
SBED Weekly Update 03-Apr-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 

36 SFDA website
3/27/2017 4/2/2017

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: WU1714

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

Da Vinci® Xi EndoWrist 

Stapler Release Kit

4/2/2017 Intuitive Surgical Inc FSN httpsGulf Medical Co.New

Rusch, Latex Free 

Robertazzi Airway

3/28/2017 Teleflex Medical 2 httpsEbrahim M. Al-Mana & 

Bros. Co. Ltd.

New

Assistive products for persons with disability

HIGH / MID PROFILE 

single compartment 

cushion with Sensor 

Ready Technology

4/2/2017 ROHO Inc. FSN https

://nc

mdr.

alsandross internationalNew

Dental devices

Neodent 108.139 CM 

Exact intra oral scanbody

3/30/2017 Instradent USA, Inc. FSN httpsN/ANew

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10865
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10843
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10861
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10855


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Diagnostic and therapeutic radiation devices

Artis zee systems with SW 

VD11 and A100 generator

4/2/2017 SIEMENS FSN httpsSiemens Medical 

Solutions

New

ARTISTE MV System, 

Mevatron M2/Primus Mid 

Energy and PRIMUS HI, 

ONCOR" Avantgarde, 

ONCOR" Expression, 

Impression and 

Impression plus

3/28/2017 Siemens Medical 

Solutions

2 https

://nc

mdr.

sfda.

gov.s

a/Se

Siemens Medical 

Solutions

New

Battery for defibrillator 

FRED easy

4/2/2017 Schiller AG FSN httpsMedical supplies & 

Services Co.Ltd 

New

Brilliance BigBore 

Radiology CT

3/28/2017 Philips Healthcare 2 httpsPhilips Healthcare 

Saudi Arabia Ltd.

New

Hitachi Echelon MRI 

System

3/29/2017 Hitachi Medical Corp 2 httpsABDULREHMAN AL 

GOSAIBI GTB

New

Merge Cardio with Issuer 

Patient ID ( IPID)

3/28/2017 Merge Healthcare Corp. 2 httpsN/ANew

Orthosize Templating 3/28/2017 Zimmer Biomet 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10838Al Amin Medical Instruments Co. Ltd.New

Robot Imager and Gantry 

Imager

4/2/2017 SIEMENS FSN httpsSiemens Medical 

Solutions

New

Syngo.plaza Picture 

Archiving and 

communications systems

3/29/2017 Siemens Medical 

Solutions

2 https

://nc

Siemens Medical 

Solutions

New

Electro mechanical medical devices

9.6F Plastic Dignity 

MidSized CT port 

w/PreAttached Silicone 

Catheter

3/29/2017 Medical Components, 

Inc

2 https

://nc

mdr.

Farabi Trading 

Establishment

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10858
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10842
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10860
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10836
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10844
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10835
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10838
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10859
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10851
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10845


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

HeartStart MRx 

Monitor/Defibrillators  ,.

3/27/2017 Philips Healthcare 2 httpsPhilips Healthcare 

Saudi Arabia Ltd.

# New

Jaundice Meters 3/27/2017 Draeger Medical Systems Inc 2 AttachedDraeger Arabia Co. Ltd.# New

Level Sensor II Pads 3/29/2017Terumo Cardiovascular Systems Corporation 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10854ABDULREHMAN AL GOSAIBI GTBNew

NonSterile Double DIN to 

DIN "Y" Connector

3/29/2017 Molded Products Inc 2 httpsN/ANew

Healthcare facility products and adaptations

Hand Foot II 3/29/2017 National Biological Corp 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10848N/ANew

In vitro diagnostic devices

cobas 8000 ISE module 

900 / 1800, cobas c 311 / 

501 / 502 / 701 / 702

3/30/2017 Roche Diagnostics Corp FSN https

://nc

FAROUK, MAAMOUN 

TAMER & COMPANY

New

Legionella IFA Substrate 

Slide

4/2/2017 Focus Diagnostics Inc 2 httpsABDULLA FOUAD 

HOLDING COMPANY

New

Medical software

Arial WaterResistant 

Pendant, model 59350

3/28/2017 Stanley Healthcare 

Solutions

2 httpsN/ANew

MotoCLIP(TM) Super 

Elastic Fusion System

3/28/2017 Crossroads Extremity 

Systems Llc

2 httpsN/ANew

Non-active implantable devices

BIOLOX Forte Alumina 

Ceramic Femoral Heads

3/27/2017 MicroPort Orthopedics 2 AttacNew Alnaser Medical 

Establishment

# New

drill bit f. quick coupling; 

Ø3.2 x 160 / spiral In 60 / 

quadr. spiral / cann. / 

inside / Ø1,7

4/2/2017 Konigsee Implantate 

GmbH.

FSN https

://nc

mdr.

Rehab Al-SafwaNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10849
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10854
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10847
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10848
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10856
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10866
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10837
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10839
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10863



[High Priority ] - A28163 : Philips—HeartStart MRx Monitor/Defibrillators: Battery Connecting Pins May become Damaged or Contaminated, Potentially
Resulting in Poor Electrical Connection; May Exhibit Abnormal Actions


[High Priority ] - A28163 : Philips—HeartStart MRx Monitor/Defibrillators: Battery Connecting Pins
May become Damaged or Contaminated, Potentially Resulting in Poor Electrical Connection; May
Exhibit Abnormal Actions
Medical Device Ongoing Action
Published: Wednesday, March 1, 2017
Last Updated: Friday, March 24, 2017


UMDNS Terms:
•  Defibrillator/Pacemakers, External  [17882]
•  Defibrillators, External, Manual  [11134]


Product Identifier:
�HeartStart MRx Monitor/Defibrillators: (1) M3535A, (2) M3535ATZ, (3) M3536A, (4) M3536ATZ, (5) M3536M, (6) M3536M2, (7) M3536M3, (8)
M3536M4, (9) M3536M5, (10) M3536M6, (11) M3536M7, (12) M3536M8, (13) M3536M9, (14) M3536MC [Capital Equipment]


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


Manufacturer(s): Philips Healthcare North America3000 Minuteman Rd, Andover, MA 01810-1099, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, Nursing, OR/Surgery, Information Technology, EMS/Transport


Problem:
In a February 2017 Urgent Medical Device Correction letter, Philips states that following problems may occur on the above monitor/defibrillators:
(1) If the battery connecting pins in the battery compartment of the above monitor/defibrillator becomes damaged or contaminated, it could result in a
poor electrical connection that may cause the system to either not power on or repetitively reboot, when used on battery power only. If either problem
occurs, the system may become inoperative, potentially delaying therapy to a patient in need of defibrillation, cardioversion, pacing, or monitoring.(2) Af
ter unplugging the device from AC mains, the following actions may occur in the above monitor/defibrillators:


● After the user depresses the charge button, the device attempts to charge and, after approximately 20 sec, generates the "Shock Equipment
Malfunction" error message and is unable to deliver shock therapy.


● Pacing may cease without warning.


These device behaviors continue until the unit is reset. Philips states that these abnormal device actions are uncommon and difficult to consistently
reproduce. Two separate events must coincide for the problems to occur:


● When the user unplugs AC power, the monitor/defibrillator inappropriately remains in the "AC mains" operating mode and fails to switch to
the "battery only" mode, and


● The battery is at least partially depleted.


These problems do not happen when the device is operating on 2 batteries. There have been no reports of these problems when the device is unplugged
from DC power. Because the monitor/defibrillator is unable to charge, it may not be able to deliver defibrillation shock therapy to a patient in
need. Philips further states that, while never observed to date, pacing may stop without warning; therefore, the patient might experience a delay in pacing
therapy.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the February 2017 Urgent Medical
Device Correction letter from Philips. To identify affected units, locate the model and serial number on the primary label on the back of the unit in battery
bay B.
(1) Philips states that when inspecting the device, inspect the battery compartment connections and include this step as part of a routine operational check
to verify that the battery connector pins are clean, fully extended, not bent, and without residue, as shown in the letter . Philips is providing an
instructions for use (IFU) addendum, "HeartStart MRx Battery Connector Pins" for all users. (2) After the device is unplugged from AC mains power, if
the External Power Indicator light on the monitor/defibrillator display (see Figure B in the letter ) continues to be illuminated, the device did not
appropriately switch to battery power and is at risk of abnormal charging and pacing.
When unplugging the monitor/defibrillator from AC mains, observe the External Power Indicator. If it remains lit, take the following actions to reset the
device:


● Leave the device unplugged,
● Remove and reinsert the battery, and
● Confirm that the Indicator has turned off.


There are 2 ways to prevent this power switching. The user can either:
1. Remove the AC module from the device instead of unplugging the cord from AC mains, as shown in Figure C of the letter .
2. Turn on the monitor/defibrillator using the rotary knob and allow it to complete the start-up before unplugging the device from AC


mains.
Philips also states that users should keep batteries fully charged before use, as stated in the IFU. Philips is evaluating both software and hardware changes
to prevent this abnormal device actions. Once the solution is available, you will be contacted by Philips if you have a device that is at risk of exhibiting
this problem.
For Further Information:
Philips local representative
Tel: (800) 722-9377
Website: Click here
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/149402/201702PhilipsHeartStartMRxMonitorDefibrillatorMFR2Redacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/149402/201702PhilipsHeartStartMRxMonitorDefibrillatorMFR2Redacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/149402/201702PhilipsHeartStartMRxMonitorDefibrillatorMFR2Redacted.pdf?option=80F0607

http://www.healthcare.philips.com/main/about/officelocator/index.wpd?link_origin=global_en_HC:main:header-healthcare:home_main





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 Feb 27. Manufacturer. FSN86100179A Download
● 2017 Mar 24. FDA. Class I. Medical Device Recalls Download


www.ecri.org . Printed from Health Devices Alerts on Monday, March 27, 2017 Page 2


©2017 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



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/150680/201702PhilipsHeartStartMRxMonitorDefibrillatorMFR2Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150681/20170324PhilipsHeartStartMRxDefibrillatorsFDA.pdf



AFHajlan
(A28163) Philips-HeartStart MRx Monitor-Defibrillators.pdf




[High Priority ] - A28107 : Draeger—Jaundice Meters: Battery May Prematurely Deteriorate


[High Priority ] - A28107 : Draeger—Jaundice Meters: Battery May Prematurely Deteriorate
Medical Device Ongoing Action
Published: Wednesday, March 1, 2017
Last Updated: Thursday, March 2, 2017


UMDNS Terms:
•  Bilirubinometers, Cutaneous [16166]


Product Identifier:
�Jaundice Meters [Capital Equipment]
Model No. JM-105; Serial Nos.: B2001001 through B2001085, B3001011 through B3001471, B3101001 through B3101125, B3201001 through
B3201101, B3301001 through B3301020, B3401001 through B3401020 (Without Barcode Scanner); B2501001 through B2501150, B3501017 through
B3501288, B3601001 through B3601090, B3701001 through B3701090, B3801001 through B3801020, B3901001 through B3901020 (With Barcode
Scanner)
Units manufactured between October 2013 and February 2015


Geographic Regions: Worldwide


Manufacturer(s): Draegerwerk AG & Co KGaAMoislinger Allee 53-55, 23558 Luebeck, Germany


Suggested Distribution: Clinical/Biomedical Engineering, Nursery, Nursing, Obstetrics/Gynecology/Labor and Delivery, Pediatrics, Home Care,
NICU


Problem:
�In a January 9, 2017, letter submitted by an ECRI Institute member hospital, Draeger states that continuous post market surveillance has shown that if
the above meters are fully charged, after 1 to 2 years of usage they may run out of battery after taking a few measurements. Draeger further states that
with average use, the meter should be able to take 200 to 250 measurements, if the device is fully charged. An investigation has found that this problem is
caused by battery deterioration because of a limited charging current; therefore, the charging circuit board has been modified in order to improve the
battery life.


Action Needed:
�Identify any affected product in your inventory and your meter runs out of battery after taking a few measurements, contact Draeger service department
to upgrade affected meters, at no charge, during the next maintenance cycle for minimal disturbance of your hospital operation. Devices should be sent to
Draeger's repair center.
For Further Information:
Draeger service support department
U.S.
Tel.: (800) 437-2437
Canada
Tel.: (866) 343-2273
E-mail: canadaservicessupport@draeger.com
Outside U.S. and Canada, contact your local Draeger representative
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 Feb 17. Member Hospital. Draeger letter submitted by an ECRI Institute member hospital Download
● 2017 Mar 1. Manufacturer. Manufacturer confirmed source documents
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mailto:canadaservicessupport@draeger.com

http://www.draeger.com/sites/enus_us/Pages/Company/Contact_Searchresult.aspx?Country=US&amp;language=en&amp;ContactType=&amp;Division=&amp;default=true

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/149591/20170109DraegerJaundiceMetersClientRedacted.pdf



AFHajlan
(A28107) Draeger-Jaundice Meters.pdf




[High Priority ] - A28129 : �MicroPort—BIOLOX Forte Alumina Ceramic Femoral Heads: May Be Too Short


[High Priority ] - A28129 : �MicroPort—BIOLOX Forte Alumina Ceramic Femoral Heads: May Be Too
Short
Medical Device Ongoing Action
Published: Wednesday, March 1, 2017


UMDNS Terms:
•  Prostheses, Joint, Hip, Femoral Component  [16095]


Product Identifier:
36 mm BIOLOX Forte Alumina
Ceramic Femoral Heads:


Part Nos.:


SLT Taper Short Neck 26000010
SLT Taper Medium Neck 26000011
SLT Taper Long Neck 26000012


[Consumable]


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


Manufacturer(s): MicroPort Orthopedics Inc 5677 Airline Rd, Arlington, TN 38002, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
In a February 8, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), MicroPort
states that the above heads may measure about 2 mm shorter than other MicroPort 36 mm femoral heads (cobalt chrome and BIOLOX DELTA ceramic
femoral heads). The problem may cause joint laxity and/or dislocation, potentially necessitating revision surgery. 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 February 8,
2017, Urgent Field Safety Notice letter and Acknowledgment Form from MicroPort. Complete the Acknowledgment Form, and return it to the
manufacturer using the instructions on the form. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the
letter to any facility to which you have further distributed affected product. Notify MicroPort of any adverse events associated with the use of affected
product. Return any affected product to your MicroPort local representative. Maintain the usual follow-up protocol and actions for patients, and notify
patients about potential symptoms (particularly pain, instability, difficulty walking, and/or performing common tasks) that may indicate the need for
revision surgery.
For Further Information:MicroPort Orthopedics
 E-mail: PostMarket@ortho.microport.com
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. MicroPort Orthopedics: BIOLOX FORTE 36mm Alumina ceramic


head [online]. London: Department of Health; 2017 Feb 20 [cited 2017 Feb 22]. (Field safety notice; reference no. 2017/002/010/291/013).
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 Feb 22. MHRA FSN. 2017/002/010/291/013 Download
● 2017 Feb 22. MHRA FSN. MP_FSCA180208 (includes reply form) Download
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mailto:PostMarket@ortho.microport.com

http://www.microport.com/en/investor.php?curr_page=investor_contact

https://www.gov.uk/drug-device-alerts/field-safety-notices-13-february-17-february-2017

https://www.gov.uk/drug-device-alerts/field-safety-notices-13-february-17-february-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/149529/20170220MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/149530/20170208MicroPortBioloxForteCeramicFemoralHeadsMHRA.pdf



AFHajlan
(A28129) MicroPort-BIOLOX Forte Alumina Ceramic Femoral Heads.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

FLIPPTACK fixation button 4/2/2017 Karl Storz GmbH & Co KG FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10864Gulf Medical Co.New

Mirena Intrauterine 

Device Delivery Systems

3/27/2017 Bayer Consumer Care 

AG.

2 AttacAL-KAMAL Import# New

Poly Component Trial, CR 3/28/2017 Medtronic SA 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10840Medtronic Saudi ArabiaNew

Raindrop Near Vision 

Inlay

3/28/2017 Revision Optics Inc 2 httpsN/ANew

Zimmer Specific Knee, 

Hip and Nail Implants,

3/29/2017 Zimmer inc FSN httpsEbrahim M. Al-Mana & 

Bros. Co. Ltd.

New

Ophthalmic and optical devices

LipiFlow 3/29/2017 Tearscience, Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10853N/ANew

lithomy basket series 

"Easy-Catch"

4/2/2017 MTW-Endoskopie FSN httpsN/ANew

Reusable devices

CytoChex BCT 3/29/2017 Streck 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10852N/ANew

Single-use devices

NC Trek RX Coronary 

Dilatation Catheter

, NC Traveler RX Coronary 

Dilatation Catheter

and NC Tenku RX PTCA 

Balloon Catheter

3/27/2017 Abbott FSN https

://nc

mdr.

sfda.

gov.s

Medical supplies & 

Services Co.Ltd 

Mediserv

New

Various Hypodermic 

Needles

3/27/2017 Nipro Corp . 2 AttacArabian Medical and 

Hospital Supplies Co.

# New

various kits containing 

ACDA

4/2/2017 Zimmer Biomet FSN httpsAl Amin Medical 

Instruments Co. Ltd.

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10864
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10840
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10841
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10850
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10853
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10862
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10852
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10833
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10857



[High Priority ] - A27854 : Bayer—Mirena Intrauterine Device Delivery Systems: Insertion Tube May Be Mounted Incorrectly


[High Priority ] - A27854 : Bayer—Mirena Intrauterine Device Delivery Systems: Insertion Tube May
Be Mounted Incorrectly
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Thursday, March 2, 2017


UMDNS Terms:
•  Intrauterine Devices, Contraceptive [12156]
•  Contraceptive Drug Delivery Units, Implantable [16964]


Product Identifier:
20 mg/24 Hours Intrauterine Device (IUD) Delivery Systems [Consumable]
Product No. 00010/0547; Batch No. TU01BPE EXP JUN 2019


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


Manufacturer(s): Bayer Healthcare LLC100 Bayer Blvd, Whippany, NJ 07981-0915, United States 


Suggested Distribution: Obstetrics/Gynecology/Labor and Delivery, Pharmacy, Materials Management


Problem:
The U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Drug Alert warning healthcare workers that Bayer has received
reports of insertion tubes in the above inserters being mounted inversely to the handle, resulting in inversion of the depth scale, which may lead to
incorrect insertion depth and potentially reduced efficacy or adverse events. 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 reviewed the January 5, 2017, Drug Alert from MHRA
and or the January 2017 letter from Bayer. MHRA recommends that you inspect affected product to ensure that the insertion tube is mounted correctly.
This can be done without opening the blister pack. For an illustration of a defective and correct inserter, see the photograph in the Drug Alert . Report
any incorrectly mounted insertion tubes to Bayer by telephone at (01635) 563116 or by e-mail at medical.information@bayer.co.uk . Report any adverse
incidents associated with the use of affected product to MHRA using the Yellow Card Scheme . 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:
Bayer
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Class 4 medicines defect information: Mirena 20 micrograms/24


hours intrauterine delivery system PL 00010/0547 [online]. London: Department of Health; 2017 Jan 5 [cited 2017 Mar 2]. (Drug alert;
reference no. MDR 051-12/16). 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 Mar 2. MHRA MDA. Drug Alert Reference No. MDR 051-12/16 Download
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[High Priority ] - A28171 : Nipro—Various Hypodermic Needles: May Leak�


[High Priority ] - A28171 : Nipro—Various Hypodermic Needles: May Leak�
Medical Device Ongoing Action
Published: Thursday, March 2, 2017


UMDNS Terms:
•  Needles, Injection, Hypodermic  [12745]


Product Identifier:
Hypodermic
Needles: Product Nos.: Lot


Nos.:
19 G x 1 Inch HN-1925-ET 16H19,


16I09
�19 G x 1 Inch
Safetouch


�HN-SF-1925-
ET �16I15


19 G x 1.5 Inch HN-1938-ET 16I12


[�Consumable]


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.&#160;


Manufacturer(s): Nipro Europe NVWeihoek 3H, B-1930 Zaventem, Belgium


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


Problem:
�In a February 20, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Nipro
states that the above needles may leak because of a hole or crack in the hub. The manufacturer has not confirmed the information 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 February
20, 2017, Urgent Field Safety Notice letter and Return Goods Form from Nipro. Complete the Return Goods Form, and return it to Nipro with affected
product. 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:
Vanessa Windscheid, Nipro
E-mail: Vanessa.windscheid@nipro-europe.com
Tel.: 32 (4) 76243622
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Nipro Corporation: hypodermic needle/safety hypodermic needle


[online]. London: Department of Health; 2017 Feb 27 [cited 2017 Feb 28]. (Field safety notice; reference no. 2017/002/020/701/021).
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 Feb 28. MHRA FSN. 2017/002/020/701/021 Download
● 2017 Feb 28. MHRA FSN. Nipro FSCA No. 20170130 Download
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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

