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SBED Weekly Update 09-Oct-17

Dear,
SBED team is pleased to inform you that 50 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 10/2/2017 to 10/8/2017

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

Update IntelliVue Information 10/5/2017 Philips Healthcare Philips Healthcare 2

Centers, Monitors Saudi Arabia Ltd.

Active Implantable Devices

Update Platinium Implantable 10/2/2017 Sorin Group Arabian Trade House FSN

Cardiac Defibrillators Est.
(ICDs) and Cardiac
Resynchronization
Therapy Defibrillators
(CRT-Ds)

Anaesthetic and respiratory devices

New Knee Chest Device 10/2/2017 Merivaara ipplies & Services Co.Ltd  FSN
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http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11603
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11581
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11587

New LMA(TM) MADgic(TM)  10/2/2017
LaryngoTracheal Mucosal
Atomization Devices
Dental devices
New Endosseous Dental 10/2/2017
Implant Accessories
New Swish DuoGrip Healing 10/5/2017

Collar

Saudi Medical Services
SMS

Teleflex Medical .

Zimmer inc Ebrahim M. Al-Mana &
Bros. Co. Ltd.
Implant Direct LLC N/A

Diagnostic and therapeutic radiation devices

New AIRO Mobile CT Scanner.  10/2/2017
New ERGO++ and ERGO 10/8/2017
Localizer
New IntelePACS InteleViewer , 10/5/2017
New Monitor / Defibrillator 10/8/2017
DEFIGARD Touch?7
New Multiple Artis systems ,  10/5/2017
New Radiation Oncology 10/4/2017
Products
New SOMATOM go.Up and 10/5/2017

SOMATOM go. Now

Electro mechanical medical devices

New Alaris / Asena GS, GH, 10/5/2017
CC, TIVA, PK, Syringe
Pump
New Auriga XL 4007 Laser 10/5/2017

System

Mobius Imaging, LLC

Elekta Inc Medical Regulations
Gate
elerad Medical Systems In N/A

Schiller AG Medical supplies &
Services Co.Ltd
SIEMENS iemens Medical Solution:
SIEMENS Siemens Medical
Solutions
SIEMENS Siemens Medical

Solutions

CareFusion Alaris A BD Becton Dickinson B.V.

Co

Boston Scientific Gulf Medical Co.

el Medical & Trading Co.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11573
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11571
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11590
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11589
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11604
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11597
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11607
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11595
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11596
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11593
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11599
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[High Priority ] - A29251 : Siemens—Radiation Oncology Products: Manufacturer Responds to
WannaCry Ransomware Vulnerabilities
Medical Device Ongoing Action

Published: Thursday, September 28, 2017

UMDNS Terms:
® Collimators, Gamma Camera[17801]
® |nformation Systems, Data Management, Oncology, Radiotherapy [20800]

Product Identifier:

Radiation Oncology Products [Capital Equipment]

Products with Microsoft Windows versions XP and below (including Windows 2000)

Products that do not meet the Windows Operating System requirements for a patch to be installed: (1) Moduleaf Miniature Multi-Leaf Collimators
(mMLCs), (2) RT Therapist (RTT) 1.6, (3) RTT 4.1/RTT4.1 Assist

Geographic Regions: (Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide
Manufacturer(s): Siemens Healthcare 40 Liberty Blvd, Malvern, PA, 19335, United States
Suggested Distribution: Clinical/Biomedical Engineering, Information Technology, Radiation Oncology/Medical Physics

Problem:

In a Customer Information letter submitted by an ECRI Institute member hospital, Siemens states that the above products are potentially affected by the
vulnerability described in Microsoft Security Bulletin MS17-010 , which could be exploited by the "WannaCry" maware. Siemens also states that
systems infected with WannaCry malware may experience atotal system shutdown and/or loss of patient data. Siemens further states that this may have a
major effect on the documentation and quality of the entire patient treatment. 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 Customer Information letter from
Siemens. Microsoft has released a patch to address this Windows vulnerability for a selection of Windows operating system versions (KB4012598).
Regarding above systems that do not meet the Windows operating system requirements for this patch to be installed, Siemens states that the exploitability
of this vulnerability depends on the actual configuration and deployment environment of each product; therefore, the firm recommends the following:

e For vulnerable products that are listening on network ports 139/tcp, 445/tcp, or 3389/tcp, their exploitation exposure depends on the security
measures within the network. To protect a vulnerable product from exploitation, it should be isolated from any potentially infected system
within its respective network segment (e.g., product deployed in a network segment separated by firewall control blocking access to network
ports 139/tcp, 445/tcp, and 3389/tcp).

o |f patient safety and treatment is not at risk (in particular when the deviceis in stand-by-mode), always disconnect the product from the
network.

e |nany case, ensure that you have appropriate backups and system restoration protocolsin place.
Retain a copy of the letter with your user documentation.

For further Information:
Siemens customer care center
Website: Click here

Comments:
e For information on other Siemens action related to the WannaCry ransomware, see Alerts A28839, A28842, A28925, and A29148.

e For information on a Siemens action related to Microsoft Windows 7 and HP Client Automation vulnerabilities on various molecular
imaging products, see Alert A29058 .

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 Sep 20. Member Hospital. Siemens 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.



https://technet.microsoft.com/library/security/MS17-010

https://technet.microsoft.com/library/security/MS17-010

https://www.healthcare.siemens.com/

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631068

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631062

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631176

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631558

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631346

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631346

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/160238/2017SiemensRadiationOncologyProductsClientRedacted.pdf
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New Auriga XL 4007 Laser
System,

New BOMImed Disposable
Fiber Optic Medium
Laryngoscope Handle

New Endoscopic Ultrasonic
Probes
Update Model 3200 S-ICD
programmer
Update schaerer arcus

Hospital hardware

New Progressa Bed System

In vitro diagnostic devices

New AutoCheck5

New BIOPHEN ARIXTRA
CONTROL PLASMA

New Eppendorf Reference 2

New Free Testosterone ELISA

Kits
New MultiCare Analyzer/
Lumiratek C
Medical software

New Philips Network, Cisco
Adaptive Security
Appliance (ASA) 5506
firewall

10/5/2017

10/2/2017

10/4/2017

10/5/2017

10/2/2017

10/5/2017

10/2/2017

10/2/2017

10/8/2017

10/8/2017

10/8/2017

10/2/2017

Boston Scientific

BOMImed Inc

FUJIFILM Corporation

Boston Scientific
Cardiac Rhythm

Schaerer Medical AG

Hill Rom Inc

Radiometer America Inc

HYPHEN BioMed SAS

Eppendorf AG

DIAGNOSTICS
BIOCHEM CANADA INC.

SD BIOSENSOR

Philips Burton

Gulf Medical Co.

N/A

Al-Jeel Medical &

Trading Co. LTD

FAROUK, MAAMOUN
TAMER & COMPANY

ATTIEH MEDICO LTD

Medical regulations gate

Salehiya Trading Est.

N/A

CARE DRUG STORE COM

ABDULLA FOUAD
HOLDING COMPANY

Tabaeb-Najd Trading

Establishment

Philips Healthcare
Saudi Arabia Ltd.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11600
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11580
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11594
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11582
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11598
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11577
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11586
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11610
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11611
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11606
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11588
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[High Priority ] - A29262 : Fujifilm—Endoscopic Ultrasonic Probes: Manufacturer Updates

Operation Manual to Clarify Reprocessing Procedure
Medical Device Ongoing Action

Published: Friday, September 22, 2017

UMDNS Terms:
® Drivers, Ultrasonic Probe, Endoscopic [28234]

Product Identifier:
OEndoscopic Ultrasonic Probes [Capital Equipment]
Product No. PB2020-M

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): FUJFILM Europe GmbHHeesenstrasse 31, Duesseldorf D-40549, Germany
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Gastroenterology, Central Sterilization Reprocessing

Problem:

OInaField Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Fujifilm states that it has revised the
operation manual for the above probes to further clarify the description and update the disinfection procedure section with flushing area and increased
flushing volumes of disinfectant onto the probe connector portion. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected probesin your inventory. If you have affected probes, verify that you have received the Field Safety Notice letter and Customer
Feedback Form from Fujifilm. Complete the Customer Feedback Form, and return it to Fujifilm using the instructions on the form. Discard al previous
versions of the operation manual; Fujifilm will provide your facility with the revised operation manual. Conduct cleaning and disinfecting for affected
product in accordance with the revised operation manual.

For Further Information:

Fujifilm

Website: Click here

References:

Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for FUJIFILM ultrasonic mini probe by FUJIFILM
Corporation [online]. 2017 Sep 20 [cited 2017 Sep 22]. 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 alert, refer to our HDA Format Guide .

Source(s):

e 2017 Sep 22. BfArM (Germany). 08219/17 Download
e 2017 Sep 22. BfArM (Germany). FSN 20170501 (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.fujifilm.eu/de/kontakt

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/19/2017/08219-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/19/2017/08219-17_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/160432/20170920FujifilmUltrasonicProbeBfArMCP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/160433/UndatedFujifilmUltrasonicProbesBfArMform.pdf
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Non-active implantable devices

# Update

# New

New

New

New

# Update

New

New

New

New

New

Ophthalmic and optical devices

New

Cobalt Bone Cement

Conformable GORE TAG
Thoracic Endoprosthesis
Devices

Delta cup beater-
positioner-aligner

Drill Bit QuickConnect

expanSys metamys inlays

Gap Endo-Exo Medullary
Nail Drivers

GMK Sphere and GMK
Primary PS Inserts

Head Fixation Device
(HFD100) Starburst
adaptor thumb screw

proSA Tool Set

SAFE-CUT

Specific Hip and Trauma

instruments

PROVEO 8

Reusable devices

New

IVEA

10/5/2017

10/2/2017

10/2/2017

10/2/2017

10/2/2017

10/4/2017

10/5/2017

10/2/2017

10/8/2017

10/8/2017

10/5/2017

10/2/2017

10/2/2017

Zimmer inc

W.L. Gore & Associates
Inc.

Limacorporate S.p.a.

Zimmer, INC....

Mathys Ltd Bettlach

Pega Medical

Medacta International

SA

Deerfield Imaging

Zimmer, INC....

Leica Microsystems Inc.

Firefly Medical, Inc

m M. Al-Mana & Bros. C¢

Med Surg Supplies

N/A

Medical Regulations Gate

Isam Economic Co.

N/A

N/A

N/A

toph Miethke GmbH & Cc :ellent Care Medical Co. L

EX Medical Technologies nights Of Technology. Es

Medical Regulations
Gate

|-Faisaliah Medical Syster

N/A

FSN

FSN

FSN

FSN

FSN

FSN

FSN
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http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11584
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11572
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11583
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11592
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11575
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11612
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11605
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11591
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11585
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11574
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[High Priority ] - A28571 01 : *Zimmer Biomet/DJO—Cobalt Bone Cement: Sterility May Be

Compromised [Update]
Medical Device Ongoing Action

Published: Thursday, September 28, 2017

UMDNS Terms:
® Orthopedic Cement [12830]

Product Identifier:

Zimmer Biomet
Cobalt Bone Part Nos.: Lot Nos.:
Cement:

. . 189680, 199200,
i e 8
959720

189690, 189760,
199180, 424740,

High Viscosity-
= 508240, 560290,
g;antamlcm(HV- 402283 595660, 638280,
786630, 959650,

959700

?{\'Ae\"}‘)”m Viscosity 40438 871270, 959670

Medium Viscosity-
Gentamicin (MV- 402439 508250, 959680
G)

[Consumable]
Previous Product Listing: Alert A28571

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

Distributor(s): ® DJO Global Inc1430 Decision St, Vista, CA 92081, United States (U.S. distributor)
Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Summary:

OThis Alert provides new information based on a September 21, 2017, letter submitted by an ECRI Institute member hospital regarding Alert A28571 .
New information is provided in the Product Identifier, Problem, and Action Needed fields.

Problem:

In a September 21, 2017, letter submitted by an ECRI Institute member hospital, DJO states that a packaging problem with the above cement made by
Zimmer Biomet, the previous manufacturer, may result in aloss of sterility because of a breach in the packaging. DJO aso states that it did not produce
the affected cement products; DJO purchased them from Zimmer Biomet. Zimmer Biomet recalled the affected | ots that were shipped outside the U.S.
Zimmer Biomet received six reports regarding the loss of the applied seal to the sterile Tyvek pouch containing the Cobalt monomer. DJO further states
that it has re(;gli ved no reports of packaging failures or adverse events related to this problem. DJO 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 September 21, 2017, letter,

Acknowledgment/Questionnaire form, and Inventory Acknowledgment form from DJO. Complete the forms, and return them to Stericycle using the

instructions on the forms. DJO states that there is no additional action required for patients who have received affected product. DJO will contact your

ga:ility to make arrangements for the handling and replacement of affected product. Report any packaging issues to the DJO Surgical customer service
epartment.

For Further Information:

Teffany Hutto, DJO regulatory affairs manager

Tel.: (512) 824-6255

E-mail: Teffany.Hutto@djoglobal.com

Website: Click here

References:

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Cobalt bone
cement [online]. 2017 Apr 25 [cited 2017 May 16]. 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),

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



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630473

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630473

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630473

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630473

mailto:Teffany.Hutto@djoglobal.com

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

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=154987

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=154987
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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 Sep 27. Member Hospital. (includes reply form) Download
e 2017 May 16. FDA CDRH Database. Class |1. Z-2056-2017 Download

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



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/160801/20170921DJOCobaltBoneCementCLIENT_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/160802/20170425ZimmerBiometCobaltHVBoneCementFDA.pdf
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[Critical Priority ] - A29283 : Gore—Conformable GORE TAG Thoracic Endoprosthesis Devices: May

Incompletely and/or Partially Deploy
Medical Device Ongoing Action

Published: Thursday, September 28, 2017

UMDNS Terms:
® Stent/Grafts, Vascular, Aortic [20453]

Product Identifier:
Conformable GORE TAG Thoracic Endoprosthesis Devices [Consumable]

Geographic Regions: Australia, Austria, Belgium, Canada, China, Finland, France, Germany, Italy, Japan, Korea, The Netherlands, Norway,
Singapore, Spain, Sweden, Taiwan, U.K., U.S.

Manufacturer(s): W L Gore and Assoc IncPO Box 2400, Flagstaff, AZ 86003-2400, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Risk Management/Continuous Quality |mprovement,
Materials Management

Problem:

In a September 2017 Important Safety Information letter submitted by ECRI Institute member hospitals, Gore states that since December 2016 it has
received four similar reports of incomplete and/or partial deployments of the above devices. In each event, the physician experienced significant
resistance on initial deployment and later observed that half of the device deployed and half remained constrained to the delivery catheter. Gore aso
states that each of these events occurred during an off-label procedure, but it is currently unclear how this may have affected the outcomes. Gore further
states that engineering evaluations for two returned devices indicate that one partial deployment was the result of an incorrect deployment line stitch
pattern and another was the result of deployment line damage of unknown origin; the other two devices have not been returned to Gore for evaluation.
Gore states that the four reported incidents included serious adverse health consequences and one death; the firm provides the following details on each of
the four reported incidents:

e One patient required intraoperative surgical conversion and subsequently died.

e One patient required intraoperative surgical conversion and experienced temporary mesenteric and renal ischemia.
e One patient required an additional surgical intervention and experienced temporary rena ischemia.

e One patient sustained no injuries caused by deployment during an open repair.

Gore also states that, while incomplete deployments are known adverse events and identified within the instructions for use (IFU), the firm has observed
an increased frequency of partial deployment eventsin the above devices sold (totaling 0.03% of 12,865 devices distributed as of September 1, 2017) that
were manufactured in the prior year compared to those manufactured earlier. Gore further states that potential adverse events related to incomplete
deployment may include, but are not limited to, the following:

e The need for additional procedures
e The need for surgical conversion
e Death

Based on the frequency of 0.03%, Gore estimates that a small number of the estimated 6,300 unimplanted devices remaining in the field as of September
1, 2017, may be affected by this type of event.

Action Needed:

At thistime, Gore does not plan to remove Conformable GORE TAG thoracic endoprosthesis devices from the market because of the low risk of
occurrence of incomplete deployments and potential patient risks if the product is not available. Verify that you have received the September 2017
Important Safety Information letter, a copy of the Changes to Instructions for Use (IFU) Document (AW1350-EN1), and reply form from Gore. Gore
states that it has taken steps to address this increased frequency of incomplete/partial deployment events. Gore also states that it maintains its confidence
in the safety and effectiveness of the devices. Goreis updating the IFU for the devices to include the following new warnings and precautions:

e "If abnormal or inconsistent deployment line resistance is felt during deployment initiation, STOP deployment action immediately. If device
remains constrained, remove device through the introducer sheath. If resistance is felt during removal through the sheath, stop and withdraw
device and introducer sheath together.

e "If thedeviceisin apartialy deployed state and remains attached to the catheter, physicians should strongly consider conversion to
immediate open surgical repair to avoid additional procedure time and potential harm from additional endovascular maneuvers.”

In addition to these warnings and precautions, adverse events should be reported to the Gore product surveillance department using the information in the
letter as soon as possible once the case is completed. Gore recommends adherence to the approved Conformable TAG device indications and review of
current |FU warnings. Gore emphasizes the following warning currently in the IFU:

e "Alwayshave asurgical team available during implantation or reintervention procedures in the event that conversion to open surgical repair
isnecessary."

No actions are required for patients already implanted with affected devices. Patients who have been implanted with an affected device do not require any
change to their usual follow-up plan and should continue to be monitored in accordance with your standard practice. Notify all relevant personnel at your
facility of the information in the |etter. Complete the reply form, and return it to Gore. U.S. customers should report any adverse events or quality
problems associated with the use of affected devicesto FDA using the FDA MedWatch website .

For Further Information:
Gore customer service department

©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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Tel.: (800) 528-8763 or (928) 864-2927
E-mail: MPDCustomerCare@wlgore.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 Sep 27. Member Hospital. Gore letter submitted by ECRI Institute member hospitals (includes reply form) Download
e 2017 Sep 28. Manufacturer. Gore confirmed the information provided 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.
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[High Priority ] - A29193 01 : Pega—Gap Endo-Exo Medullary Nail Drivers: May Break
Medical Device Ongoing Action

Published: Thursday, September 28, 2017

UMDNS Terms:
® Drivers, Nail [12398]

Product Identifier:
Gap Endo-Exo Medullary Nail Drivers [Consumable] Model/Catalog No. GAP-NDR100; Lot Nos.: 110922-052, 130102-010

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, Colombia,
Denmark, Germany, Mexico, Peru, Spain, U.K.

Manufacturer(s): PegaMedical Inc1111 Autoroute Chomedey, Laval, Quebec, H7W 538, Canada
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Summary:

OThis Alert provides new information regarding Alert A29193 based on manufacturer correspondence and a September 19, 2017, Urgent Field Safety
Notice Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA). New information is provided in the Geographic
Regions and Action Needed fields.

Problem: HealthCanada states that the above nail drivers may break when bent, impacted, or if excessive torsional forces are applied on the instrument.
Affected nail drivers were previously reworked and appear to be more susceptible to breakage because residual stresses may have been generated during
the rework. Health Canadaal so states that the manufacturer initiated arecall on August 10, 2017.

Action Needed:

O0OIdentify any affected product in your inventory. If you have affected product, verify that you have received the September 19, 2017, Urgent Field
Safety Notice Recall letter from Pega. Remove affected nail drivers from the instrument trays, and return them to Pega at the address above. Inform all
relevant personnel at your facility of the information provided in the letter.

For Further Information:

Kildare Molina, Pega quality manager

Tel.: (450) 688-5144, ext. 267

E-malil: kildare@pegamedical.com

Enrique Garcia, Pega vice president of operations

Tel.: (450) 688-5144, ext. 242

E-mail: egarcia@pegamedical.com

Website: Click here

OReferences:

Health Canada. Recalls and safety alerts. Gap Endo-Exo medullary nail driver [online]. 2017 Sep 8 [cited 2017 Sep 11]. Available from
Internet: Click here.

Great Britain. Medicines and Healthcare Products Regulatory Agency. Pega Medical: GAP ENDO-EXO MEDULLARY SYSTEM / GAP
NAIL DRIVER [online]. London: Department of Health; 2017 Sep 25 [cited 2017 Sep 27]. (Field safety notice; reference no.
2017/009/019/601/006). 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 repeet 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 Sep 27. MHRA FSN. 2017/009/019/601/006 Download

e 2017 Sep 27. MHRA FSN. Download

e 2017 Sep 27. Manufacturer confirmed information

©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 ] - A29282 : Medtronic—Ascenda Intrathecal Catheters and Ascenda Revision Kits:
Catheter May Kink at Proximal End, Potentially Leading to Intermittent or Chronic Loss of Therapy
Medical Device Ongoing Action

Published: Wednesday, September 27, 2017
Last Updated: Thursday, September 28, 2017

UMDNS Terms:
® Catheters, Spinal, Intrathecal [18691]

Product Identifier:
O

Ascenda Intrathecal Products: Rﬂ?sd.e I Lot Nos.:
N740471001, N740471002, N740471003, N740471004, N740471005, N740471006, N740476001, N740476002,
N740476004, N740476008, N740477001, N740477002, N740477003, N740477004, N740477005, N7404770086,
Catheters 8780
N740479003, N740479004, N740479005, N740482001, N740482002, N740482003, N740482004, N740482005,
N740482006, N740496001, N740496003, N740496004, N740496005, N740496006, N740500003, N740500004,
Catheters 8781 N745579001, N745579002, N745579005, N745579006, N746858001
ﬁﬁtsh‘*ter Pump Segment Revision g0, N745557001, N745557002, N745557003, N745557004, N745557005

194 units distributed between August 17 and SeptMRB0R05n ¥ 40500006, N740506001, N740506002, N740506003, N740506004, N740506006, N740507001,

Geographic Regions: O(Impact in&#160;specific regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medtronic Inc8200 Coral Sea St NE, Mounds View, MN 55112, United States

N74%@%&Mmggpﬁhﬁ%0]%,MOSWOOB, N740508001, N740508002, N740508003,

May be reproduced by subscribing institution for internal distribution only.
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Suggested Distribution: Anesthesia, OR/Surgery, Home Care, Pain Clinic, IV Therapy, Materials Management

Problem: OIn a September 21, 2017, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Medtronic
states that the above catheters may kink at the proximal end where the catheter connects to the drug infusion pump. Catheter kinking could result in a
change or cessation of drug infusion therapy, possibly leading to intermittent or chronic loss of therapy. In these scenarios, the resulting potential clinical
risk is decreased or loss of therapeutic effect. For patients receiving treatment with intrathecal baclofen, chronic loss of therapy poses arisk of withdrawal
symptoms, up to and including acute baclofen withdrawal syndrome. Medtronic also states that it has received no reports of complaints or adverse events
related to this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the September 21, 2017, Urgent
Medical Device Recall Notification letter and physician confirmation form from Medtronic. If any patient implanted with an affected catheter presents
with symptoms indicative of a change (e.g., decrease or loss of therapeutic effect), consider testing to evaluate the patient's catheter. Complete

the physician confirmation form, and return it to Medtronic using the information on the form. Inform all relevant personnel at your facility of the
information in the |etter.

For Further Information:

Medtronic technical service department

Tel.: (800) 707-0933, 7 am. to 6 p.m. Central time, Monday through Friday
Website: Click here

Comments:

e [0Thisalert isaliving 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 Sep 26. Member Hospital. Medtronic letter submitted by 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 ] - A29143 01 : *Smiths—Non Flow-Stop CADD Medication Cassette Reservoirs: May
Have Been Manufactured with Incorrect Pressure Plate; Cassette Tubing May Be Routed Incorrectly
[Update]

Medical Device Ongoing Action

Published: Wednesday, September 27, 2017
Last Updated: Thursday, September 28, 2017

UMDNS Terms:
® |nfusion Pumps, Analgesic, Patient-Controlled, Ambulatory [28080]

Product Identifier:

Non Flow-
Stop
CADD
Medicatio Part Nos.:
n Cassette
Reservoir
o
21-7001-
50 mL 24
21-7002-
100 mL o1
100mL  21-7100-
Yellow 24

[Consumable]
For alist of affected ot numbers, see the letter sent to your facility.
Previous Product Listing: Alert A29143

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), China, Japan, U.S.
Manufacturer(s): Smiths Medical ASD Inc 6000 Nathan Lane N, Plymouth, MN 55442, United States

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

Summary: ThisAlert provides additional information based on a September 2017 Urgent Medical Device Recall |etter submitted by an ECRI Institute
member hospital regarding Alert A29143 . Additional information is provided in the Product Identifier, Problem, and Action Needed fields.

Problem: In a September 2017 Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Smiths states that the above
reservoirs may have been manufactured with the incorrect pressure plate, resulting in incorrect routing of the tubing used on the cassette. For illustrations
of normal and incorrect product, see the photographsin the letter . This problem may lead to the underdelivery of medication if the tubing becomes
partially or completely occluded when the cassette is attached to the pump. Smiths also states that it has received one report of seriousinjury related to
this problem. 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 September 2017 Urgent
Medical Device Recall letter and Recall Response Form from Smiths. Regardless of whether you have affected product, complete the Recall Response
Form, and return it to Stericycle using the information on the form. Upon receipt of the form, Stericycle will provide your facility with prepaid shipping
labels. Using the shipping labels, package affected product, and return it, along with a copy of the Response Form in each package, to Stericycle.

For Further Information:

Stericycle

E-mail: smithsmedical 3682@stericycle.com
Website: Click here Smiths

Website: Click here

References:
e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall CADD(R) medication
cassette with clamp and female Luer [online]. 2017 Aug 25 [cited 2017 Aug 28]. 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 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 2017 Sep 26. Member Hospital. Smiths letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2012 Sep 26. FDA CDRH Database. Class I1. Z-3071-2017 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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e 2017 Sep 26. FDA Enforcement Report. Class |1. Z-3071-2017
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[High Priority ] - A29276 : Cardinal Health—ICU Medical Intravenous Sets with Stopcocks: May
Contain Metallic Burs
Medical Device Ongoing Action

Published: Tuesday, September 26, 2017

UMDNS Terms:
® Blood Administration Sets [10421]

Product Identifier:
ICU Medica Intravenous (1V) Sets with Stopcocks [Consumable]

Cardinal ICU
Health Medical
Catalog Catalog
Nos.: Nos.:

Lot Nos.:

3456237,
B4020 B4020 3486340

B4171 B4171 3471329

Z-0060-01 Z0060 77-979-Y1

76-113-
Y1, 76-
114-Y1,
77-981-Y1

20143-01 70143

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

Distributor(s): ® Cardina Health Medical Products & amp; Services Group1500 Waukegan Rd Bldg WM, McGaw Park, IL 60085, United
States

Manufacturer(s): ICU Medical Inc951 Calle Amanecer, San Clemente, CA 92673, United States
Suggested Distribution: Anesthesia, Critica Care, Nursing, OR/Surgery, Home Care, Pain Clinic, IV Therapy, Materials Management

Problem: In a September 15, 2017, Urgent Product Recall |etter submitted by an ECRI Institute member hospital, Cardinal Health states that the above
1V sets may contain ametallic bur. The distributor has not confirmed the information provided 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 September
15, 2017, Urgent Product Recall letter, Recall Acknowledgment Form and copy of the ICU Medical Urgent Medical Device Recall Notification letter
from Cardinal Health. Regardless of whether you have affected product, complete the Recall Acknowledgment Form and return it to Cardinal Health by
fax at (847) 689-9101 or (614) 652-9648. Forward a copy of the letters to any facility to which you have further distributed affected product. To arrange
for product return and to obtain credit, contact the Cardinal Health customer service department by telephone at (800) 964-5227 (U.S. hospital
customers), at (800) 444-1166 (U.S. federal government facilities), or at (888) 444-5440 (all other U.S. customers).

For Further Information:

Joyce Hill, Cardinal Health product quality and regulatory compliance specialist

Tel.: (800) 292-9332

Website: Click here

ICU Medical

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 Sep 25. Member Hospital. Cardinal Health letter submitted by an ECRI Institute member hospital. Reference No. 2017-00984
(includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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[High Priority ] - A29259 : Baxter—INTRALIPID 20% IV Fat Emulsions in 100 mL Plastic Containers:
Exposed to Subfreezing Temperatures during Transit, Potentially Leading to Aggregate Formation
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Friday, September 22, 2017

UMDNS Terms:
® Intravenous Fluid Containers [12172]

Product Identifier:

INTRALIPID 20% Intravenous (1V) Fat Emulsionsin 100 mL Plastic Containers [Consumable]

Product No. 2B6061; NDC No. 0338-0519-58; One Shipment of Lot No. 10LE9597* EXP APR 1 2019

Units distributed in the U.S. between August 11 and August 31, 2017 (other shipments of this lot are not affected by this problem)
*Customers who received the affected portion of the lot received aletter directly from Baxter.

Geographic Regions: U.S.
Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States
Suggested Distribution: Critical Care, Nursing, Gastroenterology, Pharmacy, |V Therapy, Materials Management

Problem:

In a September 15, 2017, Urgent Drug Recall |etter, Baxterstates that the above product was exposed to subfreezing temperatures during transit to a
distribution facility and that the subfreezing temperature is outside of the acceptable storage range listed on the product labeling. Baxter also states that if
the above product is subjected to freezing, the emulsion droplets will increase in size, forming aggregates that can lead to serious adverse health
consequences. Baxter also states that it has received no reports of adverse events associated with this problem. Baxter further states that only the above
lot distributed between the above dates is affected by this problem; other shipments of the same lot are not affected.

Action Needed:

Locate and remove any affected product from your inventory. The product number and lot number can be found on the individual product or shipping
carton. To arrange for product return and to receive credit, contact the Baxter Healthcare Center for Service by telephone at (888) 229-0001, from 7 am.
to 6 p.m. Centra time, Monday through Friday, with your Baxter 8-digit ship-to account number, product number, lot number, and quantity of product to
be returned. If you received the Customer Reply Form directly from Baxter, complete and return it to Baxter using the instructions on the form. If you did
not receive aletter and reply form directly from Baxter, do not return areply form to Baxter. Notify all relevant personnel at your facility of the
information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Report any adverse events
associated with the use of affected product to the Baxter Corporate Product Surveillance department by telephone at (800) 437-5176, from 8 am. to 5
p.m. Central time, Monday through Friday, or by e-mail at corporate_product_complaints round_lake@baxter.com ( click here). U.S. customers should
also report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting
program by telephone at (800) 332-1088; fax at (800) 332-0178; by mail (using postage-paid FDA form 3500, available here) at MedWatch, FDA, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Baxter product surveillance department

Tel.: (800) 437-5176, 8 am. to 5 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 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 Sep 21. Manufacturer Letter. Baxter letter submitted by the manufacturer: FA-2017-032 Download
e 2017 Sep 22. Manufacturer. Baxter confirmed the information provided in the source material.

©2017 ECRI Ingtitute
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[High Priority ] - A29277 : Bard—Max-Core Disposable Core Biopsy Instruments: May Exhibit

Various Functionality Problems
Medical Device Ongoing Action

Published: Tuesday, September 26, 2017

UMDNS Terms:
® Biopsy Guns [17848]
® Needles, Biopsy, Soft Tissue [20236]

Product Identifier:
[OMax-Core Disposable Core Biopsy |nstruments [Consumable]

Product
Nos.:

Lot Nos.:

REBN2123, REBP1199,
REBP1419, REBP1807,

MC1410 REBQO0084, REBQ0343,
REBQ1012, REBQ1904,
REBR0468

REBPOO019, REBP1420,
MC1616  pEpp1g09

MC1816 REBN0342, REBP0869

REBP1266, REBP1267,
REBP1421, REBP1422,
REBP1810, REBQ0087,
MC1820 REBQO0088, REBQ0347,
REBQO0811, REBQ1014,
REBQ1898, REBQ1978,
REBQ2296, REBR0474

MC1825 REBP0158

Geographic Regions: Worldwide
Manufacturer(s): Bard Peripheral Vascular Div C R Bard IncPO Box 1740, Tempe, AZ 85280-1740, United States
Suggested Distribution: Nursing, Oncology, OR/Surgery, Materials Management

Problem:

[OIn a September 22, 2017, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Bard states that the above
instruments may exhibit various functionality problems, including difficulty with priming and firing, failure to obtain tissue samples, and self-activating
after priming. Bard a so states that these functionality problems may cause prolonged procedures or minor tissue injuries, and that although serious
adverse events associated with this problem are unlikely, the unpredictable nature of the self-activation problem presents arisk to patients and users.
Additionally, Bard states that there is no residual risk to users or patients that have previously used the product without incident.

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
September 22, 2017, Urgent Medica Device Recall Notification letter and Recall and Effectiveness Check Form from Bard. Forward a copy of the
Urgent Medical Device Recall Notification letter to any facility to which you have further distributed affected product. Regardless of whether you
currently have affected product, complete the Recall Effectiveness Check Form, and return it to Bard using the information in the letter. To receive a
return authorization (XC) number, contact Raye Seisinger, Bard recall coordinator by telephone at (800) 321-4254 (select option 2), ext. 2501, from 6
am. to 3 p.m. Mountain Time, Monday through Friday or by e-mail at raye.seisinger@crbard.com . Return affected product by mail, using the label
provided, at 1415 W. 3rd Street, Tempe, AZ 85281. Mark the package as “RECALLED PRODUCT" and include the XC number. Upon receipt of
returned affected product, Bard will credit your account. U.S. customers should report serious adverse events or product quality problems relating to the
use of affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using
pc()astbage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the
website .

For Further Information:

Bard

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 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 Sep 25. Member Hospital. Bard letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2017 Sep 26. 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.
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[High Priority ] - A29052 01 : *Allergan/LifeCell— REVOLVE Advanced Adipose Systems: Bacterial

Endotoxin Levels May Be Above Acceptable Limit [Update]
Medical Device Ongoing Action

Published: Monday, September 25, 2017
Last Updated: Thursday, September 28, 2017

UMDNS Terms:
® Autologous Fat Transfer Units[27649]

Product Identifier:
JREVOLVE Advanced Adipose Systems [Consumable]

Catalog Nos.: Lot Nos.:

10698 EXP NOV 30 2017,
10699 EXP OCT 31 2017,
10701 EXP DEC 31 2017,
10703 EXP JAN 31 2018,
10707 EXP MAR 31 2018,
RV0001WW 10736 EXP SEP 30 2017,
10799 EXP JAN 31 2018,
10841 EXP JUN 30 2018,
11218 EXP SEP 30 2018,
11219 EXP SEP 30 2018,
11262 EXP SEP 30 2018

10703 EXP JAN 31 2018,
10707 EXP MAR 31 2018,
RV0002WW 10709 EXP JUN 30 2018,
10782 EXP JUN 30 2018,
10783 EXP JUL 31 2018

Previous Product Listing: A29052

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting) Europe, U.K., U.S.
Manufacturer(s): Allergan Inc/LifeCellMorris Corporate Center 111, 400 Interpace Pkwy, Parsippany, NJ 07054, United States
Suggested Distribution: Infection Control, OR/Surgery, Materials Management

Summary:

OThis Alert provides additional information based on a September 19, 2017, Urgent Field Safety Notice letter posted by the German Federal Institute for
Drugs and Medical Devices (BfArM) and the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) regarding Alert A29052 . New
information is provided in the Product | dentifier, Geographic Regions, and Action Needed fields.

Problem:

In an August 2, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Allergan/LifeCell states that bacterial
endotoxins may be present in the above systems at levels above the acceptable limit. Alllergan/LifeCell also statesit has received no reports of patient
injury associated with this problem; however, use of affected systems may cause a pyrogenic response such as fever, increased heart rate, low blood
pressure, and decreased white blood cell count. 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 September 19, 2017, Urgent
Field Safety Notice letter and Field Safety Notice Response Form from Allergan/LifeCell. Complete the Field Safety Notice Response Form, and return it
to Allergan/LifeCell using the information on the form. To receive further instructions on the return of affected product, contact Allergan/LifeCell by e-
mail at LifeCellRevolve@allergan.com . Notify all relevant personnel at your facility of the information in the Urgent 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:
Austriaand Switzerland
Nina Labhart Meuli, Allergan/LifeCell
Tel.: 41 (44) 2042312
E-mail: Labhartmeuli_Nina@Allergan.com
Belgium and The Netherlands
Hendrik Staels, Allergan/LifeCell
Tel.: 32 (47) 7996702
E-mail: Staels Hendrik@Allergan.com
Denmark, Finland, and Sweden
Lovisa Sondefors, Allergan/LifeCell
Tel.: 46 (763) 143418
E-mail: Lovisa.Sondefors@Allergan.com
France
Marie Chiffolea, Allergan/LifeCell
Tel.: 33 (1) 49078300
E-mail: Materio_vigilance@Allergan.com

©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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Germany

Claudia Rohrer, Allergan/LifeCell

Tel.: 49 (69) 920381358

E-mail: Rohrer_Claudia@Allergan.com
Ireland

Sarah Graham, Allergan/LifeCell

Tel.: 353 (1) 6445271

E-mail: Graham Sarah@AIllergan.com
Italy

Mariarosaria Toteda, Allergan/LifeCell
Tel.: 39 (065) 0956247

E-mail: Toteda Mariarosaria@Allergan.com
Portugal and Spain

Javier Mariano, Allergan/LifeCell

Tel.: 34 (91) 8076208

E-mail: Mariano_Javier@Allergan.com
United Kingdom

Madhavi Sabharwal, Allergan/LifeCell
Tel.: 44 (1628) 49427

E-mail: Madhavi.Sabharwal @Allergan.com
Website: Click here

References:

e Germany. Federd Institute for Drugs and Medical Devices. Urgent field safety notice for Revolve system by LifeCell Corporation [onling].
2017 Sep 21 [cited 2017 Sep 22]. Available from Internet: Click here.

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Lifecell: Revolve system [online]. London: Department of Health;
2017 Sep 25 [cited 2017 Sep 25]. (Field safety notice; reference no. 2017/009/019/291/012). Available from Internet: Click here.

Comments:

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

Source(s):

e 2017 Sep 22. BfArM (Germany). 09409/17 Download

e 2017 Sep 22. BfArM (Germany). (includes reply form) Download

e 2017 Sep 25. MHRA FSN. 2017/009/019/291/012 Download

e 2017 Sep 25. MHRA FSN. (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.
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[High Priority ] - A29281 : BD—Vacutainer Barricor Lithium Heparin Plasma Blood Collection

Tubes: May Exhibit Residual Blood in Stopper Well
Medical Device Ongoing Action

Published: Tuesday, September 26, 2017
Last Updated: Thursday, September 28, 2017

UMDNS Terms:
® Tubes, Blood Collection [14183]

Product Identifier:
Vacutainer Barricor Lithium Heparin Plasma Blood Collection Tubes [Consumable]

Catalog Nos.: UDI Nos.:

365043 50382903650434
365044 50382903650441
365045 50382903650458
365047 50382903650472

All lot numbers

Geographic Regions: U.S.

Manufacturer(s): BD 1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States

Suggested Distribution: Clinical Laboratory/Pathology, Infection Control, Nursing, Phlebotomy, Materials Management

Problem:

In a September 21, 2017, Urgent Product Removal Recall letter submitted by ECRI Institute member hospitals, BD statesthat it has received reports of an
increased amount of residual blood present on the top of the stopper well on the above blood collection tubes after venipuncture (see Figure 1 in the

letter ). BD also states that increased residual blood in the stopper well may increase the risk of blood exposure to users. The firm'sinvestigation
confirmed that the increased residual blood is related to an unexpected delay in the resealing of the Barricor tube stopper after the non-patient (NP)
needle is removed, alowing blood to migrate through the remaining hole. BD further states that the increased residual blood in the stopper well does not
affect test results and that this stopper is unique to the BD Barricor blood collection tubes and is not used in any other BD blood collection tubes.

Action Needed:

Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the September 21,
2017, Urgent Product Removal Recall |etter and Customer Recall Response Form from BD. If you must use affected tubes before you can switch to a
different type of tube, BD recommends taking additional precautions. While converting to other blood collection tubes, BD advises that the following
additiona steps be used during blood collection to reduce the likelihood of residual blood collecting in the stopper well of the Barricor tube. It is
important to note that these steps are meant to supplement existing statements in the Barricor tube instructions for use (IFU). Users should be aware that
residual blood may occur even when following these procedures and that the risk of user contact with the residual blood in the stopper well may be
increased. When collecting blood using the Barricor tube, BD recommends the following:

1. Use the Barricor tube with a Wingset needle product (see Figures 2 and 3 in the letter ). Wingset products may assist usersin collecting
blood in the stopper-up orientation in the widest range of patient arm orientations.

2. Users should carefully inspect the stopper well for residual blood after each Barricor tube is drawn, and before inversion. If residual
blood is observed in the well, before inversion, swab the excess blood and dispose of the swab according to your local facility
procedures.

Completion of the venipuncture should be followed by mixing of the tube in a careful manner, with the recommended gentle inversions. The IFU
recommends inverting the tube eight times to mix the sample. Exercise extreme caution during this step to prevent contamination from residual blood on
the stopper top. Do not vigorously shake the tube to facilitate mixing. Additionally, users are instructed to practice universal precautions: use gloves,
gowns, eye protection, other personal protective equipment, and engineering controls to protect from blood splatter, blood |eakage, and potential
exposure to blood-borne pathogens. These steps will further minimize the risk of exposure. Regardless of whether you have affected product, complete
the Customer Recall Response Form and return it to BD using the instructions on the form. Return affected product to BD using the packaging
instructions included with the letter. Upon receipt of affected product, BD will provide your facility with replacement product. U.S. customers should
report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program
by telephone at (800) 332-1088; by fax (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration,
HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

BD

Tel.: (855) 215-5168, 8 am. to 5 p.m. Eastern time, Monday through Friday
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 Sep 26. Member Hospital. BD letter submitted by ECRI Institute member hospitals (includes reply form) Download
e 2017 Sep 28. Manufacturer. Manufacturer confirmed information

©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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* 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

