
SBED Weekly Update 13-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 

36 SFDA website
2/5/2018 2/11/2018

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: WU187

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

 Medline Fluid 

Management – MED-

SOFT 3-liter suction liners

2/6/2018 Medline Industries Inc…. FSN https

://nc

mdr.

Ikar EstablishmentNew

IRRAflow Control Unit 

ICCU 020

2/6/2018 IRRAS AB Inc. FSN https

://nc

N/ANew

Assistive products for persons with disability

ACE(TM) BRAND, ULTRA 

LITE ANKLE brace

2/11/2018 3M Health Care Ltd 2 https

://nc

3M companyNew

Dental devices

Implant Direct, 

INTERACTIVE HEALING 

COLLAR

2/8/2018 Implant Direct Sybron 

Manufacturing,LLC

2 https

://nc

mdr.

Ahmad Abdullah 

Alzoman Est. for 

trading

New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12091
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12092
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12112
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12104


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Diagnostic and therapeutic radiation devices

Centricity Universal 

Viewer with PACS-IW 

foundation 6.0 and 

Centricity PACS-IW with 

Universal Viewer

2/6/2018 GE Healthcare FSN https

://nc

mdr.

sfda.

gov.s

GE HealthcareNew

DynaCAD Breast and 

Prostate Software 

Versions 3.4 and 3.5

2/5/2018 Invivo Corporation 2 Attac

hed

Hatem I. Alshedwy 

Comm. Est.

# New

Panoramic Xray Model 

PC1000, Laser1000

2/7/2018 Panoramic Rental Corp. 2 https

://nc

N/ANew

Proleus 235, ProleusPLUS 2/6/2018 Ion Beam Applications S.A. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12093N/ANew

Spacelabs Healthcare 

Xhibit Telemetry 

Receiver, Model 96280, 

software version 1.1

2/7/2018 Spacelabs Healthcare Inc 2 https

://nc

mdr.

sfda.

Gulf Medical Co.New

SureSigns VSi, SureSigns 

VS2+ monitors

2/6/2018 Philips Healthcare FSN https

://nc

Philips Healthcare 

Saudi Arabia Ltd.

Update

Syngo.plaza systems. 2/7/2018 Siemens Medical Solutions 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12098Siemens Medical SolutionsNew

Electro mechanical medical devices

Ethernet to Fiber-Optic 

Converters Used with 

Mako RIO Systems

2/5/2018 Stryker Communications 2 Attac

hed

Al-Faisaliah Medical 

System

# New

Philips HeartStart MRx 

and FR3 

Monitor/Defibrillator    ,

2/6/2018 Philips Healthcare FSN https

://nc

mdr.

Philips Healthcare 

Saudi Arabia Ltd.

New

Radiometer TCM5 FLEX / 

BASIC Transcutaneous 

Monitor   ,

2/11/2018 Radiometer America Inc 1 https

://nc

mdr.

Salehiya Trading Est.Update

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12086
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12096
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12093
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12097
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12088
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12098
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12087
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12109



[High Priority ] - A29910 : Innovasis—Excella II Polyaxial Pedicle Screws: May Break


[High Priority ] - A29910 : Innovasis—Excella II Polyaxial Pedicle Screws: May Break
Medical Device Ongoing Action
Published: Friday, January 26, 2018


UMDNS Terms:
•  Screws, Bone [16101]


Product Identifier:
[Consumable]


Product Innovasis Inc
Catalog No. Lot No.


8.5 mm Excella II Polyaxial Pedicle Screws E2S8530, E2S8535, E2S8540, E2S8545, E2S8550, E2S8555,
E2S8560


1101


E28540, E28545 1201


Geographic Regions: U.S.


Manufacturer(s): Innovasis Inc614 E 3900 S, Salt Lake City, UT 84107-1902, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem: In a January 5, 2018, Urgent letter submitted by an ECRI Institute member hospital, Innovasis states that the above screws may have a
deficient weld between the screw head and screw body, potentially causing breakage under certain loads. The manufacturer states that all affected
facilities have been contacted and that this recall is near completion.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the January 5, 2018, Urgent letter from
Innovasis. Return affected product to Innovasis for replacement.
For Further Information:
Innovasis
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 25. Member Hospital. Innovasis letter submitted by ECRI Institute member hospital Download
● 2018 Jan 26. Manufacturer. Manufacturer confirmed information
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https://www.innovasis.com/contact-2/

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167085/20180105InnovasisExcellaIIScrewsClient.pdf



AFHajlan
(A29910) Innovasis-Excella II Polyaxial Pedicle Screws.pdf




[High Priority ] - A29902 : Stryker—Ethernet to Fiber-Optic Converters Used with Mako RIO Systems: Connection Error May Occur, Potentially Causing
Unrecoverable Hardware Malfunction


[High Priority ] - A29902 : Stryker—Ethernet to Fiber-Optic Converters Used with Mako RIO Systems:
Connection Error May Occur, Potentially Causing Unrecoverable Hardware Malfunction
Medical Device Ongoing Action
Published: Monday, January 29, 2018
Last Updated: Thursday, February 1, 2018


UMDNS Terms:
•  Telemanipulation Systems, Surgical, Minimally Invasive [18600]
•  Network Hubs [23929]
•  Cables, Fiberoptic [15308]


Product Identifier:
[Capital Equipment, Consumable]


Product Stryker Mako Surgical Corp
Model Catalog No. Lot No.


Mako RIO Systems Ethernet to Fiber-Optic Converters 200933 ROB092, ROB100, ROB150,
ROB212, ROB285, ROB339,
ROB409, ROB482, ROB562,
ROB093, ROB151, ROB213,
ROB286, ROB342, ROB410,
ROB483, ROB565, ROB095,
ROB152, ROB214, ROB287,
ROB343, ROB415, ROB485,
ROB037, ROB096, ROB153,
ROB215, ROB288, ROB344,
ROB417, ROB486, ROB038,
ROB097, ROB154, ROB216,
ROB292, ROB345, ROB420,
ROB487, ROB039, ROB098,
ROB155, ROB217, ROB293,
ROB346, ROB421, ROB488,
ROB040, ROB099, ROB156,
ROB223, ROB294, ROB347,
ROB422, ROB489, ROB042,
ROB101, ROB158, ROB225,
ROB295, ROB348, ROB424,
ROB490, ROB044, ROB102,
ROB159, ROB226, ROB296,
ROB349, ROB425, ROB491,
ROB045, ROB103, ROB160,
ROB227, ROB297, ROB350,
ROB426, ROB492, ROB046,
ROB104, ROB161, ROB228,
ROB298, ROB351, ROB428,
ROB498, ROB047, ROB106,
ROB163, ROB229, ROB299,
ROB352, ROB429, ROB499,
ROB048, ROB107, ROB164,
ROB231, ROB300, ROB353,
ROB430, ROB500, ROB049,
ROB108, ROB165, ROB234,
ROB301, ROB354, ROB432,
ROB501, ROB051, ROB109,
ROB167, ROB235, ROB302,
ROB355, ROB433, ROB502,
ROB053, ROB111, ROB170,
ROB237, ROB303, ROB357,
ROB434, ROB503, ROB054,
ROB112, ROB171, ROB238,
ROB304, ROB358, ROB436,
ROB504, ROB055, ROB114,
ROB172, ROB239, ROB305,
ROB359, ROB437, ROB505,
ROB056, ROB117, ROB173,
ROB240, ROB306, ROB360,
ROB438, ROB506, ROB057,
ROB118, ROB175, ROB241,
ROB308, ROB362, ROB439,
ROB507, ROB059, ROB119,
ROB176, ROB242, ROB310,
ROB364, ROB440, ROB508,
ROB060, ROB120, ROB177,
ROB243, ROB311, ROB366,
ROB441, ROB510, ROB061,
ROB121, ROB178, ROB244,
ROB312, ROB367, ROB442,
ROB513, ROB062, ROB122,
ROB180, ROB245, ROB313,
ROB368, ROB443, ROB514,
ROB063, ROB123, ROB182,
ROB246, ROB314, ROB369,
ROB445, ROB515, ROB065,
ROB124, ROB183, ROB249,
ROB315, ROB370, ROB448,
ROB516, ROB067, ROB125,
ROB187, ROB256, ROB316,
ROB371, ROB451, ROB518,
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ROB069, ROB126, ROB189,
ROB257, ROB317, ROB376,
ROB453, ROB520, ROB070,
ROB127, ROB190, ROB258,
ROB318, ROB377, ROB455,
ROB522, ROB071, ROB128,
ROB191, ROB259, ROB319,
ROB379, ROB456, ROB524,
ROB072, ROB129, ROB192,
ROB260, ROB322, ROB380,
ROB457, ROB525, ROB074,
ROB130, ROB193, ROB261,
ROB323, ROB381, ROB460,
ROB528, ROB075, ROB131,
ROB195, ROB262, ROB324,
ROB383, ROB462, ROB529,
ROB076, ROB132, ROB198,
ROB263, ROB325, ROB384,
ROB463, ROB531, ROB077,
ROB133, ROB199, ROB264,
ROB326, ROB385, ROB464,
ROB532, ROB078, ROB134,
ROB200, ROB265, ROB328,
ROB389, ROB465, ROB538,
ROB080, ROB135, ROB201,
ROB267, ROB329, ROB392,
ROB467, ROB539, ROB081,
ROB136, ROB202, ROB269,
ROB330, ROB393, ROB468,
ROB540, ROB083, ROB138,
ROB203, ROB270, ROB331,
ROB394, ROB471, ROB541,
ROB084, ROB141, ROB204,
ROB271, ROB332, ROB395,
ROB472, ROB542, ROB085,
ROB143, ROB205, ROB277,
ROB333, ROB397, ROB473,
ROB547, ROB086, ROB145,
ROB206, ROB278, ROB334,
ROB401, ROB475, ROB550,
ROB088, ROB146, ROB207,
ROB279, ROB335, ROB405,
ROB476, ROB551, ROB089,
ROB147, ROB209, ROB280,
ROB336, ROB406, ROB477,
ROB552, ROB090, ROB148,
ROB210, ROB281, ROB337,
ROB407, ROB480, ROB555,
ROB091, ROB149, ROB211,
ROB284, ROB338, ROB408,
ROB481, ROB557


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


Manufacturer(s): Stryker Mako Surgical Corp 2555 Davie Rd, Ft Lauderdale, FL 33317, United States


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Orthopedics, Information Technology, Materials Management


Problem: In a January 19, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Stryker states that it has
received reports that the above Ethernet to fiber-optic converters, which enable communication between the Mako Robotic Arm (RIO) and the guidance
module during arthroplasty procedures, may exhibit a connection error and communication between the RIO and the guidance module may be lost. If this
occurs, a network connection error message will appear on the system display. Stryker also states that this problem may lead to unrecoverable hardware
malfunction of the converter, potentially extending surgical time by bypassing the connection error or necessitating conversion from Mako arthroplasty to
manual arthroplasty. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the January 19, 2018, Urgent Medical Device
Correction letter and Business Reply Form from Stryker. Complete the Business Reply Form, and return it to Stryker using the information on the form.
For Further Information:
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 25. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Reference No. 1641672 (includes reply 
form) Download
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http://www.stryker.com/en-us/corporate/ContactUs/index.htm

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167352/20180119StrykerMAKORIOSystemsClient_Redacted.pdf



AFHajlan
( A29902) Stryker-Ethernet to Fiber-Optic Converters Used with Mako RIO Systems.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Valleylab FT10 energy 

platform

2/7/2018 Medtronic SA 2 https

://nc

Medtronic Saudi ArabiaNew

In vitro diagnostic devices

CD34/CD133 

Enumeration Kit, human 

(IVD)

2/6/2018 Miltenyi Biotec GmbH FSN https

://nc

mdr.

Enjaz Medical Modern 

Company

New

Dimension Vista Calcium 

(CA) Flex reagent 

cartridge.

2/11/2018 Siemens Healthcare 

Diagnostics GmbH

2 https

://nc

mdr.

ABDULREHMAN AL 

GOSAIBI GTB

New

EliA anti-TSH-R Well 2/6/2018 Phadia Ltd FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12085ABDULREHMAN AL GOSAIBI GTBNew

ETEST Polymyxin B 

(PO1024)

2/6/2018 bioMerieux Inc FSN https

://nc

Al-Jeel Medical & 

Trading Co. LTD

New

Tosoh Automated 

Enzyme Immunoassay 

Analyzer AIA900, Tosoh 

Sorter 9tray and Tosoh 

Sorter 19tray

2/5/2018 Tosoh Corporation 2 https

://nc

mdr.

sfda.

gov.s

ABDULLA FOUAD 

HOLDING COMPANY

New

Various In Vitro 

Fertilization Products

2/5/2018 CooperSurgical Inc.. 2 Attac

hed

ATTIEH MEDICO LTD# New

Medical software

Syngo.plaza Picture 

Archiving and 

Communication System

2/5/2018 Siemens Medical 

Solutions

2 https

://nc

mdr.

Siemens Medical 

Solutions

New

Non-active implantable devices

 Tornier—Salto Talaris 

Tibial Implants

2/5/2018 Menicon Co. Ltd. 2 Attac

hed

N/A# New

611P CT LUCIA Posterior 

Chamber Hydrophobic 

Acrylic Lens

2/6/2018 Carl Zeiss Meditec Inc FSN https

://nc

mdr.

Gulf Medical Co.New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12100
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12089
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12107
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12085
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12095
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12082
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12083
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12094



[High Priority ] - A29818 : �CooperSurgical—Various In Vitro Fertilization Products: May Have Been Manufactured with Increased Histamine Levels in Gentamicin Sulfate


[High Priority ] - A29818 : �CooperSurgical—Various In Vitro Fertilization Products: May Have Been
Manufactured with Increased Histamine Levels in Gentamicin Sulfate
Medical Device Ongoing Action
Published: Thursday, February 1, 2018


UMDNS Terms:
•  In Vitro Fertilization Instrumentation  [17248]


Product Identifier:
[Consumable] Various In Vitro Fertilization and Assisted Reproduction Technologies Products; See the source document for affected product numbers.


Geographic Regions: �U.K.


Manufacturer(s): CooperSurgical UKHamilton House, Mabledon Place, London WC1H 9BB, England


Suggested Distribution: Clinical Laboratory/Pathology, Obstetrics/Gynecology/Labor and Delivery, Materials Management


Summary:
�For a complete listing of affected product information, refer to pp. 5 through 10 in  MDA/2018/003 .
Problem: �The U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Medical Device Alert ( MDA/2018/003 ) warning
healthcare workers that the above products may have been manufactured with increased histamine levels in the gentamicin sulfate. Based on the available
scientific literature, MHRA could not determine the risks, if any, from the increased histamine levels. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
��MHRA recommends that you do the following:


● Identify any affected product in your inventory, and return it to CooperSurgical for replacement product.
● Inform all relevant personnel of the information in the Medical Device Alert.
● Contact your CooperSurgical local sales representative if you have technical questions.
● Contact your Human Fertilization and Embryology Authority (HFEA) Inspector, or the Association of Clinical Embryologists (ACE) if you


have clinical questions.
● Report any adverse incidents to MHRA through the Yellow Card scheme ; Welsh customers should follow specific advice for reporting in


Wales in MDA/2004/054 .
For Further Information:
Andrew Millward, CooperSurgical UK
Tel.: (07496) 719651
E-mail:  customerservice.uk@origio.com  or aMillward@origio.com
Website: Click here
For technical inquiries to MHRA:
Mojisola Ajeneye
Tel.: (020) 30807271
Email: mojisola.ajeneye@mhra.gov.uk
Association of Clinical Embryologists (ACE)
E-mail: ace@profileproductions.co.uk


For clinical inquiries to MHRA:
MHRA devices clinical team
Tel.: (020) 30807274
E-mail: DCT@mhra.gov.uk
Website: Click here  


Northern Ireland:
Northern Ireland Adverse Incident Centre
Tel.: (028) 90523868
E-mail: NIAIC@health-ni.gov.uk
Website: Click here


Scotland:
Incident Reporting and Investigation Centre
Tel.: (0131) 2757575
E-mail: nss.iric@nhs.net
Website: Click here


Wales:
Healthcare Quality Division Welsh Government
Tel.: (029) 20823624 or (029) 20825510
E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiries to MHRA should cite reference no. MDA/2018/003 or 2017/010/030/451/001.


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. In vitro fertilisation (IVF) and assisted reproduction technologies
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https://www.gov.uk/drug-device-alerts/in-vitro-fertilisation-ivf-and-assisted-reproduction-technologies-art-products-precautionary-measure

https://www.gov.uk/drug-device-alerts/in-vitro-fertilisation-ivf-and-assisted-reproduction-technologies-art-products-precautionary-measure

https://yellowcard.mhra.gov.uk/

https://yellowcard.mhra.gov.uk/

http://www.wales.nhs.uk/sites3/page.cfm?orgid=465&amp;pid=56203

mailto:customerservice.uk@origio.com

mailto:aMillward@origio.com

https://www.coopersurgical.com/About-CooperSurgical/Our-Locations

mailto:mojisola.ajeneye@mhra.gov.uk

mailto:ace@profileproductions.co.uk

mailto:DCT@mhra.gov.uk

https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency#page=DynamicListMedicines

https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency#page=DynamicListMedicines

https://www.health-ni.gov.uk/topics/safety-and-quality-standards/northern-ireland-adverse-incident-centre-niaic

mailto:nss.iric@nhs.net

http://www.hfs.scot.nhs.uk/services/incident-reporting-and-investigation-centre-iric-1/

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





(ART) products—precautionary measure [online]. London: Department of Health; 2018 Jan 22 [cited 2018 Jan 31]. (Medical device alert;
no. MDA/2018/003). 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 31. MHRA MDA. MDA/2018/003 Download
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https://www.gov.uk/drug-device-alerts/in-vitro-fertilisation-ivf-and-assisted-reproduction-technologies-art-products-precautionary-measure

https://www.gov.uk/drug-device-alerts/in-vitro-fertilisation-ivf-and-assisted-reproduction-technologies-art-products-precautionary-measure

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167380/MDA2018003.pdf



AFHajlan
(A29818) CooperSurgical-Various In Vitro Fertilization Products.pdf




[High Priority ] - A29860 : �Menicon—70 mL MeniCare Soft Contact Lens Solution: Sterility May Be Compromised


[High Priority ] - A29860 : �Menicon—70 mL MeniCare Soft Contact Lens Solution: Sterility May Be
Compromised
Medical Device Ongoing Action
Published: Thursday, February 1, 2018


UMDNS Terms:
•  Cleaning Solutions, Contact Lens [17430]


Product Identifier:
[Consumable]


Product Menicon SAS
Lot No. Lot No.


70 mL MeniCare Soft Contact Lens Solution MP17288 (Box) 703061 (Bottle)


MP17350 (Box) 703061 (Bottle)


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


Manufacturer(s): Menicon SAS104 rue Martes, F-92583 Clichy Cedex, France


Suggested Distribution: Infection Control, Home Care, Ophthalmology, Materials Management


Problem:
�In a January 4, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Menicon
states that the above solution may not be sterile. Menicon also states that it has received no reports of damage to patient health as a result of this
problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the January 4, 2018, Urgent
Field Safety Notice letter and Acknowledgment and Confirmation Form from Menicon. Complete the Acknowledgment and Confirmation Form, and
return it to Menicon using the instructions on the form. If any user has symptoms such as red eye, eye pain, or any discomfort, he or she should remove
the contact lenses and contact an eye care professsional. Return affected product to Menicon. Notify all relevant personnel at your facility of the
information in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Menicon
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Menicon: MeniCare Soft 70ML [online]. London: Department of


Health; 2018 Jan 15 [cited 2018 Jan 26]. (Field safety notice; reference no. 2018/001/009/291/007). 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 26. MHRA FSN. 2018/001/009/291/007 Download
● 2018 Jan 26. MHRA FSN. (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167077/20180104MeniconMeniCareSoftSolutionMHRA.pdf



AFHajlan
(A29860) Menicon-70.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Excella II Polyaxial Pedicle 

Screws ,

2/5/2018 Innovasis, Inc 2 Attac

hed

N/A# New

Mako Onlay Insert 

Extractor

2/6/2018 Stryker Orthopaedics FSN https

://nc

Zimmo Trading 

Establishment.

New

Signature Ceramic 

Femoral Head

2/11/2018 Signature Orthopaedics 2 https

://nc

N/ANew

Zimmer Natural Nail 

System Tear Drop Guide 

Wire

2/11/2018 Zimmer Biomet, Inc. 2 https

://nc

mdr.

Isam Economic Co.New

Single-use devices

Biatain Ag Cavity Filler 2/7/2018 Coloplast A/S 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12101Al Hammad Medical ServicesNew

CADD(R) Medication 

Cassette with clamp and 

female Luer

2/6/2018 Smiths Medical ASD Inc.. 2 Attac

hed

MEDICARE DRUG 

STORE COMPANY

# Update

Lumbar Puncture Tray 2/11/2018 Robert Busse & Co. Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12111N/ANew

NAMIC Fluid 

Management 

Convenience Kits,

2/5/2018 AngioDynamics Inc 2 Attac

hed

FAROUK, MAAMOUN 

TAMER & COMPANY

# New

Plastic Dignity Low 

Profile CT Port

2/8/2018 Medical Components, 

Inc

2 https

://nc

Farabi Trading 

Establishment

New

SURFIT Natura Moldable 

Durahesive Skin Barrier 

with Hydrocolloid 

Flexible Collar

2/7/2018 ConvaTec 2 https

://nc

mdr.

sfda.

Salehiya Trading Est.New

Teleflex Rusch Green Lite 

Mac 1 Laryngoscope 

Blades

2/11/2018 Medline Industries Inc…. 2 Attac

hed

Ikar Establishment# New

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12084
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12108
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12110
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12101
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12111
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12103
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12099
http://Attached



[High Priority ] - A29910 : Innovasis—Excella II Polyaxial Pedicle Screws: May Break


[High Priority ] - A29910 : Innovasis—Excella II Polyaxial Pedicle Screws: May Break
Medical Device Ongoing Action
Published: Friday, January 26, 2018


UMDNS Terms:
•  Screws, Bone [16101]


Product Identifier:
[Consumable]


Product Innovasis Inc
Catalog No. Lot No.


8.5 mm Excella II Polyaxial Pedicle Screws E2S8530, E2S8535, E2S8540, E2S8545, E2S8550, E2S8555,
E2S8560


1101


E28540, E28545 1201


Geographic Regions: U.S.


Manufacturer(s): Innovasis Inc614 E 3900 S, Salt Lake City, UT 84107-1902, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem: In a January 5, 2018, Urgent letter submitted by an ECRI Institute member hospital, Innovasis states that the above screws may have a
deficient weld between the screw head and screw body, potentially causing breakage under certain loads. The manufacturer states that all affected
facilities have been contacted and that this recall is near completion.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the January 5, 2018, Urgent letter from
Innovasis. Return affected product to Innovasis for replacement.
For Further Information:
Innovasis
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 25. Member Hospital. Innovasis letter submitted by ECRI Institute member hospital Download
● 2018 Jan 26. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A29143 03 : *Smiths—Non Flow-Stop CADD Medication Cassette Reservoirs: May Have Been Manufactured with Incorrect Pressure Plate;
Cassette Tubing May Be Routed Incorrectly [Update]


[High Priority ] - A29143 03 : *Smiths—Non Flow-Stop CADD Medication Cassette Reservoirs: May
Have Been Manufactured with Incorrect Pressure Plate; Cassette Tubing May Be Routed Incorrectly
[Update]
Medical Device Ongoing Action
Published: Wednesday, January 31, 2018


UMDNS Terms:
•  Infusion Pumps, Analgesic, Patient-Controlled, Ambulatory [28080]


Product Identifier:
[Consumable]


Product
Smiths Medical ASD
Inc
Product No.


Lot No. Expiration Date Distribution Date


50 mL Non Flow-Stop CADD
Medication Cassette Reservoirs


21-7001-24 13X519, 16X867,
17X113, 17X237,
17X276, 17X321,
17X340, 17X357,
17X376, 17X397,
17X411, 17X412


Before July 2022 Oct 2012 to Nov 2017


100 mL Non Flow-Stop CADD
Medication Cassette Reservoirs


21-7002-24 16X748, 16X847.
17X075, 17X195,
17X240, 17X241,
17X242, 17X243,
17X244. 17X275,
17X277, 17X278,
17X279, 17X280,
17X300, 17X301,
17X318, 17X319,
17X320, 17X341,
17X342, 17X343,
17X344, 17X345,
17X346, 17X358,
17X359, 17X379,
17X380, 17X381,
17X382, 17X399,
17X400, 17X413,
17X422, 17X423,
17X424, 17X435,
17X448, 17X449,
17X450, 17X451,
17X458, 17X459


Before July 2022 Oct 2012 to Nov 2017


100 mL Non Flow-StopCADD
Medication Cassette Reservoirs,
Yellow


21-7100-24 17X216, 17X217,
17X259, 17X322,
17X398, 17X433,
17X434


Before July 2022 Oct 2012 to Nov 2017


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


Manufacturer(s): Smiths Medical ASD Inc 6000 Nathan Lane N, Plymouth, MN 55442, United States 


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


Summary: In a January 17, 2018, Amended Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Smiths expanded the
recall, addressed in Alerts A29143  and A29143 01 , to include additional lot numbers, which are listed in the Product Identifier field.
Problem: In a September 2017 Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Smiths states that the above
reservoirs may have been manufactured with the incorrect pressure plate, resulting in incorrect routing of the tubing used on the cassette. For illustrations
of normal and incorrect product, see the photographs in the letter . This problem may lead to the underdelivery of medication if the tubing becomes
partially or completely occluded when the cassette is attached to the pump. Smiths also states that it has received one report of serious injury related to
this problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the January 17, 2018, Amended
Urgent Medical Device Recall letter and Recall Response Form from Smiths. Regardless of whether you have affected product, complete the Recall
Response Form, and return it to Stericycle using the information on the form. Upon receipt of the form, Stericycle will provide your facility with prepaid
shipping labels. Using the shipping labels, package affected product, and return it, along with a copy of the Response Form in each package, to
Stericycle.
  
For Further Information:
Stericycle
E-mail: smithsmedical3682@stericycle.com
Website: Click here Smiths
Website: Click here
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�References:
● United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall CADD(R) medication


cassette with clamp and female Luer [online]. 2017 Aug 25 [cited 2017 Aug 28]. Available from Internet: Click here .


Comments:


● 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 30. Member Hospital. January 17, 2018, Smiths letter submitted by an ECRI Institute member hospital (includes reply form) 
Download


● 2018 Jan 30. Member Hospital. September 2017 Smiths letter submitted by an ECRI Institute member hospital (includes reply 
form) Download


● 2018 Jan 30. FDA CDRH Database. Class II. Z-3071-2017 Download
● 2018 Jan 30. FDA Enforcement Report. Class II. Z-3071-2017
● 2018 Jan 30. FDA CDRH Database. Class II. Z-0060-2018, Z-0061/0062-2018 Download
● 2018 Jan 30. FDA Enforcement Report. Class II. Z-0060-2018, Z-0061/0062-2018
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[High Priority ] - A29911 : AngioDynamics—NAMIC Fluid Management Convenience Kits: Fluid Delivery Set May Not Be Assembled in Accordance with
Specification, Preventing Device from Being Used


[High Priority ] - A29911 : AngioDynamics—NAMIC Fluid Management Convenience Kits: Fluid
Delivery Set May Not Be Assembled in Accordance with Specification, Preventing Device from Being
Used
Medical Device Ongoing Action
Published: Tuesday, January 30, 2018
Last Updated: Wednesday, January 31, 2018


UMDNS Terms:
•  Procedure Kit/Trays, Catheterization, Intravenous [12161]


Product Identifier:
[Consumable]


Product AngioDynamics Inc
Model Distribution Date


Fluid Management Convenience Kits NAMIC Beginning 5 Jan 2018


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


Manufacturer(s): AngioDynamics Inc 603 Queensbury Ave, Queensbury, NY 12804, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Nursing, Oncology, OR/Surgery, Diagnostic Imaging, IV
Therapy, Materials Management


Problem:
In a January 24, 2018, Urgent Voluntary Medical Device Recall letter submitted by an ECRI Institute member hospital, AngioDynamics states that the
fluid delivery set contained in the above kits may not be assembled in accordance with specification, preventing the device from being used and resulting
in a minor delay in procedure. AngioDynamics also states that it has received no reports of patient injuries (MDRs) as a result of this problem. The
manufacturer has not confirmed the information provided in the source material.
 


Action Needed:
Identify, isolate, and discontinue use of any affected kits in your inventory. The reference/catalog number and lot/batch number are located on the
labeling. For a list of affected product provided to your facility, see the Reply Verification Tracking Form attached to the letter sent to your facility. If
you have affected product, verify that you have received the January 24, 2018, Urgent Voluntary Medical Device Recall letter, Reply Verification
Tracking Form, and RMA/address label from AngioDynamics. Regardless of whether you have affected product to return, complete the Reply
Verification Tracking Form and return it to AngioDynamics using the instructions on the form. To obtain replacement product or credit for returned
product, contact the AngioDynamics customer service department by telephone using the information below. Return affected product to AngioDynamics,
Attn: RCV NAMIC Convenience Kit Recall Coordinator, at the address above using the instructions in the letter. Notify all relevant personnel at your
facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
 
For Further Information:
AngioDynamics customer service department
Tel.: (800) 772-6446, 8 a.m. to 7 p.m. Eastern time, Monday through Friday
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 26. Member Hospital. AngioDynamics letter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A29967 : �Medline—Teleflex Rusch Green Lite Mac 1 Laryngoscope Blades: Pouch May Contain Incorrect Size Blade


[High Priority ] - A29967 : �Medline—Teleflex Rusch Green Lite Mac 1 Laryngoscope Blades: Pouch
May Contain Incorrect Size Blade
Medical Device Ongoing Action
Published: Thursday, February 8, 2018


UMDNS Terms:
•  Laryngoscope Blades [23534]


Product Identifier:
[Consumable]


Product Teleflex Medical
Item No.


Medline Industries Inc
Item No. Lot No.


Teleflex Rusch Green Lite Mac 1
Laryngoscope Blades


004551001 RSH004551001 1602312


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): Teleflex Medical3015 Carrington Mill Blvd, Morrisville, NC 27560, United States 


Suggested Distribution: Emergency/Outpatient Services, OR/Surgery, Pulmonology/Respiratory Therapy, Otolaryngology, EMS/Transport,
Materials Management


Problem:
�In a January 25, 2018, Subrecall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that it is initiating a
subrecall of the above blades, which were recalled by Teleflex because the pouch may contain the incorrect size blade; pouches labeled Rusch Green Lite
Mac 1 may contain Rusch Green Lite Mac 2 blades. Medline also states that this problem may cause a delay in treatment. Medline further states that no
injuries associated with this problem have been reported. The distributor has not confirmed the information provided in the source material.


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the January 25, 2018, Subrecall
Immediate Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected product,
complete the Urgent Remedial Action Response Form, and return it to Medline using the information on the form. Upon receipt of completed response
form, Medline will provide return labels, if applicable. Return affected product to Medline using the return labels. Upon receipt of affected product,
Medline will provide your facility with credit. Forward a copy of the Subrecall Immediate Action Required letter to any facility to which you have further
distributed affected product.
For Further Information:
Medline
Tel.: (866) 359-1704
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 Feb 7. Member Hospital. Medline letter submitted by an ECRI Institute member hospital Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Unomedical ConvaTec 

Frazier Suction Handle 

(included in Foot Pack 

Health and Lower 

Extremity Procedure 

Packs)

2/11/2018 Medline Industries Inc…. 2 https

://nc

mdr.

sfda.

gov.s

a/Se

Ikar EstablishmentNew

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

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12106
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

