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Dear,

NCMDR team is pleased to inform you that 32 new FSCA/recalls for medical devices and
products posted on SEDA website for the period of 04-Feb-19 to 10-Feb-19 In order
to view more details, click the links or attachments @

“ERE

3 3¢ DU ALl @ HIN) @l jled) B2 iy aSedle ] dphall cilatiall 5 3 el Gledd il 38 5all dae 33 8 35
weoarde 10-Feb-19 ' 04-Feb-19 3580 ool 5 o1l daall Al pégn (oo Lhall il il
Gl ) L5 e el s  Jaalil) (e

Active Implantable Devices

Adapta Dual Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s

Chamber a/Secure/CA/CaViewRec
Pacemakers

Fitbone TAA  Vittenstein intens Gmblt N/A /Secure/CA/CaViewRecal

Anaesthetic and respiratory devices

CARESCAPE R860 GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s
Inspiratory Safety a/Secure/CA/CaViewRec
Guard
Centricity High GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s
Acuity Anesthesia, a/Secure/CA/CaViewRec
Centricity High all.aspx?caid=4&rid=13
Acuity Critical 847

Care Systems with
versions 4.5, 5.0
and 5.1 - Drug
Infusion Volumes
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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=10&rid=13833
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13837
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13816
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13847

# Ultipor 25 Pall Life Sciences Arabian Trade House Est.
Breathing System g
Filters

Dental devices

UltraTemp & Ultradent Products, DENTAL ERA EST. https://ncmdr.sfda.gov.s
UltraTemp REZ Inc.

Diagnostic and therapeutic radiation devices

ARIA Radiation Varian Medical Varian Medical Systems Arabia  https://ncmdr.sfda.gov.s
Therapy Systems Commercial Limited a/Secure/CA/CaViewRec
Management all.aspx?caid=10&rid=1
# COBRA Fusion AtriCure Inc Saudi Sicli Company 8
Ablation Systems

# Cobra Two- Neurovision N/A
Channel EMG ET g
Tubes

# FreeStyle Libre Abbott Medical supplies & Services
Flash Glucose Co.Ltd Mediserv
Monitoring g
Systems

Sonolith i-sys  :DAP TMS FRANCE SAS Dar Al-Zahrawi Medical Co. LLC /Secure/CA/CaViewRecal

VariSource HDR Varian Medical Varian Medical Systems Arabia  https://ncmdr.sfda.gov.s
and Systems Commercial Limited a/Secure/CA/CaViewRec
GammaMed ,

Electro mechanical medical devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13850
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13842
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13823
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13844
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[High Priority ] - A32143 : Pall—Ultipor 25 Breathing System Filters: May Contain Embedded and

Loose Glass Shards
Medical Device Ongoing Action

Published: Thursday, February 7, 2019

UMDNS Terms:

® Filters, Bacteria[11712]
Product Identifier:

[Consumable]
Product E?(I)Idlagte Sgi.ences s Lot No.
Ultipor 25 Breathing System Filters BB25 901602
BB25NG 900202
Breathing System Filters (for Machine End and Medical Gas BB50TE 900202, 900302

Equipment Applications)

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): Pal Life Sciences UK5 Harbourgate Business Park, Portsmouth, PO6 4BQ, England

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery,
Pulmonol ogy/Respiratory Therapy, Home Care, Materials Management

Problem:

OIn aFebruary 4, 2019, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Pall states
that the above filters may contain embedded or loose glass shards on a small number of breathing filter media lots, which have subsequently been
assembled into Pall breathing system filters with the above ot numbers. Pall also states that use of the affected products may result in a patient inhaling
particlesiif the glass shards were to become dislodged from the mediawhile thefilter isin use. Additionally, the affected breathing system filters may not
perform correctly as the integrity of the filter may be compromised. Pall further states that it has received no reports of adverse events related to this
problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the February
4, 2019, Urgent Field Safety Notice letter and Acknowledgment of Field Safety Notice Form from Pall. Usefilters from an alternative lot. Complete the
Acknowledgment of Field Safety Notice Form, and return it to Pall. Affected products can be destroyed or returned to Pall for replacement product. Upon
receipt of the Acknowledgment of Field Safety Notice Form, Pall will contact your facility to arrange for replacement of affected product. 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:

Mike Wise, Pall senior quality assurance manager

Tel.: 44 (1637) 896204

Email: mike wise@europe.pall.com

Nicky Wheatley, Pall regulatory affairs manager

Tel.: 44 (23) 92338481

Email: nicky_wheatley@europe.pall.com

Website: Click here

References:

e Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Pall Ultipor 25 breathing system filter by Pall
Medical, adivision of Pall International Sarl [online]. 2019 Feb 6 [cited 2019 Feb 7]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 Feb 7. BfArM (Germany). 01212/19 Download
e 2019 Feb 7. BfArM (Germany). FSCA Reference No. PNQ-CY 19-002 (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:mike_wise@europe.pall.com

mailto:nicky_wheatley@europe.pall.com

https://www.pall.com/en/support.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2019/01212-19_kundeninfo_en.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2019/01212-19_kundeninfo_en.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/187566/20190206PallUltiporBreathingSystemBfArMCP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/187567/20190205PallUltiporBreathingSystemBfArM.pdf
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[Critical Priority ] - A32099 : AtriCure—COBRA Fusion Ablation Systems: Manufacturer Updates

Instructions for Use in Response to Reports of Thromboembolic Events
Medical Device Ongoing Action

Published: Wednesday, January 30, 2019

UMDNS Terms:

® Radiofrequency Therapy Systems, Tissue Ablation, Cardiac [18608]
Product Identifier:
[Capital Equipment]

Product th(ij(élure Inc Catalog No. uDlI Lot No.

Ablation Systems COBRA Fusion 50 700-002 00818354012811 All within expiry
COBRA Fusion 150 700-001 None All within expiry
COBRA Fusion 150 700-001S 00818354012828 All within expiry
COBRA Fusion 150 700-001MI 00818354013016 All within expiry

(International Only)

Geographic Regions: Worldwide
Manufacturer(s): AtriCure Inc7555 Innovation Way, Mason, OH 45040, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, OR/Surgery

Problem:

OInaJanuary 22, 2019, Urgent Advisory Notice letter submitted by an ECRI Institute member hospital, AtriCure states that thromboembolic events
(TEs) may occur during cardiac surgical procedures using the above devices. AtriCure also states that it has received 35 reports of TES (34 strokes, one
transient ischemic attack [TIA]) since worldwide introduction of the device in March 2012. This represents a TE adverse event rate of 0.42% of the 8,404
units sold. Of the 35 reported cases, four resulted in patient deaths and 31 resulted in serious injuries. The majority of these events occurred during stand-
aone off-pump procedures in which cardiopulmonary bypass (CPB) was not used as outlined in the |etter . Based upon review of the TEs, the firm
believes that patients undergoing ablation with the device may be at an elevated risk for TE while not on CPB. The standard of care for patients
undergoing cardiac surgery on CPB includes a comprehensive anti-coagulation protocol to prevent clot formation. When undergoing cardiac surgery off
CPB, it is not the standard of care for patients to receive this same comprehensive anti-coagulation protocol. As aresult, AtriCure is updating the
instructions for use (IFU) to ensure that appropriate anti-coagul ation management is considered. The | FU update addresses contributing TE factors
associated with stand-al one off-pump procedures in addition to the warnings and precautions that are present within the current IFU. Seethe letter for
the IFU updates and further information regarding the reason for the |FU updates.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the January 22, 2019, Urgent Advisory
Notice letter, Acknowledgment Form, and updated |FU from AtriCure. Read and follow the revised |FU when using affected devices. Report any
postablation TEs associated with the use of affected devices to AtriCure by telephone at (866) 349-2342 (select option 6) or by e-mail at
pcomplaints@atricure.com . Complete the Acknowledgment Form, and return it to AtriCure using the instructions on the form.

For Further Information:

Rob Cantu, AtriCure vice president of quality

Tel.: (513) 644-4245, 9 am. to 6 p.m. Eastern time, Monday through Friday

AtriCure customer service department

Tel.: (866) 349-2342

Website: Click here

Comments:

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

Source(s):
e 2019 Jan 30. Member Hospital. (includes reply form) Download
e 2019 Jan 30. Manufacturer. The manufacturer confirmed the information provided in the source material .

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/187032/20190122AtriCureCOBRAFusionClient.pdf?option=80F0607

mailto:pcomplaints@atricure.com

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/187032/20190122AtriCureCOBRAFusionClient.pdf
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[High Priority ] - A32119 : Neurovision—Cobra Two-Channel EMG ET Tubes: May Exhibit an
Electrical Short
Medical Device Ongoing Action

Published: Wednesday, February 6, 2019
Last Updated: Thursday, February 7, 2019

UMDNS Terms:
® Tubes, Tracheal [14085]

® Electrodes, Neurologic, Myography [11441]
Product Identifier:
[Consumable]

Kit No. refers to the lot number of the kit, and Lot No. refers to the lot number of the ET tubes in the kit.

Neurovision Medical Products Inc

Product No. Lot No. Kit No.

Product

Cobra Two-Channel Electromyographic (EMG) LTE700DCS-5 082317 091417, 0918178, 092917C
Endotrachea (ET) Tubes

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





082317, 111317, 121917 052318
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082917
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100517E, 100617C, 100917E,
1026178, 103017C, 110817H,
111517C
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082917, 100317 112017H

100317 111717C, 112017H
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101317 110917, 112717C
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101317, 102717 010918D
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102017
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013118E, 121417C, 121817N,
121917K, 121917H, 122117C,
122217A

102717 010918D, 011118C, 011618D,
011918F, 013018E, 122717C
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030818C, 042618D, 043018
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121917 042618J, 050118B, 050118F,
050218C, 050318C, 050718B,
0511188

121917, 012618 060718B
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040318, 042418H, 061418B,
062618C, 072318B, 072418A,
072518C, 072618B, 080718B,
082018B, 082218A, 091918C,
101118F, 101218E, 102918E

012618, 080618 092118A
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©2019 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.





LTE700DCS-F-5 121917, 012618 101118
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101717C, 101917J, 102017J,
102317E, 103017B, 120617L,
121317E

092617 101917E, 102617A, 110717C,
110817, 110817D
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0104188B, 011118G, 011618B,
021218A, 022118A, 030118B,
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Geographic Regions: Canada, Dominican Republic, &#160;Hong Kong, Italy, U.S.
Manufacturer(s): Neurovision Medical Products Inc353 Sanjon Rd, Ventura, CA 93001, United States

Suggested Distribution: Anesthesig, Critical Care, Emergency/Outpatient Services, OR/Surgery, Pulmonology/Respiratory Therapy, Home Care,
Neurology, Otolaryngology, Materials Management

Problem:

In aJanuary 30, 2019, Voluntary Removal Notice letter submitted by an ECRI Institute member hospital, Neurovision states that the above products may
have a manufacturing error that could cause the device to function as a single-channel electrode or the electrode to fail. This problemis caused by an
electrical short in the device traces. The electrical short does not pose any risk to health, and it does not affect the function of the endotracheal tube.
Electrode malfunction can be detected immediately by aflat waveform (indicating no signal), abnormally low impedance readings, or a defective
electrode warning when the electrode is connected to a nerve monitoring system.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the January 30, 2019, Voluntary
Removal Notice letter and response form from Neurovision. Complete the form, and return it to Neurovision using the instructionsin the letter. Upon
receipt of the form, Neurovision will provide your facility with a return authorization number and shipping label for the return of affected product. 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. For questions or further assistance, please contact Neurovision customer service using the contact information below.

For Further Information:

Neurovision customer service department

Tel.: (866) 815-6999 (select option 2), 8 am. to 4 p.m. Pacific Time, Monday through Friday

Website: Click here

Comments:

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

Source(s):
e 2019 Feb 4. Member Hospital. January 30, 2019, Neurovision letter submitted by an ECRI Institute member hospital Download
e 2019 Feb 5. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A32095 : Abbott—FreeStyle Libre Flash Glucose Monitoring Systems: Use of Barrier
Creams |, Patches, or Sprays before Attaching Sensors May Affect Device Performance
Medical Device Ongoing Action

Published: Tuesday, January 29, 2019

UMDNS Terms:

® Monitors, Personal, Glucose, Noninvasive [20154]
Product Identifier:
[Capital Equipment]

Abbott Diabetes Care UK
Product Model

Glucose Monitoring Systems FreeStyle Libre Flash

Geographic Regions: UK.
Manufacturer(s): Abbott Diabetes Care UK Freepost RRBS-BLAA-SEHT, Maidenhead, SL6 4UD, United Kingdom

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

Problem:

OThe U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) hasissued a Medical Device Alert (MDA/2019/003 ) warning that some
users of the above glucose monitoring systems may be applying barrier creams, patches, and sprays before attaching the sensor to reduce skin reactions.
These barrier methods have not been tested by the manufacturer and may therefore affect the performance of the device. Severity of skin reactions may
vary, and for certain users, thisis a skin hypersensitivity reaction rather than an irritation reaction. For this type of reaction, once the user has become
sensitized to the adhesive, every time the sensor is reapplied, a skin reaction will occur. With each reapplication, the symptoms might appear more
quickly and may worsen. Abbott has confirmed that it has revised the formulation of the adhesive, which will be available to U.K. customers beginning

in April 2019. This problem may not occur only with the Abbott FreeStyle Libre sensor adhesive. The same actions should be taken if patients experience
similar symptoms with a different brand of continuous glucose monitoring system. The manufacturer has not confirmed the information provided in the
source material.

Action Needed:
OMHRA recommends that healthcare professionals do the following:

e |dentify patients who have reported or may be experiencing skin reactions, which may include erythema, itching, and blistering.
e Consider whether continued use of this device for patients with skin reactionsis suitable.

e Consider use of aternative glucose monitoring systems for these patients.

e Thisis consistent with the guidance aready provided in the manufacturer’ s instructions for use, which state:

e “Someindividuals may be sensitive to the adhesive that keeps the Sensor attached to the skin. If you notice significant skin
irritation around or under your sensor, remove the sensor and stop using the FreeStyle Libre system. Contact your health care
professional before continuing to use the FreeStyle Libre system.”

o Report adverse events involving these devices through your local incident reporting system and/or your national incident reporting authority
as appropriate: England, Scotland, Northern Ireland, Wales. Y ou should also report directly to manufacturersif your local or national
systems do not. Report any adverse incidents to MHRA through the Y ellow Card scheme ; Welsh customers should follow specific advice
for reporting in Walesin MDA/2004/054.

For Further Information:

Abbott Diabetes Care U.K. customer service complaints department
Tel.: (0800) 001701177

E-mail: ADChelpuk@abbott.com

Website: Click here

For technical inquiries to MHRA:

Emma Harris and Bina Mackenzie

Tel.: (0203) 0806000

E-mail: DSS-TM @mhra.gov.uk

For clinical inquiries to MHRA:

MHRA devices clinical team

Tel.: (020) 30807274

E-mail: DCT@mhra.gov.uk

Website: Click here

Northern Ireland:

Northern Ireland Adverse Incident Centre
Tel.: (0208) 90523868

E-mail: NIAIC@health-ni.gov.uk
Website: Click here

Scotland:

Incident Reporting and Investigation Centre
Tel.: (0131) 2757575

E-mail: nss.iric@nhs.net

Website: Click here

Wales:

Healthcare Quality Division Welsh Government
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Tel.: (029) 20823624 or (029) 20825510
E-mall: Haz-Aic@wales.gsi.gov.uk
Inquiriesto MHRA should cite reference no. MDA/2019/003 or 2018/003/006/433/003.

OReferences:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. FreeStyle Libre flash glucose sensor-use of barrier methods to reduce

skin reactions to the sensor adhesive [online]. London: Department of Health; 2019 Jan 29 [cited 2019 Jan 29]. (Medical device aert; no.
MDA/2019/003). Available from Internet: Click here.

Comments:
e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.
Source(s):

e 2019 Jan 29. MHRA MDA. MDA/2019/003 Download
e 2019 Jan 29. MHRA FSN. Press Release Download
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[High Priority ] - A32092 : Philips—Fetal Spiral Electrodes: Metal Tip May Break
Medical Device Ongoing Action

Published: Tuesday, January 29, 2019
Last Updated: Thursday, January 31, 2019

UMDNS Terms:

® Electrodes, Cardiac, Electrocardiography, Fetal Scalp [11447]
Product Identifier:

[Consumable]
Philips Healthcare
Product Reference No.
Fetal Spiral Electrodes (FSEs) 9898 031 37631

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, &#160;U.S.
Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810, United States
Suggested Distribution: Critical Care, Obstetrics/Gynecol ogy/L abor and Delivery, Pediatrics, NICU, Materials Management

Problem:

In aJanuary 25, 2019, Customer Information Medical Device Correction letter submitted by an ECRI Institute member hospital, Philips states that the
metal tip of the above electrodes may break off during use and remain in the scalp of the newborn following labor and delivery. Philips also states that the
electrodes meet specifications and may continue to be used. 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 January 25, 2019, Customer Information
Medical Device Correction letter and reply form from Philips. Complete the form, and return it to Philips using the instructions on the form. For images
that show how to identify affected product, see the letter . Follow the directionsin the instructions for use (IFU) to visually examine the FSE upon
removal from the newborn's scalp to verify that the tip isintact. If, upon removal of the FSE from the newborn scalp, it is not intact, locate and remove
the missing part. Do not pull the spiral tip from the fetal skin. Do not pull the FSE wires apart. Do not over-rotate the spiral tip during attachment. Inspect
the spiral tip to ensure that it is still attached to the FSE hub. If the tip has separated from the hub and remains embedded in the presenting part, remove it
using aseptic technique. Philips will continue to monitor this problem.

For Further Information:

Philips

Tel.: (800) 567-1080

Website: Click here

Comments:

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

Source(s):
e 2019 Jan 28. Member Hospital. (includes reply form) Download
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[High Priority ] - A32104 : Stryker— iBed Wireless-Enabled InTouch ICU Beds, S3 MedSurg Beds,

and Secure Il MedSurg Beds: May Be Susceptible to KRACK Vulnerability
Medical Device Ongoing Action

Published: Thursday, February 7, 2019

UMDNS Terms:

® Beds, Electric [10347]
Product Identifier:
[Capital Equipment]

Stryker Medical
Product Model

Beds iBed Wireless-Enabled InTouch ICU, S3 MedSurg, Secure || MedSurg

Geographic Regions: Worldwide
Manufacturer(s): Stryker Medical 3800 E Centre Ave, Portage, M1 49002, United States

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Facilities/Building
Management, Information Technology, EM S/Transport

Problem:

In 2017, aKey Reinstallation Attack (KRACK) vulnerability was identified that affected any Wi-Fi device that employed the encryption standard known
as WPA2. This vulnerability has the potential to exploit wireless devices using WPA2 wireless communication protocol. WPA2 is one of the most
common wireless protocols found in wireless devices, like cell phones, computers, and cars, including wireless medica devices. In a January 29, 2019,
Advisory, the U.S. Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that the above beds may be susceptible to an
industry-wide KRACK. The KRACK vulnerahility has the potential to affect iBed Wireless enabled Secure 11, S3, and InTouch beds that are wirelessly
connected to a hospital network. Stryker states that because the vulnerability affects the Wi-Fi protocols themselves, companies and products across
various industries using those protocols could be affected. Stryker also states that the KRACK vulnerability does not affect the functionality of the above
beds and has received no reports of this vulnerability being exploited or of any data breach, any information that has been accessed, or any damage being
done. Stryker further states that it is actively monitoring the situation and has been collaborating with other organizations.

Action Needed:

Identify any affected bedsin your inventory. If you have affected beds, verify that you have reviewed the January 29, 2019, ICS-CERT Advisory . To
address the KRACK vulnerability for iBed Wireless-enabled S3 and InTouch beds, Stryker has developed a software patch. Stryker states that all of its
new medical wireless products will include this patch. S3 products shipped as of November 7, 2018, and InTouch products shipped as of July 9, 2018,
included the patch. New wireless activations include software addressing this vulnerability. Stryker has rel eased software updates for all affected bedsto
mitigate the KRACK vulnerabilities, asfollows:

e iBed Wireless 1.0 (Gateway 1.0): no patch available

e iBed Wireless 2.0 (Gateway 2.0): upgrade to software version 5212-400-905_3.5.002.01

e iBed Wireless 3.0 (Gateway 3.0): no action necessary; the patch has been incorporated in current software version 5212-500-905_4.3.001.01
Stryker recommends that users take additional defensive measures to minimize the risk of exploitation. Specificaly, users should do the following:

e Ensure that the latest recommended updates, which include the KRACK patch, for Wi-Fi access points, have been implemented in Wi-Fi-
enabled networks as an extra precaution.

e Operate affected beds on a separate VLAN, where possible, to ensure proper network security segmentation, as recommended by Stryker.
e DisabletheiBed wireless functionality if it is determined unnecessary by the user.

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

e Minimize network exposure for al control system devices and/or systems, and ensure that they are not accessible from the Internet .
e Locate control system networks and remote devices behind firewalls, and isolate them from the business network.

e \When remote access is required, use secure methods, 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.

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-TIP-12-146-01B--Targeted Cyber Intrusion
Detection and Mitigation Strategies . Organizations observing any suspected malicious activity should follow their established internal procedures and
report their findings to NCCIC online here for tracking and correlation against other incidents.

For Further Information: O

NCCIC

Tel.: (888) 282-0870

E-mail: NCCICCUSTOMERSERVICE@hg.dhs.gov

Website: Click here

Stryker

Tel: (800) 787-9597 (select option 2)

Website: Click here
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References:[

e United States. Department of Homeland Security. Industrial Control Systems Cyber Emergency Response Team. Medical Advisory. Stryker
Medical beds [online]. 2010 Jan 29 [cited 2019 Jan 31]. Available from Internet: Click here.

e Stryker. Stryker responds to KRACK vulnerability for iBed wireless-enabled Secure |1, S3 MedSurg and InTouch ICU beds [online]. 2019
Feb [cited 2019 Feb 5]. Available from Internet: Click here.

Comments:
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information(].
Source(s):

e 2019 Jan 31. ICS-CERT Reference No. ICSMA-19-029-01 Download
e 2019 Feb 5. Manufacturer. Download
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[High Priority ] - A32120 : Stryker—LIFEPAK 15 Defibrillators/Monitors: May Lock Up after Delivery of
Defibrillation Shock
Medical Device Ongoing Action

Published: Wednesday, February 6, 2019

UMDNS Terms:

® Defibrillator/Pacemakers, External [17882]
Product Identifier:
[Capital Equipment]

Physio-Control Inc A Stryker Co
Product Model
Defibrillator/Monitors LIFEPAK 15

Geographic Regions: Worldwide
Manufacturer(s): Physio-Control Inc A Stryker Co 11811 Willows Rd NE, Redmond, WA 98052, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, Nursing, OR/Surgery, Risk Management/Continuous Quality Improvement, Home Care, EM S/Transport

Problem:

In aFebruary 1, 2019, Company Announcement posted by FDA and a February 1, 2019, Urgent Medical Device Safety Notice & Correction letter,
Stryker states that some of the above monitor/defibrillators with certain system printed circuit board assemblies (PCBAs) may lock up after delivering a
defibrillation shock: the monitor display will be blank with LED lights on indicating power to the device but the keypad and device functions will not
respond. Stryker also states that this problem may delay the delivery of therapy, potentially resulting in serious injury or death. Stryker further states that
it has received 58 reports of this problem occurring worldwide, with six incidentsin which patients died after adelay in therapy.

Action Needed: Stryker states that you may continue to use affected defibrillator/monitors according to the operating instructions until the devices are
corrected. Device automatic self-tests do not identify this fault because it occurs during defibrillation. Stryker states that you should continue to perform
the daily check as described in the Operator’s Checklist, specifically, the QUIK-COMBO therapy cable check as described in the General Maintenance
and Testing Section (pages 10-4 and the LIFEPAK 15 Monitor/Defibrillator Operator’s Checklist, number 7). If a device exhibits the lockup condition
during patient use, take the following steps from the General Troubleshooting Section (page 10-18) of the LIFEPAK 15 Monitor/Defibrillator Operating
Instructions immediately:

1. Press and hold ON until the LED turns off (approximately 5 seconds). Then press ON to turn the device back on.

2. If the device does not turn off, remove both batteries and disconnect the device from the power adapter, if applicable. Then reinsert
batteries and/or reconnect the power adapter, and press ON to turn the device back on.

Identify any affected defibrillator/monitorsin your inventory. To determine whether your deviceis affected, click here. If you have affected devices,
verify that you have reviewed the Company Announcement and/or that you have received the Urgent Medical Device Safety Notice & Correction letter
from Stryker. Go to www.strykeremergencycare.com/fa281response to provide Stryker verification of the status of your devices. Upon confirmation of
device status, a Stryker representative will contact your facility to arrange for correction of the devices, including an update to the firmware for the
affected component on the system printed circuit board assembly. Report any adverse events associated with the use of affected product to Stryker by
telephone using the information below. 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
pc()astbage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the
website .

For Further Information:

Stryker

Tel.: (800) 442-1142 (select option 7), 6 am. to 4 p.m. Pacific time, Monday through Friday
E-mall: rsfa281@stryker.com

Website: Click here
References:

e United States. Food and Drug Administration. Company announcement. Stryker launches voluntary field action for specific units of the
LIFEPAK® 15 monitor/defibrillator [online]. 2019 Feb 1 [cited 2019 Feb 4]. Available from Internet: Click here .

e Stryker Emergency Care. Product notices. LIFEPAK 15 lock-up condition [onling]. [cited 2019 Feb 4]. Available from Internet: Click here

Comments:

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

Source(s):
e 2019 Feb 4. FDA. Company Announcement Download
e 2019 Feb 4. Manufacturer Letter. Download
e 2019 Feb 5. Manufacturer. The manufacturer confirmed the information in the source material.

©2019 ECRI Ingtitute
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May be reproduced by subscribing institution for internal distribution only.
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www.ecri.org . Printed from Health Devices Alerts on Saturday, February 9, 2019 Page 1

[High Priority ] - A32139 : Spacelabs—Model 92810 Smart Disclosure Systems: May Print Files with

Incorrect Patient Waveforms
Medical Device Ongoing Action

Published: Thursday, February 7, 2019

UMDNS Terms:

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

Spacelabs Healthcare Inc

Model Software Version

Product

Monitoring Software Smart Disclosure 92810 5.00, 5.01, 5.02, 5.03

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Spacelabs Healthcare Inc35301 SE Center St, Snoqualmie, WA 98065, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, Nursing, Information Technology

Problem:

In aJanuary 27, 2019, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Spacelabs states that it has received
reports of the above systems printing files, either hardcopy or to PDF, with the correct patient demographics but containing incorrect patient waveforms.
Spacelabs also states that when datais printed quickly after a previous print job involving patient data, the correct patient demographics and vitals from
the current print job are printed, but the waveform data and lead displayed may be from the print job for the previous patient. Spacelabs further states that
this occurs when the previous print job has not completed before selecting the next patient for printing. Spacelabs states that it has received no reports of
injuries associated with this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the January 27, 2019, Urgent Medical Device
Correction letter from Spacelabs. Weigh the benefits versus the risks when deciding whether to continue using affected systems. If you continue to use
affected systems, maintain awareness of and adhere to the following:

e When using Xhibit, close Clinical Access after printing patient data before selecting the next patient for printing. Thiswill ensure that all
print requests are completed and prevent the possibility of the printed patient data having the incorrect waveform.

e |f using Clinical Access on aPC workstation (not on the central station), a Windows OS notification will appear when the print job is
complete. Once this notification appears, the user may change patients. When using this mitigation, the above workflow is not required.

A Spacelabs representative will contact your facility to schedule to update your Clinical Access software at no cost. 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:

Spacel abs technical support department
Tel.: (800) 522-7025 (select option 2)
Website: Click here

Comments:

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

Source(s):
e 2019 Feb 6. Member Hospital. Spacelabs letter submitted by ECRI Institute member hospitals 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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www.ecri.org . Printed from Health Devices Alerts on Saturday, February 9, 2019 Page 1

[High Priority ] - A32138 : Spacelabs—Model 96280 Xhibit Telemetry Receivers: VRUN Alarm May Fail

to Sound When Set to 3 or 4 Beats
Medical Device Ongoing Action

Published: Thursday, February 7, 2019

UMDNS Terms:

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

Spacelabs Healthcare Inc

Model Software Version

Product

Telemetry Receivers Xhibit 96280 111

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Spacelabs Healthcare Inc35301 SE Center St, Snoqualmie, WA 98065, United States

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

Problem:

In aJanuary 28, 2019, Medical Device Correction letter submitted by ECRI Institute member hospitals, Spacelabs states that it has received areport of
the ventricular run (VRUN) alarm on the above systems failing to sound when set to 3 or 4 beats. Spacelabs also states that settings of 5 to 9 beats are not
affected by this problem. Spacelabs further states that the default setting for the above receiversis 5 beats and that this setting may be changed during the
initial setup of the equipment or by a user such as a telemetry tech or nurse. Spacel abs states that, because of this problem, if VRUN is set to 3 bests, it is
interpreted as 6 by the system and if set to 4 beats, it isinterpreted as 8 by the system. The alarm will sound if the VRUN reaches 6 or 8 bests,
respectively. Spacelabs also states that this problem results from an alarm validation logic anomaly that will not trigger visual or audible alarms for 3 or 4
beat VRUN episodes at the Xhibit central station until the VRUN is sustained for 6 to 8 beats, respectively. Spacelabs further states that it has received no
reports of injuries associated with this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected receiversin your inventory. If you have affected receivers, verify that you have received the January 28, 2019, Medical Device
Correction letter from Spacelabs. Weigh the benefits versus the risks when deciding whether to continue using affected receivers. If you continue to use
affected receivers, maintain awareness of the following:

e The VRUN aarm functions normally at the default of 5 beats or at settings above 5 beats.
e All VRUNS (including below 5) can be found, after the datais analyzed, within Clinical Access under the Arrhythmia Tab.
e VTACH darms are not affected by this problem.

e The affected alarms will trigger, albeit after adelay of 3 or 4 beats. For a patient with VRUN episodes, this would be equivalent to afew
seconds.

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.

For Further Information:

Spacel abs technical support department
Tel.: (800) 522-7025 (select option 2)
Website: Click here

Comments:

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

Source(s):
e 2019 Feb 6. Member Hospital. Spacelabs letter submitted by ECRI Institute member hospitals 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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www.ecri.org . Printed from Health Devices Alerts on Monday, February 4, 2019 Page 1

[High Priority ] - A32083 : Olympus—OER-Pro Automated Endoscope Reprocessors: Manufacturer

Issues Updated Reference Guide and Labeling
Medical Device Ongoing Action

Published: Friday, January 25, 2019

UMDNS Terms:
® Disinfectors, Liquid Germicide, Flexible Endoscope [11279]

® Washers, Labware/Surgical Instrument, Ultrasonic [14263]
Product Identifier:
[Capital Equipment]

Olympus America Inc An Olympus Corp
Product Co Serial No.

Model

Automated Endoscope Reprocessors (AERS) OER-Pro < 2733914

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, U.S.
Manufacturer(s): Olympus America Inc An Olympus Corp Co3500 Corporate Pkwy, PO Box 610, Center Valley, PA 18034-0610, United States

Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Risk Management/Continuous Quality Improvement,
Central Sterilization Reprocessing

Problem: In aJanuary 21, 2019, Important Safety Notification letter submitted by ECRI Institute member hospitals, Olympus states that it is issuing an
updated reference guide entitled "List of Compatible Endoscopes/Connecting Tubes for the OER-Pro" and an updated |abel entitled "Endoscope
Combinations for Dual Scope Reprocessing” for the above devices. The OER-Pro isintended for use in cleaning and high-level disinfection (HLD) of
Olympus flexible endoscopes. In January 2018, Olympus notified ureteroscope users of updates to the URF ureteroscope reprocessing instructions with a
new reprocessing manual (see Alert A27844 02 ). Olympus has removed HLD as a recommended reprocessing method for the URF-V2/V 2R and URF-
P6/P6R because these endoscopes are used in sterile areas of the body. Therefore, the new reprocessing manuals recommends only sterilization methods.
Consistent with the revisions to the new URF-V2/V2R and URF-P6/P6R reprocessing manuals, the OER-Pro labeling has been revised to remove OER-
Pro HLD as a suitable reprocessing method for these ureteroscope models.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the January 21, 2019, Important Safety
Notification letter, new reference guide and label, and questionnaire from Olympus. Discard any existing inventory of List of Compatible
Endoscopes/Connecting Tubes reference guides. Remove the Endoscope Combinations for Dual Scope Reprocessing label from the front lower panel of
the OER-Pro. Place the new Endoscope Combinations for Dual Scope Reprocessing label on the front, lower panel of the OER-Pro. Ensure that all
relevant personnel are thoroughly trained on the elimination of OER-Pro high-level disinfection for the URF-V2/V2R and URF-P6/P6R. To obtain
additional copies of the reference guide and label, contact the Olympus technical assistance center by telephone using the information below or request
copies using the questionnaire. Complete the questionnaire, and return it to Olympus using the information on the form.

For Further Information:

Olympus technical assistance center (TAC)

Tel.: (800) 848-9024 (select option 1), 7 am. to 8 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

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

Source(s):
e 2019 Jan 24. Member Hospital. Olympus letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2019 Jan 25. Manufacturer. Manufacturer confirmed information

©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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# Various FACSAria  Becton Dickinson & Becton Dickinson B.V.
Systems Co. (BD)
# Vial2Bag Fluid Cardinal-Health MEDICARE DRUG STORE
Transfer Sets COMPANY

# Vial2Bag Fluid  Medline Industries, Inc. Cure Development International
Transfer Sets. Ltd

Healthcare facility products and adaptations

Basin liners terisets Medical Produc Baxter AG

In vitro diagnostic devices

# AIA360 Analyzer ~ Tosoh Corporation DULLA FOUAD HOLDING COMPA

ARCHITECT Abbott Medical supplies & Services
Estradiol Reagent Co.Ltd Mediserv
Kit, Alinity i
Estradiol Reagent
Kit

CoaguChek XS Roche Diagnostics ~ FAROUK, MAAMOUN TAMER &
Test Strips INST Corp COMPANY
48CT

# cobas Liat Systems Roche Diagnostics Corg )UK, MAAMOUN TAMER & COMF

Elecsys Anti HAV  Roche Diagnostics  FAROUK, MAAMOUN TAMER &
IgM Corp COMPANY
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www.ecri.org . Printed from Health Devices Alerts on Sunday, February 10, 2019 Page 1

[High Priority ] - A32118 : BD—Various FACSAria Systems: Ethanol or Sheath Fluid May Spray from

Filter
Medical Device Ongoing Action

Published: Tuesday, February 5, 2019

UMDNS Terms:

® Cytometers, Automated, Flow [16867]
Product Identifier:
[Capital Equipment]
See the letter sent to your facility for affected catalog and serial numbers

Product BD Biosciences

Model

Systems FACSAriall, FACSAriallu, SORP FACSAriallu, FACSArialll, FACSArialllu, SORP
FACSArialll, FACSAria Fusion, SORP FACSAria Fusion, FACSAria System with Fluidics
Upgrade

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): BD Biosciences2350 Qume Dr, San Jose, CA 95131-1807, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology

Problem:

OInaJanuary 22, 2019, Urgent Product Safety Alert letter submitted by an ECRI Institute member hospital, BD states that ethanol or sheath fluid may
spray from the sheath/ethanol filter during the weekly filter purge and/or the six-month filter change maintenance activities. The fluid spray may occur if
the filter has been damaged from impact with a hard surface during bubble removal, if the connector is not fully engaged in thefitting, or if the filter vent
cap comes off. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the January 22, 2019, Urgent Product
Safety Alert letter and Customer Response Form from BD. To minimize the potential for fluid spray to occur, see the instructionsin the letter . Retain a
copy of the letter with your facility's instrument records. Inform all relevant personnel at your facility of the information in the letter. Complete the
Customer Response Form, and return it to BD using the information on the form.

For Further Information:

BD customer/technical support department

Tel.: (855) 236-2772 (select option 2) (U.S.)

Website: Click here

Comments:

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

Source(s):
e 2019 Feb 1. Member Hospital. BD letter submitted by ECRI Institute member hospital (includes reply form) Download
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www.ecri.org . Printed from Health Devices Alerts on Saturday, February 9, 2019 Page 1

[Critical Priority ] - A31979 04 : Cardinal Health—West Pharma Services IL Vial2Bag Fluid Transfer

Sets: May Not Adequately Transfer Drug Contents to IV Bag [FDA Class []

Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Friday, February 1, 2019

UMDNS Terms:

® Liquid-Dispensing Systems, Pharmaceutical [16807]
Product Identifier:

[Consumable]
West Pharma. Services IL, Ltd. (formerly
known as Medimop Medical Projects Ltd.), .
Product wholly-owned subsidiary of West gg{glwalngealth Lot No.
Pharmaceutical Services, Inc YINe:
Catalog No.
Vial2Bag Fluid Transfer Sets 36098093 36098093, 360980938 All
Via2Bag Direct Connect (DC) 13 36098125 36098125, P36098125 All
mm IV Fluid Transfer Sets
Vial2Bag DC 20 mm IV Fluid 36098126 36098126, P36098126 All

Transfer Sets

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

Distributor(s): ® Cardinal Health7000 Cardinal Pl, Dublin, OH 43017, United States

Manufacturer(s): West Pharma. Services L, Ltd. (formerly known as Medimop Medica Projects Ltd.), wholly-owned subsidiary of West
Pharmaceutical Services, Inc 530 Herman O West Dr, Exton, PA 19341, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Pain
Clinic, Pharmacy, IV Therapy, Materials Management

Summary:

OThis Alert provides information on a Cardinal Health subrecall of the above products based on a January 30, 2019, Urgent Product Recall letter. The
distributor has not confirmed the information provided in the source material. For information on the updated recall initiated by West Pharma Services|IL,
see Alert A31979 02 . For information on the original action initiated by West Pharma Services L, see Alert A31979.

Problem:

In aJanuary 24, 2019, Amended Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, West Pharma Services IL
states that the above products may not adequately transfer drug contentsto the IV bag, potentially resulting in variable or unpredictable dosing. Variable
or unpredictable dosing of medication may generally lead to overdosing or underdosing, with the effects depending upon the specific drug, specific
patient, and the condition for which the drug was ordered. Adverse health consequences could range from minor to serious injury or desth. The
manufacturer received sixteen products with complaints of a similar nature when the Vial2Bag DC 13 mm fluid transfer sets (see Alert A31979 ) were
used with oxytocin for pregnant women in connection with labor and delivery; events of severe and rapid uterine contractions, deceleration in fetal heart
rate (with subsequent cesarean section), and hemorrhage were reported. West Pharma Services IL states that it has not determined whether the observed
variable or unpredictable dosing is limited to oxytocin delivery through the affected medical devices. West Pharma Services IL also states that there have
been no reported events for any Vial2Bag, Via2Bag DC 13mm, Via2Bag DC 20mm product with an outcome of death. FDA's CDRH states that the
manufacturer initiated arecall by Urgent Medical Device Correction letter on December 26, 2018, and expanded the recall by Amended Urgent Medical
Device Recall letter on January 24, 2019.

Action Needed:

Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the January 30, 2019,
Urgent Product Recall letter, copy of the Progressive Medical/West Pharma Services IL January 24, 2019, Amended Urgent Medical Device Recall |etter,
and acknowledgment form from Cardinal Health. Regardless of whether you have affected product, complete the acknowledgement form, and return it

to Cardinal Health using the instructionsin the letter. To arrange for product return and to obtain credit, contact the Cardinal Health customer service
department by telephone at (800) 964-5227 (U.S. hospital customers),[] (800) 444-1166 (U.S. federal government facilities), and (888) 444-5440 (all
other customers). 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.

For Further Information:

Progressive Medical (PMI), (U.S. distributor)

Tel.: (800) 969-6331, 8 am. to 5 p.m. Central time, Monday through Friday

E-mall: cs@progressivemedinc.com

Website: Click here

Cardinal Health

Tel.: (800) 292-9332

Website: Click here

West Pharmaceutical Services

E-mail: recall @westpharma.com

Website: Click here

[OReferences:

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Medical device recalls. Event ID: 81877. West
Pharma Services IL, LTD [online]. 2019 Jan 28 [cited 2019 Jan 29]. Available from Internet: Click here .
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Comments:
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.
Source(s):

e 2019 Jan 31. FDA CDRH Database. Class |. Z-0767-2019; Z-0768/0769-2019 Download
e 2019 Jan 31. Distributor. January 30, 2019, Cardinal Health letter (Event-2019-01970) Download
e 2019 Jan 31. Distributor. January 24, 2019, Progressive Medical/West Pharma. Services IL letter Download
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[Critical Priority ] - A31979 05 : Medline—West Pharma Services IL Vial2Bag Fluid Transfer Sets: May

Not Adequately Transfer Drug Contents to IV Bag [FDA Class I]

Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Tuesday, February 5, 2019

UMDNS Terms:

® Liquid-Dispensing Systems, Pharmaceutical [16807]
Product Identifier:

[Consumable]

West Pharma. Services IL, Ltd. (formerly known as

Product Medimop Medical Projects Ltd.), wholly-owned Medline Industries Inc
subsidiary of West Pharmaceutical Services, Inc Item No.
Item No.

Via2Bag Fluid Transfer Sets 6070104 PGS36098093

Vial2Bag Direct Connect (DC) 13 mm 6070111 PGS36098125

1V Fluid Transfer Sets

Via2Bag DC 20 mm IV Fluid Transfer 6070112 PGS36098126, PGS6070112

Sets

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 IncOne Medline PI, Mundelein, IL 60060, United States

Manufacturer(s): West Pharma. ServicesIL, Ltd. (formerly known as Medimop Medical Projects Ltd.), wholly-owned subsidiary of West
Pharmaceutical Services, Inc 530 Herman O West Dr, Exton, PA 19341, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Pain
Clinic, Pharmacy, |V Therapy, Materials Management

Summary:

OThis Alert provides information on a Medline subrecall of the above products based on a January 31, 2019, Subrecall Immediate Action Required letter
submitted by an ECRI Institute member hospital. The distributor has not confirmed the information provided in the source material. For information on
the updated recall initiated by West Pharma Services IL, see Alert A31979 02 . For information on the original action initiated by West Pharma Services
IL, see Alert A31979.

Problem:

In aJanuary 24, 2019, Amended Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, West Pharma Services IL
states that the above products may not adequately transfer drug contentsto the IV bag, potentially resulting in variable or unpredictable dosing. Variable
or unpredictable dosing of medication may, in general, lead to overdosing or underdosing, with the effects depending upon the specific drug, specific
patient, and the condition for which the drug was ordered. Adverse health consequences could range from minor to serious injury or desth. The
manufacturer received 16 reports of a similar nature when the Vial2Bag DC 13 mm fluid transfer sets (see Alert A31979 ) were used with oxytocin for
pregnant women in connection with labor and delivery; events of severe and rapid uterine contractions, deceleration in fetal heart rate (with subsequent
cesarean section), and hemorrhage were reported. West Pharma Services IL states that it has not determined whether the observed variable or
unpredictable dosing is limited to oxytocin delivery through the affected medical devices. West Pharma Services IL also states that there have been no
reported events for any Vial2Bag, Via2Bag DC 13mm, Via2Bag DC 20mm product with an outcome of death. FDA's CDRH states that the
manufacturer initiated arecall by Urgent Medical Device Correction letter on December 26, 2018, and expanded the recall by Amended Urgent Medical
Device Recall letter on January 24, 2019.

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the January 31, 2019, Subrecall
Immediate Action Required letter and Urgent Remedia 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 instructions on the form. Upon receipt of the form, Medline will
send your facility return labels (if applicable). Return affected product to Medline using the return labels. When affected product has been received,
Medline will credit your facility's account. 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.

For Further Information:

Progressive Medical (PMI), (U.S. distributor)

Tel.: (800) 969-6331, 8 am. to 5 p.m. Central time, Monday through Friday

E-mail: cs@progressivemedinc.com

Website: Click here

Medline

Tel.: (866) 359-1704

Website: Click here

West Pharmaceutical Services

E-mail: recall@westpharma.com

Website: Click here

OReferences:

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Medical device recalls. Event I1D: 81877. West
Pharma Services IL, LTD [online]. 2019 Jan 28 [cited 2019 Jan 29]. Available from Internet: Click here .
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Comments:

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

Source(s):
e 2019 Feb 5. FDA CDRH Database. Class |. Z-0767-2019; Z-0768/0769-2019 Download

o 2019 Feb 5. Member Hospital. January 31, 2019, Medline letter submitted by an ECRI Institute member hospital (Recall Ref#:
R-19-009) Download

e 2019 Feb 5. Member Hospital. (includes reply form) Download
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[High Priority ] - A32076 : Tosoh—AIA-360 Analyzers: Table Home Sensor May Fail to Detect Home

Position
Medical Device Ongoing Action

Published: Monday, January 28, 2019

UMDNS Terms:

® Analyzers, Laboratory, Immunoassay, Fluorimetric [16218]
Product Identifier:
[Capital Equipment]

Tosoh Corp .
Product Model Model No. Serial No.
Analyzers AIA-360 019945 10274907R, 10835704R

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Tosoh Corp Shiba-Koen First Bldg, 3-8-2, Shiba Minato-Ku, 105-8623, Tokyo, Japan
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem:

[OHealth Canada states that a problem with the above analyzers may prevent the table home sensor from detecting the table home position. If a
malfunction with the table home sensor occurs, the sensor board may need to be replaced. Health Canada al so states that the manufacturer initiated a
recall on December 29, 2018. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected analyzersin your inventory. If you have affected analyzers, verify that you have been contacted by Tosoh.
For Further Information:

Tosoh

Website: Click here

References:

Health Canada. Recalls and safety aerts. AIA-360 immunoassay analyzer system [online]. 2019 Jan 23 [cited 2019 Jan 28]. Available from
Internet: Click here.

Comments:

e For information on asimilar and potentially related Tosoh action, see Alert A31905 .
e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jan 28. Health Canada Recall Listings. Type I11. RA-68850 Download
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[High Priority ] - A32100 : Roche—cobas Liat Systems: Manufacturer Issues Mandatory Script

Updates
Medical Device Ongoing Action

Published: Friday, February 1, 2019
Last Updated: Thursday, February 7, 2019
UMDNS Terms:
® |VD Test Reagent/Kits, Molecular Assay, Infection, Virus, Influenza[22310]
® |VD Test Reagent/Kits, Molecular Assay, Infection, Virus, Respiratory Syncytia Virus, RNA [22328]
® |VD Test Reagent/Kits, Molecular Assay, Infection, Bacteria, Streptococcus A [19572]
® Analyzers, Laboratory, Molecular Assay [20668]

® Software, Laboratory Analysis, Molecular Assay [26807]
Product Identifier:
[Capital Equipment, Consumable]
For use on cobas Liat systems running software version 3.2 or higher.
Roche Molecular Diagnostics

Product Catalog No. Version
cobas Strep A Nucleic Acid Tests 08825017001 1.28
cobas Influenza A/B and RSV Nucleic Acid 08824207001 115
Tests

Geographic Regions: U.S.
Manufacturer(s): Roche Molecular Diagnostics4300 Hacienda Dr, Pleasanton, CA 94588, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology, Materials Management

Problem:

In aJanuary 23, 2018, Software Bulletin letter submitted by an ECRI Institute member hospital, Roche states that it is issuing two mandatory script
updates for the cobas Liat system. Roche gives the following reasons for the two script updates:

For the cobas Strep A nucleic acid test:

e Thisassay exhibited a higher-than-expected rate of invalid runs because of internal control (I1C) results that were associated with rl, r2,
and/or r3 assay failure codes. The assay ranges and conditions for failure code logic and I C flags have been updated to accommodate
improvements to the IC and help reduce the rate of invalids. Invalid results during operation may still occur.

For the cobas Influenza A/B and RSV nucleic acid test:

e Thisassay exhibited aborted runs at a higher-than-expected rate because of a motor out of sync (MOOS) problem. When the system
detected an actuator position that was beyond the error limits for the expected position, the assay script aborted the run in order to prevent
instrument damage. The assay agorithms have been updated to help reduce the rate of aborted assay runs. MOOS errors are designed to
prevent excessive movements during operation and may still occur.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the January 23, 2018, Software Bulletin letter,
cobas Liat System Updating Core System Software and Installing or Updating Assay Scripts Quick Reference Guide (document number TT-00015-02),
cobas Strep A Assay Script v 1.28 USB Update Key, and cobas Influenza A/B & RSV Assay Script v 1.15 USB Update Key from Roche. For the cobas
Strep A nucleic acid test:

If you encounter invalid results after the update, follow the package insert instructions for invalid results. If the problem is systematic across |ots, contact
the Roche's Support Network Customer Support Center by telephone at (800) 800-5973.

For the cobas influenza A/B and RSV nucleic acid test:

If you encounter the problem after updating yourscripts, reboot the instrument. If initialization completes successfullywithout error, retest your sample
with anew tube. If the problem persists,retest using a new reagent lot. If the problem is systematic across lots,contact the Roche Support Network
customer support center by telephone at (800)800-5973.

Two different update keys (USB sticks) will be needed; one for each assay script:

e cobas Strep A assay script key, version 1.28
e cobasinfluenza A/B & RSV assay script key, version 1.15

The update keys may be used to upgrade multiple cobas Liat systems.

Confirm that you are running system software version 3.2 or higher. Go to Settings>About Device>Versions. If your system software version is not 3.2
or higher, you must update the system software version first. To obtain software version 3.2 at no charge (separate USB is required), contact the Roche

Diagnostics customer support department by telephone at the number below.

Update both assay scripts even if you do not currently run both assays. For instructions on updating the software and installing the assay scripts, refer to
one of the following:

e the Quick Reference Guide (TT-00015-02),

©2019 ECRI Ingtitute
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e thecobas Liat Operator's Manual, Version 8.0, page 129, Updating the software,
e or cobas Liat User Assistance.

After installing the updates, the assay scripts must be registered within 30 days; otherwise, you will be locked out of the system. There is one registration
activation code for each of the assay scripts. Use the cobas Liat Operator's Manual, the cobas Liat User Assistance, or the Quick Reference Guide (TT-
00015-02) for instructions on registering the software and assays. The best way to register your updated system software and assay scriptsis through
Roche's new software registration portal. This will enable you to immediately receive your activation code. Have the serial number and registration code
ready for each cobas Liat system you register. Follow the steps below to register your system software and assay scripts:

1. Visitthe website.

2. Click on activate your software.
3. Select Assay Script Activation.
4. Follow the directions.

Roche recommends keeping alist of your cobas Liat system serial numbers with the registration codes generated from your cobas Liat system(s). This
will enable accurate entry of the activation code generated from the cobas Liat website. Contact the Roche Support Network customersupport department
by telephone at the number below if you need additional helpwith registering your system software and assay scripts. Revalidate lots that were previously
loaded with the Advanced Tools Key (ATK) sync function and removed from the assay menu lot list during the software upgrade. Discard Software
Bulletin TP-00039 after your cobas Liat system has been updated to system software version 3.2 and the enclosed assay scripts. Retain a copy of the letter
for your records.

For Further Information:

Roche Support Network customer support center

Tel.: (800) 800-5973

E-mall: indianapolis_usa.liatsupport@roche.com

Roche Diagnostics customer support department

Tel.: (800) 428-5076

Website: Click here

Comments:

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

Source(s):
e 2019 Feb 1. Member Hospital. Roche letter submitted by ECRI Institute member hospital Download
e 2019 Feb 5. Manufacturer. Manufacturer confirmed information contained in source material
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[High Priority ] - A31657 03 : Eurotrol—HemoTrol and CueSee Hemoglobin Controls: Microbial
Contamination May Cause Incorrect Measurement Results
Medical Device Ongoing Action

Published: Wednesday, January 30, 2019

UMDNS Terms:

® |VD Test Reagent/Kits, Hematology, Control, Hemoglobin [19763]
Product Identifier:

[Consumable]
Eurotrol B.V. L

Product Catalog No. Lot No. Expiration Date Manufacture Date
HemoTrol Normal (Level 022.002.002, 202.002.002 81102 2019 Oct 2018 Mar
2) Controls
HemoTrol High (Level 3) 022.003.002, 202.003.002 82403 2020 Jan 2018 Jun
Controls
CueSeetHb Level 2 253.002.002 25302811 2019 Oct 2018 Mar
Controls
CueSee tHb Level 3 253.003.002 25303824 2020 Jan 2018 Jun
Controls

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Eurotrol B.V.Keplerlaan 20, 6716 BS Ede, The Netherlands
Suggested Distribution: Clinical Laboratory/Pathology, Immunohematol ogy/Blood Bank, Materials Management

Problem:

The U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) hasissued a Medical Device Alert ( MDA/2019/005 ) warning that microbial
contamination of the above controls may cause users to receive readings below the values assigned to the above product. Two potential situations may
occur:

e A functional hemoglobin analyzer wrongly failsits quality control (QC) test, resulting in adelay in results as the analyzer cannot be used on
patient samples.

e A faulty hemoglobin analyzer is wrongfully passed during its QC test, possibly leading to an incorrect treatment.

MHRA a so states that the manufacturer issued a Field Safety Notice (FSN) letter published on October 22, 2018. The manufacturer has not confirmed
the information provided in the source material.

Action Needed:
MHRA recommends the following actions:

o |dentify affected lots, which are listed above and in the manufacturer’s |etter .

e Ensurethat al relevant members of staff receive the manufacturer’s letter and that they understand the problem and actions to be taken.
e Complete and return the acknowledgement form in the letter.

e Follow the manufacturer’s actions listed in the letter until advised otherwise by the manufacturer.

o Report adverse events involving these devices through your local incident reporting system and/or your national incident reporting authority
as appropriate: England, Scotland, Northern Ireland, Wales. Y ou should also report directly to manufacturers if your local or national
systems do not.

e Report any adverse incidents to MHRA through the Y ellow Card scheme ; Welsh customers should follow specific advice for reporting in
Walesin MDA/2004/054.

For Further Information:

Daniel Phillipens, Eurotrol, Netherlands
Tel.: 31 (318) 695777

E-mail: recall @eurotrol.com
Website: Click here

For technical inquiries to MHRA:
Jazmin McCalla-Bedward

Tel.: (020) 30806000

E-mail: DSS-TM @mhra.gov.uk
For clinical inquiries to MHRA:
MHRA devices clinical team

Tel.: (020) 30807274

E-mail: DCT@mhra.gov.uk
Website: Click here
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Northern Ireland:

Northern Ireland Adverse Incident Centre

Tel.: (0208) 90523868

E-mail: NIAIC@health-ni.gov.uk

Website: Click here

Scotland:

Incident Reporting and Investigation Centre
Tel.: (0131) 2757575

E-mail: nss.iric@nhs.net

Website: Click here

Wales:

Healthcare Quality Division Welsh Government
Tel.: (029) 20823624 or (029) 20825510
E-mail: Haz-Aic@wales.gsi.gov.uk

Ianui riesto MHRA should cite reference no. MDA/2019/005, 2017/003/003/203/001, and/or 2018/010/030/701/009.
References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Recall of certain batches of Eurotrol hemoglobin controls due to
microbia contamination [online]. London: Department of Health; 2019 Jan 30 [cited 2019 Jan 30]. (Medical device dert; no.
MDA/2019/005). Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 Jan 30. MHRA MDA. MDA/2019/005 Download
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[Critical Priority ] - A32079 : Edwards—Commander Delivery Systems: Balloon Tears May Occur

Medical Device Ongoing Action
Published: Monday, January 28, 2019

UMDNS Terms:

® Procedure Kit/Trays, Implant Delivery, Cardiac Valve, Transcatheter [33675]
Product Identifier:

[Consumable]
Edwards Lifesciences Corp
Product Model
Commander Delivery Systems 9600LDS20A, 9600LDS23A, 9600LDS26A, 9600LDS29A
Commander Delivery System MultiPacks 9600CM20A, 9600CM23A, 9600CM26A, 9600CM29A

Geographic Regions: Worldwide
Manufacturer(s): Edwards Lifesciences Corpl Edwards Way, Irvine, CA 92614, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Materials Management

Problem:

OInaJanuary 21, 2019, Urgent Field Safety Notice letter submitted by ECRI Institute member hospitals, Edwards states that it has received reports of
balloon tears occurring during the valve alignment step with the above devices. The observed complaint rate for this problem is approximately 0.14%
based on the global experience with the device. The incidence of serious events related to this problem is approximately 0.02%, typically resulting from
inability to fully inflate and/or difficulty removing the delivery system, such as valve malposition with or without embolization, non-target deployment,
vascular injury, significant bleeding, and/or need for surgical intervention to prevent permanent injury or death. Edwards also states that balloon tears
typically occur when thereis significant tension in the delivery system during valve alignment. Tension can be encountered if valve alignment occursin a
non-straight section of the vasculature or if the balloon is not adequately evacuated during device preparation.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the January 21, 2019, Urgent Field Safety
Notice letter and Acknowledgment Form from Edwards. Complete the Acknowledgment Form, and return it to Edwards using the instructions on the
form. To avoid significant tension, valve alignment should occur in a straight section of the vasculature. For transfemoral cases, a computed tomography
angiography (CTA) of the chest-abdomen-pelvis may be necessary to properly assess the ascending and descending aorta. This assessment ensures that a
straight section is available for valve alignment. Edwards recommends that users follow the guidelines and instructions provided in the Edwards SAPIEN
3 Commander delivery system training materials for device preparation and device use (highlighted below) (the instructions for use (IFU) is being
updated to address these techniques):

e Ensure that no residual fluid remainsin the balloon during preparation, and avoid overfilling the balloon during de-airing to prevent
potential valve alignment difficulty.

e Execute valve alignment in a straight section of the aorta. Utilizing alternative fluoroscopic views may help with ng curvature of the
anatomy.

e |f excessive difficulty is encountered when performing valve alignment, this may be an indication that alignment is being attempted in a
non-straight section of the vasculature where alignment may not be safely achieved. In these cases, repositioning the delivery systemto a
different straight section of the aorta and relieving compression (or tension) in the system will be necessary (see Figure 1 in the |etter ).

If maneuvers are not successful and severe difficulty is still encountered, discontinue attempts to align the valve to prevent device damage and remove the
system as a single unit while maintaining guidewire position.

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 Jan 24. Member Hospital. FCA-123 (includes reply form) Download
e 2019 Jan 28. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A31630 : Endologix—Nellix Endovascular Aneurysm Sealing Systems: Manufacturer
Discontinues Sale and Recalls Unused Stock in Response to MHRA Concerns Regarding Safety and
Performance

Medical Device Ongoing Action

Published: Friday, January 25, 2019
Last Updated: Thursday, January 31, 2019

UMDNS Terms:

® Occluders, Vascular, Intravascular Embolization [15034]
Product Identifier:

[Consumable]
Endologix Inc -
Product Model No. Serial No.
Nellix Endovascular Aneurysm Sealing (EVAS) System All All
Devices

Geographic Regions: Europe, U.K.
Manufacturer(s): Endologix IncBurgemeester Burgerslaan 40, Rosmalen, Noord-Holland 5245, The Netherlands

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, OR/Surgery,
Gastroenterology, Materials Management

Problem:

The U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) hasissued a Medical Device Alert (MDA/2019/002 ) informing healthcare
workers that Endologix has stopped distributing the above devices and is withdrawing any unused devices from hospital inventory though afield safety
corrective action (FSCA). MHRA also states that the CE-mark (European Union [EU] market authorization) for these devicesis currently suspended by
the Notified Body. MHRA further states the manufacturer issued a Field Safety Notice (FSN) letter dated January 4, 2019. MHRA has considered recent
evidence on the above devices, both published and awaiting publication, together with reported adverse incident data. MHRA has also identified concerns
over the safety and performance of the device two years after implantation. Specifically, the agency has noted a high rate of graft failure because of
device migration, Type 1 endoloesk, or sac expansion. MHRA further states that a number of changes have been made to the device design, indications
for use, and recommended implantation technique, which were the subject of previous FSNs. MHRA considers these now requiring robust clinical
investigation to determine their effectiveness. MHRA states that Endologix has undertaken this voluntary FSCA to address the concerns over the
continued commercial use of the device. The manufacturer has not confirmed the information provided in the source material.

Action Needed:
MHRA recommends that you do the following:

o Discontinue further implants of affected devices.
e |dentify any affected devicesin your inventory.
e |dentify al patients implanted with an affected device under your facility's surveillance.

e Notify your nearest U.K. expert centre with the number of patients you currently have remaining under surveillance and discuss in advance
the support this centre can provide if a patient requires re-intervention.

e Continue to undertake lifelong follow-up of all patients according to normal clinical practice. Enhanced surveillance involving computed
tomography (CT) imaging should be repeated at least annually, unless the patient is considered unfit for secondary intervention. Arrange for
early CT surveillance for all patients who have not received CT imaging within the last 12 months.

e The most recent scans should be compared to immediate postoperative images to identify signs of device failure. Thisincludes significant
device migration, Type 1 endoleak, and/or aneurysm sac expansion.

e Discuss al patients being considered for secondary intervention with the nearest U.K. expert centre, Patients that are suitable for surgica
explant may be treated either locally or referred on to alarger volume centre if appropriate.

o All patientsin whom a Nellix-in-Nellix intervention is proposed as the optimum treatment should be treated at one of the named U.K. expert
centres.

e Report any adverse incidents to MHRA through the Y ellow Card scheme ; Welsh customers should follow specific advice for reporting in
Walesin MDA/2004/054.

For Further Information:

Endol ogix

Tel.: 31(88) 1169101

E-mail: customerservice@endologix.com
Website: Click here

For technical inquiries to MHRA:
Sophie Clewlow, Alexander McLaren, or Hazel Randall
Tel.: (020) 30806000

E-mail: DSS-TM @mhra.gov.uk

For clinical inquiries to MHRA:

MHRA devices clinical team

Tel.: (020) 30807274

E-mail: DCT@mhra.gov.uk

Website: Click here

©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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Northern Ireland:

Northern Ireland Adverse Incident Centre

Tel.: (0208) 90523868

E-mail: NIAIC@health-ni.gov.uk

Website: Click here

Scotland:

Incident Reporting and Investigation Centre
Tel.: (0131) 2757575

E-mail: nss.iric@nhs.net

Website: Click here

Wales:

Healthcare Quality Division Welsh Government
Tel.: (029) 20823624 or (029) 20825510
E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiries to MHRA should cite reference no. MDA/2019/002 or 2017/003/003/203/001

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Nellix endovascular aneurysm sealing (EVAS) system—device
recall and enhanced patient surveillance [online]. London: Department of Health; 2019 Jan 25 [cited 2019 Jan 25]. (Medica device aert; no.
MDA/2019/002). Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 Jan 25. MHRA MDA. MDA/2019/002 Download
e 2019 Jan 25. MHRA FSN. 2019/001/004/601/004 Download
e 2019 Jan 25. MHRA FSN. Download
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[High Priority ] - A32140 : Zimmer Biomet—Trabecular Metal Tibial Half Block Augments: May Be

Mislabeled
Medical Device Ongoing Action

Published: Thursday, February 7, 2019

UMDNS Terms:

® Prostheses, Joint, Knee, Tibial Component [16098]
Product Identifier:

[Consumable]
Zimmer Biomet
Product Item No. Lot No. uDlI
Right Lateral/Left Media Size 4 00544800426 63253751 (01) 00889024307858 (17) 210228 (10)
5 mm Thickness Trabecular 63253751
Metal Tibial Half Block
Augments with Screws
63257915 (01) 00889024307858 (17) 210228 (10)
63257915
63291542 (01) 00889024307858 (17) 210430 (10)
63291542
Left Lateral/Right Medial, Size 00544800436 63244259 (01) 00889024307902 (17) 210131 (10)
45 mm Thickness Trabecular 63244259
Metal Tibial Half Block
Augments with Screws
63247617 (01) 00889024307902 (17) 210228 (10)
63247617
63279968 (01) 0889024307902 (17) 210228 (10)
63279968
61581585T (01) 00889024307902 (17) 210228 (10)
61581585T

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

Problem:

OlIn aFebruary 1, 2019, Urgent Medica Device Recall letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that the above
products may be comingled, potentially resulting in the product in the box not matching the product on the label. Zimmer Biomet also states that this
problem may lead to an extension in surgery or loosening, necessitating surgical intervention.

Action Needed:

Oldentify and isolate any affected product in your inventory. Affected product was distributed between February 2016 and September 2018. If you have
affected product, verify that you have received the February 1, 2019, Urgent Medical Device Recall letter and Certificate of Acknowledgment form from
Zimmer Biomet. Your Zimmer Biomet sales representative will remove the affected product from your facility. Regardless of whether you have affected
product, complete the Certificate of Acknowledgment form and return it to Zimmer Biomet using the instructions on the form. Report any adverse events
associated with the use of affected product to Zimmer Biomet by e-mail at tmt.complaints@zimmerbiomet.com . U.S. customers should also report
adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by tel ephone at
(800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Zimmer Biomet customer service department

Tel.: (574) 371-3071, 8 am. to 5 p.m. Eastern time, Monday through Friday

E-mail: CorporateQuality.PostMarket@zimmerbiomet.com

Website: Click here

Comments:

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

Source(s):
e 2019 Feb 6. Member Hospital. ZFA 2018-00492 (includes reply form) Download
e 2019 Feb 7. Manufacturer. The manufacturer confirmed the information provided in the source material.
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# Chemolock Vial ICU Medical, Inc AL-KAMAL Import

Spikes ﬁ
DENTASEPT SH D.M.D N/A https://ncmdr.sfda.gov.s
PRO WIPES
#  Transseptal Cook Inc, Majal Care for Trading Est. g
Needles
UNISEPTA FOAM USF Healthcare SA Medical Vision Est. https://ncmdr.sfda.gov.s
2 WIPES
#  Wire Guides Cook Inc, Majal Care for Trading Est.
Contained in 8

Various Trays
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[High Priority ] - A32033 02 : AmerisourceBergen—ICU Medical ChemoLock Vial Spikes: May

Generate Burr Particulate
Medical Device Ongoing Action

Published: Thursday, January 31, 2019

UMDNS Terms:

® Needles, Medication Transfer [16627]
Product Identifier:

[Consumable]
Product ICU Medical Inc Lot No. Distribution Date Expiration Date
Item No.
20 mm ChemoL ock Vial 10189837 3757712 >=2018 Aug 1 2023 Aug 1
Spikes

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.&#160;

Distributor(s): ® AmerisourceBergen Corp 1300 Morris Dr, Chesterbrook, PA 19087, United States
Manufacturer(s): ICU Medica Inc 951 Calle Amanecer, San Clemente, CA 92673, United States

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, Oncology, OR/Surgery, Pulmonol ogy/Respiratory
Therapy, 1V Therapy, Materials Management

Summary:

This Alert provides information on an AmerisourceBergen subrecall of the above products, which were recalled by ICU Medical, based on a January 30,
2019, Urgent Recall letter submitted by an ECRI Institute member hospital. The distributor has not confirmed the information provided in the source
material. For information on the recall initiated by ICU Medical, see Alert A32033 .

Problem:

In aJanuary 3, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, ICU Medical states that the above vial spike
may generate burr particulate, originating from the protective cap used in the assembly of the device. ICU Medical also states that burr particulate may
detach; in uncommon circumstances, a detached burr could enter the fluid path, be infused into an intravenous line, enter the patient, and lead to an
embolism. ICU Medicd further statesthat it has received no reports of adverse events associated with this problem.

Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the January
30, 2019, Urgent Recall letter from AmerisourceBergen. For product return instructions, contact Stericycle using the information below.

For Further Information:

AmerisourceBergen

Website: Click here

Stericycle

Tel.: (888) 871-7114, 8 am. to 5 p.m. Eastern time, Monday through Friday
Website: Click here

To report adverse events:

ICU Medical global complaint management department
Tel.: (844) 654-7780

E-mall: productcomplaintspp@icumed.com

For medical inquiries:

ICU Medical information department

Tel.: (800) 241-4002 (select option 6)

E-mail: medinfo_us@icumed.onmicrosoft.com
For product replacement options:

ICU Medica customer care department

Tel.: (949) 366-4208

Website: Click here

Comments:

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

Source(s):

e 2019 Jan 31. Member Hospital. AmerisourceBergen letter submitted by an ECRI Institute member hospital. Reference No. 2873.1
Download
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[High Priority ] - A32123 : Cook—Transseptal Needles: Needle Tip May Be Missing Back Bevel,

Potentially Damaging Introducer during Insertion
Medical Device Ongoing Action

Published: Tuesday, February 5, 2019

UMDNS Terms:

® Catheters, Cardiac, Angiography, Transseptal [17478]
Product Identifier:

[Consumable]
Product gg?eliel\rqggﬁgl Order No. Lot No.
Transseptal Needles TSNC-18-71.0 G02364 8833687

Geographic Regions: Canada, U.S.
Manufacturer(s): Cook Medical 700 Daniels Way, PO Box 489, Bloomington, IN 47402-1608, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem:

OlIn aFebruary 1, 2019, Urgent Medica Device Recall letter submitted by ECRI Institute member hospitals, Cook states that the above needles may have
been manufactured without a back bevel on the needle tip, potentially leading to damage to the inside of the introducer during needle insertion. Cook also
states that this could lead to delay in procedure, a prolonged procedure, or introducer particulate entering the bloodstream.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the February
1, 2019, Urgent Medical Device Recall letter and Acknowledgment and Receipt Form from Cook. Regardless of whether you have affected product,
complete the Acknowledgment and Receipt Form and return it to Cook using the information on the form. Return affected product to Cook, along with a
copy of the Acknowledgment and Receipt Form. Cook will provide your facility with credit for unused affected product. 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. 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 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:

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

Website: Click here

Comments:

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

Source(s):
e 2019 Feb 5. Member Hospital. Cook letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2019 Feb 5. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A31998 01 : Cook—Wire Guides Contained in Various Trays: May Be Incorrectly
Loaded into Wire Guide Holder [Update]
Medical Device Ongoing Action

Published: Wednesday, January 30, 2019
Last Updated: Thursday, January 31, 2019

UMDNS Terms:
® Procedure Kit/Trays [28961]
® Guide Wires[11925]
® Catheters, Urinary, Ureteral [10761]

® Stents, Ureteral [16040]
Product Identifier:

[Consumable]
Cook Medical
Product Reference No. Order No. Lot No.
Bander Ureteral Diversion Open-End Stent Sets 025707-S1 G14822 8011030, 8417632
Percutaneous Entry Sets 080000 G14649 8109245
Percutaneous Pigtail Nephrostomy Sets 080008 G14094 8112670
080010 G14095 8113259
080012 G14899 NS8070847
Polytetrafluoroethylene (PTFE) Wire Guides 635413-10 G34134 8065959
638413-10 G34133 8073949, 8074014,
8074015
638813 G15067 8077583
Roadrunner Hydrophilic PC Wire Guides RFSPC-035145-0-1-AQ G18629 7853241, 8283322,
8407934, 8474898
RFSPC-038145-0-1-AQ G17866 7936207
Sof-Flex Double Pigtail Ureteral Stent Sets 039516 (14840 NS8070692
Sof-Flex Multi-Length Ureteral Stent Sets 039500-8-20 G17852 8193001, 8172131
Universa Soft Ureteral Stent Sets USH-624 G49941 7998422, 7998423,
8594610
USH-728 G49951 NS8599665
USH-826 G49958 NS8421573
Urethral Dilation Balloon Catheter with Open UDBS-070029-OW G17844 8494465, 8552050,
Tips 8567256, 8659206,
NS8513228

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K., U.S.
Manufacturer(s): Cook Medica 700 Daniels Way, PO Box 489, Bloomington, IN 47402-1608, United States

Suggested Distribution: Critical Care, Dialysis’/Nephrology, Nursing, Obstetrics/Gynecology/L abor and Delivery, OR/Surgery, Urology, Materials
Management

Summary:

OUpdate Reason: Distribution in the U.K. This Alert provides additional information based on a January 8, 2019, Urgent Field Safety Notice letter
posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) regarding Alert A31998 . The Product Identifier field contains
Europe-specific information, the U.K. has been added to the Geographic Regions field, and the Action Needed fields has been updated with Europe-
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specific information.

Problem:

Oln aJanuary 2019 Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Cook states that the above products may contain
awire guide that was incorrectly loaded into the wire guide holder. This may lead to the tiff tip of the wire guide being introduced into the patient
instead of the flexible tip, potentially delaying the procedure or causing tissue and/or organ injury. The manufacturer has not confirmed the information
provided in the source material .

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the January 8, 2019, Urgent Field
Safety Notice letter and Customer Response Form from Cook. Compl ete the Customer Response Form, and return it to Cook using the information in the
letter. Upon receipt of the form, Cook will issue your facility a returns authorization number. Return affected product to Cook by mail at Cook Medical
EUDC, Robert-Koch-Stral3e, 2, 52499 Baesweller, Germany. Cook will provide your facility with credit for returned product. Report any adverse events
experienced with use of affected product to the Cook customer support 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:

Cook

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: brand [online]. London: Department of Health; 2019
Jan 28 [cited 2019 Jan 30]. (Field safety notice; reference no. 2019/001/014/701/028). Available from Internet: Click here .

Comments:

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

Source(s):
e 2019 Jan 30. MHRA FSN. 2019/001/014/701/028 Download
e 2019 Jan 30. MHRA FSN. (includes reply form) Download
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