
SBED Weekly Update 26-Sep-17

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 

29 SFDA website
9/18/2017 9/21/2017

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: WU1739

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

NM Implantable Pulse 

Generator within the 

Infinity and Proclaim 

device families

9/20/2017 St. Jude Medical Inc 2 https

://nc

mdr.

sfda.

Al-Jeel Medical & 

Trading Co. LTD

New

Anaesthetic and respiratory devices

Various Disposable 

Catheter Mounts

9/20/2017 Mediplas Respiratory 

Products Sdn Bhd

2 https

://nc

N/ANew

Assistive products for persons with disability

Freedom Healthcare 

Quad Walkers

9/20/2017 Gainsky Pty Ltd 2 https

://nc

N/ANew

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11539
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11535
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11533


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

M-1 Roll In System 

Ambulance Stretchers 

with Schnitzler German 

Safety Hooks

9/19/2017 Stryker 2 Attac

hed

Al-Jeel Medical & 

Trading Co. LTD

# New

Diagnostic and therapeutic radiation devices

Artis zee and Artis Q 

systems with software 

version VD11C

9/20/2017 Siemens Medical 

Solutions

2 https

://nc

mdr.

Siemens Medical 

Solutions

New

Aurora, Caliente Aurora, 

PSX400, Mobile Beat 

Max, Mobile Beat Max 

MKII, Xbeam, and Hawk 

500 models

9/19/2017 X-Laser Llc 2 https

://nc

mdr.

sfda.

gov.s

N/ANew

Brilliance 64/ Ingenuity 

CT / Ingenuity Core / 

Ingenuity Core128

9/20/2017 Philips Healthcare FSN https

://nc

mdr.

Philips Healthcare 

Saudi Arabia Ltd.

New

FFR LinkFFR Signal 

Processing Module

9/19/2017 Boston Scientific Ltd 2 https

://nc

FAROUK, MAAMOUN 

TAMER & COMPANY

New

MetaVision ICU 9/20/2017 iMDsoft Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11541N/ANew

Electro mechanical medical devices

Baxter Amia Automated 

Peritoneal Dialysis Set 

with Cassette

9/19/2017 Baxter Corp Canada 2 https

://nc

mdr.

Baxter AGNew

HEMOSNOW 9/21/2017 Biom'up FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11546N/ANew

ROSA Surgical Systems    , 9/19/2017 Zimmer Biomet 2Al Amin Medical Instruments Co. Ltd.# Update

In vitro diagnostic devices

DiaMed Q.C. System. 9/20/2017Bio-Rad Medical Diagnostics GmbH 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11532ABDULREHMAN AL GOSAIBI GTBNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11538
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11527
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11542
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11528
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11541
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11530
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11546
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11532



[High Priority ] - A29175 : Stryker—M-1 Roll In System Ambulance Stretchers with Schnitzler German Safety Hooks: Hooks May Jam Stretcher Release
Lever, Resulting in Unexpected Lowering of the Stretcher


[High Priority ] - A29175 : Stryker—M-1 Roll In System Ambulance Stretchers with Schnitzler German
Safety Hooks: Hooks May Jam Stretcher Release Lever, Resulting in Unexpected Lowering of the
Stretcher
Medical Device Ongoing Action
Published: Monday, September 11, 2017
Last Updated: Tuesday, September 12, 2017


UMDNS Terms:
•  Stretchers, Mobile, Ambulance [16630]


Product Identifier:
Model 6100 M-1 Roll In System Ambulance Stretchers with Schnitzler German Safety Hooks [Capital Equipment]
Safety Hook Serial Nos.: ST013-3578 through ST013-3767


Geographic Regions: Europe


Manufacturer(s): Stryker Medical 3800 E Centre Ave. Portage, MI49002, United States 


Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, EMS/Transport


Problem: In an Important Medical Device Notification letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Stryker
states that the roller component on the lifting mechanism of the above safety hooks may be 2 mm too large, potentially causing the hooks to jam the red
release lever on the head end of the above stretchers (if so equipped). This problem may result in an unexpected rapid lowering at the head end of the
stretcher and lead to possible patient neck injury. Stryker has received no reports of patient injury associated with this problem.


Action Needed:
Identify any affected stretchers in your inventory. If you have affected stretchers, verify that you have received the Important Medical Device
Notification letter and business reply form from Stryker. Complete the business reply form, and return it to Stryker. Upon receipt of the form, Stryker will
contact your facility to arrange for modification or repair of affected stretchers, replacing 20 mm rollers in the above hooks with 18 mm rollers. Until the
repair is made, if the head end of affected stretchers unexpectedly lower because the red release handle is stuck, remove this stretcher from use. Forward a
copy of the letter to any facility to which you have further distributed affected product, and notify Stryker of the transfer and/or of units no longer in use.
For Further Information:
Stryker
Website: Click here


References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Ausfahrsicherung (Stryker M1-Trage) by Stryker


Medical-Kalamazoo [online]. 2017 Sep 5 [cited 2017 Sep 7]. 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 Sep 7. BfArM (Germany). 04406/17 Download
● 2017 Sep 7. BfArM (Germany). Download
● 2017 Sep 8. Manufacturer. The manufacturer confirmed the information in the source material.
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http://www.stryker.com/en-us/corporate/ContactUs/index.htm

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/02/2017/04406-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/02/2017/04406-17_kundeninfo_en.html

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/159767/20170905StrykerModel6100M1AmbulanceTrolleysBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/159768/2017StrykerModel6100M1AmbulanceTrolleysBfArM.pdf



MMOqalaa
(A29175) Stryker-M-1 Roll In System Ambulance Stretchers with Schnitzler German.pdf




[High Priority ] - A29066 01 : *�Zimmer Biomet/Medtech—ROSA Surgical Systems: Unwanted Movement of the Robot May Occur; Communication Failure May
Occur between an Electrocoagulation Device and the Medical Footswitch [Update]


[High Priority ] - A29066 01 : *�Zimmer Biomet/Medtech—ROSA Surgical Systems: Unwanted
Movement of the Robot May Occur; Communication Failure May Occur between an
Electrocoagulation Device and the Medical Footswitch [Update]
Medical Device Ongoing Action
Published: Thursday, September 14, 2017


UMDNS Terms:
•  Telemanipulation Systems, Surgical [18599]


Product Identifier:
�ROSA Surgical Systems [Capital Equipment]
Herga Footswitch Model No. 6289-WS; ROSA Surgical System Model No. 2.5.8
ROSA Devices with Herga Footswitch Serial Nos. (U.S.): RO10009, RO10011, RO10014, RO13023, RO13027, RO14031, RO14033, RO14035,
RO14037, RO14038, RO14039, RO14040, RO14041, RO14043, RO15044, RO15045, RO15046, RO15048, RO15050, RO15051, RO15052, RO15053,
RO15054, RO15058, RO15059, RO15060, RO15061, RO15062, RO15063, RO15064, RO15067, RO15069
ROSA Devices with Herga Footswitch Serial Nos. (Outside the U.S.): RO08003, RO09004, RO09005, RO10007, RO10010, RO10013, RO11015,
RO11016, RO11017, RO12018, RO12019, RO12020, RO12021, RO12022, RO13024, RO13025, RO13026, RO14029, RO14030, RO14032, RO14034,
RO14036, RO14042, RO15047, RO15049, RO15055, RO15056, RO15057, RO15065, RO15066, RO15068, RO15070
Previous Product Listing: Alert A29066


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, China, France,
Germany, India, Israel, Italy, Russia, Saudi Arabia, Spain, U.K., U.S.


Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Medtech SAParc de Bellegarde Batiment A, F-34170 Castelnau Le Lez, France


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Information Technology, Neurology


Summary:
�This Alert provides additional information based on FDA Center for Devices and Radiological Health (CDRH) source material regarding Alert 
A29066 . New information is provided in the Product Identifier and Geographic Regions fields. FDA's CDRH states that Zimmer Biomet initiated a
correction by Urgent Medical Device Recall Correction letter dated July 26, 2017.
Problem:
�In a July 28, 2017, Urgent Medical Device FSCA/Recall Correction letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Zimmer Biomet states that unwanted movement of the above systems may occur under the following conditions:


1. A micromovement is requested by the user, and the position is not accessible with the current orientation of the robot. The software will
then test all possible angles with the current configuration.


2. The requested position is still not accessible. The software will then test with the reverse configuration. The change of angle or
configuration may cause unwanted movement of the robot.


Zimmer Biomet also states that this problem may lead to the robot performing a larger motion than expected during a micromovement, potentially
leading to permanent patient impairment, necessitating additional medical intervention, or death if the hazardous situation is not detected by the user.
Zimmer Biomet further states that Medtech has received one customer report related to this problem. Zimmer Biomet states that use of an
electrocoagulation device and the medical footswitch during surgery may result in interference between these devices, potentially leading to
communication failure and/or system shutdown and a delay in surgery. This problem occurs only with the Herga model of the medical footswitch.
Zimmer Biomet also states that Medtech has received seven customer reports related to this problem. Zimmer Biomet states that this is a retrospective
action; Medtech previously took this field action, but it was not reported to the applicable authorities. As part of the integration of Medtech with Zimmer
Biomet, Zimmer Biomet is distributing customized letters to facilities where the action may not have been completed.


Action Needed:
�The following actions are those listed in Alert A29066 . Identify any affected systems in your inventory. If you have affected systems, verify that you
have received the July 28, 2017, Urgent Medical Device FSCA/Recall Correction letter and Certificate of Acknowledgment form from Zimmer Biomet.
Complete the Certificate of Acknowledgment form, and return it to Zimmer Biomet using the instructions on the form. A Medtech representative will
contact your facility to schedule the installation of software update 2.5.8.4 to correct the unwanted movement problem. Until Medtech can implement the
correction, discontinue use of the micromovement function on affected systems equipped with any software version before version 2.5.8.4. A Medtech
representative will contact your facility to schedule a replacement of the Herga footswitch with a steute medical footswitch, which can be used in
conjunction with electrocoagulation without interference. Until the steute medical footswitch can be installed, discontinue use of electrocoagulation
devices with the Herga medical footswitch. Notify all relevant personnel at your facility of the information in the letter. Report any adverse events
associated with the use of affected product to Medtech/Zimmer Biomet by e-mail at Medtech_FSCA@zimmerbiomet.com .
For Further Information:
Medtech customer call center
Tel.: 33 (4) 67107740, 9 a.m. to 6 p.m. Central European time, Monday through Friday
E-mail: Medtech_FSCA@zimmerbiomet.com
Website: Click here
Zimmer Biomet
U.K.
Tel.: 33 (467) 107740
U.S.
(800) 874-7711, ext. 9225
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Zimmer Biomet: ROSA [online]. London: Department of Health;


2017 Aug 7 [cited 2017 Aug 8]. (Field safety notice; reference no. 2017/008/001/291/018). Available from Internet: Click here .
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631368

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631368

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631368

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631368

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631368

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631368

mailto:Medtech_FSCA@zimmerbiomet.com

mailto:Medtech_FSCA@zimmerbiomet.com

http://www.medtech.fr/en/contact

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

https://www.gov.uk/drug-device-alerts/field-safety-notice-31-july-to-4-august-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-31-july-to-4-august-2017





● United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Herga foot switch, a
component of ROSA surgical device [online]. 2017 Sep 12 [cited 2017 Sep 13]. 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 Sep 13. FDA CDRH Database. Class II. Z-3117-2017 Download
● 2017 Sep 13. MHRA FSN. 2017/008/001/291/018 Download
● 2017 Sep 13. MHRA FSN. ZFA Nos.: 2017-272, 2017-285 (includes reply form) Download
● 2017 Sep 13. Manufacturer. The manufacturer confirmed the information provided in the source material.
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=156850

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=156850

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/159945/20170912ZimmerBiometROSADevicesFDA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/159946/20170807MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/159947/20170728ZimmerBiometROSAMHRA.pdf



MMOqalaa
A29066 01  Zimmer Biomet Medtech-ROSA Surgical Systems.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Lifecodes HLA-DRB1 SSO 

Typing Kit and HLA-

DQA1/B1 Typing Kit

9/20/2017 Immucor GmbH. 2 https

://nc

mdr.

Medical supplies & 

Services Co.Ltd 

Mediserv

New

Minicap Protein 6 9/21/2017 SEBIA FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11544Dar Al-Zahrawi Medical Co. LLCNew

Oxoid AST Disc - 

Ceftazidime CAZ10

9/20/2017 ThermoFisher Scientific 

Microbiology Perth

2 https

://nc

Fuad Abdul Jalil Al 

Fadhli & Sons

New

Radiometer AQT90FLEX 

Immunoassay analyser

9/20/2017 Radiometer America Inc 2 https

://nc

Salehiya Trading Est.New

Various VERIS Reagent 

Packs Used with DxN 

VERIS Molecular 

Diagnostic Systems

9/18/2017 Beckman Coulter… 2 Attac

hed

Beckman Coulter Saudi 

Arabia Co Ltd

# New

Non-active implantable devices

Bileaflet Mechanical 

Heart Valves

9/20/2017 Medtronic SA 2 Attac

hed

Medtronic Saudi Arabia# New

Bileaflet Mechanical 

Heart Valves

9/20/2017 On-X Life Technologies, 

Inc

2 Attac

hed

Al Mofadaly Trading 

Est.

# New

Bileaflet Mechanical 

Heart Valves

9/20/2017 Sorin Group 2 Attac

hed

Arabian Trade House 

Est.

# New

Firebird NXG Spinal 

Fixation System 

Decorticating Planer

9/18/2017 Orthofix 2 https

://nc

mdr.

Arabian Health Care 

Supply Co. (AHCSC)

New

Herga foot switch, a 

component of ROSA 

Surgical Device

9/19/2017 Zimmer, INC…. 2 https

://nc

mdr.

Medical Regulations 

Gate

New

Impactor Handle 9/21/2017 Waldemar LINK GmbH & Co FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11543Abdul Jaleel Ibrahim Batterjee Sons Development Co. Ltd.New

Lentis Foldable 

Intraocular Lenses (IOL)

9/20/2017 Oculentis 2 https

://nc

Omar Saeed Al-

Amoudi Sons Co. 

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11534
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11544
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11540
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11537
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11525
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11526
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11543
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11536



[High Priority ] - A29164 : Beckman Coulter—Various VERIS Reagent Packs Used with DxN VERIS Molecular Diagnostic Systems: May Be Invalidated by
System, Potentially Leading to Display of Incorrect Expiration Date and/or Available Number of Tests


[High Priority ] - A29164 : Beckman Coulter—Various VERIS Reagent Packs Used with DxN VERIS
Molecular Diagnostic Systems: May Be Invalidated by System, Potentially Leading to Display of
Incorrect Expiration Date and/or Available Number of Tests
Medical Device Ongoing Action
Published: Tuesday, September 12, 2017
Last Updated: Thursday, September 14, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Molecular Assay, Infection, Virus, Cytomegalovirus, DNA [22271]
•  IVD Test Reagent/Kits, Molecular Assay, Infection, Virus, Hepatitis B, DNA [22287]
•  IVD Test Reagent/Kits, Molecular Assay, Infection, Virus, Hepatitis C, RNA [22291]
•  IVD Test Reagent/Kits, Molecular Assay, Infection, Virus, Retrovirus, HIV-1, RNA [22330]
•  Analyzers, Laboratory, Molecular Assay [20668]


Product Identifier:


VERIS Assay Reagent Packs
(ARPs) used with DxN VERIS
Molecular Diagnostic
Systems:


Reference
Nos.:


CMV (Cytomegalovirus) B15514,
B37877


HBV (Hepatitis B) B15522,
B37878


HCV (Hepatitis C) B15520,
B37879


HIV-1 (Human
Immunodeficiency Virus-1)


B15518,
B37880


[Consumable, Capital Equipment]
All lot numbers


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


Manufacturer(s): Beckman Coulter Inc Clinical Diagnostics Div250 S Kraemer Blvd, Brea, CA 92822-8000, United States


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


Problem:
In an August 17, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Beckman
Coulter states that the above systems may invalidate the above ARPs under certain conditions. If the above ARPs are invalidated by the above systems
and if one or more of the ARPs is invalidated and then placed back on the system, the system may display an incorrect after-initial-use (onboard or open
pack) expiration date and/or available number of tests on the user interface (UI). Beckman Coulter also states that an ARP with an incorrect after-initial-
use expiration date will be available for use beyond the date specified in the instructions for use (IFU) (the specified dates are 14 days for the above HIV-
1 ARPs and 30 days for the above CMV, HBV, and HCV ARPs). Beckman Coulter further states that an ARP with an incorrect available number of tests
could be used for 49 or more total tests rather than the allotted 48 tests. Beckman Coulter states that an ARP that is used past the after-initial-use
expiration date specified in the IFU or past 48 tests may cause false-low or suppressed results. The manufacturer has not confirmed the information
provided in the source material.


Action Needed:
Identify any affected product in your inventory. If you use affected product, verify that you have received the August 17, 2017, Urgent Field Safety
Notice letter and Vigilance Response Form from Beckman Coulter. Discard all previously punctured ARPs by doing the following (for an image
comparing punctured and not punctured ARPs, see Figure 1 in the letter ):


● Remove and inspect all ARPs onboard the DxN VERIS system to determine whether an ARP is punctured; discard the ARP if it is
punctured.


● Discard any punctured ARPs stored offboard the DxN VERIS system.
Beckman Coulter will update the DxN VERIS software to resolve this problem. Until a software update is released, discard all invalidated ARPs that are
reported in the DxN VERIS event log with "An ARP has been invalidated" event. At the discretion of your laboratory director, notify clinicians that it is
possible that false-low VERIS CMV, HBV, HCV, or HIV-1 sample results generated using the above ARPs that were used after they had been
invalidated were reported by your laboratory. 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. Retain a copy of the letter with your laboratory quality system documentation.
Complete the Vigilance Response Form, and return it to Beckman Coulter using the instructions on the form. To request replacement product, contact
your Beckman Coulter local representative by telephone at (0870) 24360001 (select option 1) or by e-mail at bcukorders@beckman.com .
 
For Further Information:
Beckman Coulter customer support hotline
Tel.: (0845) 6001345
E-mail: techsupportuk@beckman.com
Website: Click here


�References:
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/159936/20170817BeckmanCoulterVERISAssayReagentPacksMHRA.pdf?option=80F0607

mailto:bcukorders@beckman.com

mailto:techsupportuk@beckman.com

http://www.beckmancoulter.com/customersupport/support





● Great Britain. Medicines and Healthcare Products Regulatory Agency. Beckman Coulter [online]. London: Department of Health; 2017
Sep 4 [cited 2017 Sep 8]. (Field safety notice; reference no. 2017/008/017/601/011). 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 Sep 8. MHRA FSN. 2017/008/017/601/011 Download
● 2017 Sep 8. MHRA FSN. FSN 31556 (includes reply form) Download
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https://www.gov.uk/drug-device-alerts/field-safety-notice-29-august-to-1-september-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-29-august-to-1-september-2017

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/160030/20170904BeckmanCoulterVERISAssayReagentPacksMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/160031/20170817BeckmanCoulterVERISAssayReagentPacksMHRA.pdf
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[High Priority ] - A29160 : Replacement Bileaflet Mechanical Heart Valves—MHRA Warns of Serious Risks Associated with Inversion on Holder and
Potential for Inverted Implantation


[High Priority ] - A29160 : Replacement Bileaflet Mechanical Heart Valves—MHRA Warns of Serious
Risks Associated with Inversion on Holder and Potential for Inverted Implantation
Medical Device Ongoing Action
Published: Tuesday, September 5, 2017


UMDNS Terms:
•  Prostheses, Cardiac Valve, Artificial, Bileaflet [33925]


Product Identifier:
�Replacement Bileaflet Mechanical Heart Valves [Consumable]


Geographic Regions: U.K.


Manufacturer(s): St Jude Medical IncOne St Jude Medical Dr, St Paul, MN 55117, United States
LivaNova plc20 Eastbourne Terrace, London W2 6LG, England
Medtronic Ltd9 Hatters Lane, Watford WD18 8WW, England
On-X Life Technologies Inc1655 Roberts Blvd NW, Kennesaw, GA 30144, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Risk Management/Continuous Quality Improvement,
Materials Management


Problem:
�The U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Medical Device Alert ( MDA/2017/028R ) warning healthcare
workers that serious risks are associated with inversion of the above valves on their holder and the potential of inverted implantation. MHRA is aware of
five incidents worldwide, including two fatal cases, over the last 15 years in which mechanical bileaflet prosthetic valves of different models are believed
to have been implanted inverted because they were put on their holder upside down. MHRA states that the actual figure is likely higher because these
events are under-reported. The probability of this error is low relative to the millions of valves implanted during this 15-year period. MHRA also states
that the manufacturers of these valves, St. Jude Medical (now Abbott), LivaNova, Medtronic, and On-X Life Technologies, include warnings in the
products' instructions for use (IFU) warning users not to remount a valve on its holder. St. Jude Medical's holder design is currently unidirectional,
eliminating the risk of inversion on the holder during valve assembly. To help prevent inverted mounting, MHRA has acquired agreement with the other
three manufacturers to redesign their holders to be unidirectional. Depending on the manufacturer, valves mounted on unidirectional holders are unlikely
to become available in the U.K. for a year or more because these redesigns involve long-term design projects. The manufacturers have not confirmed the
information provided in the source material.


Action Needed:
�MHRA recommends that you take the following actions:


● Do not attempt to reattach a valve to its holder if it is separated before or during valve surgery; doing so is contrary to the manufacturers’
IFU.


● Ensure that the whole surgical team is trained on the handling of each make of valve that they use, including awareness of warnings and
precautions in the IFU and any design features influencing its use.


● Report all adverse events associated with the use of affected product to the manufacturer(s) and to MHRA through the Yellow Card scheme
 or the appropriate devolved administration; Welsh customers should follow specific advice for reporting in Wales in MDA/2004/054 .


 
For technical inquiries to MHRA:
Alexander McLaren or Hazel Randall
Tel.: (020) 30807292 or (020) 30807287, respectively
E-mail:  Alexander.McLaren@mhra.gov.uk  or Hazel.Randall@mhra.gov.uk
For clinical inquiries to MHRA:
Mark Grumbridge
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.: (02920) 823624 or (02920) 825510
E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiries to MHRA should cite reference no. MDA/2017/028R or 2015/003/027/401/002.


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Replacement bileaflet mechanical heart valves—risk of inverted


implantation [online]. London: Department of Health; 2017 Aug 31 [cited 2017 Aug 31]. (Medical device alert; no. MDA/2017/028R).
Available from Internet: Click here .
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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):


● 2017 Aug 31. MHRA MDA. MDA/2017/028R Download
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[High Priority ] - A29160 : Replacement Bileaflet Mechanical Heart Valves—MHRA Warns of Serious Risks Associated with Inversion on Holder and
Potential for Inverted Implantation


[High Priority ] - A29160 : Replacement Bileaflet Mechanical Heart Valves—MHRA Warns of Serious
Risks Associated with Inversion on Holder and Potential for Inverted Implantation
Medical Device Ongoing Action
Published: Tuesday, September 5, 2017


UMDNS Terms:
•  Prostheses, Cardiac Valve, Artificial, Bileaflet [33925]


Product Identifier:
�Replacement Bileaflet Mechanical Heart Valves [Consumable]


Geographic Regions: U.K.


Manufacturer(s): St Jude Medical IncOne St Jude Medical Dr, St Paul, MN 55117, United States
LivaNova plc20 Eastbourne Terrace, London W2 6LG, England
Medtronic Ltd9 Hatters Lane, Watford WD18 8WW, England
On-X Life Technologies Inc1655 Roberts Blvd NW, Kennesaw, GA 30144, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Risk Management/Continuous Quality Improvement,
Materials Management


Problem:
�The U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Medical Device Alert ( MDA/2017/028R ) warning healthcare
workers that serious risks are associated with inversion of the above valves on their holder and the potential of inverted implantation. MHRA is aware of
five incidents worldwide, including two fatal cases, over the last 15 years in which mechanical bileaflet prosthetic valves of different models are believed
to have been implanted inverted because they were put on their holder upside down. MHRA states that the actual figure is likely higher because these
events are under-reported. The probability of this error is low relative to the millions of valves implanted during this 15-year period. MHRA also states
that the manufacturers of these valves, St. Jude Medical (now Abbott), LivaNova, Medtronic, and On-X Life Technologies, include warnings in the
products' instructions for use (IFU) warning users not to remount a valve on its holder. St. Jude Medical's holder design is currently unidirectional,
eliminating the risk of inversion on the holder during valve assembly. To help prevent inverted mounting, MHRA has acquired agreement with the other
three manufacturers to redesign their holders to be unidirectional. Depending on the manufacturer, valves mounted on unidirectional holders are unlikely
to become available in the U.K. for a year or more because these redesigns involve long-term design projects. The manufacturers have not confirmed the
information provided in the source material.


Action Needed:
�MHRA recommends that you take the following actions:


● Do not attempt to reattach a valve to its holder if it is separated before or during valve surgery; doing so is contrary to the manufacturers’
IFU.


● Ensure that the whole surgical team is trained on the handling of each make of valve that they use, including awareness of warnings and
precautions in the IFU and any design features influencing its use.


● Report all adverse events associated with the use of affected product to the manufacturer(s) and to MHRA through the Yellow Card scheme
 or the appropriate devolved administration; Welsh customers should follow specific advice for reporting in Wales in MDA/2004/054 .


 
For technical inquiries to MHRA:
Alexander McLaren or Hazel Randall
Tel.: (020) 30807292 or (020) 30807287, respectively
E-mail:  Alexander.McLaren@mhra.gov.uk  or Hazel.Randall@mhra.gov.uk
For clinical inquiries to MHRA:
Mark Grumbridge
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.: (02920) 823624 or (02920) 825510
E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiries to MHRA should cite reference no. MDA/2017/028R or 2015/003/027/401/002.


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Replacement bileaflet mechanical heart valves—risk of inverted


implantation [online]. London: Department of Health; 2017 Aug 31 [cited 2017 Aug 31]. (Medical device alert; no. MDA/2017/028R).
Available from Internet: Click here .
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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):


● 2017 Aug 31. MHRA MDA. MDA/2017/028R Download
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[High Priority ] - A29160 : Replacement Bileaflet Mechanical Heart Valves—MHRA Warns of Serious Risks Associated with Inversion on Holder and
Potential for Inverted Implantation


[High Priority ] - A29160 : Replacement Bileaflet Mechanical Heart Valves—MHRA Warns of Serious
Risks Associated with Inversion on Holder and Potential for Inverted Implantation
Medical Device Ongoing Action
Published: Tuesday, September 5, 2017


UMDNS Terms:
•  Prostheses, Cardiac Valve, Artificial, Bileaflet [33925]


Product Identifier:
�Replacement Bileaflet Mechanical Heart Valves [Consumable]


Geographic Regions: U.K.


Manufacturer(s): St Jude Medical IncOne St Jude Medical Dr, St Paul, MN 55117, United States
LivaNova plc20 Eastbourne Terrace, London W2 6LG, England
Medtronic Ltd9 Hatters Lane, Watford WD18 8WW, England
On-X Life Technologies Inc1655 Roberts Blvd NW, Kennesaw, GA 30144, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Risk Management/Continuous Quality Improvement,
Materials Management


Problem:
�The U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Medical Device Alert ( MDA/2017/028R ) warning healthcare
workers that serious risks are associated with inversion of the above valves on their holder and the potential of inverted implantation. MHRA is aware of
five incidents worldwide, including two fatal cases, over the last 15 years in which mechanical bileaflet prosthetic valves of different models are believed
to have been implanted inverted because they were put on their holder upside down. MHRA states that the actual figure is likely higher because these
events are under-reported. The probability of this error is low relative to the millions of valves implanted during this 15-year period. MHRA also states
that the manufacturers of these valves, St. Jude Medical (now Abbott), LivaNova, Medtronic, and On-X Life Technologies, include warnings in the
products' instructions for use (IFU) warning users not to remount a valve on its holder. St. Jude Medical's holder design is currently unidirectional,
eliminating the risk of inversion on the holder during valve assembly. To help prevent inverted mounting, MHRA has acquired agreement with the other
three manufacturers to redesign their holders to be unidirectional. Depending on the manufacturer, valves mounted on unidirectional holders are unlikely
to become available in the U.K. for a year or more because these redesigns involve long-term design projects. The manufacturers have not confirmed the
information provided in the source material.


Action Needed:
�MHRA recommends that you take the following actions:


● Do not attempt to reattach a valve to its holder if it is separated before or during valve surgery; doing so is contrary to the manufacturers’
IFU.


● Ensure that the whole surgical team is trained on the handling of each make of valve that they use, including awareness of warnings and
precautions in the IFU and any design features influencing its use.


● Report all adverse events associated with the use of affected product to the manufacturer(s) and to MHRA through the Yellow Card scheme
 or the appropriate devolved administration; Welsh customers should follow specific advice for reporting in Wales in MDA/2004/054 .


 
For technical inquiries to MHRA:
Alexander McLaren or Hazel Randall
Tel.: (020) 30807292 or (020) 30807287, respectively
E-mail:  Alexander.McLaren@mhra.gov.uk  or Hazel.Randall@mhra.gov.uk
For clinical inquiries to MHRA:
Mark Grumbridge
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.: (02920) 823624 or (02920) 825510
E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiries to MHRA should cite reference no. MDA/2017/028R or 2015/003/027/401/002.


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Replacement bileaflet mechanical heart valves—risk of inverted


implantation [online]. London: Department of Health; 2017 Aug 31 [cited 2017 Aug 31]. (Medical device alert; no. MDA/2017/028R).
Available from Internet: Click here .
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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):


● 2017 Aug 31. MHRA MDA. MDA/2017/028R Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Preloaded hydrophobic 

intraocular lenses

9/21/2017 Cristalens Industrie FSN https

://nc

N/ANew

Ophthalmic and optical devices

Z28 Cartridges 9/19/2017 Aaren Scientific Inc, 2 AttachedGulf Medical Co.# New

Reusable devices

Various Duodenoscopes  

,.

9/18/2017 FUJIFILM Corporation 2 https

://nc

Al-Jeel Medical & 

Trading Co. LTD

Update

Single-use devices

BD Needle 22GA 11/2in 

SafetyGlide

9/19/2017 Becton Dickinson & Co. 

(BD)

2 https

://nc

Becton Dickinson B.V.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

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11545
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11531
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11529
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A29176 : �Aaren Scientific—Z28 Cartridges: May Be Labeled with Incorrect Storage Instructions


[High Priority ] - A29176 : �Aaren Scientific—Z28 Cartridges: May Be Labeled with Incorrect Storage
Instructions
Medical Device Ongoing Action
Published: Friday, September 8, 2017


UMDNS Terms:
•  Intraocular Lens Inserters [17544]


Product Identifier:
�Z28 Cartridges [Consumable]
Part No. 003500-0025-282; Batch Nos.: 160204 EXP JAN 31 2018, 160505 EXP APR 30 2018, 161006 EXP SEP 30 2018, 161018 EXP SEP 30 2018,
161028 EXP SEP 30 2018, 161219 EXP NOV 30 2018, 170120 EXP DEC 31 2018
786 units distributed


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


Manufacturer(s): Aaren Scientific1040 S Vintage Ave, Bldg A, Ontario, CA 91761-3631, United States


Suggested Distribution: OR/Surgery, Ophthalmology, Materials Management


Problem: Ina September 1, 2017, Urgent Medical Device Recall letter submitted by an ECRIInstitute member hospital, Aaren Scientific states that
because of a labeling error, the labels on the above cartridges recommend storage at atemperature “Up to 45�C," which may accelerate aging of affected
product. Continued use may lead to thecartridge splittingat the distal tip, potentially requiring enlargement of the corneal incision toremove the device
from the cornea. The manufacturer has not confirmed theinformation provided in the source material.


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 September 1, 2017, Urgent Medical Device Recall letter and Customer Reply Form from Aaren Scientific. The batch number appears at the
top of each individual carton. Refer to the letter  for a labeling example. The batch number is also present on the Tyvek pouch of each cartridge within
the package. Regardless of whether you have affected product, complete the Customer Reply Form and return it to Aaren Scientific using the instructions
on the form. Upon receipt of the form, Aaren Scientific will provide a Return Good Authorization (RGA) number to replace all affected product. 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. To arrange for product return, or to report product complaints or adverse events associated the use of affected cartridges, contact Aaren
Scientific's customer support department by telephone at the number below. When reporting a complaint, provide the cartridge batch number and, if a
patient was involved, the date of surgery, a description of the event, and patient outcome.
For Further Information:Aaren Scientific customer support department
Tel.: (909) 937-1033
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):


● 2017 Sep 8. Member Hospital. Aaren Scientific letter submitted by ECRI Institute member hospital Download
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