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SBED Weekly Update 21-Nov-17

Dear,
SBED team is pleased to inform you that 31 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 11/13/2017 to 11/19/2017

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
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http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11754
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11748
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11759

www.ecri.org . Printed from Health Devices Alerts on Tuesday, November 14, 2017 Page 1

[High Priority ] - A29468 : Cook—Heparin-Coated Guidewires and Catheter Sets: Label Does Not

Explicitly Indicate That Products Are Heparin Coated
Medical Device Ongoing Action

Published: Tuesday, November 7, 2017
Last Updated: Monday, November 13, 2017

UMDNS Terms:
® Guide Wires[11925]
® Procedure Kit/Trays, Catheterization, Cardiac [10598]

Product Identifier:
Heparin-Coated Guidewires and Catheter Sets [Consumable]

Heparin-Coated Guide Wires: Catalog Nos. (Prefix/Suffix): Global Product Nos. (GPN):

G00422, G00427, GO0788, GO0789, GO0958,
G01202, G02372, G02539, G03042, G03044,
G03127, G03219, G03264, G03290, G03334,

Amplatz Extra Stiff, Amplatz Stiff, Amplatz G03373, G03430, G03577, G03606, GO3875,

Ultra Stiff, Coons Interventional, Fixed-Core 1T1or /-BH G03980, GO4048, GO4187, G04483, GOA970,
G06430, G07496, G09955, G09958, G10051,
(10052, G10309, G10522, G27034, G27036,
G27039, G28779, G28789, G28791, G28793
G00964, G01382, G01428, G02246, G02447,
G02541, G02676, G03043, G03053, G03062,

Amplatz Extra Stiff Whisker, Amplatz Extra G03327, G03349, G03372, G03441, G03463,

Stiff, Amplatz Ultra Stiff, Fixed-Core, Rosen  THSCF-/-BH G03475, G03523, G03546, G03547, GO3560,

Curved G03723, G03884, G03889, G03903, GO3973,
G04113, G04149, G04167, G04422, G04933,
G08310, G10523, G12232, G29853

Amplatz Extra Stiff Whisker, Amplatz Extra

Stiff, Amplatz Ultra Stiff, Fixed-Core, Rosen  THSFB- /-BH 602583

Curved
G00692, G00793, G00924, G01062, GO1369,

Bentson TSFB-/-BH G01431, G01750, G02499, G02633, G03749,
G03882, G06805, G12259, G28873, G31470

Bentson Plus TSFBP-/-BH G09783, G09784
601948, G01967, G03509, G04012, G13438,

Bentson Plus C-SCF-/-BH 529402 G29405

Bentson Plus C-SF-/-BH G02291, G02326

Bentson Plus SCF-/-BH G00224

Bentson Plus SF-/-BH G00289

00432, G00435, G00437, G00440, G00442,
00448, G00453, G00459, G00465, G00467,
G00469, G00472, GO0475, GO0477, G00489,
G00493, G00508, G00510, G00512, G00514,
G00518, G00523, G00525, G00528, G00530,
600532, G00540, GO0542, G00544, G00547,
G00551, G00553, G00846, G00867, G001,

Fixed-Core TSCF-/-BH G00907, G00916, GO0970, G01052, G01084,
G01283, G01337, G01363, G01380, G01419,
G01438, G01481, G01527, G01530, G01558,
601567, G01639, G01649, G01878, G01974,
602247, G02482, G02588, G02842, G02848,
603028, G03600, G03671, GO3707, G03990,
G04735, G06809, G06810, G06830, G06969,
G07627,G08949, G11673
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Fixed-Core TSCFR-/-BH G08396

00584, G00586, GO0588, G00591, G00597,
G00599, G00601, G00603, GO0606, G00610,
G00612, G00618, G00621, GO0625, GO0632,
Fixed-Core TSF-/-BH G00639, G00644, G00651, G00656, GO0662,
600665, G00671, GO0675, GO0681, GOO8OS,
G01190, G01288, G01316, G01331, G01710,
G07017,G07183, GO7966, GO8466, G09484

Fixed-Core C-DOC-/-BH G03256
Fixed-Core C-TDOC-/-BH G29434
Double Flexible-Tipped TDOC-/-BH G00361, G00363, G01365, GO3745
Double Flexible-Tipped TCMTNA-/-BH G01716,G01717,G01720, GO1765, G03137
Movable-Core TMTNA-/-BH G06850
Movable-Core TMT-/-BH G01663
. 500865, G01863, G02650, G03865, G03918,
Fixed-Core Bentson TSCFB- /-BH G04011 G28843 G28844
Fixed-Core Bentson THSFNA-/-BH G10524, G10525
(00558, G00560, GO0562, GO0563, GO0566,
Newton TSCFNA-/-BH G00568, G00570, G01556, G02266, G02856,
G03191
Newton THSCFNB-/-BH G11843

G00702, G00703, GO0706, GOO709, GOO774,

Newton TSFNA-/-BH G00829, G28878

Newton TSFNB-/-BH G00716, GO0717, G00720, GOO796, GO0894

G00573, G00575, GO0577, GO0579, GO0581,
G00904, G01271, G01281, G02845, G05624

Newton, TFE-Coated Curved Newton LLT TSCFNB-/-BH

Disposable Reuter Tip-Deflecting DTDW-/-BH G07672, GO7751, GO8159

Reuter Tip-Deflecting TDW-/-BH G07351, G28702+A12:C28A11:C28

For alist of affected lot numbers for the above Guidewires, see the letter .

Heparin-Coated
Catheter Sets:

Central Venous C-PUMY-5014J-35-8.0-BH-
Catheter Trays OTP

Catalog Nos.: GPNs:

G10560

Femoral Artery ¢ p\1s 300.-CHILDRENS-A-

Pressure
Monitoring Sets 032988

G04448

Left Atrial
C-ULAP-5.0-60-DTK-BH
Catheter Sets G07498

All lot numbers

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, U.S.
Manufacturer(s): Cook Medical 700 Daniels Way, PO Box 489, Bloomington, IN 47402-1608, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Nursing, OR/Surgery, IV Therapy, Materials Management

Problem:

Oln aNovember 2, 2017, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Cook states that the labeling of

the above products does not explicitly state that they are heparin coated. The products are labeled with the correct catalog identifier, which includes the
suffix "BH" which indicates the product is heparin coated; however, users who are not familiar with the "BH" nomenclature may not be aware that the
product contains heparin. Cook also states that this problem affects only the labeling and not the products. The firm has received no reports of adverse
events related to this problem; however, a product could be unknowingly used in a patient with a heparin allergy or a patient with a history of heparin
induced thrombocytopenia (HIT), potentially leading to serious injury or death. The manufacturer has not confirmed the information provided in the

©2017 ECRI Ingtitute
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source material.

Action Needed:

Identifyand isolate any affected product in your inventory. If you have affectedproduct, verify that you have received the November 2, 2017, Urgent
Medical Device Correction letter and Acknowledgment and Receipt Form from Cook. If you do not have affected product, complete

the Acknowledgment and Receipt Form and return it to Cook using the information in the letter. If you prefer to add the additional labeling without
assistance from arepresentative, refer to the instructions in Attachment 2 of the letter. To request assistance or additional |abels, contact Stericycle by
telephone at the number below. If you prefer to have a representative support you in applying the labels, contact Stericycle by telephone at the number
below. After affected product has been correctly labeled, complete the Acknowledgment and Receipt Form and return it to Cook using the information in
the letter. Report any adverse events related to use of affected product to the Cook Medical customer relations department using the information below.
Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have 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:

For recall related questions:

Stericycle

Tel.: (855) 215-4967

Cook Medical customer relations department

Tel.: (800) 457-4500 or (812) 339-2235

, 7:30 am. to 5 p.m. Eastern time, Monday through Friday
E-mail: CustomerRelationsNA @cookmedical.com
Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. 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 Nov 6. Member Hospital. Cook letter submitted by ECRI Institute member hospital (includes reply form) Download
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Diagnostic and therapeutic radiation devices

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

Accent/ Anthem, Accent
MRI/ Accent ST, Assurity/
Allure and Assurity MRI
devices

Bair Hugger Temperature
Monitoring Sensors

Brilliance ICT, Brilliance
iCT SP, IQon Spectral CT

Edan F-Series Fetal
Monitor Insight Software

Infant/Child Reduced
Energy Defibrillation
Electrodes Used with
LIFEPAK Automatic
External Defibrillators

mint Lesion

Model 3120 ZOOM
LATITUDE
Programmer/Recorder/M
onitor Systems

Situate Gauze

SOMATOM Force,
SOMATOM Definition AS,
Edge, Flash

Xray Cabinet Models

11/19/2017

11/14/2017

11/16/2017

11/14/2017

11/14/2017

11/16/2017

11/14/2017

11/14/2017

11/16/2017

11/13/2017

Electro mechanical medical devices

New

Acetabular Cup Introducer 11/16/2017

St. Jude Medical Inc

3M Health Care Ltd

Philips Healthcare

Cooper Surgical, Inc.

Physio Control Inc

Mint Medical GmbH

Boston Scientific Ltd

Medtronic SA

SIEMENS

North Star Imaging Inc

DePuy Ireland UC

Al-Jeel Medical &
Trading Co. LTD

3M company

Philips Healthcare
Saudi Arabia Ltd.

Cure Development
International Ltd

Al-Jeel Medical &
Trading Co. LTD

N/A

FAROUK, MAAMOUN
TAMER & COMPANY

Medtronic Saudi Arabia
Siemens Medical

Solutions

N/A

ohnson Medical Saudi Ar

FSN

FSN

FSN

FSN
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11764
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11765
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11752
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11760
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11746
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11743
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11733
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11757
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[High Priority ] - A29463 : CooperSurgical—Edan F-Series Fetal Monitor Insight Software: May

Contain Virus
Medical Device Ongoing Action

Published: Tuesday, November 7, 2017

UMDNS Terms:
® Monitors, Physiologic, Fetal, Antepartum [34429]

Product Identifier:

Edan F-Series Fetal Monitor Insight Software Product Nos.: Including V1.0 Software Disk Product Nos.:
Products:

CooperSurgical-branded F9 Packages MS9-108022-SWP 23732

Wallach-branded Fetal2EMR Kits 902320 902321

[Capital Equipment]
Versions 1.0 through 1.1
Distributed between September 2015 and July 2017

Geographic Regions: Indonesia, Philippines, Singapore, U.S.

Manufacturer(s): CooperSurgica Inc 75 Corporate Dr, Trumbull, CT 06611, United States
Edan USA 4204 Jutland Dr Suite B, San Diego, CA 92117, United States

Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Obstetrics/Gynecology/Labor and Delivery, Information Technology

Problem: OlIn an October 11, 2017, Urgent Insight Software Recall |etter submitted by an ECRI Institute member hospital, CooperSurgical states that

the above disks may be mislabeled (V1.1 CDs still labeled as V1.0), and may have a software virus embedded, potentially introducing vulnerabilitiesinto

a system where other devices or products are integrated. The problem was caused by Edan's design change to the software, intended to streamline the

Insight software's compatibility with Windows 10. CooperSurgical states that it is not aware of any patient or user safety concerns directly related to the

software, which is a standalone optional product, used to display information on a computer from F-Series monitors. The product is hot essential to the

gffective completion of an antepartum fetal monitoring examination, because the fetal monitors have LCD display and built-in printers for manual
locumentation.

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 October 11, 2017, Urgent Insight Software Recall letter and Acknowledgmentand Receipt Form from CooperSurgical. The firm states that
the following commercial maware protection suites have proven to effectively detect the virus, and recommends their use when scanning for this
malware. Depending on the program used, the name of the virus may be different.

e Microsoft reported VirusWin32/Virut.BN

e Symantec reported W32.Virut.CF and/or W32. Virut!gen.
o Kaspersky reported Virus.Win32.Virut.ce.

e Trend Micro reported PE_VIRUX.R and PE_ VIRUX.S

Compl ete the Acknowledgment and Receipt Form, return it to CooperSurgical, and contact the firm by telephone at the number below to schedule an
exchange for validated software. The manufacturer recommends verifying that all computers installed with Insight software purchased between
September 2015 and July 2017 have up-to-date, reliable commercial malware protection installed, a full scan completed, and all previous versions of the
software wiped from the hard drive before installing the replacement software. CooperSurgical states that it isin the process of receiving
Acknowledgment and Receipt Forms fromaffected consignees. As afirst measure of mitigation, CooperSurgical hasduplicated software disks which have
been confirmed to be virus free andvalidated to both install and function on Windows 10.

For Further Information:

CooperSurgical

Tel.: (203) 601-5200, ext. 3300

E-mall: recall @coopersurgical.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 Nov 3. Member Hospital. CooperSurgical letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2017 Nov 6. Manufacturer. Manufacturer confirmed information contained in source material

©2017 ECRI Ingtitute
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[High Priority ] - A29470 : Boston Scientific—Model 3120 ZOOM LATITUDE
Programmer/Recorder/Monitor Systems: Manufacturer Provides Compensating Controls to Protect

Patient Health Information Vulnerability
Medical Device Ongoing Action

Published: Thursday, November 9, 2017

UMDNS Terms:
® |nformation Systems, Data Management, Cardiology [18119]

Product Identifier:
Model 3120 ZOOM LATITUDE Programmer/Recorder/Monitor (PRM) Systems [Capital Equipment]
All versions

Geographic Regions: Worldwide
Manufacturer(s): Boston Scientific One Boston Scientific Pl, Natick, MA 01760-1537, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, OR/Surgery, Information Technology,
Home Care

Problem:

The above PRM is used to interrogate and program Boston Scientific implantable electronic cardiac devices like pacemakers and defibrillators. In an
October 19, 2017, product security advisory, the U.S. Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that the above
PRM system does not encrypt patient health information (PHI) saved to the hard drive, potentially allowing an unauthorized user access to PHI. Also, the
PRM system uses a hard-coded cryptographic key to encrypt PHI before it is transferred to removable media. These vulnerabilities cannot be exploited
remotely and require physical access to the PRM and stored media. No known public exploits specifically target these vulnerabilities; however, an
attacker with low skill would be able to exploit these vulnerabilities. For further information regarding the vulnerabilities, seethe ICS-CERT Advisory .

Action Needed:

Identify whether your facility uses affected systems. If you have affected systems, verify that you have reviewed the October 19, 2017, ICS-CERT
Advisory . Boston Scientific will not issue a product update to address the identified vulnerabilities; however, the firm has identified compensating
controls to reduce the risk of exploitation and recommends that users implement all the following measures:

(1) Control access to the device, and ensure all accessis properly documented.

(2) Maintain the device in a secure or locked location when not in use.

(3) Remove PHI before retiring or removing the device from the facility. Instructions for removing PHI are outlined in the operator's manual.
ICS-CERT also provides a section for security recommended practices on the ICS-CERT web page . ICS-CERT reminds organizations to perform
proper impact analysis and risk assessment before deploying defensive measures. Additional mitigation guidance and recommended practices are
publicly available in the ICSOCERT technical information paper, ICS-TIP-12-146-01B--Targeted Cyber Intrusion Detection and Mitigation Strategies,
available here . if you suspect malicious activity, follow your established internal procedures and report your findings to ICS-CERT for tracking and
correlation against other incidents.

For Further Information:
Boston Scientific
Website: Click here

References:
e United States. Department of Homeland Security. Industrial Control Systems Cyber Emergency Response Team. Boston Scientific ZOOM
LATITUDE PRM vulnerabilities [advisory online]. 2017 Oct 19 [cited 2017 Nov 6]. 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 Nov 6. ICS-CERT Advisory ICSMA-17-292-01 Download
e 2017 Nov 8. Manufacturer. The manufacturer confirmed the information in the source material.
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https://ics-cert.us-cert.gov/Recommended-Practices

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

https://www.bostonscientific.com/en-US/customer-service.html

https://ics-cert.us-cert.gov/advisories/ICSMA-17-292-01

https://ics-cert.us-cert.gov/advisories/ICSMA-17-292-01
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[High Priority ] - A29465 : Medtronic—Situate Gauze: Situate Detection Console May Fail to Detect

Product
Medical Device Ongoing Action

Published: Tuesday, November 7, 2017
Last Updated: Wednesday, November 8, 2017

UMDNS Terms:
® Gauze[11859]

Product Identifier:
Radio-Frequency (RF) and X-Ray-Detectable Nonsterile Situate Gauze [Consumable]
Item No. G0804-16P02CN-1; Lot No. 170704A

Geographic Regions: U.S.
Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States
Suggested Distribution: OR/Surgery, Materials Management

Problem:
In an October 12, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medtronic states that the Situate detection
console may fail to detect the above gauze because of a manufacturing error. Medtronic also states that it has received no reports related to this problem.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the October
12, 2017, Urgent Medical Device Recall letter, Attachment A, and Recalled Product Return Form from Medtronic. Regardless of whether you have
affected product, complete the Recalled Product Return Form and return it to Medtronic using the instructions on the form. To obtain a return goods
authorization (RGA) number for product return, contact the Medtronic customer service department by telephone at the number below. Once you receive
the RGA number, return affected product to Medtronic, Attn: Field Returns Department, at 195 McDermott Road, North Haven, CT 06473, United
States. If you purchased affected product through a distributor, contact them directly for instructions on returning affected product. Inform all relevant
personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected
product. U.S. customers should report any adverse events or quality problems with 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 MedWatch, HF-2,
FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website . Report any adverse events to Medtronic post market
vigilanceat CQA @covidien.com .

For Further Information:

Medtronic customer service department

Tel.: (800) 962-9888 (select option 2)

Website: Click here

Comments:

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

Source(s):
e 2017 Nov 3. Member Hospital. Medronic letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2017 Nov 9. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A29466 : Allen— Bow Frames: May Crack during Use
Medical Device Ongoing Action

Published: Tuesday, November 7, 2017

UMDNS Terms:
® Operating Tabletops, Spinal [23732]

Product Identifier:
OBow Frames [Capital Equipment]
Model No. A-70800; Serial Nos.: A402596 through A543137

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Allen Medica Systems (US), a Hill-Rom company100 Discovery Way, Acton, MA 01720, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Facilities/Building Management, Neurology

Problem:

OIn an Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Allen states that the above frames may crack during use,
potentially resulting in critical harm to the patient. Allen also states that it has received one report of this problem occurring in the field and no reports of
patient injury associated with this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected frames in your inventory. If you have affected frames, verify that you have received the Urgent
Medical Device Correction letter from Allen. A service technician or designee will contact your facility to arrange correction of affected frames. Forward
acopy of the Urgent Medical Device Correction letter to any facility to which you have further distributed affected frames. U.S. customers should report
serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by
telephone at (800) 332-1088, by fax at (800) 332-0178, by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration,
HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Allen customer service department

Tel.: (800) 433-5774, 8:30 am. to 5:00 p.m. Eastern time

Website: Click here

Comments:

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

Source(s):
e 2017 Nov 3. Member Hospital. Allen letter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A29456 : Beckman Coulter—Remisol Advance Software Versions Used with Abbott

Architect Instruments: May Erroneously Display Results outside Analytical Range
Medical Device Ongoing Action

Published: Monday, November 6, 2017
Last Updated: Thursday, November 9, 2017

UMDNS Terms:
® Analyzers, Laboratory, Clinical Chemistry, Automated [16298]
® |nformation Systems, Data Management, Laboratory [15124]

Product Identifier:
Remisol Advance Software used with Abbott Architect Instruments [Capital Equipment]
Software Versions 1.6 through 1.9

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

Manufacturer(s): Beckman Coulter Inc 250 S Kraemer Blvd, Brea, CA 92821-6232, United States (software manufacturer)
Abbott Laboratories Inc100 Abbott Park Rd, Abbott Park, IL 60064-3500, United States (instrument manufacturer)

Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem:

In an October 16, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Beckman Coulter states that a nonconformity
with the above software can occur after the "NoCondition" default service setting is manually changed from off to on, potentially causing results outside
analytical range to be erroneously displayed. Beckman Coulter also states that if both conditions occur at the same time (i.e., the changed setting and a
result outside analytical range), an incorrect result could be reported to the physician. Beckman Coulter further states that the "NoCondition" setting is not
customer-configurable through any instructions for use (IFU); it is reserved for field service configuration. 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 October 16, 2017, Urgent Medical
Device Recal| |etter and Customer Response Form from Beckman Coulter. Compare aresult outside analytical range from the Architect instrument with
how that result is displayed in Remisol by completing the following steps:

1 Identify aresult on your Architect instrument that is outside the dynamic range of the instrument. These results will have avalue
preceded by a"<" or ">" symbol.

Resend (upload) the result that is outside the dynamic range to your Remisol system, and open the result sheet to view the result.

When viewing the result you can confirm whether you have the correct "NoCondition" settings in Remisol by checking how Remisol
displays that result.

If you can seea <" or ">" symbol on the left of aresult outside the dynamic range of the instrument, your setting is correct. If you do not seea <" or ">"
on the left of aresult outside the dynamic range of the instrument, regardless of whether the result appears to be correct, your Remisol software requires a
change in settings. Beckman Coulter provides the following example for interpreting how Remisol displays the result (for images, see the |etter ):

o |f theresult from the Architect instrument is "< 0.40":
e With correct settings, the Remisol result will be displayed as "< 0.40 (<)"
e \Withincorrect/changed settings, the Remisol result may be displayed as "40.00 (<)"

If you determine that your setting is correct, no further action is required; your Beckman Coulter field service engineer will update the driver to address
the software nonconformity during the next scheduled maintenance visit. If you determine that your setting is not correct, contact your Beckman Coulter
local representative and do either of the following:

1. Discontinue use of Remisol with the Architect instrument.

2. Monitor results sent from the Architect instrument to Remisol to ensure that Remisol does not receive results outside the dynamic range
from the Architect instrument.

Notify all relevant personnel at your facility of the information in the letter, forward a copy of the letter to any facility to which you have further
distributed affected product, and retain a copy of the letter as part of your laboratory quality system documentation. If you received the letter through e-
mail, confirm that you have received it electronically. Otherwise, complete the Response Form and return it to Beckman Coulter using the instructions on
theform.

For Further Information:
Beckman CoulterWebsite: Click here

Comments:

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

Source(s):

e 2017 Nov 2. Member Hospital. Beckman Coulter letter submitted by ECRI Institute member hospitals: IPN-32156 (includes reply
form) Download
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[High Priority ] - A29481 : Baxter—0.9% Sodium Chloride Injections in 100 mL VIAFLEX Plastic
Container Quad Packs: Bags May Be Adhered Together, Potentially Resulting in Tearing When
Pulled Apart

Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Wednesday, November 8, 2017
Last Updated: Thursday, November 9, 2017

UMDNS Terms:
® |ntravenous Fluid Containers[12172]

Product Identifier:

0.9% Sodium Chloride Injectionsin 100 mL VIAFLEX Plastic Container Quad Packs [Consumable]
Product No. 2B1302; NDC No. 0338-0049-18; Lot No. P359984 EXP AUG 31 2018

Units distributed in the U.S. between April 12 and August 18, 2017

Geographic Regions: U.S.
Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Pharmacy, IV Therapy, Materials
Management

Problem:

In an October 23, 2017, Safety Alert letter submitted by an ECRI Institute member hospital, Baxter states that it has received reports of individual bags of
the above product being adhered together. When customers pulled the adhered bags apart, a tear in the bag resulted. Baxter also states that aleak in the
solution bag may result in delay or interruption of therapy, underdelivery, unintended drug exposure, and microbial contamination. If not detected, use of
a solution bag with aleak could lead to a bloodstream infection or other serious adverse health consequences. Baxter further states that it has received no
reports of adverse events associated with this problem.

Action Needed:

Identify any affected product in your inventory. If solution bags are stuck together, discard them because they may tear and leak upon separation. Follow
the affected product's directions for use, which instruct the user to check for minute leaks by squeezing the inner bag firmly. If leaks are found, discard
the solution because sterility may be compromised. If you received the Customer Reply Form directly from Baxter, complete and return it to Baxter using
theinstructions on the form. If you did not receive a letter and reply form directly from Baxter, do not return a reply form to Baxter. To arrange for
product return and to receive credit, contact the Baxter Healthcare center for service by tel ephone at (888) 229-0001, 7 a.m. to 6 p.m. Central time,
Monday through Friday. Notify all relevant personnel at your facility of theinformation 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 a so 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)
332hOl?2d by mﬂ” (L(J; ng 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

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 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 Nov 8. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FA-2017-035 Download
e 2017 Nov 8. Manufacturer. Baxter confirmed the information provided in the source material.
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[High Priority ] - A29467 : Teleflex—Arrow Radial Artery Catheterization Kits and Arrow Arterial
Access Trays Containing Medline/Aplicare Povidone lodine Prep Pads: Pads May Not Meet lodine

Assay Level Requirements to Support 36-Month Expiration Dating
Medical Device Ongoing Action

Published: Thursday, November 9, 2017

UMDNS Terms:
® Procedure Kit/Trays [28961]
® Procedure Kit/Trays, Catheterization, Intravenous, Peripheral VVein [29069]

Product Identifier:
OArrow Products Containing Medline/Aplicare Povidone lodine Prep Pads: (1) Arterial Access Trays, (2) Radia Artery Catheterization
Kits [Consumable]

Product Nos.: Lot Nos.:
13F16H0183, 13F17E0728,
AK-04018 13F17F0525, 23F16E1188,
23F16H0911

13F16H0263, 13F16J0335,
13F16K0145, 13F16M0246,
13F17C0500, 13F17F0199,
AK-04020 13F17F0473, 13F17F0530,
13F17G0325, 23F16E1189,
23F16E1190, 23F16F0474,
23F16F1041, 23F16H0164

13F16H0430, 13F16M0224,
13F16M0242, 13F17F0150,
13F17F0475, 13F17G0240,

AK-04020-C 23F16E1193, 23F16F0476,
23F16G0085, 23F16H0013,
23F16H0680

13F16H0289, 13F16M0161,
AK-04120 13F17E0858, 13F17G0178,
23F16E1191, 23F16H0163

13F16H0329, 13F17F0074,

AK-04122 13F17G0237

13F16H0429, 13F16M0214,
AK-04220 13F17F0281, 23F16H0161,

23F16J0018

13F17A0292, 13F17C0309,
U-04020 13F17E0359, 13F17G0300,

13FI7J0242, 23F16F0623,
23F16G0675

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

Manufacturer(s): Teleflex Medical 2400 Bernville Rd, Reading, PA 19605, United States (kit/tray manufacturer)
The Clorox Co1221 Broadway, Oakland, CA 94612, United States (prep pad manufacturer)

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, IV Therapy, Materials
Management

Problem:
In an October 26, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Teleflex states that a routine review of

stability samplesindicated that the Medline/Aplicare povidone iodine prep pads contained in the above kits and trays may not meet the iodine assay level
requirements to support 36-month expiration dating; the manufacturer has determined that the prep pads should instead have a two-year expiration dating.

Teleflex aso states that some of the above kits and trays contain prep pads that passed the two-year threshold at the end of October 2017 and some that

will pass the two-year threshold at the end of November 2017. Teleflex further states that if prep pads with unsatisfactory iodine assay levels are used for

skin preparation before arterial catheterization, thereis arisk of ineffective antiseptic skin preparation, and therefore, arisk of infection. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected kits or traysin your inventory. If you have affected kits or trays, verify that you have received the

October 26, 2017, Urgent Medical Device Recall |etter and copy of the September 21, 2017, Medline/Aplicare Product Recall Notification letter.

Regardless of whether you have affected product, complete the Recall Acknowledgment Form and return it to Teleflex, Attn: Customer Service, by fax at

(855) 419-8507 or by e-mail at recalls@teleflex.com . If you have affected product, upon receipt of the form, a customer service representative will
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provide your facility with areturn goods authorization (RGA) number and instructions for the return of productsto Arrow International .
For Further Information:

Teleflex customer service department

Tel.: (866) 246-6990

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to 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 Nov 6. Member Hospital. Teleflex letter submitted by an ECRI Institute member hospital (includes reply form). Teleflex reference no.
EIF-000222 Download
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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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