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SBED Weekly Update 30-Jan-18

Dear,
SBED team is pleased to inform you that 26 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 1/23/2018 to 1/29/2018

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

NOTE:

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

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

Anaesthetic and respiratory devices

# New 9100c and Aelite 1/29/2018 GE Healthcare GE Healthcare 2 Attac 8
Anesthesia Systems

Dental devices

New  Elements Obturation Unit 1/29/2018 SybronEndo Corporation MAAMOUN TAMER & C 2 'A/Ca\

Diagnostic and therapeutic radiation devices

New Artis one systems in 1/23/2018 SIEMENS Siemens Medical 2 https
conjunction with Artis Solutions ://nc

tables
New Brilliance Big Bore 1/25/2018 Philips Healthcare Philips Healthcare FSN  https
Oncology CT, Brilliance Saudi Arabia Ltd. ://nc

Big Bore Radiology CT


http://www.sfda.gov.sa
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12061
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12042
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12049
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[High Priority ] - A29858 : GE—9100c and Aelite Anesthesia Systems: Loss of Communication

between Control Sample Board and Display Monitor Board May Occur
Medical Device Ongoing Action

Published: Wednesday, January 24, 2018

UMDNS Terms:

® Anesthesia Systems[35373]
Product Identifier:
[Capital Equipment]

GE Healthcare

Model Serial No.

Product

Anesthesia Systems 9100c, Aelite ME12070224, ME13115243, ME13125285,
ME14010049, ME14020124, ME14020129,
ME14040279, ME14080563, M E14090666,
ME14100745, ME14100750, ME15030182,
ME15040203, ME15050311, ME15060371,
ME15090550, ME15090588, ME15100627,
ME15120776, ME15120779, ME15120780,
ME16075183, ME16075207, ME16075221,
ME16085262, ME16085274, ME16095350,
ME16095359, ME16105383, ME16115503,
ME16115547, ME17025061, ME17025062,
ME17025063, ME17025064, ME17025065,
ME17025066, ME17025067, ME17025068,
ME17025069, ME17025070, ME17025071,
ME17025072, ME17025073, ME17025074,
ME17025075, ME17025076, ME17025077,
ME17025078, ME17025079, ME17025080,
ME17025081, ME17025082, ME17025083,
ME17025084, ME17025085, ME17025086,
ME17025087, ME17025088, ME17025089,
ME17025090, ME17025091, ME17025155,
ME17025156, ME17025157, ME17025158,
ME17025159, ME17025160, ME17025161,
ME17025162, ME17025163, ME17025164,
ME17025165, ME17025166, ME17025167,
ME17025168, ME17030169, ME17030191,
ME17030208, ME17030209, ME17035170,
ME17035171, ME17035172, ME17035173,
ME17035174, ME17035175, ME17035176,
ME17035177, ME17035178, ME17035179,
ME17035180, ME17035181, ME17035182,
ME17035248, ME17035249, ME17035250,
ME17035251, ME17035252, ME17035253,
ME17035254, ME17035255, ME17035256,
ME17035257, ME17035258, ME17035259,
ME17035260, ME17035261, ME17035262,
ME17045263, ME17045264, ME17045265,
ME17045266, ME17045267, ME17045268,
ME17045269, ME17045270, ME17045271,
ME17045272, ME17045273, ME17045274,
ME17045275, ME17045276, ME17045277,
ME17045278, ME17055341, ME17055342,
ME17055343, ME17055344, ME17055345,
ME17055346, ME17055347, ME17055348,
ME17055349, ME17055350, ME17055351,
ME17055352, ME17055353, ME17055354,
ME17055355, ME17055356, ME17055357,
ME17055358, ME17055359, ME17055360,
ME17055361, ME17055362, ME17055363,
ME17055364, ME17055365, ME17055366,
ME17055367, ME17055368, ME17055369,
ME17060370, ME17060371, ME17075434,
ME17080467, ME17080472, ME17080473,
ME17080474, ME17085435, ME17085436,
ME17085437, ME17085438, ME17085439,
ME17085440, ME17085441, ME17085442,
ME17085443, ME17085444, ME17085445,
ME17085446, ME17085447, ME17085448,
ME17085449, ME17085450, ME17085451,
ME17085452, ME17085453, ME17085454,
ME17085455, ME17085456, ME17085457,
ME17085458, ME17085459, ME17085460,
ME17095527, ME17095528, ME17095529,
ME17095530, ME17095531, ME17095532,
ME17095533, ME17095534, ME17095535,
ME17095536, ME17095537, ME17095538,
ME17095539, ME17100540, ME17105541,
ME17105542, ME17105543, ME17105544,
ME17105545, ME17105546, ME17105547,
ME17105548, ME17105549, ME17105550,
ME17105551, ME17105552, ME17105553,
ME17105554, ME17105555, ME17105556,
ME17105557, ME16125633, ME17010012,
ME17010013, ME17010014, ME17015001,
ME17015002, ME17015003, ME17015004,
ME17015005, ME17015006, ME17015007,
ME17015008, ME17015009, ME17015010,
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ME17015011, ME17015015, ME17015016,
ME17015017, ME17015018, ME17015019,
ME17015020, ME17015021, ME17015022,
ME17015023, ME17015024, ME17015025,
ME17015026, ME17015027, ME17015028,
ME17015029, ME17015030, ME17015031,
ME17015032, ME17015033, ME17015034,
ME17015035, ME17015036, ME17015037,
ME17015038, ME17015039, ME17015040,
ME17015041, ME17025092, ME17025093,
ME17025094, ME17025095, ME17025096,
ME17025097, ME17025098, ME17025099,
ME17025100, ME17025101, ME17025102,
ME17025103, ME17025104, ME17025105,
ME17025106, ME17025107, ME17025108,
ME17025109, ME17025110, ME17025111,
ME17025112, ME17025113, ME17025114,
ME17025115, ME17025116, ME17025117,
ME17025118, ME17025119, ME17025120,
ME17025121, ME17025122, ME17025123,
ME17025124, ME17025125, ME17025126,
ME17025127, ME17025128, ME17025129,
ME17025130, ME17025131, ME17025132,
ME17025133, ME17035183, ME17035184,
ME17035185, ME17035186, ME17035187,
ME17035188, ME17035189, ME17035190,
ME17035192, ME17035193, ME17035194,
ME17035195, ME17035196, ME17035197,
ME17035198, ME17035199, ME17035200,
ME17035201, ME17035202, ME17035203,
ME17035204, ME17035205, ME17035206,
ME17035207, ME17035210, ME17035211,
ME17035212, ME17035213, ME17035214,
ME17035215, ME17035216, ME17035217,
ME17035218, ME17035219, ME17035220,
ME17035221, ME17035222, ME17035223,
ME17035224, ME17035225, ME17035226,
ME17035227, ME17045279, ME17045280,
ME17045281, ME17045282, ME17045283,
ME17045284, ME17045285, ME17045286,
ME17045287, ME17045288, ME17045289,
ME17045290, ME17045291, ME17045292,
ME17045293, ME17045294, ME17045295,
ME17045296, ME17045297, ME17045298,
ME17045299, ME17045300, ME17045301,
ME17045302, ME17045303, ME17045304,
ME17045305, ME17045306, ME17045307,
ME17045308, ME17045309, ME17045310,
ME17045311, ME17045312, ME17045313,
ME17045314, ME17045315, ME17045316,
ME17045317, ME17045318, ME17045319,
ME17045320, ME17060372, ME17060373,
ME17060374, ME17060375, ME17060376,
ME17060378, ME17060379, ME17060380,
ME17060381, ME17060382, ME17060383,
ME17060384, ME17060386, ME17060387,
ME17065377, ME17065385, ME17065388,
ME17075389, ME17075390, ME17075391,
ME17075392, ME17075393, ME17075394,
ME17075395, ME17075396, ME17075397,
ME17075398, ME17075399, ME17075400,
ME17075401, ME17075402, ME17075403,
ME17075404, ME17075405, ME17075406,
ME17075407, ME17075408, ME17075409,
ME17075410, ME17075411, ME17075412,
ME17075413, ME17085461, ME17085462,
ME17085463, ME17085464, ME17085465,
ME17085466, ME17085468, ME17085469,
ME17085470, ME17085471, ME17085475,
ME17085476, ME17085477, ME17085478,
ME17085479, ME17085480, ME17085481,
ME17085482, ME17085483, ME17085484,
ME17085485, ME17085486, ME17085487,
ME17085488, ME17085489, ME17085490,
ME17085491, ME17085492, ME17085493,
ME17085494, ME17085495, ME17085496,
ME17085497, ME17090505, ME17090506,
ME17090517, ME17090518, ME17090519,
ME17090520, ME17090521, ME17090522,
ME17090523, ME17105558, ME17105559,
ME17105560, ME17105561, ME17105562,
ME17105563, ME17105564, ME17105565,
ME17110600, ME17110601, ME17110606,
ME17110607, ME17115566, ME17115567,
ME17115568, ME17115569, ME17115570,
ME17115571, ME17115572, ME17115573,
ME17115574, ME17115575, ME17115576,
ME17115577, ME17115578, ME17115579,
ME17115580, ME17115581, ME17115582,
ME17115583, ME17115584, ME17115585,
ME17115586, ME17115587, ME17115588,
ME17115589, ME17115590, ME17115591,
ME17115592, ME17115593, ME17115594,
ME17115595, ME17015042, ME17015043,
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ME17015044, ME17015045, ME17015046,
ME17015047, ME17015048, ME17015049,
ME17015050, ME17015051, ME17015052,
ME17015053, ME17015054, ME17015055,
ME17020145, ME17025056, ME17025057,
ME17025058, ME17025059, ME17025060,
ME17025134, ME17025135, ME17025136,
ME17025137, ME17025138, ME17025139,
ME17025140, ME17025141, ME17025142,
ME17025143, ME17025144, ME17025146,
ME17025147, ME17025148, ME17025149,
ME17025150, ME17025151, ME17025152,
ME17025153, ME17025154, ME17035228,
ME17035229, ME17035230, ME17035231,
ME17035232, ME17035233, ME17035234,
ME17035235, ME17035236, ME17035237,
ME17035238, ME17035239, ME17035240,
ME17035241, ME17035242, ME17035243,
ME17035244, ME17035245, ME17035246,
ME17035247, ME17045321, ME17045322,
ME17045323, ME17045324, ME17045325,
ME17045326, ME17045327, ME17055328,
ME17055329, ME17055330, ME17055331,
ME17055332, ME17055333, ME17055334,
ME17055335, ME17055336, ME17055337,
ME17055338, ME17055339, ME17055340,
ME17075414, ME17075415, ME17075416,
ME17075417, ME17075418, ME17075419,
ME17075420, ME17075421, ME17075422,
ME17075423, ME17075424, ME17075425,
ME17075426, ME17075427, ME17075428,
ME17075429, ME17075430, ME17075431,
ME17075432, ME17075433, ME17090524,
ME17090525, ME17095498, ME17095499,
ME17095500, ME17095501, ME17095502,
ME17095503, ME17095504, ME17095507,
ME17095508, ME17095509, ME17095510,
ME17095511, ME17095512, ME17095513,
ME17095514, ME17095515, ME17095516,
ME17095526, ME17115596, ME17115597,
ME17115598, ME17115599, ME17115602,
ME17115603, ME17115604, ME17115605,
ME17115608, ME17115609, ME17115610,
ME17115611, ME17115612, ME17115613,
ME17115614, ME17115615, ME17115616,
ME17115617, ME17115618, ME17115619

Geographic Regions: Worldwide
Manufacturer(s): GE Healthcare9900 Innovation Dr, Wauwatosa, WI 53226, United States
Suggested Distribution: Anesthesig, Clinical/Biomedical Engineering, OR/Surgery

Problem:

OInan Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), GE states that the
communication between the above systems' control sample board and display monitor board may be lost during use, potentially preventing the clinician
from adjusting the ventilation parameters on the display and causing reversible, non-life-threatening changesin clinical statusif the clinician is unable to
change these settings. GE also states that the system will continue to ventilate the patient and monitor parameters with audio alarms available during these
failures. Mechanical and manual ventilation modes remain available in this scenario. GE further states that it has received no reports of injuries as aresult
of this problem.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the Urgent Field Safety Notice letter from
GE. Y ou can continue to use affected systems. If you observe a display malfunction before use on a patient, cycle the power of the system to resolve the
problem. If you observe a display malfunction during use, select bag mode using the bag to vent switch. At any time, the clinician can use a self-inflating
bag to ventilate the patient and/or switch to another anesthesiadevice. A GE representative will contact your facility to arrange to correct this problem.
For Further Information:

GE U.K. service center

Tel.: 44 (8457) 333999

E-mail: uk.customerserviceoffice@ge.com

For regulatory inquiries:

Paul Mardle, GE regulatory affairs manager

Tel.: 44 (1494) 498169

E-mail: paul.mardle@ge.com

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. GE Medical Systems: 9100c/Aelite [online]. London: Department of
Health; 2018 Jan 15 [cited 2018 Jan 16]. (Field safety notice; reference no. 2018/001/010/000/012). Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
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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 2018 Jan 16. MHRA FSN. 2018/001/010/000/012 Download
e 2018 Jan 16. MHRA FSN. GE Reference No. 34089 Download
e 2018 Jan 16. Manufacturer. The manufacturer confirmed the information provided in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/166447/20180115MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/166448/GE9100cAeliteAnesthesiaSystemsMHRA.pdf
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(A29858) GE-9100c.pdf


New

New
# New
# Update

New

Update TAYLOR SPATIAL FRAME

New

IQon Spectral CT

Metrotom 800

O-Arm 1000 Surgical
Imaging Systems ,

RayStation

Syngo Imaging.

WEBSITE SOFTWARE

VeriQ and MiraQ

1/25/2018

1/29/2018

1/28/2018

1/28/2018

1/29/2018

1/29/2018

1/25/2018

Electro mechanical medical devices

# New

CRITICORE Monitors

In vitro diagnostic devices

New

New

New

Update

# Update

BD Phoenix Gram
Negative Panels
containing Colistin

BD Vacutainer SST II
Advance Plus Blood
Collection Tubes

DIAQUICK rapid HbAlc

FC 500 Series Flow
Cytometers

Panther and Panther
Fusion Systems with 19-
in monitor

1/28/2018

1/25/2018

1/25/2018

1/25/2018

1/25/2018

1/29/2018

Philips Healthcare

Carl Zeiss Meditec Inc

Medtronic SA

RaySearch Laboratories AE

s Healthcare Saudi Arabi.

Gulf Medical Co.

Medtronic Saudi Arabia

N/A

siemens Medical Solutionsliemens Medical Solution

Smith & Nephew inc

Medistim ASA

Smith & Nephew inc

Gulf Medical Co.

ird Pcripheral Vascular (BP C.R. BARD Saudi Arabia

Becton Dickinson & Co.

(BD)

Becton Dickinson & Co.

(BD)

DIALAB GmbH

Beckman Coulter

HOLOGIC NV

Becton Dickinson B.V.

Becton Dickinson B.V.

Abdullah A. Baghaffar

Al-Jeel Medical &
Trading Co. LTD

Al-Jeel Medical &
Trading Co. LTD

FSN

FSN

FSN

FSN

FSN

FSN

A/Ca\

A/Ca\

m@

ttacheg
A/Ca\

https

A/Ca\

A/Ca\



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12046
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12063
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12058
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12057
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12053
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12052
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12050
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12051
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12048
http://Attached
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[High Priority ] - A29897 : Medtronic Navigation—O-Arm 1000 Surgical Imaging Systems:

Manufacturer Releases Software Update
Medical Device Ongoing Action

Published: Wednesday, January 24, 2018

UMDNS Terms:
® Radiographic/Fluoroscopic Units, Mobile [11758]

® Fuoroscopic Units, Portable [18434]
Product Identifier:
[Capital Equipment]

Medtronic Navigation Inc

Product Model

Catalog No.

Imaging Systems O-Arm 1000, 3rd Edition B170000028100, BI70000028120, BI70000028120R,
BI70000028230, BI70000028230R

Geographic Regions: Worldwide
Manufacturer(s): Medtronic Navigation Inc300 Foster Street, Massachusetts, Littleton 01460, United States
Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, OR/Surgery, Diagnostic Imaging

Problem: In an Urgent Medical Device Correction letter, Medtronic states that it has rel eased software update 3.2.1 in response to reports of software
anomalies in the above systems. Medtronic states that the following problems have been reported to affect the above systems' behavior:

e Inability to power the system after shutdown
e System staysin standalone mode

e |mage reconstruction

e System/Pendant bootup

o Dose display/report

e Gantry motion

e Network communication

e System shutdown

e Early termination of 3D spin

Medtronic further states that in three of the reported problems, use of the O-arm was aborted and the surgeries were rescheduled after incision.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the Urgent Medical Device Correction letter
from Medtronic. A Medtronic representative will contact your facility to arrange to update your system or to inform you if you have already received the
software update. Y ou may continue to use affected systems, but maintain awareness of the software anomaly system behaviors, which may resultin a
delayed or aborted surgery or unused x-ray dose.

For Further Information:

Medtronic technical services department

Tel.: (800) 595-9709

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 alert, refer to our HDA Format Guide.

Source(s):
e 2018 Jan 23. Manufacturer. Medtronic letter Download
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[High Priority ] - A29886 : RaySearch—RayStation Radiation Therapy Treatment Planning Systems:
QA Module Dose May Be Computed for Setup Other than That Used for QA Measurements under
Certain Conditions

Medical Device Ongoing Action

Published: Monday, January 22, 2018

UMDNS Terms:

® Workstations, Radiotherapy, Planning [21955]
Product Identifier:
[Capital Equipment]

RaySearch Laboratories AB

Product Model Software Version
Radiation Therapy Treatment Planning RayStation 6.0.0.24,6.1.0.26, 6.1.1.2, 6.2.0.7
Systems

Geographic Regions: France, Germany, Italy, Japan, The Netherlands, U.S.
Manufacturer(s): RaySearch Laboratories ABSveavaegen 25, SE-111 34 Stockholm, Sweden
Suggested Distribution: Clinical/Biomedical Engineering, Information Technology, Radiation Oncology/Medical Physics

Problem:

FDA's Center for Devices and Radiological Health (CDRH) statesthat if the snout position or gap is modified in the quality assurance (QA) preparation
module in the above systems (including SP1 and SP2), the dose in the QA module may be computed for a different setup than the setup used for QA
measurements, potentially resulting in an incorrect dosage being provided to a patient. FDA's CDRH also states that RaySearch initiated arecall by Field
Safety Notice letter dated July 14, 2017.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the July 14, 2017, Field Safety Notice letter
and response form from RaySearch. Complete the response form, and return it to RaySearch using the instructions on the form. RaySearch will provide
your facility with a software correction when it becomes available. In the meantime, follow the workarounds instructions provided in the letter.

For Further Information:
RaySearch
Website: Click here

References:
e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall RayStation [onling]. 2018
Jan 17 [cited 2018 Jan 19]. Available from Internet: Click here.
Comments:

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

Source(s):
e 2018 Jan 19. FDA CDRH Database. Class 1. Z-0380-2018 Download
e 2018 Jan 22. Manufacturer. RaySearch confirmed the information provided in the source material.
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[High Priority ] - A29885 : Bard—CRITICORE Monitors: May Exhibit Alarm Failures, Urine Output
Volume Measurement Fluctuations , and Core Bladder Temperature Measurement Fluctuations

Medical Device Ongoing Action
Published: Friday, January 19, 2018

UMDNS Terms:

® Flowmeters, Urine [14308]
Product Identifier:
[Capital Equipment]

Bard Medical
Product Model
Monitors CRITICORE

Product No. Serial No.

000002N DYAPAAQ01, DYAPAAQO2, DYAPAAQO3,
DYAPAA004, DY APAAQ05, DY APAAQOS,
DYAPAAO007, DY APAAQ0S, DY APAAQ09,
DYAPAAO10, DYAPAAO1L, DYAPAAOL2,
DYAPAAO13, DYAPAAO14, DYAPAAO15,
DYAPAAO16, DYAPAAO17, DYAPAAO1S,
DYAPAAO019, DYAPAA020, DYAQAAQOL,
DYAQAA002, DYAQAAQO3,
DYAQAA004, DY AQAAQOS,
DYAQAAQ06, DYAQAAQQ7,
DYAQAAQ0S, DYAQAAQQ9,
DYAQAAO10, DY AQAAOLL
DYAQAAO12, DY AQAAO1S3,
DYAQAAO14, DYAQAAOIS,
DYAQAAO16, DYAQAAO1?,
DYAQAAO18, DYAQAAOLY,
DYAQAAO020, DY AQAAO21L,
DYAQAAO022, DY AQAA023,
DYAQAA024, DY AQAAO25,
DYAQAA026, DY AQAAQ27,
DYAQAA028, DY AQAAO29,
DYAQAAO030, DY AQAAO3L,
DYAQAAO032, DY AQAAO33,
DYAQAAO034, DY AQAAO3S,
DYAQAAO036, DY AQAAQ3Y,
DYAQAAO038, DYAQAAO3,
DYAQAAO40, DYARAAQDL,
DYARAAQ02, DYARAAQO3, DYARAAQ04,
DYARAAO05, DYARAAO06, DY ARAAQO7,
DYARAAO08, DY ARAA009, DYARAAO1O,
DYARAAO1L DYARAAO12, DYARAAOL3,
DYARAAO014, DYARAAO15, DYARAAOLS,
DYARAAO17, DYARAA018, DYARAAOLY,
DYARAA020, DYARAAO21, DYARAA(22,
DYARAA023, DYARAA024, DY ARAAO25,
DYARAA026, DYARAA027, DYARAA(2S,
DYARAA029, DYARAA030, DYARAAO3L,
DYARAA032, DYARAA033, DYARAA034,
DYARAAO35, DYARAA036, DYARAAO37,
DYARAA038, DYARAAQ39, DY ARAAO4,
DYARAAOQ4L, DYARAA042, DY ARAAD43,
DYARAA044, DYARAA045, DY ARAAO4S,
DYARAA047, DYARAA048, DY ARAA049,
DYARAAO050, DYARAAO51, DYARAAOS,
DYARAAO53, DYARAAO54, DY ARAAOSS,
DYARAAO56, DYARAAOQ57, DY ARAAOSS,
DYARAAO59, DY ARAA060, DY ASAAQDL,
DYASAA002, DYASAAQ03, DYASAAQ04,
DYASAAQ05, DY ASAAQ06, DY ASAAQQ7,
DYASAAQ08, DYASAAQ09, DYASAAO1O,
DYASAAOLL DYASAAO12, DYASAAOL3,
DYASAAO14, DYASAAO15, DYASAAO16,
DYASAAO17, DYASAAO18, DYASAAO1LY,
DYASAA020, DY BPAAOOL, DYBPAAQD2,
DYBPAAO03, DYBPAAQ04, DY BPAAQOS,
DYBPAAQ06, DY BPAAQ07, DY BPAAQCOS,
DYBPAAO09, DY BPAAO10, DY BPAAOLL
DYBPAAO12, DYBPAAOL3, DY BPAAOLS,
DYBPAAO15, DYBPAAO16, DY BPAAOL,
DYBPAAO18, DYBPAAO019, DY BPAA(20,
DYBQAAO0L, DYBQAAQO2, DY BQAAQO3,
DYBQAA004, DY BQAAQO5, DY BQAAQOS,
DYBQAA007, DY BQAAQOS, DY BQAAQOY,
DYBQAA010, DYBQAAO1LL, DYBQAAO1,
DYBQAAO13, DYBQAAO14, DY BQAAOIS,
DYBRAAOOL, DYBRAA002, DY BRAAQOS,
DYBRAAO004, DYBRAAOS5, DY BRAAQOS,
DYBRAAO07, DYBRAAQOS, DY BRAAQ0Y,
DYBRAAO10, DYBRAAO1L, DYBRAAO12,
DYBRAAO13, DYBRAAO14, DY BRAAOIS,
DYBRAAO16, DYBRAAO17, DYBRAAOIS,
DYBRAAO19, DYBRAA020, DY BRAAO21,
DYBRAA022, DYBRAA023, DYBRAA024,
DYBRAAO25, DYBRAA026, DYBRAA027,
DYBRAAO028, DYBRAA029, DY BRAA03O,
DYBRAAO31, DYBRAA032, DYBRAAO33,
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DYBRAAO034, DYBRAAO35, DYBRAAQ3G,
DYBRAAOQ37, DYBRAAO038, DYBRAAQ39,
DYBRAAQ40, DYBRAAO41, DYBRAA042,
DYBRAA043, DYBRAAO44, DY BRAA045,
DYBSAAQ01, DYBSAAQ02, DYBSAAQQ3,
DYBSAAQ04, DYBSAAQ05, DYBSAAQQG,
DYBSAAQ07, DYBSAAQ08, DYBSAAQQ9,
DYBSAAO010, DYBSAAO011, DYBSAAQ12,
DYBSAAO013, DYBSAA014, DYBSAAOQ15,
DYBSAAOQ16, DYBSAA017, DYBSAAOQ18,
DYBSAAOQ19, DYBSAA020, DYBSAAQ21,
DYBSAAQ022, DYBSAA023, DYBSAA024,
DYBSAA025, DYBSAA026, DYBSAAQ27,
DYBSAA028, DYBSAA029, DYBSAAQ30,
DYBSAAQ31, DYBSAA032, DYBSAAQ33,
DYBSAAQ034, DYBSAAQ35, DYBSAAQ36,
DYBSAAQ37, DYBSAAQ38, DYBSAAQ39,
DYBSAA040, DYBSAA041, DYBSAA042,
DYBSAAO043, DYBSAA044, DYBSAA045,
DYBSAAQ046, DYBSAA047, DYBSAA048,
DYBSAA049, DYBSAAQ50, DYBSAAQ51,
DYBSAAQ52, DYBSAAO053, DYBSAAQ054,
DYBSAAOQ55, DYBSAAQ56, DYBSAAQ57,
DYBSAAQ58, DYBSAAQ59, DYBSAAQGO,
DYBSAAQ61, DYBSAAQ62, DYBSAAQG3,
DYBSAAQ064, DYBSAAQG5, DYBSAAQGG,
DYBSAA067, DYBSAA068, DY BSAAQGY,
DYBSAAO070, DYBSAAO071, DYBSAAQ72,
DYBSAAOQ73, DYBSAAQ74, DYBSAAQT75,
DYBSAAQ76, DYBSAAQ77, DYBSAAQ78,
DYBSAAQ79, DYBSAA080, DYBSAAQ8L,
DYBSAA082, DYBSAAQ83, DYBSAA(084,
DYBSAAQ85, DYBSAAQ86, DYBSAAQ87,
DYBSAA088, DYBSAA089, DYBSAAQ90,
DYBSAAQ91, DYBSAAQ92, DYBSAAQ93,
DYBSAAQ094, DYBSAAQ95, DYBSAAQ96,
DYBSAA097, DYBSAAQ098, DYBSAAQ99,
DYBSAA100, DYBTAAQ0L, DYBTAAQ02,
DYBTAAO003, DYBTAAQ04, DYBTAAQO5,
DYBTAAO006, DYBTAA007, DYBTAAQO8,
DYBTAAO009, DYBTAAO010, DYBTAAO11,
DYBTAAO012, DYBTAAOQ13, DYBTAAQ14,
DYBTAAOQ15, DYBTAA016, DYBTAAOQ17,
DYBTAAQ18, DYBTAA019, DYBTAA020,
DYBTAAQ21, DYBTAA022, DYBTAA023,
DYBTAAQ24, DYBTAA025, DYBTAA026,
DYBTAAO027, DYBTAA028, DYBTAA029,
DYBTAAO030, DYBTAAOQ31, DYBTAAQ32,
DYBTAAO033, DYBTAA034, DYBTAAO35,
DYBTAAO036, DYBTAA037, DYBTAAOQ38,
DYBTAAO039, DYBTAA040, DYBTAAO041,
DYBTAAO042, DYBTAAO043, DYBTAA044,
DYBTAAOQ45, DYBTAA046, DYBTAAQ047,
DYBTAAOQ48, DYBTAA049, DYBTAAO050,
DYBTAAQS51, DYBTAAO052, DYBTAAQ53,
DYBTAAO054, DYBTAAOQ55, DYBTAAOQ56,
DYBTAAO057, DYBTAAOQ58, DYBTAAO59,
DYBTAAO060, DYBUAAOQO1, DYBUAAQO2,
DYBUAAO03, DYBUAAO04, DYBUAAQO5,
DYBUAAO006, DYBUAAOO7, DYBUAAQOS8,
DYBUAAO09, DYBUAAO10, DYBUAAOL1,
DYBUAAO012, DYBUAAOQ13, DYBUAAOQ14,
DYBUAAO15, DYBUAAOQ16, DYBUAAOQ17,
DYBUAAO018, DYBUAAO019, DYBUAAQ20,
DYBUAAOQ21, DYBUAA022, DYBUAAQ23,
DYBUAAO024, DYBUAAO025, DYBUAA026,
DYBUAAO027, DYBUAAO028, DYBUAAQ29,
DYBUAAO030, DYBUAAO31, DYBUAAQ32,
DYBUAAOQ33, DYBUAAO34, DYBUAAO3S,
DYBUAAOQ36, DYBUAAO37, DYBUAAQ3S,
DYBUAAOQ39, DYBUAAO040, DYBUAAO41,
DYBUAAQ42, DYBUAAO43, DYBUAAO44,
DYBUAAOQ45, DYBUAAO46, DYBUAAO47,
DYBUAAQ48, DYBUAAO049, DYBUAAOS0,
DYBUAAO51, DYBUAAO52, DYBUAAO53,
DYBUAAO54, DYBUAAO55, DY BUAAQ56,
DYBUAAO57, DYBUAAO58, DY BUAAO59,
DYBUAAO060, DYBUAAO61, DYBUAAOG2,
DYBUAAO63, DYBUAAO64, DYBUAAOGS,
DYBUAAO066, DYBUAAOG7, DYBUAAOGS,
DYBUAAO069, DYBUAAQ70, DYBUAAOQ71,
DYBUAAQ72, DYBUAAQ73, DYBUAAQ74,
DYBUAAQ75, DYBUAAQ76, DYBUAAQ77,
DYBUAAOQ78, DYBUAAQ79, DYBUAAO8O,
DYZIAA001, DYZIAA001, DYZIAAQQ2,
DYZIAAO003, DYZIAA004, DY ZIAAQQ5,
DYZIAA006, DY ZIAA007, DY ZIAAQOS,
DYZIAA009, DYZIAA010, DYZKAAOQOL,
DYZKAA002, DYZKAAO003, DY ZKAAQO4,
DYZKAAO005, DYZKAAO006, DY ZKAAQQ7,
DYZKAAO008, DYZKAAO009, DYZKAAOQ10,
DYZKAAO011, DYZKAAO012, DYZKAAOQ13,
DYZKAAOQ14, DYZKAAOQ15, DYZKAAOQ16,
DYZKAAOQ17, DYZKAAOQ18, DYZKAAO019,
DYZKAA020
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Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Bard Medical8195 Industria Blvd, Covington, GA 30014, United States
Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Dialysis’Nephrology, Nursing, OR/Surgery, Urology

Problem:

In aJanuary 12, 2018, Urgent Medical Device Product Recall letter submitted by ECRI Institute member hospitals, Bard states that the above monitors
may exhibit failures involving urine output volume measurement fluctuations, core bladder temperature measurement fluctuations, and alarm errors. Bard
also states that risks associated with this problem are considered negligible; however, amoderate risk isintroduced to the patient if clinical treatment
decisions are made using data generated from fluctuations in urine output measurement. Bard further states that if this problem occurs, urine output and
bladder temperature may need to be monitored conventionally using a urine collection bag with urine meter and an aternative temperature monitoring
system. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify and isolate any affected monitorsin your inventory. If you have affected monitors, verify that you have received the January 12, 2018, Urgent
Medical Device Product Recall letter and Recall and Effectiveness Check Form from Bard. To obtain a return goods authorization (RGA) number,
contact the Bard customer service department by telephone at (800) 526-4455 (select option 5, then option 5) or by email at
BMD.FieldAction@crbard.com . Regardless of whether you have affected product, complete the Recall and Effectiveness Check Form and return it to
Bard using the information on the form. Forward a copy of the Urgent Medical Device Product Recall letter to any facility to which you have further
distributed affected monitors.

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
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 alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2018 Jan 18. Member Hospital. Bard letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A29882 : Hologic—Panther and Panther Fusion Systems: Glass Panel May Separate

from Touchscreen Monitors
Medical Device Ongoing Action

Published: Wednesday, January 24, 2018
Last Updated: Thursday, January 25, 2018

UMDNS Terms:
® Analyzers, Laboratory, Body Fluid, Enzyme[15101]
® Analyzers, Laboratory, Immunoassay, Photometric, Enzyme (EIA) [16217]

® Automation Systems, Laboratory [18573]
Product Identifier:
[Capital Equipment]

Hologic Inc

Product Catalog No. Serial No.

Panther 902615 2090002307 to 2090002532
Panther Fusion ASY-09600 2090002307 to 2090002532
19-Inch Touchscreen Monitors CMP-01539 Not listed

Geographic Regions: Austraia, Belgium, Canada, Canary Islands, China, Germany, France, & #160;Ireland, Latvia, Malawi, Namibia, The
Netherlands, Portugal, South Africa, Spain, UK., U.S.

Manufacturer(s): Hologic Inc Genetic Center Drive, San Diego, CA 92121, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem: In aJanuary 8, 2018, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Hologic states that it
has received two reports of glass panel separation on the touchscreen monitors for the above systems, potentially causing the panel to fall and injure an
operator. Hologic further states that it has received no reports of injury associated with this problem.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the January 8, 2018, Urgent Medical Device
Recall Notification letter from Hologic. Affected systems can be still operated with no effect on results if the glass panel separates. A Hologic
representative will contact your facility to secure the glass panel until replacement monitors become available. If glass panel separation is observed on
affected systems, contact the Hologic technical support department using the information below.

For Further Information:

Hologic technical support department

Tel.: (888) 484-4747 or (858) 410-8511

E-mail: molecularsupport@hologic.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 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 2018 Jan 18. Member Hospital. January 8, 2018 Hologic letter submitted by ECRI Institute member hospital Download
e 2018 Jan 22. Manufacturer. Manufacturer confirmed information
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#

#

New

New

therascreen PyroMark
Gold Q24 Reagents and
Pyro Buffers

Xpert HIV-1 Viral Load
Assays

1/25/2018

1/29/2018

Non-active implantable devices

New

New

New

EVOS FLEX PLATE

Radial Osteotome Blade

Salto Talaris Tibial
Components

Single-use devices

New

New

Update

New

DIANEAL PD4 CAPD
Solution with 1.5%
Dextrose and 2.5 meg/L
Calcium (One Lot)

MARS Kit Gambro

MARS Kit Gambro

Tumark Q

1/29/2018

1/29/2018

1/23/2018

1/29/2018

1/23/2018

1/29/2018

QIAGEN Ltd

Cepheid

Smith & Nephew inc

Smith & Nephew inc

Tornier Inc

Baxter Healthcare

Gambro Lundia AB

Gambro Lundia AB

ABDULLA FOUAD
HOLDING COMPANY

ABDULLA FOUAD
HOLDING COMPANY

Smith & Nephew inc

Smith & Nephew inc

N/A

Baxter AG

Baxter AG

Baxter AG

FSN

FSN

FSN

1/29/2018 TEX Medical Technologies \nights Of Technology. Es 2

https
://nc

m&

A/Ca\

A/Ca\

A/Ca\


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12047
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12056
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12055
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12043
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12045
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12060
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12062
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[High Priority ] - A29880 : Baxter—DIANEAL PD4 CAPD Solution with 1.5% Dextrose and 2.5 meg/L
Calcium (One Lot): May Contain Particulate Matter
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, January 25, 2018

UMDNS Terms:

® Didysate, Peritoneal [16792]
Product Identifier:

Product gzmter Corporation Lot No. Distribution Date

DIANEAL PD4 Continuous 00865095 W7K16T1B 5 Dec 2017 to 9 Jan 2018
Ambulatory Peritoneal Dialysis

(CAPD) Solution with 1.5%

Dextrose and 2.5 meg/L Calcium

in5L Bags

Geographic Regions: Canada
Manufacturer(s): Baxter Corporation7125 Mississauga Rd, L5N 0C2, Ontario, Canada

Suggested Distribution: Critical Care, Dialysis/Nephrology, Emergency/Outpatient Services, Nursing, Home Care, IV Therapy, Materials
Management

Problem:
Health Canada states that the above solution may contain particulate matter. Health Canada al so states that the manufacturer initiated a recall on January
17, 2018.

Action Needed:
Locate and remove any affected product in your inventory. The product code and lot number can be found on the individual product or shipping carton.
To arrange for product return, contact the Baxter Corporation customer care department by telephone at (866) 968-7477.

For Further Information:
Baxter
Website: Click here

OReferences:
Health Canada:

e Recallsand safety alerts. DIANEAL PD4 CAPD solution with 1.5% dextrose and 2.5meg/L calcium [online]. 2018 Jan 17 [cited 2018 Jan
24]. Available from Internet: Click here.

o Recalls and safety alerts. Important safety information. Baxter recalls one lot of DIANEAL peritoneal dialysis solution due to the potential
presence of particulate matter [online]. 2018 Jan 18 [cited 2018 Jan 24]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2018 Jan 24. Headlth Canada Recall Listings. Type|I. RA-65738 Download
e 2018 Jan 24. Health Canada Important Safety Information: RA-65750 Download

e 2018 Jan 25. Manufacturer. Baxter confirmed the information provided in the source material.
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[High Priority ] - A29751 : Cepheid— Xpert HIV-1 Viral Load Assays: May Yield False-Negative

Results
Medical Device Ongoing Action

Published: Monday, January 22, 2018

UMDNS Terms:

® |VD Test Reagent/Kits, Serology, Virus, Retrovirus, HIV-1/2, Antibody [19070]
Product Identifier:

[Consumable]
Cepheid
Pl Part No.
Xpert Human Immunodeficiency Virus (HIV)-1 Viral Load Assays GXHIV-VL-CE-10

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Cepheid 904 Carribbean Dr, Sunnyvale, CA 94089, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:

OIn aDecember 6, 2017, Safety Information letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Cepheid states
that it has received three reports of discrepant false-negative results associated with the above assays. Cepheid also states that the effect of afalse-
negative result is limited because the test is used as an aid in assessing viral response to antiretroviral treatment; therefore, the result would immediately
be identified as incorrect. 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 received the December 6, 2017, Safety Information letter
and Customer Response Form from Cepheid. Complete the Response Form, and return it to Cepheid using the instructions on the form. Cepheid has
updated the instructions for use (IFU) to include the following:

e "Rare mutations within the target region of the HIV-1 VL assay may affect primer and/or probe binding resulting in under-quantitation of
virus."

To view the correct intended use of the assays as described in the Cepheid package insert, see the letter . Notify all relevant personnel at your facility of
theinformation 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.For Further Information:

Cepheid technical support department (U.K.)

Tel.: +44 (3303) 332533

E-mail. sales@cepheideurope.co.uk

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Cepheid: 17FAR013 HIV-1 VL Cepheid FSCA ANSM Ref
R1720294 [online]. London: Department of Health; 2017 Dec 27 [cited 2017 Dec 28]. (Field safety notice; reference no.
2017/012/018/131/001). Available from Internet: Click here.

Comments:

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

Source(s):
e 2017 Dec 28. MHRA FSN. 2017/012/018/131/001 Download
e 2017 Dec 28. MHRA FSN. 17FARO013 (includes reply form) Download

©2018 ECRI Ingtitute
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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

