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SBED Weekly Update 27-Feb-18

Dear,
SBED team is pleased to inform you that 5§53 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 2/19/2018 to 2/22/2018

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

NOTE:

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

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

Active Implantable Devices

New  Implantable Cardioverter 2/22/2018 Medtronic SA Medtronic Saudi Arabia 1 https
Defibrillators (ICDs)

Anaesthetic and respiratory devices

New ELAN 4 2/19/2018 Aesculap Gulf Medical Co. 2 A/Ca\
New ELAN 4 Air System 2/19/2018 Aesculap Gulf Medical Co. 2 A/Ca\
# New INOflo DS and INOmax  2/22/2018 Mallinckrodt Dar Al-Zahrawi Medical 2
DSIR Nitric Oxide Delivery Co. LLC
Systems
New VYLIFE, KIT VYLIFE 2/21/2018 Vygon UK Ltd iel Medical & Trading Co.  FSN  A/Ca\

Assistive products for persons with disability


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12195
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12172
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12173
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12187
afsaif
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[High Priority ] - A29980 : Mallinckrodt—INOflo DS and INOmax DSIR Nitric Oxide Delivery
Systems: Manufacturer Issues Ventilator/Gas Delivery Systems Compatibility List
Medical Device Ongoing Action

Published: Wednesday, February 14, 2018
Last Updated: Thursday, February 15, 2018

UMDNS Terms:

® Nitric Oxide Delivery Units[18586]
Product Identifier:
[Capital Equipment]

Mallinckrodt Pharmaceuticals
Product Model

Nitric Oxide Delivery Systems INOflo DS, INOmax DSIR, INOmax DSIR Plus

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Mallinckrodt Pharmaceuticals 675 McDonnell Blvd, St Louis, MO 63042, United States
Suggested Distribution: Clinical/Biomedical Engineering, Pulmonology/Respiratory Therapy, NICU

Problem:

In aJune 2017 Technical Bulletin letter submitted by an ECRI Institute member hospital, Mallinckrodt provides an updated list of ventilators and gas
delivery systemsthat are validated for use with the above systems. In a January 26, 2018, |etter submitted by an ECRI Institute member hospital,
Mallinckrodt provides details regarding its validation process. For information on the validation process, see the |etter .

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the June 2017 Technical Bulletin letter
(available online) and January 26, 2018, |etter from Mallinckrodt. Contact Mallinckrodt's customer care department by telephone at the number below to
receive an additional hard copy of the Technical Bulletin letter if necessary. The manufacturer lists the following warning:

e "Within the U.S., the approved patient population for the INOmax DSIR and INOmax DSIR Plus, as specified in the drug labeling for
INOMAX (nitric oxide) for inhaation, is limited to term and near-term neonates with hypoxic respiratory failure. The INOmax DSIR and
INOmax DSIR Plus are not intended to be used in other patient populations.

e "Outsidethe U.S,, use of the INOmax DSIR, INOmax DSIR Plus, and INOflo DSislimited to the use in accordance with INOMAX or
INOflo nitric oxide for inhalation prescribing Information as established with the national health authority."

Refer to Tables laand 1bin the Technical Bulletin letter for alist of ventilator/gas delivery systems that have successfully completed validation testing,
and to Table 2 for those that have not successfully completed validation testing.

For Further Information:

Mallinckrodt customer care department

Tel.: (877) 566-9466

Website: Click here

Comments:

e [[Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2018 Feb 13. Member Hospital. Mallinckrodt letter submitted by ECRI Institute member hospital Download

e 2018 Feb 13. Member Hospital. Mallinckrodt letter submitted by ECRI Institute member hospital Download

e 2018 Feb 14. Manufacturer. Manufacturer confirmed information contained in source material

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167998/201706MallinckrodtINOmaxINOfloSystemsClientRedacted.pdf?option=80F0607

http://inomax.com/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167998/201706MallinckrodtINOmaxINOfloSystemsClientRedacted.pdf?option=80F0607

http://inomax.com/contact-us

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168164/20180126MallinckrodtINOMAXSystemsClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168165/201706MallinckrodtINOmaxINOfloSystemsClientRedacted.pdf
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New

New

New

# New

Inex Silicone Devices

Quick connect scale used

with Maxi Sky 2 ceiling
lifts

Sterilization wrap, JS

Series SterilContainer"S2

System

Various Mattress and
Seat Cushion System
Pumps

Dental devices

New

Dental unit XO

2/20/2018

2/20/2018

2/19/2018

2/21/2018

2/20/2018

GROUPE SEBBIN SAS

Arjo Huntleigh

Aesculap

Harvest Healthcare

XO CARE A/S

Diagnostic and therapeutic radiation devices

# New

New

New

New

New

New

Allura Xper and UNIQ
Systems with FlexVision
Large Screen Monitor,

Biograph Horizon with
VJ20A Software

Fukuda Denshi
DynaScope Model DS-
8100N/8100M Patient

Monitor

Infinity Acute Care System

MYLAB TWICE EHD

ProGrade Rel.1x

2/22/2018

2/19/2018

2/19/2018

2/20/2018 raeger Medical Systems Ir Draeger Arabia Co. Ltd.

2/20/2018

2/20/2018 Philips Medical Systems s Healthcare Saudi Arabi

Philips Healthcare

SIEMENS

Fukuda Denshi

Esaote S.p.A.

N/A

Al-Faisaliah Medical
System

Gulf Medical Co.

N/A

N/A

Philips Healthcare
Saudi Arabia Ltd.

Siemens Medical
Solutions

AL-MIRA CENTRE FOR
TRADING COMPANY
LIMITED

Salehiya Trading Est.

FSN

FSN

FSN

FSN

FSN

FSN

A/Ca\

https
://nc

=
s
E}D
O |n

A/Ca\

A/Ca\

A/Ca\

A/Ca\


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12182
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12186
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12171
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12179
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12163
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12169
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12185
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12184
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12181
afsaif
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[High Priority ] - A29999 : Harvest Healthcare—Various Mattress and Seat Cushion System Pumps:

Low Pressure Sensor Indicator May Fail
Medical Device Ongoing Action

Published: Tuesday, February 13, 2018

UMDNS Terms:
® Cushions, Chair/Wheelchair Seat [11100]

® Mattress Systems, Alternating-Pressure [18147]
Product Identifier:
[Capital Equipment]

HA200 Unipump fitted to Opal and Salisbury overlay mattresses; Chatsworth, Opal Plus, Prime comfort active replacements mattresses; and seat cushion
system HH20.

Product n%'aﬁ“ Healthcare Part No. Manufacture Date

Mattress Pump HA200 Uni Pump UN-020 2016, 2017

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Harvest HeadthcareSheaf House, Bradmarsh Way Bradmarsh Business Park, Rotherham, S60 1BW, England

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

Problem:

000In aJanuary 25, 2018, Important Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Harvest Healthcare states that the low-pressure sensor indicator on the above pumps may not light if the mattress or cushion deflates. 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 25, 2018, Important Field
Safety Notice letter from Harvest Healthcare. Harvest Healthcare recommends a daily visual inspection to determine whether the mattress or cushion is
completely deflated. Test the pump to check if the low-pressure sensor indicator is working. Disconnect the pump from the system, and alow the air to
escape from both outlet ports. After 10 minutes, the low-pressure light should have activated, identifying that the pump isin good working order and no
further action is required. If the indicator light is not working correctly, contact Harvest Healthcare servicing by e-mail at
servicing@harvesthealthcare.co.uk to arrange for product repair or replacement. Updated instructions for use (IFU) recommend a weekly check and
yearly replacement of the pressure sensor and may be obtained from Harvest Healthcare customer service here . Notify al relevant personnel at your
facility of the information in the Important Field Safety Notice letter, and forward a copy of the letter to any facility to which you have further distributed
affected product.

For Further Information:

John Gerrard, Harvest Healthcare

E-mail: john.gerrard@nharvesthealthcare.co.uk

Website: Click here References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Harvest Healthcare [online]. London: Department of Health; 2018
Feb 12 [cited 2018 Feb 12]. (Field safety notice; reference no. 2017/011/015/291/041). Available from Internet: Click here.

Comments:

e [Thisdertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2018 Feb 12. MHRA FSN. 2017/011/015/291/041 Download
e 2018 Feb 12. MHRA FSN. January 18, 2018, Important Field Safety Notice letter from Harvest Healthcare Downl oad

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



mailto:servicing@harvesthealthcare.co.uk

mailto:servicing@harvesthealthcare.co.uk

mailto:customer.service@harvesthealthcare.co.uk

mailto:john.gerrard@harvesthealthcare.co.uk

https://harvesthealthcare.co.uk/contact-us/

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-february-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-february-2018

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167916/20180212MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167917/20170118HarvestUnipumpMHRA.pdf
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[High Priority ] - A29982 : Philips—Allura Xper and UNIQ Systems with FlexVision Large Screen

Monitor: Image May Freeze if System is Not Restarted Daily
Medical Device Ongoing Action

Published: Monday, February 12, 2018

UMDNS Terms:
® Radiographic/Fluoroscopic Systems, Cardiovascular [17192]

® Radiographic/Fluoroscopic Systems, Angiography/Interventional [16597]
Product Identifier:
[Capital Equipment]

Philips Healthcare

Product Model System Version
Radiographic/Fluoroscopic Systems Allura Xper Systems with FlexVision Allura8.1.25.0, Allura8.1.25.1,
Monitor Allura8.1.25.5, Allura8.2.25.0,

Allura8.2.25.5, Allura8.2.27

UNIQ Systemswith FlexVision Monitor UNIQ 1.0.10, UNIQ 1.0.10.5

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

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Diagnostic Imaging, Information
Technology

Problem:

In aJanuary 24, 2018, Urgent Safety Notice letter submitted by an ECRI Institute member hospital, Philips states that the image on the FlexVision large
screen monitor on the above systems may freeze for about 15 seconds if the system is not switched on/off (cold restart) every day. Philips also states that
it has received reports of instances in which this problem occurred on systems that had been running continuously for more than one and a half days.
Philips further states that in the reported instances, the system restored itself following the freeze and became fully operational again. Philips states that if
this problem occurs, key image functionality is lost and alive image may not be identified by the user, potentially posing arisk to the patient.
Additionally, Philips states that it has received no reports of adverse events 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 24, 2018, Urgent Safety Notice
letter from Philips. Notify all relevant personnel at your facility of the information in the Urgent Safety Notice letter, and place a copy of the |etter with
the system's instructions for use (IFU) until the system has been corrected by Philips. To prevent this problem, restart affected systems at least once a
day. A Philips representative will notify you when a software update to fix this problem becomes available.

For Further Information:

Philips

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Feb 9. Member Hospital. Philips letter submitted by an ECRI Institute member hospital Download

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



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

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167774/20180124PhilipsAlluraXperClient_Redacted.pdf
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# New syngo.via Picture
Archiving and
Communication Systems
Using Software Version
VB20A

2/22/2018

Electro mechanical medical devices

New Cardio M plus

New Central Venous Catheter.

New Duodenoscope Model
ED-530XT ,

# Update Ethernet to Fiber-Optic
Converters Used with
Mako RIO Systems

# New Model 2008T
Hemodialysis Systems
with CDX
New Pentax Video
Duodenoscope..

New Philips ear thermometer

# New Professional 9681
Surgical Clippers

New REANIBEX
300y,REANIBEX 500

New ROSA 1.0.2, ROSA 3.0
(Spine application)

# New  ROSA Surgical Systems

Hospital hardware

1]

2/22/2018

2/19/2018

2/19/2018

2/22/2018

2/22/2018

2/22/2018

2/22/2018

2/19/2018

2/21/2018

2/20/2018

2/22/2018

SIEMENS

Medical Econet GmbH

Cook Inc,

FUJIFILM Corporation

Stryker Communications

Fresenius Medical Care.

PENTAX Europe GmbH

Philips Burton

3M Health Care Ltd

Osatu, S. Coop.

Zimmer Biomet, Inc.

Zimmer Biomet, Inc.

Siemens Medical
Solutions

corals leadership

NAFA Medical

Al-Jeel Medical &
Trading Co. LTD

Al-Faisaliah Medical
System

Fresenius Medical Care
GmbH

Medical supplies &
Services Co.Ltd

s Healthcare Saudi Arabi

3M company

Bassam Trading

Company Ltd

Isam Economic Co.

Isam Economic Co.

FSN

2

FSN

2

FSN

FSN

2

A/Ca\

A/Ca\

https

https

A/Ca\

https


http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12198
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12170
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12175
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12194
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12197
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12190
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12177
http://Attached
afsaif
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[High Priority ] - A29930 : Siemens—syngo.via Picture Archiving and Communication Systems Using
Software Version VB20A: System May Not Retain Corrected Values
Medical Device Ongoing Action

Published: Friday, February 9, 2018
Last Updated: Thursday, February 15, 2018

UMDNS Terms:
® Information Systems, Picture Archiving and Communication, Radiology [16247]

® Software, Picture Archiving and Communication System [26869]
Product Identifier:
[Capital Equipment]

Siemens Healthcare

Model No. Software Version

Product

Picture Archiving and Communication Systems syngo.viaVB20A VB20A, VB20A_HF01, VB20A_HF02,
VB20A_HFO03, VB20A_HF04

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, U.S.
Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology

Problem: In aJanuary 8, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Siemens states that the above
software versions for syngo.viamay not retain corrected values within reports, potentially resulting in outdated information being sent to the referring
physician when creating aformal report. Siemens further states that affected report sections may include "Findings Information” and " Summary of
Measured Findings." Health Canada states that Siemens initiated arecall on January 11, 2018. 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 8, 2018, Urgent Medical Device
Correction letter from Siemens or have been otherwise contacted by the firm. Perform modifications directly in the Findings Assistant or Interactive
Findings Dialog only, as specified in the letter . Verify modified fieldsin your reports using the preview. Siemens is preparing a correction for this
problem. Inform all relevant personnel at your facility of theinformation in the Urgent Medical Device Correction letter, and forward a copy of the letter
to any facility to which you have distributed affected product.

For Further Information:

Siemens customer care center

Tel.: (888) 826-9702

Website: Click here

References:
e Health Canada. Recalls and safety aerts. SYNGO.VIA [online]. 2018 Jan 29 [cited 2018 Feb 8]. Available from Internet: Click here .

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2018 Feb 8. Member Hospital. January 8, 2018 Siemens letter submitted by ECRI Institute member hospital, SY 065/17/P Download
e 2018 Feb 8. Health Canada Recall Listings. Type I11. RA-65804 Download

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167770/20180108SiemenssyngoviaClientRedacted.pdf?option=80F0607

https://www.siemens.com/contact/en/corporate/general.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/65804r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/65804r-eng.php

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168160/20180108SiemenssyngoviaClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168161/20180128SiemensSyngoViaHealthCanada.pdf
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[High Priority ] - A29902 01 : *Stryker—Ethernet to Fiber-Optic Converters Used with Mako RIO
Systems: Connection Error May Occur, Potentially Causing Unrecoverable Hardware Malfunction
[Update]

Medical Device Ongoing Action
Published: Thursday, February 15, 2018

UMDNS Terms:
® Telemanipulation Systems, Surgical, Minimally Invasive [18600]
® Network Hubs [23929]

® Cables, Fiberoptic [15308]
Product Identifier:
[Capital Equipment, Consumabl €]

Product ﬁ;l[%léler Mako Surgical Corp Catalog No. Lot No.

Mako RIO Systems Ethernet to Fiber-Optic Converters 200933 ROB050, ROB058, ROB073,
ROB082, ROB137, ROB144,
ROB166, ROB168, ROB169,
ROB181, ROB188, ROB194,
ROB218, ROB219, ROB220,
ROB222, ROB230, ROB233,
ROB250, ROB252, ROB253,
ROB254, ROB255, ROB272,
ROB273, ROB274, ROB275,
ROB276, ROB289, ROB307,
ROB309, ROB327, ROB341,
ROB372, ROB373, ROB374,
ROB378, ROB382, ROB386,
ROB387, ROB388, ROB390,
ROB391, ROB396, ROB399,
ROB403, ROB411, ROB412,
ROB413, ROB414, ROB418,
ROB423, ROB431, ROB435,
ROBA450, ROB454, ROB461,
ROBA466, ROB469, ROB470,
ROBA474, ROB478, ROB479,
ROB484, ROB494, ROB495,
ROB496, ROB497, ROB509,
ROB512, ROB519, ROB521,
ROB523, ROB526, ROB527,
ROB534, ROB536, ROB537,
ROB543, ROB546, ROB548,
ROB549, ROB567, ROB580,
ROB582, ROB588, ROB589

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K., U.S.
Manufacturer(s): Stryker Mako Surgical Corp 2555 Davie Rd, Ft Lauderdale, FL 33317, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Orthopedics, Information Technology, Materials Management

Summary: ThisAlert provides additional information based on a January 2018 Urgent Field Safety Notice letter posted by the U.K. Medicines and
Healthcare Product Regulatory Agency (MHRA) regarding Alert A29902 . Additional information is provided in the Product Identifier (for previously
listed product, see Alert A29902 ) and Action Needed fields, and the U.K. has been added to the Geographic Regionsfield.

Problem: In aJanuary 19, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Stryker statesthat it has
received reports that the above Ethernet to fiber-optic converters, which enable communication between the Mako Robotic Arm (RIO) and the guidance
module during arthroplasty procedures, may exhibit a connection error and communication between the RIO and the guidance module may be lost. If this
occurs, anetwork connection error message will appear on the system display. Stryker also states that this problem may lead to unrecoverable hardware
malfunction of the converter, potentially extending surgical time by bypassing the connection error or necessitating conversion from Mako arthroplasty to
manual arthroplasty. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the January 2018 Urgent Field Safety Notice
letter and PFA Acknowledgment Form and/or the January 19, 2018, Urgent Medical Device Correction letter and Business Reply Form from Stryker. In
the event of aRIO connection error, the onsite Mako product specialist (MPS) is trained to perform troubleshooting steps on the system to restore the
connection. The on-site MPS is trained to bypass the RIO connection error by using a backup Ethernet cable as part of the troubleshooting process. The
backup Ethernet cable is stored within the cover of the Guidance Module. These cables for the by-pass method are available to each MPS, which should
alow cases involving a RIO connection error to continue with the Mako system until Stryker field service can replace the Ethernet to fiber-optic
converter. Stryker will replace all affected Ethernet to fiber-optic converters with updated converters during scheduled maintenance intervals. Regardless
of whether you have affected product, complete the PFA Acknowledgment Form and return it to Stryker using the information on the form. Forward a
copy of theletter to any facility to which you have further distributed affected product, and notify Stryker of the transfer. Inform Stryker of adverse
events associated with use of affected product.

For Further Information:

Stryker

Website: Click here

References:
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e Great Britain. Medicines and Healthcare Products Regulatory Agency. MAKO Surgical Corp (Stryker): MAKO RIO spare part Ethernet-
fiber optic converter [online]. London: Department of Health; 2018 Feb 6 [cited 2018 Feb 12]. (Field safety notice; reference no.
2018/001/025/701/013). Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Feb 12. MHRA FSN. 2018/001/025/701/013 Download
e 2018 Feb 12. MHRA FSN. Reference No. FA2018-1641672 (includes reply form) Download

e 2018 Feb 12. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Reference No. 1641672 (includes reply
form) Download

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



https://www.gov.uk/drug-device-alerts/field-safety-notice-29-january-2-february-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-29-january-2-february-2018

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167881/20180206StrykerMAKORIOSystemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167882/201801xxStrykerMAKORIOSystemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167883/20180119StrykerMAKORIOSystemsClient_Redacted.pdf



(A29902 01) Stryker-Ethernet to Fiber-Optic Converters Used with Mako.pdf


www.ecri.org . Printed from Health Devices Alerts on Thursday, February 22, 2018 Page 1

[High Priority ] - A29981 : Fresenius—Model 2008T Hemodialysis Systems with CDX: Intel

Computer Chip May Have Security Flaw
Medical Device Ongoing Action

Published: Friday, February 9, 2018

UMDNS Terms:

® Hemodialysis Units, Renal, Continuous Replacement Therapy [23426]
Product Identifier:
[Capital Equipment]

Fresenius Medical Care North America

Product Model

Hemodialysis Systems equipped with Clinical Data eX change (CDX) 2008T

Geographic Regions: Canada, U.S.
Manufacturer(s): Fresenius Medical Care North America920 Winter St, Waltham, MA 02451-1457, United States
Suggested Distribution: Clinical/Biomedical Engineering, Dialysis’Nephrology, Information Technology

Problem: Oln aJanuary 25, 2018, Important Product Notification |etter submitted by an ECRI Institute member hospital, Fresenius states that security
flaws called Spectre and Meltdown may affect the Intel computer chip used in the above systems with CDX. Fresenius provides the following statement
from Intel:

e "Intel and other technology companies have been made aware of new security research describing software analysis methods that, when
used for malicious purposes, have the potential to improperly gather sensitive data from computing devices that are operating as designed.
Intel believes these exploits do not have the potential to corrupt, modify or delete data."

This security flaw does not affect the diaysis side of the 2008T system because it is physically separate from the CDX side. Accessing websites from the
above machines may expose the CDX side to a security risk. Fresenius further states that the current Intel processors used for the CDX PC are not
affected by Meltdown; however, they are affected by Spectre. For further information on these security flaws, click here.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the January 25, 2018, Important Product
Notification letter from Fresenius. Install the latest updates for your operating system, firewall, and anti-virus software to ensure that you have the most
up-to-date protection. Forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

Fresenius

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customersto repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Feb 8. Member Hospital. Fresenius letter submitted by ECRI Institute member hospital Download
e 2018 Feb 9. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A30006 : 3M—Professional 9681 Surgical Clippers: Manufacturer Adds Product
Warning Stressing Proper Charging Practices to Prevent Lithium-lon Battery Degradation
Medical Device Ongoing Action

Published: Thursday, February 15, 2018

UMDNS Terms:

® Clippers, Hair, Electric, Preoperative [21936]
Product Identifier:
[Capital Equipment]

3M Health Care
Product Model

Surgical Clippers Professional 9681

Geographic Regions: AsiaPacific, Australia, Bolivia, Brazil, Canada, Chile, Colombia, Costa Rica, Dominican Republic, Ecuador, El Salvador,
Guatemala, India, Israel, Jamaica, Japan, Korea, Mexico, New Zealand, Paraguay, Peru, Puerto Rico, Saudi Arabia, Singapore, South Africa, Taiwan,
U.S., Uruguay

Manufacturer(s): 3M Health Care 3M Center, 2510 Conway Ave, Bldg 275-5W-06, St Paul, MN 55144-1000, United States
Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, Materials Management

Problem:

In aFebruary 6, 2018, Field Safety Action letter submitted by an ECRI Institute member hospital, 3M states that failure to follow proper charging
practices for the above clippers may result in lithium-ion battery degradation, characterized by excessive heat during operation or failure to properly
charge. 3M also states that in rare circumstances, battery degradation has been associated with battery venting, which is arapid release of battery energy.
3M further states that it has received two reports of battery venting resulting in minor burn injury. 3M states that it is adding a product warning, stressing
the importance of following proper clipper charging practices as documented in the instructions for use (IFU). Current charging instructions recommend
I%avir]g the clipper body in the drop-in charger in between uses; 3M is adding the following product warning to emphasize the importance of proper
charging practices:

e Warning: To avoid potential battery degradation, charge the clipper after each use and store in the drop-in charger stand when not in use.

Action Needed:

Identify any affected clippersin your inventory. If you have affected clippers, verify that you received the February 6, 2018, Field Safety Action letter
and Customer Acknowledgment Form from 3M. Ensure that all users at your facility are following proper clipper charging practices as documented in the
model 9681 clipper IFU and emphasized in the new product warning. Evaluate all affected clippersin your inventory. Discontinue use and dispose of any
affected clippers that were not maintained according to proper charging practices or that exhibit the following criteria:

e Any clipper that has no remaining charge (i.e., clipper motor does not run when the ON button is pushed) or that fails to charge.
e Any clipper that is uncomfortably hot to the touch during use.
Compl ete the Customer Acknowledgment Form, and return it to 3M using the instructions on the form.

For Further Information:

3M customer helpline

Tel.: (800) 228-3957 (select option 6), 7:30 am. to 6 p.m. Central time, Monday through Friday
Website: Click here

Comments:

e [Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2018 Feb 13. Member Hospital. 3M letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2018 Feb 13. Manufacturer. 3M confirmed the information provided in the source material.
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[High Priority ] - A29547 : Zimmer Biomet—ROSA Surgical Systems: Force Sensor Connector May
Break
Medical Device Ongoing Action

Published: Thursday, February 15, 2018

UMDNS Terms:

® Telemanipulation Systems, Surgical [18599]
Product Identifier:
[Capital Equipment]

Zimmer Biomet f
Product Model Version

Surgical Systems ROSA 258

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Neurology

Problem:

JFDA's Center for Devices and Radiological Health (CDRH) states that the connector of the Force Sensor of the above systems may break. Zimmer
Biomet states that thisis a retrospective action; Medtech previously took this field action, but it was not reported to the applicable authorities. As part of
the integration of Medtech with Zimmer Biomet, Zimmer Biomet is distributing customized letters to facilities with affected systems and reporting the
action to the applicable authorities.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have been contacted by Zimmer Biomet.
For Further Information:

Kevin Escapule, Zimmer Biomet

Tel.: (574) 372-4487

Website: Click here

References:
e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall ComputerAssisted surgical
device[onling]. 2017 Nov 16 [cited 2017 Dec 11]. Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2017 Dec 11. FDA CDRH Database. Class |1. Z-0096-2018 Download

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



http://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.html

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=156745

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=156745

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164885/20171116ZimmerBiometROSAFDA0096.pdf



(A29547) Zimmer Biomet-ROSA Surgical Syste.pdf


New

Enterprise and Citadel
Range Beds

In vitro diagnostic devices

Update

New

New

New

New

New

# New

New

New

BORRELIA VIRCLIA IgG
MONOTEST

Dimension Vista Calcium
Flex reagent cartridge

Hematoxylin I and
Horseradish Peroxidase
reagents

MicroScan LabPro
Information Manager
System..

Panocell®-10, Ficin
Solution

glLabs PT-INR Monitoring
System

QUANTA-Lyser 240
Analyzers

revogene

VENTANA anti-ALK

2/19/2018

2/20/2018

2/21/2018

2/19/2018

2/22/2018

2/19/2018

2/21/2018

2/20/2018

2/21/2018

2/21/2018

Non-active implantable devices

# New

New

3M ACE Ankle Braces

Acetabular Hip

Replacement Components

2/22/2018

2/19/2018

Arjo Huntleigh - electric

beds

VIRCELL
Siemens Healthcare
Diagnostics GmbH
Roche Diagnostics

GmbH

Beckman Coulter Inc..

Immucor GmbH.

Micropoint
Biotechnologies

INOVA Diagnostics, Inc.

GenePOC Inc

3M Health Care Ltd

Zimmer Biomet, Inc.

Gulf Medical Co.

ABDULLA FOUAD
HOLDING COMPANY

ABDULREHMAN AL
GOSAIBI GTB

Al-Jeel Medical &
Trading Co. LTD

ABDULLA FOUAD
HOLDING COMPANY

Medical supplies &
Services Co.Ltd

N/A

ABDULLA FOUAD
HOLDING COMPANY

N/A

Roche Diagnostics GmbH :el Medical & Trading Co.

3M company

Isam Economic Co.

2

FSN

FSN

FSN

FSN

FSN

FSN

FSN

FSN

2

https

https

https

=
=
E}D
[ (V7Y

https


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12166
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12180
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12188
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12174
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12201
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12176
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12191
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12192
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12189
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12167
afsaif


afsaif



www.ecri.org . Printed from Health Devices Alerts on Tuesday, February 20, 2018 Page 1

[High Priority ] - A30000 : Inova Diagnostics—QUANTA-Lyser 240 Analyzers: Protective Grounding

May Be Lost
Medical Device Ongoing Action

Published: Tuesday, February 13, 2018
Last Updated: Thursday, February 15, 2018

UMDNS Terms:

® Analyzers, Laboratory, Immunoassay, Chemiluminescent [17916]
Product Identifier:
[Capital Equipment]

INOVA Diagnostics Inc

Model Product No. Serial No.

Product

Andyzers QUANTA-Lyser 240 GS0242 4314, 4316 (Costa Rica)

Geographic Regions: CostaRica, U.K.
Manufacturer(s): INOVA Diagnostics Inc9900 Old Grove Rd, San Diego, CA 92131-1638, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology

Problem: In aJanuary 26, 2018, Urgent Advisory Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Inova Diagnostics states that power supply installed in the above analyzers may result in loss of protective grounding of the instrument. Inova
Diagnostics a so states that the defective power supply unit was installed in three of the above analyzers of which two were distributed.

Action Needed:

Oldentify and discontinue use of any affected analyzer in your inventory. If you have affected analyzer, verify that you have received the January 26,
2018, Urgent Advisory Notice letter, replacement power supply, Response Form, and Certificate of Decontamination form from Inova Diagnostics. The
firm recommends that you replace the defective power supply with the power supply provided to your facility at no cost. If you need assistance with
replacing the powersupply, contact the Inovatechnical support department by e-mail at support@inovadx.com . Complete the Response Form, and return
it to Inova Diagnostics using the instructions on the form. Return affected power supply, along with the completed Certificate of Decontamination form,
to Tecan Partnering. Label the shipping container with return goods authorization (RGA) number 301309273.

For Further Information:

TanaKeivens, Inova Diagnostics director of regulatory affairs

Tel.: (858) 586-9900, ext. 1351

E-malil: tkeivens@inovadx.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Inova Diagnostics: QUANTA Lyser® 240 [online]. London;
Department of Health: 2018 Feb 12 [cited 2018 Feb 12]. (Field safety notice; reference no. 2018/002/005/601/008). Available from Internet:
Click here.
Comments:

e [[Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2018 Feb 12. MHRA FSN. 2018/002/005/601/008 Download

e 2018 Feb 12. MHRA FSN. (includes reply form) Download

e 2018 Feb 12. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A29983 : McKesson—3M ACE Ankle Braces: Package Does Not Include Appropriate

Caution Statement Regarding Natural Rubber Latex
Medical Device Ongoing Action

Published: Monday, February 12, 2018

UMDNS Terms:

® Orthoses, Lower Limb, Ankle [28857]
Product Identifier:

[Consumable]
Product gl\;lt;gglltlhOCare UPC Econo No. Lot No. Distribution Date
3M ACE Ankle Braces 207736 5113120387 1929538 All Beginning 1 Jan 2012

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

Distributor(s): ® McKesson CorpOne Post St, San Francisco, CA 94104, United States
Manufacturer(s): 3M Health Care 3M Center, 2510 Conway Ave, St Paul, MN 55144-1000, United States
Suggested Distribution: Nursing, Orthopedics, Home Care, Physical Therapy/Rehabilitation, Materials Management

Problem:

In aFebruary 7, 2018, Urgent Drug Recall letter, McKesson states that 3M is recalling the above ankle braces because the product contains natural rubber
latex, but the package does not include the appropriate caution statement. The distributor has not confirmed the information provided in the source
material.

Action Needed:

Identify, isolate, and discontinue use of any affected ankle braces in your inventory. If you have affected ankle braces, verify that you received the
February 7, 2018, Urgent Drug Recall letter from McKesson. If you have affected product, request areturnskit by contacting the 3M customer service
department by telephone using the information below. Customers currently participating in a M cKesson-administered return to vendor program should
return affected product to their designated returns processor. All others should follow the instructions provided by the manufacturer.

For Further Information:
McKesson

Website: Click here

3M customer service department
Tel.: (866) 746-2524 (select option 2)
Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):
e 2018 Feb 9. Distributor. McKesson letter submitted by the distributor Download
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[High Priority ] - A29986 : Merit—1 mL Medallion Syringes: Air May Enter the Barrel and/or Fluid May

Leak from the Back of the Barrel When Fluid Is Drawn
Medical Device Ongoing Action

Published: Friday, February 9, 2018

UMDNS Terms:

® Syringes, Plunger, Luer Lock [20259]
Product Identifier:

[Consumable]

Merit Medical Systems Inc

Product Catalog No. Lot No.

1 mL Medallion Syringes K01-05526P H1258821
K01-07427 H1263015
K01-07477P H1242962, H1250809
K01-07930P H1246733
K 02-00565C H1258361
K02-012608 H1258575, H1265248
K02-01331A H1252652
K04-00748 H1258488, H1264381
K12-03636 H1258530
MSS011 H1242750, H1246807, H1255504
MSS011-DG H1246809
MSS011-LG H1246810
MSS011-PR H1242752
MSS011-R H1242754, H1255507
MSS011-Y H1246811
MSS011-YP H1242927

Geographic Regions: Canada, Colombia, France, Italy, U.S.
Manufacturer(s): Merit Medical Systems Inc1600 W Merit Pkwy, South Jordan, UT 84095, United States

Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Nursing,
Pharmacy, IV Therapy, Materials Management

Problem:

OInaFebruary 5, 2018, Urgent Product Recall Notice letter submitted by ECRI Institute member hospitals, Merit states that air may enter the barrel
and/or fluid may leak from the back of the barrel of the above syringes when fluid is drawn(] before use and during preparation, potentially resulting in a
minor delay in procedure. Merit aso states that it has received no reports of patient injury as aresult of this problem.

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
5, 2018, Urgent Product Recall Notice letter and Customer Response Form from Merit. Complete the Customer Response Form, and return it to Merit
using the instructions on the form. Return affected product along with the original completed Customer Response Form to Merit using the instructions on
the form. Include the assigned return goods authorization (RGA) number from the form on the return package. 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:

Merit customer service department

©2018 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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Tel.: (801) 208-4381
Website: Click here

Comments:

e [Thisdertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2018 Feb 9. Manufacturer. The manufacturer confirmed the information provided in the source material.
e 2018 Feb 9. Member Hospitd . (includes reply form) Download

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



https://www.merit.com/contact/

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167795/20180205MeritMedallionSyringesClient_Redacted.pdf



(A29986) Merit-1 mL Medallion Syringes.pdf
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[High Priority ] - A29978 : Mediplus—16 Fr Open-Tip Standard Silicone 2-Way Foley Catheter Kits:

Pouch May Not Be Sealed; Sterility May Be Compromised
Medical Device Ongoing Action

Published: Monday, February 12, 2018
Last Updated: Thursday, February 15, 2018

UMDNS Terms:

® Procedure Kit/Trays, Catheterization, Urinary, Indwelling [16781]
Product Identifier:

[Consumable]
Mediplus Ltd
Product Product No. Lot No.
16 Fr Open-Tip Standard Silicone 2-Way Foley 5779 1600425A
Catheter Kits

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Mediplus LtdCressex Business Park, High Wycombe, HP12 3SU, England
Suggested Distribution: Critical Care, Infection Control, Nursing, Urology, Materials Management

Problem:

In an October 13, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Mediplus
states that the pouches containing the above kits may not be sealed, potentially compromising sterility. Mediplus also states that if the above kits are used,
there may be an increased risk of infection to the patient.

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 October
13, 2017, Urgent Field Safety Notice letter and Reply Form from Mediplus. Regardless of whether you have affected product, complete the Reply Form
and return it to Mediplus using the instructions on the form. Upon receipt of the form, Mediplus will contact your facility to arrange for product collection
and replacement. 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:

Tim Ward, Mediplus operations manager
Tel.: 44 (1494) 551200

Email: quality@mediplus.co.uk
Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Mediplus Ltd.: silicone 2 way foley catheter kit, 16F [online].
London: Department of Health; 2017 Nov 13 [cited 2018 Feb 8]. Field safety notice; reference no. 2017/011/006/701/014). Available from
Internet: Click here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2018 Feb 8. MHRA FSN. 2017/011/006/701/014 Download

e 2018 Feb 8. MHRA FSN. FSCA_0117_5779 (includes reply form) Download

e 2018 Feb 12. Manufacturer. Mediplus confirmed the information provided in the source material.

©2018 ECRI Ingtitute
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http://www.mediplus.co.uk/Contact-Us

https://www.gov.uk/drug-device-alerts/field-safety-notice-06-to-10-november-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-06-to-10-november-2017

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168139/20171113Mediplus16FrOpenTipStandardSilicone2WayFoleyCatheterKitsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168140/20171013Mediplus16FrOpenTipStandardSilicone2WayFoleyCatheterKitsMHRA.pdf



(A29978) Mediplus-16 Fr Open-Tip Standard Silicone 2-Way Foley Catheter Kits.pdf
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[High Priority ] - A29977 : Medtronic—Barrx 360 Express RFA Balloon Catheters: Improper Use May

Lead to Adverse Events; Manufacturer Reinforces Instructions for Use
Medical Device Ongoing Action

Published: Friday, February 9, 2018

UMDNS Terms:

® Catheters, Esophageal [18731]
Product Identifier:

[Consumable]
Medtronic Inc
Product Model No.
Barrx 360 Express Radiofrequency Ablation (RFA) Balloon Catheters 64082

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States
Suggested Distribution: Nursing, OR/Surgery, Gastroenterology, Materials Management

Problem:

In aFebruary 6, 2018, Urgent Medical Device Safety Alert letter submitted by an ECRI Institute member hospital, Medtronic states that it has become
aware of two situations in which use of the above cathetersin amanner that isinconsistent with the instructions for use (IFU) led to adverse events,
including three esophageal perforations and a 15% esophageal stricture rate. Medtronic states that the esophageal perforations may occur under any of the
following scenarios:

e Thedeviceisremoved without direct endoscopic visualization.

e The catheter is not observed for interaction with esophageal tissue during withdrawal.
e Thedeviceisadvanced or retracted despite excessive resistance.

e Thedeviceisnot rotated in the clockwise direction to reduce the device diameter.

Medtronic also states that the esophageal stricture rate of approximately 15% is seen when amodified procedure is used. This modified procedure omits
cleaning of the esophageal lumen and catheter between the two sets of radiofrequency ablation using the above catheters. Medtronic's internal
investigation showed that the overall stricture rate for the above cathetersis not higher than expected, and this abnormal use is the problem in these cases.
The manufacturer has not confirmed the information in the source material.

Action Needed:
Oldentify any affected product in your inventory. If you have affected product, verify that you have received the February 6, 2018, Urgent Medical
Device Safety Alert letter from Medtronic. Medtronic recommends the following:

e When using affected catheters, position and move the balloon catheter under direct endoscopic visualization. During withdrawal, observe
the balloon and electrode for any interaction with the esophageal tissue to ensure atraumatic removal. Do not advance or retract the catheter
if excessive resistance is met. Observe the other instructions and warnings mentioned in the IFU and in Appendix A inthe |etter .

e \When using the above catheters, do not omit the esophageal and catheter cleaning step between the two esophageal ablations. Observe the
other Instructions and warnings mentioned in the IFU and In Appendix B in the letter .

e When using the above catheters, follow all the IFU to reduce the likelihood of complications.
e Ensure those using the above catheters are familiar with the instructions for use and the recommended procedural steps outlined in the IFU.
For further warnings and instructions from the IFU, see appendixes A and B in the |etter .

For Further Information:
Medtronic local representative
Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):
e 2018 Feb 8. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital Download

©2018 ECRI Ingtitute
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167731/20180206MedtronicBARRX360ExpressCathetersCLIENT_Redacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167731/20180206MedtronicBARRX360ExpressCathetersCLIENT_Redacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167731/20180206MedtronicBARRX360ExpressCathetersCLIENT_Redacted.pdf?option=80F0607

http://www.medtronic.com/contact-us/index.htm

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167809/20180206MedtronicBARRX360ExpressCathetersCLIENT_Redacted.pdf



(A29977) Medtronic-Barrx 360 Express RFA Balloon Catheters.pdf
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[High Priority ] - A29938 : Coloplast—Biatain Ag and Ibu Dressings:

Sterility May Be Compromised
Medical Device Ongoing Action

Published: Thursday, February 15, 2018

UMDNS Terms:

® Dressings, Nonimpregnated, Synthetic, Foam [11323]
Product Identifier:

[Consumable]
Coloplast A/S
Product Model
Biatain Dressings AG
Ibu

Item No.

3510501006, 3962301006, 396250,
3962501006

3410501006, 3415501006, 3416501006

Lot No.

5868695, 5926768, 5942519,
5959191

5836916, 5847125, 5883788,

5892487, 5918199, 5942557,
5964534

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K., U.S.
Manufacturer(s): Coloplast A/SHoltedam 1-3, DK-3050 Humlebaek, Denmark

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Home Care, EM S/Transport,
Materials Management

Problem: In aJanuary 24, 2018, letter submitted by anECRI Institute member hospital and a January 24, 2018, Field Safety Noticeletter posted by the
U.K. Medicines and Healthcare Products Regulatory Agency(MHRA), Coloplast states that the sterility of the above dressings may havebeen
compromised during production. The firm identifies the potential risk ofinfection as low, and has received no complaints or adverse event reportsrelated
to the problem. The manufacturer has not confirmed the informationprovided in the source material.

Action Needed: Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have
received the January 24, 2018, letter and reply form from Coloplast. Return affected product to Coloplast by contacting the firm's customer service
department using the information below. 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 distributed affected product. Complete the reply form, and return it to Coloplast using the information on the form.

For Further Information:

Coloplast

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Coloplast A/S: Biatain Ag dressing and Biatain Ibu dressing [onlin€].
London: Department of Health; 2018 Jan 30 [cited 2018 Feb 14]. (Field safety notice; reference no. 2018/001/025/000/013). Available from
Internet: Click here.
Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2018 Feb 14. Member Hospital. Coloplast letter submitted by ECRI Institute member hospital Download

e 2018 Feb 14. MHRA FSN. 2018/001/025/000/013 Download

e 2018 Feb 14. MHRA FSN. (includes reply form) Download

©2018 ECRI Ingtitute
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https://www.gov.uk/drug-device-alerts/field-safety-notice-22-to-26-january-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-22-to-26-january-2018

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168175/20180128COLOPLASTBiotinDressingsClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168176/20180130MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168177/20180124ColoplastBiatainDressingsMHRA.pdf



(A29938) Coloplast-Biatain Ag and Ibu Dressings.pdf


* The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* Dndicates that medical devices subject to removal and/ or destroyed action.

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

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

To see recent recalls kindly visit the following link:

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

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


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

