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SBED Weekly Update 22-May-17

Dear,
SBED team is pleased to inform you that 55 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 5/15/2017 to 5/21/2017

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

Update Claria MRI™ CRT-D 5/16/2017 Medtronic SA Medtronic Saudi Arabia ~ FSN

SureScan™ and Amplia
MRI™ CRT-D SureScan™

Anaesthetic and respiratory devices

New Aero Blue performance  5/16/2017 Halyard Health Co. Arabian Health Care FSN
surgical gown Supply Co. (AHCSC)
New Arkon Anesthesia 5/17/2017 Del Mar Reynolds N/A 2
Delivery System. Medical
New Barrier Sets 5/18/2017 Molnlycke Health Care AB h of Molnlycke Health Ce ~ FSN

New Model V60 Ventilators ,. 5/17/2017 Philips Healthcare 1s Healthcare Saudi Arabi 2
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http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11034
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11035
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11046
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11064
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11043

New VORTRAN Automatic 5/15/2017 Vortran Medical
Resuscitator, VARPIus Technology 1, Inc

Assistive products for persons with disability

New Navitrack System OS 5/15/2017 Orthosoft, Inc
Knee Universal,
Stereotaxic instrument

New Savaria Stairfriend 5/15/2017 Savaria Concord Lifts, Inc.

Dental devices

New Hexagonal Driver 5/16/2017 Zimmer Biomet
Medium 1.2
New Legacy P Implant 5/21/2017 Implant Direct LLC

Diagnostic and therapeutic radiation devices

N/A

N/A

N/A

Al Amin Medical
Instruments Co. Ltd.

N/A

New Arietta70 Ultrasound 5/15/2017 Hitachi Medical Corp ABDULREHMAN AL
System GOSAIBI GTB

New ARTIS pheno systems 5/16/2017 Siemens Medical Solutions liemens Medical Solution

New Assay for CA 27.29 5/16/2017 s Healthcare Diagnostics ULREHMAN AL GOSAIBI

New Proteus One, Proteus Plus  5/17/2017  IBA Dosimetry GmbH

New Stealth Chamber 5/17/2017  IBA Dosimetry GmbH

New Ziehm Solo FD 5/18/2017  Ziehm Imaging GmbH.

Electro mechanical medical devices

New Beneview T1 Patient 5/18/2017 Shenzhen Mindray
Monitor

[-Faisaliah Medical Systet

[-Faisaliah Medical Systet

udi Health Services Co. L

Salehiya Trading Est.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11032
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11030
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11042
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11076
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11027
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11040
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11045
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11047
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11070
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11060

# New
New
# New
New
# New
# New
New
Update
# New
New

Certegra Informatics
Point-of-Care Software
Used with Medrad
Stellant CT Injection
Systems

Corpuls3 CO2 Disposable
Naso-oral Adaptor
Capone

Inflation/Deflation
Systems

Leica M525

NavLock Trackers Used
with StealthStation
Systems

OptiLite Multi-Use
Holmium Laser Fibers

Patient Monitor, EtCO2
module

Sorin Group perfusion
system — Heater-cooler
1T, Heater-cooler 3T and
FlexTherm devices

T1 Transport
Monitor/Module Battery
Packs

Ultrasound Probe Cover
(Telescopic folded with
gel)

Hospital hardware

# New

Neuromate Stereotactic
Robotic Systems

5/15/2017

5/17/2017

5/15/2017

5/18/2017

5/17/2017

5/15/2017

5/18/2017

5/18/2017

5/15/2017

5/17/2017

5/15/2017

Bayer Healthcare LLC..

Nihon Kohden
Corporation

Medi-Globe GmbH

Leica Microsystems Inc.

Medtronic SA

Cook Endoscopy.

EDAN Instruments, Inc.

Sorin

Shenzhen Mindray

Yafho Bio - Technology
CO. Ltd

Renishaw Plc

Scientific & Medical
Equipment House

Arabian Medical
Marketing Co. (AMCO)

Majal Care for Trading
Est.

[-Faisaliah Medical Systet

Medtronic Saudi Arabia

NAFA Medical

ALHNDSAH ALTBYAH

Medical Services Co.

Arabian Trade House
Est.

Salehiya Trading Est.
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http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11052
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11066
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11044
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11067
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11073
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11050
http://Attached
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[High Priority ] - A28552 : Bayer—Certegra Informatics Point-of-Care Software Used with Medrad

Stellant CT Injection Systems: Workflow May Intermittently Fail to Send Captured Data to PACS
Medical Device Ongoing Action

Published: Wednesday, May 10, 2017

UMDNS Terms:
® Workstations, Digital Radiography [20796]
® |njectors, Contrast Media, Computed Tomography [17969]

Product Identifier: Certegra Informatics Point-of-Care Software used with Medrad Stellant Computed Tomography (CT) Injection Systems [Capital
Equipment]
Software Catalog Nos.: SCT 321, SCT 322; Software Versions 4.21, 4.31, 4.32

Geographic Regions: Austraia, Belgium, Canada, Denmark, France, Germany, Greece, Italy, Japan, The Netherlands, U.K., U.S.
Manufacturer(s): Bayer Medical Care One Bayer Drive, Indianola, PA 15051, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology

Problem: InaMay 4, 2017, Urgent Medical Device Field Corrective Acton letter submitted by ECRI Institute member hospitals, Bayer states that the
workflow supported by the above software may intermittently fail to send data captured from the above injection system to the facility's picture archiving
and communication system (PACS), resulting in the data being unavailable to the radiologist during areview of scan images or to be incorporated into
other hospital systems (i.e., speech recognition systems). Bayer also states that this failure is more likely to occur when the workstation is left on for more
than 24 hr consecutively. Bayer further states that it has received no reports of patient or user injury resulting from this problem.

Action Needed:

Identify any affected workstationsin your inventory. For help identifying workstations with affected software, see theillustrationsin the letter . If you
have affected software, verify that you have received the May 4, 2017, Urgent Medical Device Field Corrective Acton letter from Bayer. A Bayer service
representative will contact your facility to arrange to install a software update. Until the software is updated, Bayer recommends that you restart/reboot
the system daily, asfollows:

(1) Power down the system by either selecting a shutdown option from the launch menu or pressing the power button on the pod.

(2) Select either " System Shutdown" (both the display and injector shut down) or "Injector Shutdown" (the injector shuts down, the display screenis
blank, and informatics operations remain running in the display).

If data was not transmitted to your PACS, resulting in amissing secondary capture (SC), it may be retrievable if the injection datais logged but not
included in the SC. Contact the Bayer service department by telephone at (800) 633-7237 (select option 1, then option 3) for Informatics support. If the
injection datais not logged, it is not retrievable. To have this problem addressed sooner, contact the Bayer customer support team using the information
below.

For Further Information:

Bayer customer support team

Tel.: (877) 229-3767

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 aert, refer to our HDA Format Guide .

Source(s):
e 2017 May 9. Member Hospital. Bayer letter submitted by an ECRI Institute member hospital. Download
e 2017 May 10. Manufacturer. The manufacturer confirmed the information in the source material..

©2017 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/152885/20170504BayerCertegraClient_Redacted.pdf?option=80F0607

http://www.ri.bayer.com/

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/152940/20170504BayerCertegraClient_Redacted.pdf
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(A28552) Bayer-Certegra Informatics Point-of-Care Software Used with Medrad.pdf
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[High Priority ] - A28532 : Medi-Globe—Inflation/Deflation Systems: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Tuesday, May 9, 2017
Last Updated: Thursday, May 11, 2017

UMDNS Terms:
® Pumps, Catheter Balloon Inflation, Manometric [27049]

Product Identifier:
Oinflation/Deflation Systems [Consumable]
Product No. GDB-10-30-030; Lot Nos.: 15095001, 15095361, 15105451, 15115264

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): Medi-Globe GmbH Medi-Globe-Strasse 1 — 5, 83101 Achenmilhle, Germany
Suggested Distribution: Infection Control, Nursing, OR/Surgery, Gastroenterology, Otolaryngology, Materials Management

Problem:

OInan April 2016 Urgent Safety Information letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Medi-Globe states
that the primary packaging of the above inflation/deflation systems may be damaged, potentially compromising product sterility. Medi-Globe also

states that it has received no reports of adverse effects related to this problem. The manufacturer has not confirmed the information provided in the source
material.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the April 2016 Urgent Safety Information
letter and Customer response form from Medi-Globe. Check affected product packaging for visible cracks of the primary packaging (blister). If thereis
no crack in the primary packaging, the product can be used without risk. Return affected product with damaged packaging to Medi-Globe using the
information in the |etter. Complete the Customer response form, and return it to Medi-Globe using the instructions on the form. Inform 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 the affected
product.

For Further Information:

Reinhard Goswin, Medi-Globe

Tel.: (08032) 973155

E-mail: Goswin@medi-globe.de

Website: Click here

References:

e Germany. Federd Institute for Drugs and Medical Devices. Urgent field safety notice for inflation/deflation device GDB-10-30-030, Medi-
Globe GmbH [online]. 2017 May 4 [cited 2017 May 9]. 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 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 2017 May 9. BfArM (Germany). Reference No. 03800/17 Download
e 2017 May 9. BfArM (Germany). (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.medi-globe.de/en/distribution-partners.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/07/2017/03800-17_Kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/07/2017/03800-17_Kundeninfo_en.html

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/153054/20170504Medi-GlobeInflationDevice0380017BfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153055/201604Medi-GlobeInflationGDB1030030formBfArM.pdf
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[High Priority ] - A28528 : Medtronic—NavLock Trackers Used with StealthStation Systems:
Manufacturer Reinforces Warning That Device Should Be Used Only with Medtronic Instruments
Medical Device Ongoing Action

Published: Friday, May 5, 2017

UMDNS Terms:
® Stereotactic Systems, Image-Guided, Surgical, Intracranial [18179]
® Stereotactic Systems, Image-Guided, Surgical, Otorhinolaryngology [20387]
® Scanning Systems, Computed Tomography [13469]
® Surgical Instrument Holders, Knife [12236]

Product Identifier:
NavL ock Trackers used with StealthStation Systems [Consumable, Capital Equipment]

Products: Part Nos.:

Driver, Gray Assembly 9734228
Driver. Oranae Assembly 9734259
Driver, Violet Assembly 9734315
[nstrument Set Niavl ocl 9734489
Instrument Set, Umversal NavLock 9734833
NavLock Kit, Violet 9734837
NavLock Tracker Universal Green 9734734
NavLock Tracker Universal Grey 9734590
NavLock Tracker Universal Orange 9734683
NavLock Tracker Universal Violet 9734682
Tracker Kits, NavLock Universal Green 9734914
Tracker Kits, NavLock Universal Grey 9734906
Tracker Kits, NavLock Universal Orange 9734907
Tracker Kits, NavLock Universal Violet 9734908

Geographic Regions: Argentina, Australia, Brazil, Canada, Chile, China, Colombia, Costa Rica, Ecuador, European Union, Hong Kong, India,
Japan, Malaysia, Mexico, Nicaragua, Pakistan, Puerto Rico, Singapore, South Korea, Taiwan, Thailand, U.S.

Manufacturer(s): Medtronic Navigation Inc826 Coal Creek Circle, Louisville, CO 80027, United States

Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Orthopedics, Risk Management/Continuous Quality |mprovement,
Materials Management

Problem: Inan April 28, 2017, letter submitted by ECRI Institute member hospitals, Medtronic states that the above NavLock trackers are accessories
to the StealthStation System and are designed, rigorously tested, and intended to be used only with Medtronic instruments (see figure 1 in the |etter ).
Compatible instruments include both general use and implant-specific instruments. The general use instruments include awls and probes manufactured by
Medtronic. Taps and screwdrivers are examples of instruments manufactured by Medtronic that are intended for use with specific implant systems.
Whether for general use or for a specific implant type, instruments manufactured by Medtronic are the only instruments designed, intended for use, and
validated by Medtronic to be compatible with the above instruments. Medtronic states that it has not assisted in the design, instrument development,
software devel opment, process qualification, or validation of any non-Medtronic instrument for use with the NavLock Tracker. Medtronic products are
performing as intended; however, instruments manufactured by a non-Medtronic manufacturer have not been evaluated by Medtronic for compatibility
with NavLock. Additionally, non-Medtronic instruments do not have corresponding "tool cards' in the StealthStation software. Medtronic further states
that it has become aware of occurrences of injuries, minor and serious, including two patient deaths, following procedures in which non-Medtronic
instruments were used with the NavL ock tracker.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the April 28, 2017, letter and Customer
Confirmation Form from Medtronic. Medtronic states that you should use only Medtronic instruments with the NavLock tracker. Medtronic is revising
the indications for use and strengthening the warning statement in the NavL ock instructions as follows:

e Revised Indications for Use: The NavLock Trackers are intended to enable navigation of Medtronic instrumentation used during spinal
fusion and interbody procedures with the Medtronic StealthStation surgical navigation system. The NavLock Trackers should only be used
with Medtronic instruments.

e Strengthened Warning: The NavLock Tracker is designed and tested for use only with Medtronic instruments. The use of non-Medtronic
instruments with the NavLock Tracker may result in inaccuracy, leading to seriousinjury or death.

Complete the Customer Confirmation Form, and return the form to Medtronic by e-mail a¢ RS.NavFCA @medtronic.com or by fax to the Medtronic
technical services department at (651) 367-7075. Retain a copy of the letter in your records.

For Further Information:

Medtronic technical services department
Tel.: (800) 595-9709

Website: Click here

References:

©2017 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/152677/20170428MedtronicNavLockTrackerClient_Redacted.pdf?option=80F0607

mailto:RS.NavFCA@medtronic.com

http://www.medtronic.com/about-us/company-profile/locations/index.htm
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e United States. Food and Drug Administration. MedWatch. NavLock Tracker by Medtronic: letter to healthcare providers—patient injuries
reported [onling]. 2017 May 3 [cited 2017 May 4]. Available from Internet: Click here.

Comments:

e Thisalertisaliving 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 2017 May 4. Member Hospital. Medtronic letter submitted by ECRI Institute member hospitals (includes reply form) Download
e 2017 May 5. FDA. MedWatch Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm556432.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm556432.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

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/152677/20170428MedtronicNavLockTrackerClient_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152801/20170503MedtronicNavLockTrackersFDA.pdf
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[High Priority ] - A28535 : Cook—OptiLite Multi-Use Holmium Laser Fibers: Reprocessing

Instructions May Be Inadequate
Medical Device Ongoing Action

Published: Monday, May 8, 2017

UMDNS Terms:
® |Laser Delivery Systems, Fiberoptic [17807]

Product Identifier:

OptiLite Multi-Use Holmium Laser Fibers [Consumable]

Catalog Nos.: HLF-M273-CNV (-CAN), HLF-M273-SMA(-CAN), HLF-M365-CNV (-CAN), HLF-M365-SMA(-CAN), HLF-M550-CNV (-CAN), HLF-
M550-SMA(-CAN), HLF-M940-CNV (-CAN), HLF-M940-SMA(-CAN); All lot numbers

Geographic Regions: OO(Impact in additional regions has not been identified at the time of this posting), U.S.
Manufacturer(s): Cook Medical 700 Daniels Way, PO Box 489, Bloomington, IN 47402-1608, United States
Suggested Distribution: Infection Control, OR/Surgery, Urology, Central Sterilization Reprocessing, Materials Management

Problem:

OInaMay 3, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Cook states that the reprocessing instructions
for the above laser fibers may not provide sufficiently detailed information for cleaning, disinfection, and sterilization. Cook's preliminary investigation
indicates that validation data related to the reprocessing of these devices does not meet the current guidance. Cook also states that it has received no
reports of adverse reactions related to inadequate cleaning, disinfection, or sterilization of these devices, however, if the devices are not adequately
reprocessed, adverse events such as urological infections and systemic infections from a urological origin as well as events resulting from chemical
residual exposure may occur. 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 May 3, 2017, 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 in the letter. Return or discard affected product using the information
on the form. For recommendations on alternative products to use, contact your Cook local representative. Report any adverse events related to the use of
affected product to the Cook Medical customer relations department using the information below. Inform 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. U.S. customers should
report adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program 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 [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 2017 May 5. Member Hospital. Cook letter submitted by ECRI Institute member hospital (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

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

mailto:CustomerRelationsNA@cookmedical.com

http://www.cookmedical.com/contact.do

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/152793/20170503CookOptiLiteMultiUseHolmiumLaserFibersClient.pdf
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[High Priority ] - A28537 : Mindray—T1 Transport Monitor/Module Battery Packs: May Overheat
Medical Device Ongoing Action

Published: Tuesday, May 9, 2017

UMDNS Terms:
® Batteries[16640]
® Monitors, Physiologic, Patient Transport [17588]

Product Identifier:

Battery Packs used with T1 Transport Monitor/Modules [Consumable, Capital Equipment]

Serial numbers with the following characteristics: DS 10 X XX XXXXX, DS 17 E XX XXXXX, DS 17 F XX XXXXX, DS 17 G 04 XXXXX, DS 17 G
08 XXXXX

22,849 battery packs distributed

Geographic Regions: O(Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide

Manufacturer(s): Mindray Medical International Ltd Mindray Building, Keji 12th Rd South, High-Tech Industrial Park, Nanshan, Shenzhen
518057, People's Republic of China

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, Home Care, EM S/Transport,
Materials Management

Problem:

Inan April 21, 2017, Medical Device Correction letter submitted by an ECRI Institute member hospital, Mindray states that it has received 2 reports
(from outside the U.S.) of the above battery packs overheating and forming a small, melted cavity in the outer housing. Mindray also states that in both
reported instances, the battery emitted smoke and was hot to the touch, and that in 1 of the reported instances a small flame was noted on the battery
surface. Mindray further states that it has received no reports of patient or caregiver injury as aresult of this problem. Mindray states that if the

battery overheats and results in the above monitor/modules being taken out of service, arisk to the patient may result from potential delay associated with
locating another monitor. 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 April 21, 2017, Medical Device
Correction letter from Mindray. To arrange to receive replacement batteries at no cost, contact the Mindray customer service department using the
information below. Upon receipt of the replacement batteries, remove affected batteries from service and replace them. Protect the terminals of affected
batteries with electrical tape, store them in acool, dry area, and contact your Mindray local service representative for assistance with preparing them for
disposal.

For Further Information:

Mindray customer service department

Tel.: (800) 288-2121 (select option 3), 8:30 am. to 5:30 p.m. Eastern time, Monday through Friday
Mindray service represntative (U.S.)

Tel.: (877) 913-9663 (select option 8)

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 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 May 5. Member Hospital. Mindray letter submitted by an ECRI Institute member hospital Download

©2017 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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[High Priority ] - A28472 : Renishaw—neuromate Stereotactic Robotic Systems: Software May Send

Incorrect Trajectories
Medical Device Ongoing Action

Published: Monday, May 8, 2017

UMDNS Terms:
® Software, Workstation Management, Stereotactic Surgery [26845]
® Telemanipulation Systems, Surgical [18599]

Product Identifier: VoXim Planning Software used with neuromate Stereotactic Robotic Systems: (1) frameless Gen |1 (U.S.), (2) neuromate (all other
countries) [Capital Equipment]
All serial numbers

Geographic Regions: (Impact in additional regions has not been ruled out at the time of this posting), U.K., U.S.
Manufacturer(s): Renishaw PicNew Mills Wotton Road Charfield, Wotton-under-Edge, Gloucestershire GL 12 8SP, England
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Information Technology, Neurology

Problem: Inan April 7, 2017, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Renishaw
states that within the Transfer Plan functionality of the above VoXim planning software, the Transfer Plan window may disappear before the user has the
chanceto closeit properly by clicking on the "OK" button. If this occurs, the coordinates of one or more trajectories may be modified without the
awareness of the user, potentially sending incorrect trajectories to the robot. This problem may result in a greater risk of inadvertent damage to eloquent
brain/blood vessels. neuromate systems used with neuroinspire software are not affected. 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 April 7, 2017, Field Safety Notice letter
and Customer Reply Form from Renishaw. Complete the Customer Reply Form, and return it to Renishaw using the information on the form. To prevent
the problem from occurring in VoXim's Transfer Plan functionality, follow the sequence described in the letter . A Renishaw representative will contact
your facility for further action.

To report an occurrence or for further information:

Renishaw

Tel.: 33 (4) 37238900

Website: Click here

References:

o Great Britain. Medicines and Healthcare Products Regulatory Agency, RENISHAW: neuromate stereotactic system [online]. London:
Department of Health; 2017 Apr 24 [cited 2017 Apr 25]. (Field safety notice; reference no. 2017/004/018/701/019). 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 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 2017 Apr 25. MHRA FSN. 2017/004/018/701/019 Download
e 2017 Apr 25. MHRA FSN. Renishaw Reference No. VR17/1 (includes reply form) Download

©2017 ECRI Ingtitute
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[High Priority ] - A28530 : LivaNova—Mitroflow LX Pericardial Prosthetic Aortic Valves: May Exhibit

Earlier than Anticipated Structural Valve Deterioration
Medical Device Ongoing Action

Published: Monday, May 8, 2017

UMDNS Terms:
® Prostheses, Cardiac Valve, Biological [15870]

Product Identifier:
OMitroflow LX Pericardial Prosthetic Aortic Valves: (1) 19 mm, (2) 21 mm [Consumable]
Units marketed in the U.K. by Sorin between 2005 and 2014

Geographic Regions: U.K.
Manufacturer(s): LivaNoval4401 W 65th Way, Arvada, CO 80004-3599, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem: OThe U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) hasissued aMedical Device Alert (MDA/2017/011 ) warning
healthcare workers that patients (especially younger patients) implanted with the smaller sizes of the above Mitroflow LX valves are more prone to early
structural valve deterioration (SVD) and should be prioritized for extra surveillance. Patients with the smallest aortas are at higher risk for SVD,
particularly in the presence of patient-prosthesis mismatch (PPM). Some of the more notable reports about the problem include the following:

e A 2016 report by the National Institute for Cardiovascular Outcomes Research (NICOR), which used data from all National Health Service
and private hospitalsin England and Wales that submitted to the National Adult Cardiac Surgery Audit (NACSA) between 1998 and 2013.
The report highlighted that the Sorin Mitroflow series displayed alarger hazard than expected, with the 10-year overall freedom from
reintervention or death rate for the Mitroflow valve found to be 33.8%, compared with the overall average of 47.2% for al non-Sorin
biological valves.

e A 2014 report by the Odense University Hospital, Denmark, revealed an increased risk of mortality and/or reoperation for Mitroflow valves
compared to a comparative valve.

e A 2014 report by the Nantes University Hospital, France, presented early SVD as frequent in Mitroflow valves (models 12A/LX), especially
for small sizes (19 and 21 mm) with reduced overall survival.

For additional details on the problem and MHRA's planned postmarket surveillance study in the U.K., seethe MDA . The manufacturer has not
confirmed the information provided in the source material.

Action Needed: OOOMHRA recommends that you do the following:
e |dentify patients implanted with the above valves less than 5 years ago (2012 and after).

e Perform an early clinical review, giving priority to younger patients, to look for indications of SVD. Use transthoracic echocardiography
(TTE) to detect early signs of SVD, leaflet stiffening, calcification, reduced effective orifice area, and/or regurgitation.

e Perform transesophageal echocardiography (TEE) if prosthetic valve dysfunction is suspected, unless adequate information can be achieved
through TTE.

e Consider further aortic valve intervention for patients with a significant increase in transprosthetic gradient or severe regurgitation, taking
into account their degree of symptoms and relative surgical or interventional risk.

e Perform repeated TTE assessment annually or sooner if new symptoms occur, and carefully compare findings with previous examinationsin
the same patient.

e Report any incidents of prosthetic valve failure to the manufacturer and to MHRA or the devolved administration below.

e Report any adverse incidents involving these devices to MHRA through Yellow Card ; Welsh customers should follow specific advice for
reporting in Walesin MDA/2004/054 .

For Further Information:

Joan Ceasar, LivaNova

Tel.: (281) 228-7260

E-mail: HV.Feedback@Ilivanova.com

Website: Click here

For technical inquiries to MHRA:

Alexander McLaren or Helen Stidwill

Tel.: (020) 30807292 or (020) 30807047, respectively
Email: aexander.mclaren@mhra.gov.uk or helen.stidwill@mhra.gov.uk , respectively
For clinical inquiries to MHRA:

Camilla Fleetcroft

Tel.: (020) 30807274

Email: DCT@mhra.gov.uk
Website: Click here

Northern Ireland:

Northern Ireland Adverse Incident Centre
Tel.: (028) 90523868

Email: NIAIC@dhsspsni.gov.uk
Website: Click here

©2017 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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Scotland:

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

Email: nss.iric@nhs.net

Website: Click here

Wales:

Healthcare Quality Division Welsh Government

Tel.: (029) 20823624 or (029) 20825510

Email: Haz-Aic@wales.gsi.gov.uk

Inquiriesto MHRA should cite reference no. MDA/2017/011 or 2015/005/007/291/003.

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Biological replacement pericardia aortic heart valve: Mitroflow LX
(sizes 19mm and 21mm)—risk of early structural valve deterioration [online]. London: Department of Health; 2017 May 3 [cited 2017 May
5]. (Medical device alert; no. MDA/2017/011). Available from Internet: Click here.

Comments:

e [JOThisaertisaliving 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 aert, refer to our HDA Format Guide .

Source(s):
e 2017 May 5. MHRA MDA. MDA/2017/011 Download

©2017 ECRI Ingtitute
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[High Priority ] - A28460 : Bausch + Lomb—SofPort Easy-Load Lens Delivery System Injection
Devices: Leading Haptic May Kink during Lens Delivery
Medical Device Ongoing Action

Published: Wednesday, May 3, 2017
Last Updated: Thursday, May 11, 2017

UMDNS Terms:
® |ntraocular Lens Inserters [17544]

Product Identifier:
[JSofPort Easy-Load Lens Delivery System Injection Devices [Consumable]
Model No. EZ-28V; Lot Nos.: H671901, H672001, H672602, H674001, H674401, H674801, H675401, H740301, H743201

Geographic Regions: OAustraia, China, India, South Korea, Taiwan, U.S.
Manufacturer(s): Bausch+ Lomb1400 N Goodman St, Rochester, NY 14609, United States
Suggested Distribution: OR/Surgery, Ophthalmology, Materials Management

Problem:

Inan April 18, 2017, Medical Device Recall letter, Bausch + Lomb states that the leading haptic in the above injection devices may catch and cause kinks
during lens delivery because of excess material located inside the nozzle (known as “flash™). Mildly bent haptics can sometimes be restored to an
acceptable configuration during operation using surgical instruments. Haptics that are severely bent and cannot be restored will require intraoperative
exchange of the intraocular lens (IOL). In addition to prolonging surgical time, additional manipulation of the |IOL can damage intraocular structures,
including the cornea, iris, and lens capsule.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the April 18,
2017, Medical Device Recall letter and Medical Device Acknowledgment Form from Bausch + Lomb. Complete the Medical Device Acknowledgment
Form, and return it to Stericycle using the instructions on the form. To arrange for product return, contact Stericycle by telephone at (877) 479-8081. To
order replacement product, contact the Bausch + Lomb surgical customer service department by telephone at (800) 338-2020.

For Further Information:

Stericycle

Tel.: (877) 479-8081

E-mall: BauschandlL omb5410@Stericycle.com

Website: Click here

Comments:

e [OThisaertisaliving 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 aert, refer to our HDA Format Guide .

Source(s):

e 2017 May 1. Member Hospital. April 18, 2017 Bausch + Lomb letter submitted by ECRI Institute member hospitals (includes reply
form) Download

e 2017 May 3. Manufacturer. Manufacturer confirmed information.

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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[High Priority ] - A28006 : Vygon— GTube Gastronomy Feeding Tubes: Manufacturer May Have

Shipped Incorrect Product
Medical Device Ongoing Action

Published: Tuesday, May 9, 2017
Last Updated: Monday, May 15, 2017

UMDNS Terms:
® Tubes, Gastrostomy, Feeding [27141]

Product Identifier:
012 FG 2L GTube Gastronomy Feeding Tubes [Consumable]
Product No. WJKC0100-12L VF; Lot No. 081216UK

Geographic Regions: U.K.
Manufacturer(s): Vygon UK Ltd The Pierre Simonet Building, V Park, Gateway North, Latham Rd, Swindon, Wiltshire, England

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Home Care, Gastroenterology, Materias
Management

Problem:

OInaJanuary 26, 2017, Urgent Field Safety Corrective Action letter posted by the U.K. Medicines and Healthcare Devices Regulatory Agency
(MHRA), Vygon states that an internal receipting error may result in facilities incorrectly receiving the above feeding tubes instead of the correct product
code VWJK0110-12L VF. Vygon also states that if the incorrect product is not identified by the user, the patient may be fitted with an incorrect tube,
potentially resulting in user unfamiliarity and the potential for medication to be administered by Luer slip syringes using the medication port.

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the January 26, 2017, Urgent Field
Safety Corrective Action letter and Field Safety Corrective Action Fax Back Form. Regardless of whether you have affected product, complete the Field
Safety Corrective Action Fax Back Form, and return it to Vygon using the instructions on the form. Upon receipt of the form, a Vygon representative will
contact your facility to arrange for product return and replacement.

For Further Information:

Kate O'Connéll, Vygon technical support manager

Tel.: (01793) 748800

E-mail: kate.oconnell @vygon.co.uk

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Vygon: GTUBE 12FG 2L DEHP FREE [online]. London:
Department of Health; 2017 Jan 30 [cited 2017 Apr 17]. (Field safety notice; reference no. 2017/001/026/601/003). 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 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 aert, refer to our HDA Format Guide .

Source(s):
e 2017 Apr 17. MHRA FSN. (includes reply form) Download
e 2017 Apr 17. MHRA FSN. 2017/001/026/601/003 Download
e 2017 May 15. Manufacturer. The manufacturer confirmed the information provided in the source material.
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*  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.
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