
SBED Weekly Update 06-Feb-18

Dear,                   
SBED team is pleased to inform you that                   new FSCA/recalls posted on 
(Please note:  below list of FSCA/ recalls for the period of                                to 
In order to view more details, click the links and for ECRI alerts see the attachments 

33 SFDA website
1/29/2018 2/1/2018

NOTE:
FSCA / Recalls are classified into three categories, representing the potential risk to 
public health:  Class I  : High Risk, Class II : Medium Risk and Class III: 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

Ref: WU186

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

9100c and Aelite 

Anesthesia Systems

1/29/2018 GE Healthcare 2 AttacGE Healthcare# New

Dental devices

Elements Obturation Unit 1/29/2018 SybronEndo Corporation 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12061FAROUK, MAAMOUN TAMER & COMPANYNew

Diagnostic and therapeutic radiation devices

Metrotom 800 1/29/2018 Carl Zeiss Meditec Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12063Gulf Medical Co.New

Syngo Imaging. 1/29/2018 Siemens Medical Solutions 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12058Siemens Medical SolutionsNew

TAYLOR SPATIAL FRAME 

WEBSITE SOFTWARE

1/29/2018 Smith & Nephew inc FSN httpsSmith & Nephew incUpdate

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=2&rid=12063
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
afsaif





[High Priority ] - A29858 : �GE—9100c and Aelite Anesthesia Systems: Loss of Communication between Control Sample Board and Display Monitor Board May Occur


[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]


Product GE Healthcare
Model Serial No.


Anesthesia Systems 9100c, Aelite ME12070224, ME13115243, ME13125285,
ME14010049, ME14020124, ME14020129,
ME14040279, ME14080563, ME14090666,
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: Anesthesia, Clinical/Biomedical Engineering, OR/Surgery


Problem:
�In an 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 changes in clinical status if 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 a result
of this problem.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the Urgent Field Safety Notice letter from
GE. You 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 anesthesia device. 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:
● 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:


● �This alert is a living 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),
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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):


● 2018 Jan 16. MHRA FSN. 2018/001/010/000/012 Download
● 2018 Jan 16. MHRA FSN. GE Reference No. 34089 Download
● 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/166448/GE9100cAeliteAnesthesiaSystemsMHRA.pdf



afsaif
(A29858) GE-9100c.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

UROS AUTOMATED 

URINE OUPTUT AND 

TEMPERATURE MONITOR

2/1/2018 C R Bard Inc 2 https

://nc

C.R. BARD Saudi ArabiaNew

Electro mechanical medical devices

Dornier Gemini 2/1/2018 Dornier MedTech GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12078ATTIEH MEDICO LTDNew

Uretero-Reno Fiberscopes 1/31/2018 Olympus 2 AttachedSalehiya Trading Est.# Update

In vitro diagnostic devices

BD Phoenix Gram 

Negative Panels 

containing Colistin

2/1/2018 Becton Dickinson & Co. 

(BD)

FSN https

://nc

Becton Dickinson B.V.Update

Cortisol Saliva 

Luminescence 

Immunoassay

1/30/2018 Tecan Sales Austria 

GmbH

FSN https

://nc

Samir Photographic 

Supplies Co. Ltd.

New

LABGEO HC10 1/30/2018SAMSUNG MEDISON CO.,LTD FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12064El Seif CompanyNew

Panther and Panther 

Fusion Systems with 19-

in monitor

1/29/2018 HOLOGIC NV 2 Attac

hed

Al-Jeel Medical & 

Trading Co. LTD

# Update

Triage Drugs of Abuse 

Plus TCA 25 Test Kit

2/1/2018 Alere 2 httpsTechno-Orbits 

Establishment

New

Vacuette Minicollect 

Complete 1mL Sodium 

Citrate 3.2%.

1/30/2018 Greiner Bio-One Inc 2 https

://nc

Al Hammad Medical 

Services

Update

Xpert HIV-1 Viral Load 

Assays  ,

1/29/2018 Cepheid 2 AttacABDULLA FOUAD 

HOLDING COMPANY

# New

Non-active implantable devices

Affixus Hip Fracture Nail , 1/31/2018 Zimmer inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12071Ebrahim M. Al-Mana & Bros. Co. Ltd.Update

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12076
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12078
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12074
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12065
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12064
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12077
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12066
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12071
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[High Priority ] - A27844 02 : *Olympus—Uretero-Reno Fiberscopes and Videoscopes: Insertion Tube May Break [Update]


[High Priority ] - A27844 02 : *Olympus—Uretero-Reno Fiberscopes and Videoscopes: Insertion Tube
May Break [Update]
Medical Device Ongoing Action
Published: Monday, January 22, 2018
Last Updated: Thursday, January 25, 2018


UMDNS Terms:
•  Ureteroscopes, Flexible [18188]


Product Identifier:
[Capital Equipment]


Product Olympus Corp
Model No. Serial No.


Uretero-Reno Fiberscopes URF-P6, URF-P6R All


Uretero-Reno Videoscopes URF-V2, URF-V2R All


Geographic Regions: Worldwide


Manufacturer(s): Olympus CorpShinjuku Monolith, Tokyo,  163-0914, Japan


Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Urology, Central Sterilization Reprocessing


Summary:
�This Alert provides new information based on a January 17, 2018, Urgent Medical Device Removal Action letter submitted by an ECRI Institute
member hospital regarding Alerts A27844  and A27844 01 . Olympus states that it is now removing and replacing affected product. New information is
provided in the Action Needed Field.
Problem:
[February 2, 2017]
In December 2016 and January 6, 2017, Urgent Field Safety Notice letters posted by BfArM and MHRA, respectively, Olympus states that it has
received reports of breaks in the bending tube of the above endoscopes. Olympus has received 5 reports of adverse events related to this problem and the
URF-V2 and URF-V2R endoscopes. The firm has received reports of bending tube breakage on the URF-P6 and URF-P6R models; however, one of the
reported events resulted in an adverse event.
[January 5, 2017]
In a December 28, 2016, Urgent Medical Device Safety Notice letter submitted by an ECRI Institute member hospital, Olympus states that it has received
reports related to the insertion tube and breaks in the bending tube of the above endoscopes; however, no adverse events have been reported. Olympus
also states that it has received reports of adverse events related to the URF-V2/V2E models, which have a similar structure to the above endoscopes.
These adverse events involved tissue trauma, including one complaint of perforation, and two reports of insertion tubes becoming stuck inside the patient,
requiring surgical removal.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the January 17, 2018, Urgent Medical Device
Removal Action letter and Reply Form from Olympus. Olympus will contact your facility to arrange for product return and replacement. Olympus states
that it has discontinued previously distributed copies of the reprocessing manuals and the operation manuals. Discard any existing inventory of
reprocessing manuals and the operation manuals. Implement use of the new operation manual and the new reprocessing manual, which recommends only
sterilization methods. Ensure that all relevant personnel are completely knowledgeable and thoroughly trained on the new reprocessing instructions. The
new reprocessing manual contains information on the new reprocessing workflow. Olympus states that it has removed high-level disinfection (HLD) as a
recommended reprocessing method for the above endoscopes, because they are used in sterile areas such as the ureter and kidneys. The new operation
manuals have also been revised to correspond with removing the HLD method from the reprocessing workflow and to include the instructions for safe
use. The new reprocessing manual for the URF-P6/P6R model has version number RC178905 on the back cover, lower left corner and the new operation
manual for has version number RC178807 on the back cover, lower left corner. The new reprocessing manual for the URF-V2/V2R model has version
number RC096905 on the back cover, lower left corner and the new operation manual has version number RC096709 on the back cover, lower left
corner. Complete the Reply Form, and return it to Olympus using the instructions on the form. 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. Report any patient injuries
associated with Olympus endoscopes to the Olympus technical assistance center (TAC) by telephone at (800) 848-9024 (select option 1).
 
For Further Information:
Laura Storms, Olympus vice president of regulatory affairs and quality assurance
Tel.: (484) 896-5688
E-mail: laura.storms@olympus.com
Website: Click here


References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for uretero-reno endoscopes ureterorenoskope URF-


V2 / URF-V2R / URF-P6 / URF-P6R, OLYMPUS EUROPA SE & Co. KG [online]. 2017 Jan 9 [cited 2017 Feb 2]. Available from
Internet: Click here .


● Great Britain. Medicines and Healthcare Products Regulatory Agency. Olympus: URF-P6/URF-P6R uretero-reno fiberscope [online].
London: Department of Health; 2017 Jan 16 [cited 2017 Feb 2]. (Field safety notice; reference no. 2017/001/005/701/007). Available from
Internet: Click here .


Comments:


● For information on potential tube bending section breakage, see Alert No. A27804 .
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● This alert is a living 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):


● 2018 Jan 22. Member Hospital. Olympus letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2018 Jan 22. Manufacturer Letter. Olympus letter submitted by manufacturer (includes reply form) Download
● 2018 Jan 22. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A29882 : Hologic—Panther and Panther Fusion Systems: Glass Panel May Separate from Touchscreen Monitors


[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]


Product Hologic Inc
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: Australia, Belgium, Canada, Canary Islands, China, Germany, France, &#160;Ireland, Latvia, Malawi, Namibia, The
Netherlands, Portugal, South Africa, Spain, U.K., 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 a January 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 systems in 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:


● �This alert is a living 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):


● 2018 Jan 18. Member Hospital. January 8, 2018 Hologic letter submitted by ECRI Institute member hospital Download
● 2018 Jan 22. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A29751 : Cepheid—�Xpert HIV-1 Viral Load Assays: May Yield False-Negative Results


[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:
•  IVD Test Reagent/Kits, Serology, Virus, Retrovirus, HIV-1/2, Antibody [19070]


Product Identifier:
[Consumable]


Product Cepheid
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:
�In a December 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 a false-
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:
�Identify 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:


● "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
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.For Further Information:
Cepheid technical support department (U.K.)
Tel.: +44 (3303) 332533
E-mail: sales@cepheideurope.co.uk
Website: Click here
References:


● 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:


● �This alert is a living 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):


● 2017 Dec 28. MHRA FSN. 2017/012/018/131/001 Download
● 2017 Dec 28. MHRA FSN. 17FAR013 (includes reply form) Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anchor Drive for 

Cardioband System

1/30/2018 Edwards Lifesciences FSN httpsArabian Health Care 

Supply Co. (AHCSC)

New

Equinoxe Cage, Glenoid, 

Alpha, Small and Medium

2/1/2018 Exactech 2 httpsN/ANew

EVOS FLEX PLATE 1/29/2018 Smith & Nephew inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12056Smith & Nephew incNew

Gi Dynamics EndoBarrier 

Gastrointestinal Liner 

with Delivery System

1/30/2018 GI Dynamics Inc FSN https

://nc

Al-Nozha Medical EstNew

Radial Osteotome Blade 1/29/2018 Smith & Nephew inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12055Smith & Nephew incNew

Revivent TC Ventricular 

Enhancement System

1/30/2018 BioVentrix, Inc. FSN httpsN/ANew

sinus-SuperFlex-635. 2/1/2018OptiMed Medizinische Instrumente GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12080Syts Trading Est.New

Reusable devices

Invia Motion Negative 

Pressure Wound Therapy 

(NPWT) system

2/1/2018 Medela AG. FSN https

://nc

salehiya Trading Est.New

Single-use devices

3M™ Bair Hugger™ Full 

Access Underbody

Warming Blanket   ,

1/31/2018 3M Health Care Ltd FSN https

://nc

3M companyNew

DIANEAL PD4 CAPD 

Solution with 1.5% 

Dextrose and 2.5 meq/L 

Calcium (One Lot)

1/29/2018 Baxter Healthcare 2 Attac

hed

Baxter AG# New

DOUBLE ROW 

FOOTPLATES, TL-HEX 

STERILE

2/1/2018 Orthofix FSN https

://nc

Arabian Health Care 

Supply Co. (AHCSC)

New

Fraizer suction handle 2/1/2018 GCMedica Enterprise Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12073Al Faalya Advance CompanyNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12068
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12075
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12056
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12067
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=12069
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12080
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12081
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12072
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12079
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12073
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[High Priority ] - A29880 : Baxter—DIANEAL PD4 CAPD Solution with 1.5% Dextrose and 2.5 meq/L Calcium (One Lot): May Contain Particulate Matter


[High Priority ] - A29880 : Baxter—DIANEAL PD4 CAPD Solution with 1.5% Dextrose and 2.5 meq/L
Calcium (One Lot): May Contain Particulate Matter
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Thursday, January 25, 2018


UMDNS Terms:
•  Dialysate, Peritoneal [16792]


Product Identifier:


Product Baxter Corporation
DIN Lot No. Distribution Date


DIANEAL PD4 Continuous
Ambulatory Peritoneal Dialysis
(CAPD) Solution with 1.5%
Dextrose and 2.5 meq/L Calcium
in 5 L Bags


00865095 W7K16T1B 5 Dec 2017 to 9 Jan 2018


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 also 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


�References:
Health Canada:


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


● 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:


● This alert is a living 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):


● 2018 Jan 24. Health Canada Recall Listings. Type I. RA-65738 Download
● 2018 Jan 24. Health Canada Important Safety Information: RA-65750 Download
● 2018 Jan 25. Manufacturer. Baxter confirmed the information provided in the source material.
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Guider Softip XF Guide 

Catheters

1/30/2018 Stryker Neurovascular 2 AttacFAROUK, MAAMOUN 

TAMER & COMPANY

# Update

LAP-BAND AP Adjustable 

Gastric Banding Systems

1/30/2018 Apollo Endosurgery Inc. 2 AttacAl-Nozha Medical Est# New

MARS Kit Gambro 1/29/2018 Gambro Lundia AB FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12060Baxter AGUpdate

Tumark Q 1/29/2018SOMATEX Medical Technologies GmbH 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12062Knights Of Technology. EstNew

Various Stryker 

Disposable Products   ,

1/31/2018 Stryker Instruments 2 AttacAl-Faisaliah Medical 

System

# New

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/CaCompositeListing.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.

*      Indicates 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

*     The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI

http://Attached
http://Attached
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
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A29714 01 : Stryker—Boston Scientific Guider Softip XF Guide Catheters: May Degrade within Shelf Life


[High Priority ] - A29714 01 : Stryker—Boston Scientific Guider Softip XF Guide Catheters: May
Degrade within Shelf Life
Medical Device Ongoing Action
Published: Tuesday, January 23, 2018


UMDNS Terms:
•  Catheters, Vascular, Guiding [17846]


Product Identifier:
[Consumable]


Product Boston Scientific Corp
Product No. Lot No.


40° 7 Fr × 90 cm Guider Softip XF Guide
Catheters


H965100430 17987235, 17997088, 18056237, 18056695,
18056772, 18070824, 18070877, 18080732,
18081509, 18082040, 18082155, 18090719,
18091068, 18091155, 18092066, 18098344,
18098359, 18106676, 18107079, 18107320,
18107526, 18116096, 18116710, 18122629,
18122904, 18123050, 18123182, 18194574,
18194635, 18318478, 18504666, 18638010,
18672575, 18674120, 18707488, 18708083,
18708427, 18709130, 18709234, 18709643,
18711978, 18774426, 18774597, 18774858,
18775292, 18785135, 18785166, 18785727,
18785933, 18836128, 18837164, 18837319,
18837363, 18849986, 18853195, 18932474,
19545073, 19545475, 19545949, 19560130,
19704832, 19704833, 19785759, 19786494,
19786751, 19787105, 19787277, 19791829,
19793264, 19793805, 19794243, 19794750,
19795424, 19798201, 19798497, 19809515,
19809517, 19932785, 19948645, 20011701,
20011702, 20012607, 20012608, 20013730,
20015364, 20015771, 20015812, 20016936,
20024281, 20028089, 20028090, 20028477,
20031801, 20031802, 20032420, 20033244,
20141300, 20142933, 20144784, 20471803,
20471804, 20472334, 20473111, 20601004,
20601005, 20601623, 20601934, 20772007,
20772008, 20772009, 20772010, 20774895,
20774896, 20940277, 20940278, 20943410,
20943412, 20943435, 20945006, 21100950,
21100951, 21100952, 21100953, 21100954,
21108414


40° 8 Fr × 90 cm Guider Softip XF Guide
Catheters


H965100440 18204868, 18205043, 18257271, 18314064,
18320836, 18323153, 18540867, 18541113,
18541551, 18544801, 18546154, 18546574,
18674788, 18721716, 18775812, 18775993,
18776236, 18777964, 18792308, 18792699,
18793224, 18795460, 18892437, 18893345,
18897904, 18897905, 18904219, 18908189,
18938251, 18938252, 19022300, 19025649,
19025651, 19026904, 19026905, 19027539,
19030836, 19032619, 19157506, 19157528,
19157988, 19158550, 19158551, 19159673,
19162357, 19162358, 19163095, 19205016,
19205017, 19205869, 19333169, 19333819,
19423264, 19549780, 19549781, 19550188,
19550189, 19550190, 19556174, 19559601,
19560129, 19569152, 19707310, 19707311,
19707312, 19712887, 19713044, 19737540,
19737542, 19740497, 19741047, 19741048,
19799198, 19799199, 19907413, 19907516,
19908177, 19910065, 19915393, 19915550,
19915887, 20043987, 20044528, 20044529,
20044530, 20047005, 20048076, 20048822,
20049640, 20049641, 20049642, 20049643,
20129453, 20130748, 20130749, 20131704,
20131705, 20132578, 20132579, 20133607,
20134925, 20134926, 20135165, 20290237,
20291760, 20291761, 20292398, 20292399,
20294423, 20296094, 20297322, 20375861,
20375862, 20377595, 20377598, 20378340,
20378341, 20462843, 20462844, 20464303,
20464724, 20465132, 20466461, 20466985,
20468073, 20468074, 20588790, 20591505,
20591506, 20591507, 20594169, 20594171,
20595566, 20775975, 20775976, 20784221,
20792548, 20792549, 20932463, 20934077,
21071556, 21073753, 21073754, 21076222,
21076223, 21076224, 21076225, 21078062,
21085152


7 Fr × 90 cm MP Guider Softip XF Guide
Catheters


H965100470 17996711, 18052298, 18052417, 18052566,
18091555, 18091855, 18092061, 18097752,
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18194794, 18196888, 18197230, 18325122,
18709726, 18711703, 18713978, 18714267,
18716054, 18786441, 18898129, 19412421,
19417893, 19417939, 19418718, 19418782,
19704836, 19928404, 19929000, 20033245,
20142934, 20142935, 20284242, 20495371,
20774897


8 Fr × 90 cm MP Guider Softip XF Guide
Catheters


H965100480 18205772, 18212039, 18212257, 18212399,
18248443, 18248467, 18248479, 18251239,
18252654, 18254168, 18254232, 18254408,
18257979, 18258119, 18258176, 18314877,
18315580, 18320740, 18331425, 18331887,
18332958, 19418719, 19569554, 19915888,
19917123, 19917352, 19918008, 19920376,
19920644, 19920645, 20045852, 20045853,
20051484, 20051485, 20053602, 20054202,
20054459, 20054840, 20054841, 20134931,
20135166, 20291934, 20379281, 20379662,
20379663, 20379664, 20932464, 21079927


7 Fr × 90 cm Guider Softip ST XF Guide
Catheters


H965100510 18325123, 18898135, 18898416, 19707207,
19930578, 20282248


8 Fr × 90 cm Guider ST Softip XF Guide
Catheters


H965100520 18322239, 18323145, 18379192, 18380176,
18395073, 18468265, 18468473, 18469459,
18643117, 18644053, 18644646, 18723807,
18725358, 18725364, 18725586, 18725860,
18838313, 18839209, 18839548, 18904600,
18908188, 18913223, 19159184, 19159187,
19163096, 19205870, 19422171, 19422172,
19554293, 19573708, 19574127, 19574128,
19712295, 19735999, 19736380, 19892415,
19895043, 19910522, 19911334, 19912324,
20056369, 20056370, 20058541, 20058619,
20063734, 20134978, 20145999, 20146665,
20154844, 20293236, 20294422, 20465131,
20468075, 20588863, 20588864, 20794996,
20932465, 21079929


40° 7 Fr × 100 cm Guider Softip XF Guide
Catheters


M003101430 18071646, 18072249, 18082209, 18082547,
18115952, 18193696, 18194527, 18318845,
18464650, 18504985, 18505225, 18505400,
18505456, 18638638, 18640010, 18786335,
18790229, 18790450, 18790454, 18791639,
18791708, 18851082, 18943160, 18943167,
18943169, 19039681, 19177175, 19809514,
19930951, 19931069, 20033246, 20037350,
20037773, 20038118, 20039220, 20040444,
20040445, 20279392, 20279870, 20280542,
20281524, 20297136, 20297609, 20385076,
20385077, 20493778, 20494938, 20495370,
20601935


40° 8 Fr × 100 cm Guider Softip XF Guide
Catheters


M003101440 18204015, 18218304, 18317042, 18320837,
18321671, 18334574, 18334877, 18377857,
18378131, 18378215, 18378776, 18406142,
18406357, 18406493, 18406668, 18406783,
18406965, 18721804, 18726095, 18842759,
18843734, 18848794, 18909463, 18909885,
18937809, 18938183, 18938658, 18938659,
19033013, 19033250, 19033695, 19151345,
19151927, 19152102, 19152271, 19195826,
19195828, 19554327, 19555290, 19555972,
19712911, 19906313, 19906472, 20063735,
20063736, 20063737, 20126535, 20126897,
20126898, 20127860, 20129069, 20129353,
20284799, 20286231, 20286232, 20286698,
20287671, 20288691, 20288692, 20370303,
20370304, 20370912, 20372381, 20372382,
20373560, 20373561, 20375245, 20468953,
20468954, 20586616, 20586617, 20594224,
20594225, 20788084


7 Fr × 100 cm Guider MP Softip XF Guide
Catheters


M003101470 17996381, 17996382, 18052402, 18121407,
18122239, 18196483, 18196881, 18321672,
18322000, 18381344, 18391569, 18394993,
18462838, 18463607, 18464089, 18464161,
18851319, 19714152, 19931110, 19932783,
19932784, 19932786, 20039221, 20040446,
20042634, 20043103, 20144170, 20144785,
20281219, 20379665, 20379666, 20775973,
20775974


8 Fr × 100 cm Guider MP Softip XF Guide
Catheters


M003101480 18218395, 18218396, 18218397, 18323719,
18323909, 18323930, 18329245, 18330399,
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18395641, 18399869, 18400241, 18672166,
18672616, 18672617, 18672618, 18712394,
18713301, 18730643, 18731900, 18732690,
18842758, 18848139, 19800710, 19946099,
19946380, 19946587, 20066129, 20066950,
20123412, 20125439, 20125800, 20287672,
20367705, 20367747, 20368735, 20368883,
20375246, 20375561, 20588791, 20589496,
20589497, 20590688, 20605562, 20788087,
20927949, 21083507


8 Fr × 100 cm Guider ST Softip XF Guide
Catheters


M003101520 18204014, 18334262, 18545807, 18721263,
18904984, 19194988, 19194989, 19945506


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


Distributor(s): •  Stryker Neurovascular47900 Bayside Pkwy, Fremont, CA 94538-6515, United States 


Manufacturer(s): Boston Scientific Corp 300 Boston Scientific Way, Marlborough, MA 01752-1234, United States 


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Nursing, OR/Surgery, Neurology, Materials Management


Summary: This Alert provides additional information regarding Alert A29714  based on a January 3, 2018, Urgent Field Safety Notice letter posted by
the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA). Additional information is provided in the Product Identifier field, and the
U.K. has been added to the Geographic Regions field.
Problem: In a December 11, 2017, Urgent Medical Device Voluntary Recall letter submitted by an ECRI Institute member hospital, Stryker states that
the above catheters may degrade within their shelf life if they were exposed to ultraviolet (UV) light while in storage between 2014 and October 2017.
Stryker also states that the embolization of degraded polymer fragments in the neurovasculature may lead to stroke; however, it has received no reports of
catheter degradation or injury. This problem does not affect patients already treated using affected catheters. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
The following actions are those listed in Alert A29714 . Identify and isolate any affected product in your inventory. If you have affected product, verify
that you have received the letter and Acknowledgment Form from Stryker. Regardless of whether you have affected product, complete the
Acknowledgment Form and return it to Stryker using the information on the form. Inform 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 notify Stryker of the transfer. Notify Stryker
of any adverse events or product quality problems associated with the use of affected product.
For Further Information:
Stryker
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Boston Scientific Corporation (Stryker): Guider Softip TM XF guide


catheter [online]. London: Department of Health; 2018 Jan 15 [cited 2018 Jan 19]. (Field safety notice; reference no.
2017/012/022/291/022). Available from Internet: Click here .


Comments:


● This alert is a living 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):


● 2018 Jan 19. MHRA FSN. 2017/012/022/291/022 Download
● 2018 Jan 19. MHRA FSN. Stryker Reference No. RA1690954 (includes reply form) Download
● 2018 Jan 19. Member Hospital. December 11, 2017, Stryker letter submitted by an ECRI Institute member hospital Reference No.


92193002-FA (includes reply form) Download
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[High Priority ] - A29711 : �Apollo Endosurgery—LAP-BAND AP Adjustable Gastric Banding Systems: Band Component May Be Missing and/or Incorrect
Sized Port May Be Contained in Box


[High Priority ] - A29711 : �Apollo Endosurgery—LAP-BAND AP Adjustable Gastric Banding
Systems: Band Component May Be Missing and/or Incorrect Sized Port May Be Contained in Box
Medical Device Ongoing Action
Published: Thursday, January 25, 2018


UMDNS Terms:
•  Gastroplasty Bands [17649]


Product Identifier:
[Consumable]


Product Apollo Endosurgery Inc
Model No. Lot No. Serial No.


LAP-BAND AP Adjustable Gastric
Banding Systems with RapidPort EZ
(Europe/U.K.)


C-20360 AF-00929 S0034458, S0034459, S0034460,
S0034461, S0034462, S0034463,
S0034464, S0034465, S0034466,
S0034467, S0034468, S0034469,
S0034470, S0034471, S0034472,
S0034473, S0034474, S0034475,
S0034476, S0034477, S0034478,
S0034479, S0034480, S0034481,
S0034482, S0034483, S0034484,
S0034485, S0034486, S0034487


LAP-BAND AP Adjustable Gastric
Banding Systems with RapidPort EZ
(U.S.)


C-2306 AF-00921 Not listed


Geographic Regions: France, Italy, Spain, U.K., U.S.


Manufacturer(s): Apollo Endosurgery Inc1120 S Capital of Texas Hwy Bldg 1 Suite 300, Austin, TX 78746, United States


Suggested Distribution: OR/Surgery, Gastroenterology, Materials Management


Problem:
�In a December 2017 Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Apollo
Endosurgery states that the band component of the above systems may be missing from the package and/or the incorrect sized port may be in the box.
Apollo Endosurgery also states that this problem may lead to intraprocedural delay or cancellation, potentially leading to reintubation and resedation,
prolonged exposure to anesthesia, and other consequences associated with intraprocedural delay. Investigation by the manufacturer showed that one lot
(AF00921) of the RapidPort EZ Access Port kit (SKU C-2306) for use with the Lap-Band AP large system and one lot (AF00929) of the Lap-Band AP
system small with RapidPort EZ (C-20360) were incorrectly labeled when the labels between these two SKUs/lots were switched. SKU C-2306/Lot
AF00921 was labeled as SKU C-20360/Lot AF00929, and SKU C-20360/Lot AF00929 was labeled as SKU C-2306/Lot AF00921. SKU C-2306 is not
CE marked because it is a U.S.-only SKU; however, it is identical to the CE-marked SKU C-20306. SKU C-20360 is CE marked under BSI Certificate
581032 and is actively distributed in Europe.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the December 2017 Urgent Field
Safety Notice letter and UPS Supply Chain Solution Returns Report Form from Apollo Endosurgery. Complete the form, and return it to Apollo
Endosurgery. Return affected product to Apollo Endosurgery Netherlands. If Apollo Endosurgery communicated that an account manager is available to
retrieve the device, do not return affected product; wait for device retrieval by your local Apollo Endosurgery account manager. Apollo Endosurgery will
provide your facility with replacement product at no cost. Notify all relevant personnel at your facility of the information in the letter, and retain a copy of
the letter with your records.
For Further Information:
Kiersten Soderman, Apollo Endosurgery
Tel.: (512) 279-5100
E-mail: kiersten.soderman@apolloendo.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Apollo Endosurgery: Lap-Band adjustable gastric banding system


[online]. London: Department of Health; 2017 Dec 18 [cited 2017 Dec 19]. (Field safety notice; reference no. 2017/012/011/601/008).
Available from Internet: Click here .


Comments:


● �This alert is a living 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):


● 2017 Dec 19. MHRA FSN. FSCA Dec 2017 Download
● 2017 Dec 19. MHRA FSN. 2017/012/011/601/008 Download
● 2018 Jan 15. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A29551 01 : Medline—Various Stryker Disposable Products: Bioburden Levels May Be Higher than Acceptable


[High Priority ] - A29551 01 : Medline—Various Stryker Disposable Products: Bioburden Levels May
Be Higher than Acceptable
Medical Device Ongoing Action
Published: Tuesday, January 23, 2018


UMDNS Terms:
•  Brushes, Surgical, Bone, Intramedullary, Femoral Canal [21130]
•  Dispensers, Orthopedic Cement [16472]
•  Dispensers, Orthopedic Cement, Spinal Surgery [32923]
•  Vacuum-Mixing Devices, Orthopedic Cement [17891]


Product Identifier:
[Consumable]


Product Stryker Instruments
Product No.


Medline Industries Inc
Product No. Lot No.


Break-Away Femoral Nozzles 0206-512-000 SKR206512 17279012


lnterPulse Handpieces with Coaxial
Bone-Cleaning Tip


0210-110-100 SKR0210110100 17284012


lnterPulse Handpieces with Coaxial
High-Flow Tip


0210-114-100 SKR210114100 17285012


Advanced Cement Mixing (ACM) Kits
with Femoral Breakaway Nozzle and
Prox. Med. Press.


0306-573-000 SKR306573, SKR0306573000 17282012


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


Distributor(s): •  Medline Industries Inc One Medline Pl, Mundelein, IL 60060, United States 


Manufacturer(s): Stryker Instruments 4100 E Milham Ave, Kalamazoo, MI 49001, United States


Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management


Summary:
�This Alert provides information on a Medline subrecall of the above products based on a November 21, 2017, Subrecall Immediate Action Required
letter submitted by an ECRI Institute member hospital. For information on the action initiated by Stryker, see Alert A29551 . The distributor has not
confirmed the information provided in the source material.
Problem:
In a November 16, 2017, Urgent Medical Device Recall Notification letter submitted by ECRI Institute member hospitals, Stryker states that bioburden
levels in the above products may be higher than internally acceptable, potentially resulting in infection if the products are used in a procedure.


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 November 21, 2017, Stryker Subrecall Immediate Action Required letter and Urgent Remedial Action Response Form from Medline.
Regardless of whether you have affected product, complete the Response Form and return it to Medline using the information on the form. Upon receipt
of the form, Medline will provide your facility with return labels (if applicable). Return affected product to Medline using the return labels. Upon receipt
of returned product. Medline will provide your facility with credit. Forward a copy of the letter to any facility to which you have further distributed
affected product.
For Further Information:
Medline
Tel.: (866) 359-1704
Website: Click here
Stryker
Website: Click here
Comments:


● �This alert is a living 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):


● 2018 Jan 23. Member Hospital. Medline letter submitted by an ECRI Institute member hospital. Reference No. R-17-246 (includes reply 
form) Download


● 2018 Jan 23. Manufacturer Letter. (includes reply form) Download
● 2018 Jan 23. Health Canada Recall Listings. Type I. RA-65232 Download
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