
SBED Weekly Update 17-Apr-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 

44 SFDA website
4/9/2018 4/15/2018

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: WU1816

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

HeartMate 3 Left 

Ventricular Assist System.

4/9/2018 Abbott Cardiovascular 

and Neuromodulation

FSN httpsArabian Trade House 

Est.

New

Anaesthetic and respiratory devices

fabian Therapy evolution 4/9/2018Acutronic Medical Systems AG. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12432Salehiya Trading Est.New

Hudson RCI One-Way 

Valves with Capped 

Monitoring Port

4/9/2018 Teleflex Medical 1 Attac

hed

Ebrahim M. Al-Mana & 

Bros. Co. Ltd.

# New

Oxygen Mask for adult, hi

gh concentration, non‐reb

reather/AsidBonz

4/11/2018 First Global Enterprises 

Limited

FSN https

://nc

N/ANew

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12423
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12432
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12444
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[Critical Priority ] - A30313 : Teleflex—�Hudson RCI One-Way Valves with Capped Monitoring Port: May Disconnect at the Joint between Two Components


[Critical Priority ] - A30313 : Teleflex—�Hudson RCI One-Way Valves with Capped Monitoring Port:
May Disconnect at the Joint between Two Components
Medical Device Ongoing Action
Published: Monday, April 2, 2018


UMDNS Terms:
•  Ventilators [15613]
•  Valves [14325]


Product Identifier:
[Consumable]


Product Teleflex Medical
Product No. Lot No.


Hudson RCI One-Way Valve with Capped
Monitoring Port


1644 74A1601936, 74A1700107, 74A1701335, 74A1701403,
74A1702060, 74A1702874, 74C1600162, 74C1700868,
74C1701733, 74C1702365, 74E1600116, 74E1600800,
74E1601571, 74E1700450, 74E1700965, 74E1701630,
74E1702399, 74F1600367, 74F1601072, 74F1601874,
74F1602470, 74F1700125, 74F1700707, 74F1701866,
74F1702612, 74H1500189, 74H1500466, 74H1501260,
74H1501971, 74H1600217, 74H1600516, 74H1601371,
74H1601372, 74H1602060, 74H1602061, 74H1700127,
74H1700791, 74H1701752, 74H1702374, 74J1501554,
74J1600117, 74J1601101, 74J1601563, 74J1602238,
74K1500354, 74K1502045, 74K1502092, 74K1600148,
74K1600287, 74K1601020, 74K1601924, 74L1600063,
74L1600278, 74L1601099, 74L1601916, 74M1501145,
74M1600284, 74M1601685, 74D1501706, 74D1501731,
74D1601420, 74D1601965, 74D1700030, 74D1700363,
74D1701038, 74D1701507, 74G1500663, 74G1500664,
74G1502412, 74B1600334, 74G1600466, 74G1700034,
74B1700172, 74G1700488, 74B1701032, 74G1701144,
74G1702002


Geographic Regions: Australia, Canada, New Zealand, U.S.


Manufacturer(s): Teleflex Medical2400 Bernville Rd, Reading, PA 19605, United States


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


Problem:
�In a March 27, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Teleflex states that the above products may
disconnect at the joint between the two components that make up the device, causing an interruption of ventilation to patient. Teleflex also states that
disconnection of the valve is recognizable by the user as an alarm from the ventilator, oxygen sensor, or other compatible devices to which the valve is
connected; however, disconnection of the valve in ventilator-dependent patients without prompt response may lead to hypoxia, organ failure, or death.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the March 27, 2018, Urgent
Medical Device Recall letter and Recall Acknowledgment Form from Teleflex. Forward a copy of the Urgent Medical Device Recall letter to any facility
to which you have further distributed affected product. Regardless of whether you have affected product, complete the Recall Acknowledgment Form,
and return it to Teleflex using the information on the form. Upon receipt of the completed Acknowledgment Form, Teleflex will contact you with a return
goods authorization number and instructions for the return of affected product.
For Further Information:
Teleflex customer service department
Tel.: (866) 246-6990
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 Mar 30. Member Hospital. Telelfex letter submitted by an ECRI Institute member hospital (includes reply form) Download
● 2018 Apr 2. Manufacturer. The manufacturer confirmed the information in the source material.
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(A30313) Teleflex  Hudson RCI One-Way Valves with Capped Monitoring Port.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Venner PneuX P.Y  

Endotracheal tube (Non-

MRI)

4/11/2018 Venner Medical FSN https

://nc

N/ANew

Assistive products for persons with disability

First aid/emergency kits 

containing Honeywell 

eyewash

4/15/2018 Certified Safety Mfg Inc.. 2 https

://nc

HEBA Fire & Safety 

Equip

New

WheelDrive Wheelchair 

Powered Assist Systems

4/9/2018 Sunrise Medical 2 AttacAl-Enayah Company# New

Dental devices

InterActive Healing Collar 4/11/2018Implant Direct Sybron Manufacturing,LLC FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12443Ahmad Abdullah Alzoman Est. for tradingNew

Diagnostic and therapeutic radiation devices

HomeSafe AutoAlert 

Pendant, AAHB, or 

AutoAlert Fall Detector

4/9/2018 Lifeline Systems, 

Incorporated

2 https

://nc

Philips Healthcare 

Saudi Arabia Ltd.

New

Intellivue X3 4/9/2018 Philips Burton 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12436Philips Healthcare Saudi Arabia Ltd.New

Intuition and Precision 4/9/2018 ARCOMA AB FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12425N/ANew

Rapid2 Therapy System 4/15/2018The Magstim Company Limited 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12460Attieh Medico Ltd.New

Electro mechanical medical devices

Jaundice Meter JM-103 

and JM-105 Out of Range 

Indication

4/15/2018 Draeger Medical 

Systems Inc

FSN https

://nc

Draeger Arabia Co. Ltd.New

Maquet VOLISTA 

StandOP Surgical Light

4/12/2018 Getinge Disinfection AB 2 httpsGulf Medical Co.New

Multible Introducers and 

Catheters

4/12/2018 Arrow International Inc 2 httpsGulf Medical Co.New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12440
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12461
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12443
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12438
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12436
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12425
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12460
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12458
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12454
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12456
afsaif





[High Priority ] - A30169 : Sunrise Medical—WheelDrive Wheelchair Powered Assist Systems: May Operate Unintentionally


[High Priority ] - A30169 : Sunrise Medical—WheelDrive Wheelchair Powered Assist Systems: May
Operate Unintentionally
Medical Device Ongoing Action
Published: Thursday, April 5, 2018


UMDNS Terms:
•  Wheelchair Handcycles, Powered [24193]


Product Identifier:
[Capital Equipment]


Product Sunrise Medical Inc
Model Article No. Serial No.


Manual Wheelchair Powered Assist
Systems


WheelDrive 9007928, 9007929, 1018154,
1018155


1506SN00123 to 1704RW01761


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


Manufacturer(s): Sunrise Medical Inc7477 E Dry Creek Pkwy, Longmont, CO 80503, United States


Suggested Distribution: Clinical/Biomedical Engineering, Facilities/Building Management, Information Technology, Home Care, Physical
Therapy/Rehabilitation


Problem:
In a February 27, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Sunrise
Medical states that the above systems may operate unintentionally, potentially resulting in the following problems: 


● A batch of user interface foils (for the potentiometer wiper) could mislead drive signals.
● The lip for the operation spring may break off the mounting plates on the drive hand rim, potentially leading to the unit continuing to


operate when the user releases the drive hand rim.


Sunrise Medical also states that it has received no reports related to this problem and that the risk of patient injury is low. The manufacturer has not
confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. Affected product can be identified by the name “Handicare” or “Quickie WheelDrive” on the battery
lever and by the printed serial number on the serial label affixed under the battery pack. If you have affected product, verify that you have received
the February 27, 2018, Urgent Field Safety Notice letter and Response Form from Sunrise Medical. For units with the user foils that can mislead the drive
signal, Sunrise Medical will update the software. The updated software will constantly monitor the signal and will put the WheelDrive in fault mode if
the misleading signals are present. To correct the hand rim problem, Sunrise Medical will add a second weld to reinforce the bend to prevent breakages.
The firm will also update the software for the motor control to enable the system to override any drive signal to the drive hand rim by any movement of
the large hand rim. Sunrise Medical will contact your facility to arrange for these updates. Units may be used until the updates are performed. Complete
the Response Form, and return it to Sunrise Medical using the information on the form. Inform all relevant personnel of the information in the Urgent
Field Safety Notice letter.
For Further Information:
Sunrise Medical
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Indes B.V: Quickie Wheel Drive [online]. London: Department of


Health; 2018 Mar 12 [cited 2018 Apr 4]. (Field safety notice; reference no. 2018/003/002/291/005). 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 Apr 5. MHRA FSN. 2018/003/002/291/005 Download
● 2018 Apr 5. MHRA FSN. (includes reply form) Download
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http://www.sunrisemedical.com/contact-us

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-march-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-march-2018

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/170834/20180312SunriseWheelDriveMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/170835/20180227SunriseWheelDriveMHRA.pdf



(A30169) Sunrise Medical-WheelDrive Wheelchair Powered Assist Systems.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Refractor Suspension 

Arm (P/N: 525004, 05 and 

525006, 07)

4/11/2018 Reliance Medical 

Products.

2 https

://nc

Al Amin Medical 

Instruments Co. Ltd.

New

Sternal Valve Retractors 

with Atrial and Aortic 

Attachments

4/9/2018 Genesee BIOMEDICAL, 

INC.

2 Attac

hed

N/A# New

Volumed µVP7000 4/9/2018 Arcomed AG FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12431Al-Faisaliah Medical SystemNew

In vitro diagnostic devices

ADVIA Chemistry Systems 

Urea Nitrogen (UN)

4/11/2018 Siemens Healthcare 

Diagnostics GmbH

FSN httpsABDULREHMAN AL 

GOSAIBI GTB

New

Alere Afinion 2 Analyzer 4/9/2018 Alere. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12428Waleed Al-Madani Est.New

BD Vacutainer Citrate 

Plus Blood Collection 

Tubes

4/11/2018 Becton Dickinson & Co. 

(BD)

FSN https

://nc

Becton Dickinson B.V.New

cobas MPX test, CE-IVD

kit lots

4/15/2018 Roche Diagnostics Corp 2 httpsFAROUK, MAAMOUN 

TAMER & COMPANY

New

FilmArray Blood Culture 

Identification (BCID) Panel

4/9/2018 BioFire Diagnostics Inc FSN httpsAl-Jeel Medical & 

Trading Co. LTD

New

ImmunoCAP Allergen c6, 

Amoxicilloyl

4/9/2018 Phadia Ltd 2 httpsABDULREHMAN AL 

GOSAIBI GTB

New

LISS/Coombs, Coombs 

Anti-IgG, DiaScreen, 

LISS/Coombs + Enzyme 

test, DiaClon Type + 

Screen

4/9/2018 DiaMed GmbH. FSN https

://nc

mdr.

sfda.

ABDULREHMAN AL 

GOSAIBI GTB

New

M-30D Diluent used with 

BC-3200 and BC-3600 

Auto Hematology 

Analyzers   ,

4/11/2018 Shenzhen Mindray 2 https

://nc

mdr.

Salehiya Trading Est.Update

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12451
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12431
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12448
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12428
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12447
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12457
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12427
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12437
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12426
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12450
afsaif





[High Priority ] - A30341 : Genesee BioMedical—Sternal Valve Retractors with Atrial and Aortic Attachments: May Become Corroded, Potentially
Leading to Retractor Blade Failure


[High Priority ] - A30341 : Genesee BioMedical—Sternal Valve Retractors with Atrial and Aortic
Attachments: May Become Corroded, Potentially Leading to Retractor Blade Failure
Medical Device Ongoing Action
Published: Thursday, April 5, 2018


UMDNS Terms:
•  Retractors, Surgical, Thoracic Wall, Sternum [33143]


Product Identifier:
[Consumable]


Product Genesee BioMedical Inc
Model No. Lot No.


Sternal Valve Retractor with Atrial and Aortic Attachments SRCL-AR 948, 1006, 1074, 1076


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


Manufacturer(s): Genesee BioMedical Inc700 W Mississippi Ave Unit D5, Denver, CO 80223-4509, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Emergency/Outpatient Services, OR/Surgery, Materials Management


Problem:
�Health Canada states that corrosion was found to cause retractor blade failure in one of the above retractors. Health Canada also states that the
manufacturer initiated a recall on March 5, 2018. 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 been contacted by Genesee BioMedical. Health
Canada states that blades that are corroded or damaged should not be used.
For Further Information:
Genesee BioMedical
Website: Click here
References:


Health Canada. Recalls and safety alerts. Sternal valve retractor with atrial and aortic attachments [online]. 2018 Apr 3 [cited 2018 Apr 5].
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 Apr 5. Health Canada Recall Listings. Type II. RA-66326 Download
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http://corazonmedical.com/wordpress/genesee-biomedical/

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/66326r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/66326r-eng.php

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/170600/20180403GeneseeBiomedicalSternalValveRetractorHC.pdf



(A30341) Genesee BioMedical-Sternal Valve Retractors with Atrial and Aortic.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Syva Emit II Plus 6-

Acetylmorphine assay

4/11/2018 Siemens Healthcare 

Diagnostics Product

FSN httpsAL-KAMAL ImportNew

VIASURE Flu A, Flu B and 

RSV Real Time PCR 

Detection Kit to be used 

by BD MAX

4/11/2018 BD Diagnostic Systems FSN https

://nc

mdr.

Becton Dickinson B.V.New

VIDAS 3 4/9/2018 bioMerieux Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12433Al-Jeel Medical & Trading Co. LTDNew

Medical software

Select Versions of Uri 

System Software

4/9/2018 Mast Group Ltd. 2 AttacAl Nahir Trading Co# New

Non-active implantable devices

38 mm Offset Segmental 

System Proximal Femoral 

Components

4/9/2018 Zimmer Biomet, Inc. 2 Attac

hed

Isam Economic Co.# New

DRAD SelfTapping 

Locking Screw

4/9/2018 Smith & Nephew inc 2 httpsSmith & Nephew incNew

DynaMesh PR2 soft 2B , 

DynaMesh PR4 soft 2B

4/11/2018 FEG Textiltechnik 

Forschungs-und 

FSN httpsDome Medical CoNew

MUTARS HD Coupling C-

O-M

4/11/2018 Implantcast FSN httpsAlMafsal Medical 

Company

New

ORTHOFIX, Connector 

System, SMALL and 

LARGE SET SCREW

4/15/2018 Orthofix 2 https

://nc

Arabian Health Care 

Supply Co. (AHCSC)

New

Valor Nail 4/11/2018Wright Medical Technology ,Inc.. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12439Arabian Health Care Supply Co. (AHCSC)New

Ophthalmic and optical devices

AUTO 

REF/KERATOMETER 

ARK1s

4/12/2018 Nidek Inc. 2 https

://nc

N/ANew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12441
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12446
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12433
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12435
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12445
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12442
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12459
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12439
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12452
afsaif
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[High Priority ] - A30331 : Mast Group—Select Versions of Uri System Software:� May Cause Save Operation to Fail after Plate Reading, Potentially
Reporting Prevalidated Results


[High Priority ] - A30331 : Mast Group—Select Versions of Uri System Software:� May Cause Save
Operation to Fail after Plate Reading, Potentially Reporting Prevalidated Results
Medical Device Ongoing Action
Published: Wednesday, April 4, 2018


UMDNS Terms:
•  Software, Computer-Aided Detection System, Pathology Slide [26822]
•  Software, Laboratory Analysis, Urine [26810]


Product Identifier:
[Capital Equipment]


Product MAST Group Ltd
Model Software Version


Software with use of MPM-CIP0.5 Plate Uri System <= 3.1.43.0


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


Manufacturer(s): MAST Group LtdMAST House, Derby Rd Bootle, Merseyside L20 1EA, England


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


Problem:
�In a March 22, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Mast states
that a problem with the above software may occur when the system reads an MPM-CIP0.5 Mast Uri Plate. If an administrator or supervisor subsequently
amends a result for this plate during the validation stage, the save operation may fail without an error message, potentially leading to the result being
exported out to the laboratory information management system (LIMS) as the prevalidated result. Mast also states that all other changes made to any
other plate results will be saved as expected, and the potential risk is very low. Mast further states that this problem has been corrected in version
3.1.44.0, and there is no problem with the performance of MPM-CIP0.5. If an amendment was made to change a result to susceptible to ciprofloxacin, the
report would state "resistant" (i.e., false-resistant). A false-resistant result to ciprofloxacin would likely result in a patient being treated with an alternative
antimicrobial agent. If an amendment was made to change a result to resistant to ciprofloxacin, the report would state "susceptible" (i.e., false-
susceptible). A false-susceptible result to ciprofloxacin may mean that a patient is administered ciprofloxacin and will not respond to therapy. If the
infection persists, an alternative antibiotic is normally prescribed. Therefore, the main impact to patient safety would be a possible delay in resolution of
the infection. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the March 22, 2018, Urgent Field Safety
Notice letter and Acknowledgment Form (Attachment A) from Mast. Complete the Acknowledgment Form, and return it to Mast using the instructions
on the form. Mast recommends that you perform a review for any results obtained by MPM-CIP0.5 plates where an override of results was carried out
using Mast Uri System for all versions before 3.1.44.00. 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.
For Further Information:
Mast customer services department
Tel.: 44 (151) 4721444
E-mail: sales@mastgrp.com
Website: Click here
References:


● Great Britain. Medicines and Healthcare Products Regulatory Agency. Mast Group Ltd: Mast Uri system [online]. London: Department of
Health; 2018 Apr 3 [cited 2018 Apr 4]. (Field safety notice; reference no. 2018/003/022/601/009). 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 Apr 4. MHRA FSN. March 22, 2018 Mast letter (includes reply form) Download
● 2018 Apr 4. MHRA FSN.  2018/003/022/601/009 Download
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mailto:sales@mastgrp.com

http://www.mastgrp.com/contact_us.asp

https://www.gov.uk/drug-device-alerts/field-safety-notice-26-to-30-march-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-26-to-30-march-2018

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/170639/20180322MastGroupUriSystemSoftwareMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/170640/20180403MastGroupMastUriSystemMHRACP.pdf



(A30331) Mast Group-Select Versions of Uri System Software.pdf




[High Priority ] - A30320 : �Zimmer Biomet—38 mm Offset Segmental System Proximal Femoral Components: Hole on Superior Lateral Aspect May Contain Debris


[High Priority ] - A30320 : �Zimmer Biomet—38 mm Offset Segmental System Proximal Femoral
Components: Hole on Superior Lateral Aspect May Contain Debris
Medical Device Ongoing Action
Published: Tuesday, April 3, 2018


UMDNS Terms:
•  Prostheses, Joint, Knee, Femoral Component  [16097]


Product Identifier:
[Consumable]


Product Zimmer Biomet
Item No. Lot No. Distribution Date


38 mm Offset Segmental System
Proximal Femoral Components


00585003038 11002427, 11004885, 11005449,
11006334, 11006335, 11008928,
61369868, 61369869, 61399454,
61399456, 61402368, 61427788,
61427789, 61427790, 61532231,
61532232, 61532233, 61532234,
61532235, 61532236, 61532237,
61532238, 61532239, 61532241,
61551139, 61551140, 61551140R,
61551141, 61636762, 61646779,
61651745, 61673447, 61711591,
61718216, 61730528, 61736057,
61754485, 61765397, 61771371,
61774299, 61853520, 61858613,
61863256, 61863257, 61872494,
61872495, 61877127, 61881912,
61881913, 61886497, 61890895,
61890896, 61890897, 61896238,
61906572, 61932477, 61938143,
61948661, 61948662, 61948663,
61948664, 61948665, 61948666,
61948667, 61948668, 61987706,
61987707, 61993688, 61993689,
62001043, 62001044, 62001045,
62006906, 62006907, 62025413,
62025414, 62025415, 62025416,
62025417, 62032847, 62038122,
62038123, 62050139, 62064439,
62064441, 62068642, 62068643,
62095951, 62118361, 62145857,
62145858, 62145859, 62145860,
62182529, 62182530, 62182532,
62194346, 62194347, 62207101,
62207102, 62207103, 62207104,
62207105, 62207106, 62207107,
62207108, 62212766, 62221039,
62231040, 62241457, 62241458,
62241459, 62269612, 62269614,
62295471, 62295472, 62295476,
62295478, 62295484, 62295485,
62302621, 62304625, 62304626,
62304629, 62304631, 62304633,
62316980, 62356881, 62356882,
62356883, 62359406, 62365604,
62369067, 62369068, 62390693,
62390695, 62390696, 62404124,
62404134, 62404135, 62404136,
62404137, 62442828, 62442830,
62442831, 62448185, 62527059,
62527060, 62532955, 62657082,
62657084, 62657086, 62657087,
62657088, 62657103, 62677055,
62681448, 62681449, 62681450,
62710734, 62722215, 62722216,
62728198, 62738894, 62738915,
62745181, 62751153, 62756795,
62775210, 62775213, 62786919,
62786920, 62786921, 62803589,
62811462, 62811466, 62818960,
62837956, 62837957, 62837958,
62837959, 62837967, 62842869,
62842872, 62850837, 62850839,
62875912, 62876080, 62876081,
62886654, 62886655, 62896686,
62896689, 62905096, 62905097,
62905289, 62916319, 62916323,
62916325, 62916326, 62934308,
62948025, 62948026, 62948027,
62948028, 62968876, 62968877,
62968878, 62968879, 63105972,
63105973, 63137777, 63137782,
63137783, 63157479, 63157481,
63157484, 63157486, 63176981,
63176982, 63183367, 63183368,
63183369, 63204575, 63215460,
63231604, 63231605, 63231606,
63231607, 63240906, 63240908,
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63240909, 63240910, 63246473,
63246473R, 63246475, 63253351,
63253352, 63253447, 63253448,
63277342, 63277343, 63277344,
63277345, 63277346, 63277347,
63277348, 63306196, 63309276,
63309277, 63319777, 63326317,
63326318, 63330467, 63330468,
63344456, 63344456R, 63344457,
63369301, 63383606, 63396702,
63396703, 63396704, 63400314,
63400315, 63415715, 63415716,
63415731, 63419155, 63426584,
63426584R, 63426585, 63431051,
63431052, 63431053, 63434826,
63434826R, 63449965, 63449966,
63473278, 63479267, 63479268,
63479269, 63479270, 63479270R,
63521992, 63527834, 63533207,
63538437, 63542937, 63548851,
63548858, 63574503, 63614078,
63614079, 63638035, 63644371,
63651395, 63651396, 63656914,
63656915, 63674299, 63692535,
63698394, 63698395, 63705470,
63705471, 63743347, 63755766,
63760959, 63760960, 63767677,
63781086, 63781111, 63793354,
63793355, 63793373, 63799812,
63799813, 63806042, 63806043,
63806054, 63815594, 63815607,
63837757, 63932389, 63932391,
63932392


Geographic Regions: Australia, Canada, Europe, Korea, Malaysia, Singapore, U.S.


Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a March 29, 2018, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Zimmer Biomet states that it has received
one report of the hole on the superior lateral aspect of the above devices that contained debris. This problem may lead to a delay in surgery or
inflammation or osteolysis, necessitating surgical intervention. Zimmer Biomet also states that its investigation into the reported incident determined
that the debris was from the machining process that was not adequately removed during the subsequent cleaning process.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the March 29, 2018, Urgent
Medical Device Recall letter and Certificate of Acknowledgment form from Zimmer Biomet. Your Zimmer Biomet sales representative will remove
affected product from your facility. Regardless of whether you have affected product, complete the Certificate of Acknowledgment form and return it to
Zimmer Biomet using the instructions on the form. Notify all relevant personnel at your facility of the information in the letter. Zimmer Biomet states that
there are no specific patient monitoring instructions recommended beyond the surgeon's existing follow-up schedule. Report any adverse events
associated with the use of affected product to Zimmer Biomet by e-mail at zimmer.per@zimmerbiomet.com . U.S. customers should also report adverse
events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800)
332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information:
Zimmer Biomet customer service department
Tel.: (574) 371-3071, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: CorporateQuality.PostMarket@zimmerbiomet.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 Apr 2. Member Hospital. ZFA 2018-00086 (includes reply form) Download
● 2018 Apr 3. Manufacturer. The manufacturer confirmed the information provided in the source material.
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mailto:zimmer.per@zimmerbiomet.com

https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

mailto:CorporateQuality.PostMarket@zimmerbiomet.com

http://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/170537/20180329ZimmerBiometSegmentalFEmoralComponentsClient.pdf



(A30320) Zimmer Biomet-38 mm Offset Segmental System Proximal Femoral.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Reusable devices

Cardiovascular Procedure 

Kits, Tubing Pack

4/9/2018 Terumo Cardiovascular 

Systems Corporation

2 httpsABDULREHMAN AL 

GOSAIBI GTB

New

Single-use devices

Angio-Seal Evolution 

Vascular Closure Devices

4/15/2018 Terumo Medical Corp.. 2 AttacAl-Jeel Medical & 

Trading Co. LTD

# New

ENDOPATH XCEL Trocars 

with OPTIVIEW 

Technology

4/9/2018 Ethicon Inc. FSN https

://nc

Johnson & Johnson 

Medical Saudi Arabia 

Limited

New

MindFrame Capture LP 

Devices

4/11/2018 Medtronic SA 1 httpsMedtronic Saudi ArabiaUpdate

PDS Plus Antibacterial 

monofilament 

syntheticabsorbable 

sutures

4/12/2018 Ethicon Inc. 2 https

://nc

mdr.

Johnson & Johnson 

Medical Saudi Arabia 

Limited

New

Shadow Holdings 

Remedy Essentials 

Foaming Cleanser

4/9/2018 Medline Industries Inc…. 2 Attac

hed

Ikar Establishment# New

Smallbore Ext Set 

w/MicroClave, Clave 

TConnector, Clamp, 

Rotating Luer

4/12/2018 ICU Medical, Inc 2 https

://nc

mdr.

AL-KAMAL ImportNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12434
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12429
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12449
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12455
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12453
afsaif


afsaif





[High Priority ] - A30381 : Terumo—Angio-Seal Evolution Vascular Closure Devices: May Have Been Distributed before Validation Completion


[High Priority ] - A30381 : Terumo—Angio-Seal Evolution Vascular Closure Devices: May Have Been
Distributed before Validation Completion
Medical Device Ongoing Action
Published: Wednesday, April 11, 2018


UMDNS Terms:
•  Clips, Surgical, Wound Closure [10916]


Product Identifier:
[Consumable]


Product Terumo Medical Corp
Product No. Lot No.


Angio-Seal Evolution Vascular Closure Devices C610135 5980075, 5980077


Geographic Regions: U.S.


Manufacturer(s): Terumo Medical Corp2101 Cottontail Ln, Somerset, NJ 08873, United States


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


Problem: In an April 9, 2018, Voluntary Medical Device Recall letter submitted by ECRI Institute member hospitals, Terumo states that the above
devices were released from the firm's quality system before completion of all required validation and lot acceptance activities. Terumo also states that
although the products are sterile, they may not function as intended.


Action Needed: Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the April 9,
2018, Voluntary Medical Device Recall letter and Recall Acknowledgment/Inventory Confirmation Form from Terumo. Your Terumo representative will
visit your facility to assist with completing the form and and product return. Regardless of whether you have affected product, complete the Recall
Acknowledgment/Inventory Confirmation Form and return it to Terumo using the information on the form.
For Further Information:
Terumo
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 Apr 11. Member Hospital. Terumo letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2018 Apr 11. Manufacturer. Manufacturer confirmed information
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http://www.terumomedical.com/support.html

http://www.terumomedical.com/support.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/171122/20180409TerumoAngioSealEvolutionVascularClosureDevicesClientRedacted.pdf



(A30381) Terumo-Angio-Seal Evolution Vascular Closure Devices.pdf




[High Priority ] - A30314 : Medline—Shadow Holdings Remedy Essentials Foaming Cleanser: May Contain Microbial Contamination�


[High Priority ] - A30314 : Medline—Shadow Holdings Remedy Essentials Foaming Cleanser: May
Contain Microbial Contamination�
Medical Device Ongoing Action
Published: Tuesday, April 3, 2018


UMDNS Terms:
•  Antimicrobial Cleansers, Gel  [17783]


Product Identifier:
[Consumable]


Product Shadow Holdings
Item No. Batch No.


4 oz Remedy Essentials Foaming Cleanser MSC092FBC04 M06691, M07247


8 oz Remedy Essentials Foaming Cleanser MSC092FBC08 M06691, M05703


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 Inc3 Lakes Drive, Northfield, IL, 60093, United States


Manufacturer(s): Shadow Holdings26421 Ruether Ave, Santa Clarita, CA 91350-2621, United States 


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Home Care, Materials Management


Problem:
�In a March 30, 2018, Subrecall Immediate Action Required letter, Medline states that it is initiating a subrecall of the above products, which were
recalled by Shadow Holdings because they may contain bacterial contamination, which may result in illness to users. In a letter submitted by an ECRI
Institute member hospital, Medline also states that no data suggests that other lot numbers or item numbers are affected.


Action Needed:
�Identify, isolate, and destroy any affected product in your inventory. If you have affected product, verify that you have received the March 30, 2018,
Immediate Action Required letter and Urgent Remedial Action Destruction Form from Medline. Regardless of whether you have affected product,
complete the Urgent Remedial Action Destruction Form, and return it to Medline using the instructions on the form. Upon receipt of the form, Medline
will provide your facility with credit. 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.
For Further Information:
Brad Schmidt, Medline recall coordinator
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 Apr 3. Distributor. March 30, 2018, Immediate Action Required letter from Medline (includes reply form) Download
● 2018 Apr 3. Member Hospital. Medline letter submitted by an ECRI Institute member hospital Download


www.ecri.org . Printed from Health Devices Alerts on Monday, April 9, 2018 Page 1


©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.medline.com/pages/about-us/contact-us/

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/170541/20180330MedlineShadowHoldingsRemedyCleanserDistForm.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/170563/UndatedMedlineRemedyEssentialsFoamingCleanserClient.pdf



(A30314) Medline-Shadow Holdings Remedy Essentials Foaming Cleanser.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

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://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

