://nc
SPI-CUT

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

* D Indicates that medical devices subject to removal and/ or destroyed action.

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

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

To see recent recalls kindly visit the following link:

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

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



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13116
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13115
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A31261 : Medtronic—Medical Tubing with Cortiva BioActive Surface: May Have

Failed Sterilization Test
Medical Device Ongoing Action

Published: Monday, August 27, 2018

UMDNS Terms:

® Heart-Lung Bypass Unit Tubing Sets [15012]
Product Identifier:

[Consumable]
Medtronic Inc
Product Model No. Lot No.
Medical Tubing with Cortiva Bioactive Surface CB2993 215729283

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 Coral Sea St NE, Mounds View, MN 55112, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Infection Control, Nursing, OR/Surgery, Perfusion,
Materials Management

Problem:

OInan August 2018 Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medtronic states that the above tubing may
have failed a sterilization test. This problem may not be detectable by visual inspection and may result in patient systemic infection if used in a procedure
or introduced into the sterile field. 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 August 2018 Urgent Medical
Device Recall letter and Customer Confirmation Certificate from Medtronic. Complete the Customer Confirmation Certificate, and return it to Medtronic
by email a RS.CFQFCA @M edtronic.com .For Further Information:

Medtronic local representative

Website: Click here

Comments:

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

Source(s):
e 2018 Aug 24. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A31260 : BD—Nexiva Closed IV Catheter Systems: Needle Tip Shield Safety

Mechanism May Exhibit Problems
Medical Device Ongoing Action

Published: Wednesday, August 29, 2018

UMDNS Terms:

® Procedure Kit/Trays, Catheterization, Intravenous [12161]
Product Identifier:

[Consumable]
BD Expiration Distribution
Product Catalog UDI DI UDI PI Lot No. Dat D
No. ate ate
18G 1.25- 383539 (01)50382903835398 (17)210228(10)8087800(30)80 8087800 2021 Feb 28 2018 Mar 29 to
Inch Nexiva 2018 Jun 15
Closed
Intravenous
(IV) Catheter
Systems

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

Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Infection
Control, Nursing, Obstetrics/Gynecology/L abor and Delivery, Oncology, OR/Surgery, IV Therapy, Materials Management

Problem:

OInan August 23, 2018, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, BD states that the above systems may
exhibit needle tip shield/safety mechanism problems, potentially exposing the user to a contaminated needle stick injury after the catheter insertion
process. The manufacturer has not confirmed the information provided in the source material .

Action Needed:

Oldentify and destroy any affected product in your inventory. If you have affected product, verify that you have received the August 23, 2018, Urgent
Medical Device Recall letter and Customer Response Form from BD. Notify all relevant personnel at your facility of theinformation in the | etter.
Regardless of whether you have affected product, complete the Customer Response Form and return it to BD using the instructions on the form. Upon
receipt of the form, BD will provide your facility with replacement product. 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

Tel.: (888) 237-2762 (select option 3, then option 4), 8 am. and 5 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

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

Source(s):
e 2018 Aug 24. Member Hospital. BD letter submitted by ECRI Institute member hospital (includes reply form) Download
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