
SBED Weekly Update 06-Jun-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 

46 SFDA website
5/29/2017 6/4/2017

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: WU1723

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

SpFXL IIB 2/DM and 

SpFPLUS Implantable 

Stimulators

5/29/2017 Zimmer Biomet 2 https

://nc

Al Amin Medical 

Instruments Co. Ltd.

New

Diagnostic and therapeutic radiation devices

AMICA PROBE. 6/1/2017 HS Hospital Service FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11133Knights Of Technology. EstNew

D2RS, including 

VISIONARY DRF and DX-

D800 models

5/31/2017 Stephanix FSN https

://nc

N/ANew

DRX-Revolution Mobile X-

Ray Systems..

6/4/2017 Carestream Health 2 httpsSamir Photographic 

Supplies Co. Ltd.

# New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11110
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11133
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11125
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11145


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Eaton 9130 

Uninterruptable Power 

Supplies Used with MRI 

Systems Connected to 

MR Operator Consoles

5/29/2017 GE Healthcare 2 Attac

hed

GE Healthcare# New

OEC Elite systems 5/29/2017 GE Healthcare 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11113GE HealthcareNew

Pausch Medical Uroview 

FD

6/1/2017 Hans Pausch 

Rontgengeratebau 

2 httpsN/ANew

SIGNA MR Scanners , 5/30/2017 GE Healthcare 2 AttachedGE Healthcare# New

The DuraDiagnost 

systems ,

5/31/2017 Philips Healthcare FSN httpsPhilips Healthcare 

Saudi Arabia Ltd.

New

Toshiba Angio 

WorkStation 

(XIDFAWS801)

6/1/2017 Toshiba Medical 

Systems Corporation

2 https

://nc

Gulf Medical Co.New

Various CT, NM, and PET 

Scanners

5/29/2017 GE Healthcare 2 AttacGE Healthcare# New

Electro mechanical medical devices

Arrow VPS Access Kit 5/29/2017 Arrow International Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11107Gulf Medical Co.New

CardioSTAT 7-Day 

Recorders

6/4/2017 Icentia Inc. 2 AttacN/A# New

Proctoscope 5/31/2017 Wing Plast AB FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11124N/ANew

SmartMonitor 2 PS/PSL 

Monitors

5/29/2017 Circadiance LLC 2 AttacN/A# New

In vitro diagnostic devices

ALBAclone Advanced 

Partial RhD Typing Kit.

5/29/2017 Alba Bioscience 2 httpsBio StandardsNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11113
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11129
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11119
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11130
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11107
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11124
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11111



[High Priority ] - A28638 : �GE—Eaton 9130 Uninterruptable Power Supplies Used with MRI Systems Connected to MR Operator Consoles: Power Cable May Be Wired Incorrectly


[High Priority ] - A28638 : �GE—Eaton 9130 Uninterruptable Power Supplies Used with MRI Systems
Connected to MR Operator Consoles: Power Cable May Be Wired Incorrectly
Medical Device Ongoing Action
Published: Tuesday, May 23, 2017
Last Updated: Wednesday, May 24, 2017


UMDNS Terms:
•  Power Supplies [18557]
•  Scanning Systems, Magnetic Resonance Imaging, Full-Body [18108]
•  Workstations, Multiple Modality, Three-Dimensional Image [21972]


Product Identifier:
�Eaton 9130 Uninterruptable Power Supplies (UPSs) used with Magnetic Resonance Imaging (MRI) Systems connected to MR Operator Consoles
[Consumable, Capital Equipment]


Geographic Regions: U.S.&#160;


Manufacturer(s): GE Healthcare9900 Innovation Dr, Wauwatosa, WI 53226, United States (MR operator console/MRI system manufacturer)
Eaton Corp8609 Six Forks Rd, Raleigh, NC 27615, United States (power supply manufacturer)


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging


Problem:
�In a May 17, 2017, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, GE states that the 120 V power cable
connected to the above power supplies may be wired incorrectly, potentially causing a shock hazard if the UPS unit is unplugged. GE also states that it
has received no reports of injury as a result of this problem.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the May 17, 2017, Urgent Medical Device
Correction letter from GE. Do not unplug the UPS unit. GE states that you can continue to use the MRI systems. GE will inspect affected products at
your facility and, if necessary, replace the power cable. A GE representative will contact your facility to arrange for product correction.
For Further Information:
GE service department
Tel.: (800) 437-1171
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 May 22. Member Hospital. GE Reference No. 60920 Download
● 2017 May 24. Manufacturer. The manufacturer confirmed the information provided in the source material.


www.ecri.org . Printed from Health Devices Alerts on Monday, May 29, 2017 Page 1


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



http://www3.gehealthcare.com/en/about_us/contact_us
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153832/20170517GEEaton9130MROperator ConsoleUPSsCLIENT_Redacted.pdf



MMOqalaa
(A28638) GE-Eaton 9130 Uninterruptable Power Supplies Used with MRI Systems.pdf




[High Priority ] - A28620 : �GE—SIGNA MR Scanners: Specific Absorption Rate Delivered to the Head May Exceed 3.2 W/kg SAR Limit


[High Priority ] - A28620 : �GE—SIGNA MR Scanners: Specific Absorption Rate Delivered to the
Head May Exceed 3.2 W/kg SAR Limit
Medical Device Ongoing Action
Published: Monday, May 22, 2017


UMDNS Terms:
•  Scanning Systems, Magnetic Resonance Imaging, Full-Body [18108]


Product Identifier:
3T Magnetic Resonance (MR) Scanners: (1) SIGNA 3.0T, (2) SIGNA Excite 3.0T, (3) SIGNA HD 3.0T [Capital Equipment]
Software Versions: 9.x, 11.x, 12.x


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


Manufacturer(s): GE Healthcare9900 Innovation Dr, Wauwatosa, WI 53226, United States


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology


Problem:
�In a May 16, 2017, Important Product Information letter submitted by an ECRI Institute member hospital, GE states that the specific absorption rate
(SAR) delivered to the head when the above scanners are used with the whole body radio frequency (RF) transmit coil and receive-only surface coils for
head and/or neck imaging may exceed the 3.2 W/kg SAR limit defined in IEC60601-2-33, as predicted by modeling. GE also states that, specifically for
patients with MR-conditional implants, this problem may lead to localized deep-tissue heating or thermal injury in the vicinity of MR-conditional
implants if the patient receives higher-than-expected RF energy. GE further states that this problem does not affect MR scans performed outside the head
and neck areas and that it has received no reports of patient injury as a result of this problem. The manufacturer has not confirmed the information
provided in the source material.


Action Needed:
�Identify any affected scanners in your inventory. If you have affected scanners, verify that you have received the May 16, 2017, Important Product
Information letter, warning label, and laminated Quick Guide from GE. Do not perform scans of the head and neck region for patients with implants in
the head or neck region, regardless of whether the implant is labeled as MR-conditional. Refer to the system operator manual for additional information
regarding contraindications warnings for patients with implants. Affix the warning label to a clean and dry surface on affected scanners in a place that can
be easily seen by operators at the system operator console (keyboard, monitor, and/or console table). Ensure that the Quick Guide remains in an
accessible location for the system operator.
For Further Information:
GE service department
Tel.: (800) 437-1171
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 May 19. Member Hospital. GE Reference No. 60884 Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153550/20170516GESIGNAMRScannersClient.pdf



MMOqalaa
(A28620) GE-SIGNA MR Scanners.pdf




[High Priority ] - A28651 : GE—Various CT, NM, and PET Scanners: Scan May Start before the Prescribed Delay Completes�


[High Priority ] - A28651 : GE—Various CT, NM, and PET Scanners: Scan May Start before the
Prescribed Delay Completes�
Medical Device Ongoing Action
Published: Thursday, May 25, 2017


UMDNS Terms:
•  Scanning Systems, Computed Tomography, Axial, Head [15955]
•  Scanning Systems, Computed Tomography, Axial, Full-Body [15956]
•  Scanning Systems, Computed Tomography, Electron Beam [16899]
•  Scanning Systems, Computed Tomography, Spiral  [18443]
•  Scanning Systems, Computed Tomography/Positron Emission Tomography  [20161]
•  Scanning Systems, Computed Tomography [13469]
•  Radiographic/Fluoroscopic Systems, Cardiovascular [17192]


Product Identifier:
Scanners: Models Nos.::
BrightSpeed None Listed
Discovery
(Computed
Tomography) CT


CT590RT


Discovery IQ None Listed


Discovery MI None Listed


Discovery MI DR None Listed


Discovery Nuclear
Medicine (NM)/CT


570c, 670, 670
CZT, 670 ES, 670
Pro


Discovery Positron
Emission
Tomography (PET)/
CT


600, 610, 690, 710


Discovery RT None Listed


Innova IGS 540 ACT


Lightspeed RT16, VCT


Optima CT
CT520, CT540,
CT580, CT660,
CT680


Optima PET/CT 560, 560FX


Revolution EVO None Listed


�[Capital Equipment]


Geographic Regions: Worldwide


Manufacturer(s): GE Healthcare9900 Innovation Dr, Wauwatosa, WI 53226, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Diagnostic Imaging, Nuclear Medicine


Problem:
�In a May 16, 2017, Important Electronic Product Radiation Warning letter submitted by ECRI Institute member hospitals, GE states that the above
scanners may start a scan before the prescribed delay has completed, potentially exposing personnel to scatter x-ray radiation if they are in the scan room
during the premature scan initiation. More specifically, if an exam is interrupted during the prep delay period using the emergency stop button and the
scan is then resumed, the delay period may be shorter than expected.


Action Needed:
�Identify any affected scanners in your inventory. If you have affected scanners, verify that you have received the May 16, 2017, Important Electronic
Product Radiation Warning letter and Operator Manual Addendum for Emergency Devices from GE. Review the Emergency Devices Section of the user
manual. Place the included User Manual Addendum with your original User Manual. Use the emergency stop button only for patient emergencies. If you
press the emergency stop button during the prep delay period, end the current exam and start a new exam, including any scout scans to prevent incorrect
prep delay timing. GE states that you can continue using affected scanners.
For Further Information:
GE service department
Tel.: (800) 437-1171
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 May 25. Member Hospital. GE Reference No. 25474 Download
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● 2017 May 25. Manufacturer. The manufacturer confirmed the information provided in the source material.
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MMOqalaa
(A28651) GE-Various CT, NM, and PET Scanners.pdf




[High Priority ] - A28599 : �Icentia—CardioSTAT 7-Day Recorders: May Fail to Activate during Installation or Stop Recording Prematurely


[High Priority ] - A28599 : �Icentia—CardioSTAT 7-Day Recorders: May Fail to Activate during
Installation or Stop Recording Prematurely
Medical Device Ongoing Action
Published: Wednesday, May 31, 2017
Last Updated: Thursday, June 1, 2017


UMDNS Terms:
•  Electrocardiographs, Ambulatory, Continuous [18361]


Product Identifier:
�CardioSTAT 7-Day Recorders [Capital Equipment]
Model No. 10-001


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


Manufacturer(s): Icentia Inc2750 Rue Einstein St, Quebec City, Quebec, G1P 4R1, Canada


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, Home Care, EMS/Transport


Problem: Health Canada states that faulty batteries in the above recorders may cause the devices to stop recording prematurely or fail to activate during
installation. Health Canada also states that the manufacturer initiated a recall on April 21, 2017. 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 Icentia.
For Further Information:
Icentia
Website: Click here


�References:


Health Canada. Recalls and safety alerts. Cardiostat [online]. 2017 May 16 [cited 2017 May 26]. 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 May 26. Health Canada Recall Listings. Type II. RA-63302 Download
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MMOqalaa
(A28599) Icentia-CardioSTAT 7-Day Recorders.pdf




[High Priority ] - A28625 : Circadiance—SmartMonitor 2 PS/PSL Monitors: Nurse Call Feature May Not Function


[High Priority ] - A28625 : Circadiance—SmartMonitor 2 PS/PSL Monitors: Nurse Call Feature May
Not Function
Medical Device Ongoing Action
Published: Wednesday, May 24, 2017


UMDNS Terms:
•  Monitors, Physiologic, Respiration, Ventilation/Apnea, Bedside [12575]
•  Monitors, Physiologic, Respiration, Ventilation/Apnea, Neonatal/Infant, Telemetric [34464]


Product Identifier:
SmartMonitor Monitors: Product


Nos.:
2PS Hospital Alarm 1030271


2PSL Hospital Alarm with Modem 1038140


2PSL Hospital Alarm without Modem 1038141


2PS Hospital Alarm, Recertified U1030271


SM2/PSL Hospital Alarm with Modem,
Recertified


U1038140


[Capital Equipment]
All serial numbers


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


Manufacturer(s): Circadiance LLC 1060 Corporate Ln, Export, PA 15632, United Sates


Suggested Distribution: Clinical/Biomedical Engineering, Nursery, Nursing, Pediatrics, Pulmonology/Respiratory Therapy, Home Care


Problem:
�In a Medical Device Removal letter submitted by an ECRI Institute member hospital, Circadiance states that the nurse call feature on the
above monitors may exhibit an intermittent operating condition in which the nurse call relay does not change positions during an alarm condition. If this
occurs, the alarm condition is not transmitted to the nurse call system, potentially failing to notify the nurse station of an alarm situation.
Circadiance further states that the nurse call feature functions only as a backup to the monitor's primary alarm, which is not affected by this problem.
Additionally, monitors that have the above part numbers but have a serial number beginning with "CP" are not affected by this problem. Circadiance also
states that it has updated the SmartMonitor 2PS/PSL circuit design to prevent this failure and that it has received no reports of adverse events associated
with this problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected monitors in your inventory. If you have affected monitors, verify that you have received the Medical Device Removal letter and
Acknowledgment and Receipt Form from Circadiance. Circadiance recommends that users test the functionality of the "Nurse Call" jack before using
SmartMonitor 2PS/PSL devices in a clinical setting. To obtain a return material authorization (RMA) number, contact the Circadiance customer service
department using the information below. Return affected monitors to Circadiance for a free-of-charge repair of the circuit design of the nurse call feature.
Complete the Acknowledgment and Receipt Form, and return it to Circadiance using the instructions on the form.
For Further Information:
Circadiance customer service department
Tel.: (724) 858-2837 or (888) 825-9640
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 May 22. Member Hospital. Circadiance letter submitted by an ECRI Institute member hospital (includes reply form) Download
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MMOqalaa
(A28625) Circadiance-SmartMonitor 2 PS-PSL Monitors.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Bioscot Anti-M 

Monoclonal Murine IgG 

Blood Grouping Reagent

5/31/2017 Millipore Corporation. FSN https

://nc

DAR ALAALMIYAH 

TRADING EST

New

cobas p 512 pre-

analytical system, cobas p 

612 pre-analytical system

5/31/2017 Roche Diagnostics Corp FSN https

://nc

FAROUK, MAAMOUN 

TAMER & COMPANY

New

N Antiserum to Human 

Ceruloplasmin

6/4/2017 Siemens Healthcare 

Diagnostics Product

2 httpsAL-KAMAL Import# New

N Latex CDT Kits 5/29/2017Siemens Healthcare Diagnostics Product 2 AttachedAL-KAMAL Import# New

Phadia EliA Ro Wells 6/1/2017 Phadia Ltd 2 AttachedABDULREHMAN AL GOSAIBI GTB# New

Pointe Scientific Lactate 

Dehydrogenase (Liquid) 

Reagent

5/29/2017 Medtest Holdings, Inc 2 https

://nc

N/ANew

Trypticase Soy Agar with 

5% Sheep Blood (TSA II) 

Plated Media

5/29/2017 BD Biosciences 2 Attac

hed

Becton Dickinson B.V.# New

VITEK 2 AST-GN colistin 5/31/2017 bioMerieux Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11121Al-Jeel Medical & Trading Co. LTDNew

V-Lyte Dilution Check & 

V-Lyte Integrated 

Multisensor Technology 

(IMT).

5/29/2017 Siemens Healthcare 

Diagnostics GmbH

2 https

://nc

mdr.

ABDULREHMAN AL 

GOSAIBI GTB

New

Non-active implantable devices

Acumed SlideLoc 

Anatomic Radial Head 

System

6/1/2017 Acumed LLC 2 https

://nc

N/ANew

BeGraft Peripheral Stent 

Graft System

6/1/2017 Bentley InnoMed GmbH FSN httpsAmeesa Medical 

Instruments

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11123
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11122
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11139
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11109
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11121
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11114
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11128
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11136



[High Priority ] - A28478 : Siemens—N Latex CDT Kits: May Exhibit CDT Value Down-Shift Compared to Previous Lots


[High Priority ] - A28478 : Siemens—N Latex CDT Kits: May Exhibit CDT Value Down-Shift Compared
to Previous Lots
Medical Device Ongoing Action
Published: Tuesday, May 9, 2017


UMDNS Terms:
•  Analyzers, Laboratory, Immunoassay, Nephelometric  [16908]
•  IVD Test Reagent/Kits, Immunoassay, Toxicology, Ethanol Consumption Marker, Carbohydrate-Deficient Transferrin [20060]


Product Identifier:
N-Latex Carbohydrate-Deficient Transferrin (CDT) Kits used with Behring Nephelometer Systems [Consumable, Capital Equipment]
Kit Model No. OPCS03; Kit Lot Nos.: 45834, 45987, 46244, 46388, 46568


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


Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem: Health Canada states that a value down-shift for CDT measurement may occur when the above kits are used. Health Canada also states that
the manufacturer initiated a recall on April 3, 2017. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected kits in your inventory. If you have affected kits, verify that you have been contacted by Siemens.
For Further Information:
Siemens
Website: Click here


�References:


Health Canada. Recalls and safety alerts. Berhring [sic] Nephelometer system—N latex Cdt kit (carb deficient transferrin) [online]. 2017 Apr
21 [cited 2017 May 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):


● 2017 May 5. Health Canada Recall Listings. RA-63074 Download
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[High Priority ] - A28498 : Thermo Fisher�—Phadia EliA Ro Wells: May Yield False-Negative Results


[High Priority ] - A28498 : Thermo Fisher�—Phadia EliA Ro Wells: May Yield False-Negative Results
Medical Device Ongoing Action
Published: Thursday, May 25, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Autoimmune, Connective Tissue [19175]


Product Identifier:
�EliA Ro Wells [Consumable]
Product No. 14-5503-01; Lot No. 0074
15 kits distributed


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


Manufacturer(s): Phadia ABRapsgatan 7P, Uppsala,  SE-751 37, Sweden


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a March 1, 2017, Urgent Field Safety Notice posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Thermo Fisher states
that the above wells may yield false-negative results because of a lack of antigen coating, potentially delaying diagnosis. Thermo Fisher also states that it
has received no reports of adverse events related to this problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the March 1, 2017, Urgent Field
Safety Notice and Field Safety Notice Return Response Form from Thermo Fisher. Return unused products to Phadia. Phadia will provide replacement
products free of charge. Complete the Field Safety Notice Return Response Form, and return it to Thermo Fisher using the information on the form.
For Further Information:
Thermo Fisher
Website: Click here


�References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for EliA Ro well by Phadia AB [online]. 2017 Apr 26


[cited 2017 May 17]. 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 May 17. BfArM (Germany). 02574/17 Download
● 2017 May 17. BfArM (Germany). (includes reply form) Download
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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/153415/20170426PhadiaEliaARoWellBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153416/20170301PhadiaEliARoWellBfArM.pdf
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[High Priority ] - A28648 : BD—Trypticase Soy Agar with 5% Sheep Blood (TSA II) Plated Media: May Be Contaminated with Listeria monocytogenes


[High Priority ] - A28648 : BD—Trypticase Soy Agar with 5% Sheep Blood (TSA II) Plated Media: May
Be Contaminated with Listeria monocytogenes
Medical Device Ongoing Action
Published: Thursday, May 25, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Microbiology, Bacteria, Culture Media, Plate [19492]


Product Identifier:
Trypticase Soy Agar with 5% Sheep Blood (TSA II) [Consumable]
Catalog No. 221261; Lot No. 7032978 EXP MAY 24 2017, 7048902 EXP JUN 9 2017 Units distributed beginning February 24, 2017


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


Manufacturer(s): BD Diagnostic Systems7 Loveton Circle, Sparks, MD 21152-0999, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem: In a May 2017 Urgent Product Recall letter submitted by an ECRI Institute member hospital, BD states that the above prepared plate media
may be contaminated with Listeria monocytogenes. BD also states that the contamination is linked to the sheep blood used in the manufacturing of
affected product. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the May 2017 Urgent Product Recall letter
and Customer Response Form from BD. BD recommends inspecting all nonsterile prepared plates before use to ensure that no surface and/or subsurface
contamination is present. BD also recommends that you review the following statements from the package insert:


● Do not use plates if they show evidence of microbial contamination, discoloration, drying, cracking, or other signs of deterioration.
● For identification, organisms must be in pure culture. Morphological, biochemical, and/or serological tests should be performed for final


identification.
If you observe a plate without evidence of microbial contamination that grows Listeria, consult the clinician to ensure that this result is consistent with
the patient's clinical presentation. Complete the Customer Response Form, and return it to BD using the information on the form. U.S. customers should
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:
BD technical support department (U.S.) or BD local representative (outside the U.S.)
Tel.: (800) 638-8663
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 May 24. Member Hospital. BD letter submitted by ECRI Institute member hospital Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Equinoxe Modular and 

No.-Modular Pilot Tip 

Reamers

6/1/2017 Exactech FSN https

://nc

N/ANew

Kii abdominal trocars 5/29/2017 Applied Medical Resources 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11112Dawha MedicalNew

Logic Fit Tibial Tamp 

Head Instrument

6/1/2017 Exactech FSN httpsN/ANew

Novation Calcar Planer 

Guide Tip

5/30/2017 Exactech FSN httpsN/ANew

T.E.S.S. Components  , 6/4/2017 Zimmer Biomet 2 AttachedAl Amin Medical Instruments Co. Ltd.# New

Trauma Implants - 

intramedullary nails

6/4/2017 Zimmer inc 2 httpsEbrahim M. Al-Mana & 

Bros. Co. Ltd.

Update

Vertefix Radiopaque 

Bone Cement

5/29/2017 Cook Inc, 2 AttacNAFA Medical# New

Reusable devices

Various Trauma and 

Extremity Instruments ,

6/4/2017 Zimmer inc 2 AttacEbrahim M. Al-Mana & 

Bros. Co. Ltd.

# New

Single-use devices

1,000 mL 0.9% Sodium 

Chloride Injections

5/30/2017 Fresenius Medical Care. 2 AttacFresenius Medical Care 

GmbH

# New

AbbVie PEG, PEG Kit 

15FR, 20FR

6/1/2017 AbbVie Inc.. 2 httpsFAROUK, MAAMOUN 

TAMER & COMPANY

New

Clear Flashback and 

Winged Arterial Needles

6/4/2017 Argon Medical Devices 2 AttacAl Amin Medical 

Instruments Co. Ltd.

# New

dolphin Inflation Device 6/1/2017 Vascular Solutions Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11131Medical Technology EstablishmentNew

Extension Sets Used with 

PCA Pumps

6/4/2017 BD Biosciences 2 AttacBecton Dickinson B.V.# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11134
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11112
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11135
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11117
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11137
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11127
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11131



[High Priority ] - A28637 : �Zimmer Biomet—T.E.S.S. Components: Manufacturer Reminds Users Not to Remove the Ringlock Inserted in the Humerus
Reverse Corolla or Monobloc Stem to Ease Inlays Impaction


[High Priority ] - A28637 : �Zimmer Biomet—T.E.S.S. Components: Manufacturer Reminds Users Not
to Remove the Ringlock Inserted in the Humerus Reverse Corolla or Monobloc Stem to Ease Inlays
Impaction
Medical Device Ongoing Action
Published: Thursday, June 1, 2017


UMDNS Terms:
•  Prostheses, Joint, Shoulder, Humeral Component [16921]
•  Prostheses, Joint, Shoulder, Total [23305]


Product Identifier:
Total Evolution Shoulder Systems
(T.E.S.S.) Components: Item Nos.:


8 x 140 mm Length Size 0 Ø
Monobloc Humeral Stem Reverse P1700358


8 x 140 mm Length Size 2 Ø
Monobloc Humeral Stem Reverse P1700362


12 x 180 mm Length Size 0 Ø
Monobloc Humeral Stem Reverse P1700360


12 x 180 mm Length Size 2 Ø
Monobloc Humeral Stem Reverse P1700364


36 x 6 mm Size 0 Ø Humerus Inlay P1700184


36 x 6 mm Size 1 Ø Humerus Inlay P1700186


36 x 6 mm Size 2 Ø Humerus Inlay P1700174


36 x 8 mm Size 0 Ø Humerus Inlay P1700192


36 x 8 mm Size 1 Ø Humerus Inlay P1700194


36 x 8 mm Size 2 Ø Humerus Inlay P1700176


36 x 10 mm Size 0 Humerus Inlay P1700270


36 x 10 mm Size 1 Ø Humerus Inlay P1700274


36 x 10 mm Size 2 Ø Humerus Inlay  P1700278


36 x 12 mm Size 0 Ø Humerus Inlay P1700272


36 x 12 mm Size 1 Ø Humerus Inlay P1700276


36 x 12 mm Size 2 Ø Humerus Inlay P1700280


41 x 6 mm Size 2 Ø Humerus Inlay P1700188


41 x 6 mm Size 3 Ø Humerus Inlay P1700190


41 x 8 mm Size 2 Ø Humerus Inlay P1700196


41 x 8 mm Size 3 Ø Humerus Inlay P1700198


41 x 10 mm Size 2 Ø Humerus Inlay P1700282


41 x 10 mm Size 3 Ø Humerus Inlay P1700286


41 x 12 mm Size 2 Ø Humerus Inlay P1700284


41 x 12 mm Size 3 Ø Humerus Inlay P1700288


Size 0 Humerus Reverse Corolla P1700430


Size 1 Humerus Reverse Corolla P1700432


Size 2 Humerus Reverse Corolla P1700434
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Size 3 Humerus Reverse Corolla P1700436


�[Consumable]


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


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


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a May 11, 2017, Urgent Field Safety Notice Correction letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Zimmer Biomet states that surgeons must not remove the ringlock inserted into the above humerus reverse corollas or monobloc stems to ease the above
inlay's impaction; implantation of the inlay without the ringlock may impair the system pull-out force, potentially leading to polyethylene inlay
dislocation and revision surgery, a delay in surgery, or bone fracture, necessitating additional osteosynthesis. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the May 11, 2017, Urgent Field Safety
Notice 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. If there is any resistance during impaction, avoid high forces on the above corollas or stems
because high forces may lead to a fracture of the humerus bone. Do not implant the inlay without the ringlock because it could lead to a dislocation.
Zimmer Biomet states that it does not anticipate a risk of patient harm if the surgeon follows these principles. 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 Zimmer Biomet by e-mail at 
fr.complaints@zimmerbiomet.com .
For Further Information:
Zimmer Biomet
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Biomet: T.E.S.S. reverse shoulder system [online]. London:


Department of Health; 2017 May 22 [cited 2017 May 24]. (Field safety notice; reference no. 2017/005/012/701/016). 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 May 24. MHRA FSN. 2017/005/012/701/016 Download
● 2017 May 24. MHRA FSN. ZFA No. 2017-125 (includes reply form) Download
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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/153828/20170522MHRACover.pdf
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[High Priority ] - A28622 : Cook—Vertefix Radiopaque Bone Cement: Manufacturer Updates Instructions for Use to Include Additional Warnings and Potential Adverse Events


[High Priority ] - A28622 : Cook—Vertefix Radiopaque Bone Cement: Manufacturer Updates
Instructions for Use to Include Additional Warnings and Potential Adverse Events
Medical Device Ongoing Action
Published: Monday, May 22, 2017


UMDNS Terms:
•  Orthopedic Cement [12830]


Product Identifier:
Vertefix Radiopaque Bone Cement [Consumable]
Catalog No. G31394; Part No. VBC-100; All lot numbers


Geographic Regions: Dominican Republic, Macau, New Zealand, Puerto Rico, Trinidad and Tobago, U.S., Venezuela


Manufacturer(s): Cook Medical 700 Daniels Way, PO Box 489, Bloomington, IN 47402-1608, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a March 28, 2017, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Cook states that it is updating the
instructions for use (IFU) of the above bone cement to include additional warnings and potential adverse events. Modifications made to the lFU are as
follows:
The warnings are being modified to include the following:


● Cement leakage may cause tissue damage, nerve or circulatory problems, and other serious adverse events.


 
The potential adverse events are being modified to include the following:


● Serious adverse events, some with fatal outcome, associated with the use of acrylic bone cements include myocardial infarction, cardiac
arrest, cerebrovascular accident, pulmonary embolism, sudden death, reduced arterial pressure, and cardiac embolism. Although the
majority of these adverse events present early within the postoperative period, there have been some reports of diagnoses beyond a year or
more after the procedure.


● Leakage of the bone cement beyond the site of its intended application with introduction into the vascular system resulting in embolism of
the lung and/or heart or other clinical sequelae.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the March 28, 2017, Urgent Medical
Device Correction letter and Acknowledgment and Receipt Form from Cook. Regardless of whether you have affected product, complete
the Acknowledgment and Receipt Form and return it to Cook using the information in the letter. Ensure that users of affected product are aware of the
IFU modifications, and maintain a copy of the letter for your records. Report any adverse events related to the use of affected product to the Cook
Medical customer relations department using the information below. Forward a copy of the letter to any facility to which you have further distributed
affected product. U.S. customers should 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:
Cook Medical customer relations department
Tel.: (800) 457-4500 or (812) 339-2235


, 7:30 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: CustomerRelationsNA@cookmedical.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):


● 2017 May 18. Member Hospital. Cook letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2017 May 22. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A28649 : Zimmer Biomet—Various Trauma and Extremity Instruments: Raw Material Anomaly May Increase Risk of Instrument Fracture�


[High Priority ] - A28649 : Zimmer Biomet—Various Trauma and Extremity Instruments: Raw Material
Anomaly May Increase Risk of Instrument Fracture�
Medical Device Ongoing Action
Published: Friday, May 26, 2017


UMDNS Terms:
•  Drill Bits, Surgical, Bone [33883]
•  Taps, Bone [17507]


Product Identifier:
Various Drill Bit and Screw Tap Instruments: (1) Extremity, (2) Trauma [Consumable]
Item Nos.: Lot Nos.:


(1) 47430904601
63399406, 63399407, 63413258, 63418122,
63419454, 63421749, 63471169, 63471170,
63471171, 63474753, 63474754, 63484232,
63501370, 63633540, 63649266, 63655091


(2) 00115501500 63561678, 63444450, 63475217
(2) 00129100400 63562128
(2) 00129100406 63517946
(2) 00200024325 63385956, 63405774, 63445667
(2) 00200024330 63570344
(2) 00225503137 63485033, 63485036


(2) 00225503332 63574676, 63574677, 63574678, 63424385,
63451742, 63493677, 63493680


(2) 00225503337 63505310
(2) 00225503550 63329859


(2) 00231801100
63574373, 63622721, 63398756, 63415316,
63444654, 63462301, 63474169, 63485122,
63485126, 63496894, 63505359, 63530405,
63530406


(2) 00231801106
63562129, 63578148, 63377521, 63398755,
63415317, 63431736, 63438195, 63438272,
63444661, 63462322, 63474385, 63485128,
63510813, 63524432, 63530407


(2) 00231801500


63610789, 63610790, 63333727, 63340530,
63364066, 63364067, 63384623, 63398757,
63431747, 63444664, 63444666, 63444667,
63444668, 63462334, 63462340, 63474387,
63485135, 63485138, 63485141, 63497203,
63497204, 63505361, 63530409


(2) 00231801506


63545279, 63610791, 63641572, 63333729,
63333730, 63333732, 63340531, 63364064,
63364065, 63372902, 63384626, 63384629,
63444670, 63444671, 63457776, 63457945,
63462343, 63462344, 63474390, 63497205,
63497206, 63505362, 63510815, 63535517,
63535518


(2) 00231802000


63545283, 63578152, 63578153, 63584052,
63358182, 63358184, 63364075, 63384616,
63384617, 63384618, 63398734, 63398735,
63415287, 63415288, 63426487, 63426488,
63431725, 63431730, 63438313, 63438315,
63438316, 63438318, 63444673, 63444674,
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63444676, 63444677, 63444678, 63444680,
63444681, 63469895, 63469897, 63469898,
63469901, 63499636, 63499638, 63499640,
63499641, 63510882, 63510883, 63510884,
63510885, 63524433, 63535519, 63535520


(2) 00231802006


63535521, 63535522, 63535523, 63535524,
63545285, 63562130, 63578154, 63578156,
63358058, 63358059, 63358060, 63358061,
63364050, 63377480, 63377481, 63377482,
63384605, 63384606, 63384607, 63398721,
63398722, 63398723, 63398724, 63398736,
63398737, 63398738, 63415279, 63415280,
63415282, 63415283, 63415284, 63415286,
63426490, 63426491, 63431727, 63431728,
63431729, 63438323, 63438326, 63444503,
63444514, 63444682, 63444683, 63444684,
63444685, 63444686, 63457777, 63457946,
63457947, 63457948, 63469905, 63469907,
63510887, 63510888, 63511978, 63517997,
63518010, 63524434


(2) 00231802500


63545287, 63315176, 63315178, 63315180,
63319001, 63333734, 63333736, 63333737,
63333795, 63333799, 63340564, 63340568,
63347076, 63350788, 63358204, 63384635,
63415299, 63415303, 63426466, 63426492,
63457631, 63457779, 63457780, 63457781,
63457949, 63469913, 63469915, 63469917,
63469919, 63474421, 63478996, 63518027,
63518029, 63518031


(2) 00231802506


63545289, 63545291, 63578158, 63326460,
63333735, 63333738, 63333802, 63340556,
63340559, 63340563, 63347073, 63347075,
63350786, 63350787, 63358205, 63358206,
63384637, 63384658, 63384660, 63398760,
63415294, 63415296, 63426493, 63444520,
63457643, 63457784, 63457785, 63457787,
63457791, 63457950, 63469922, 63469924,
63469933, 63474430, 63478998, 63518034


(2) 00231802700


63556698, 63630276, 63630277, 63358163,
63364072, 63372863, 63415324, 63415327,
63426481, 63457820, 63457825, 63469937,
63469939, 63474431, 63474432, 63474433,
63524435, 63524436


(2) 00231802706


63556699, 63556701, 63593922, 63616886,
63630279, 63641603, 63358167, 63372864,
63372865, 63377514, 63377516, 63415331,
63426482, 63431757, 63457850, 63457853,
63457856, 63469884, 63474434, 63479002,
63479004, 63479006, 63524437
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(2) 00231803200
63556702, 63593924, 63593925, 63616888,
63340538, 63340539, 63358202, 63358203,
63372868, 63398777, 63478700, 63479007,
63479008, 63479009, 63517947, 63524439


(2) 00231803206


63556703, 63566220, 63593926, 63593928,
63593930, 63630281, 63340536, 63340537,
63347015, 63347018, 63347022, 63347034,
63358186, 63358201, 63372867, 63398739,
63398761, 63398762, 63426475, 63426476,
63426478, 63431754, 63431755, 63457862,
63457863, 63457865, 63457889, 63474135,
63479010, 63479011, 63479013, 63524442,
63524443, 63524445


(2) 00231803500
63556745, 63630284, 63641610, 63358212,
63364073, 63457891, 63479015, 63479016,
63524446


(2) 00231803506
63556890, 63630297, 63358210, 63431706,
63444526, 63457649, 63457893, 63479021,
63524448


(2) 00231804000 63557051, 63451624, 63451625, 63451627,
63457895, 63517948, 63524449


(2) 00231804006 63457688, 63474136, 63524451


(2) 00231804500 63641616, 63457898, 63478702, 63479022,
63479023, 63524453


(2) 00231804506 63593911, 63457691, 63457909, 63479024,
63524454


(2) 00236015327 63586026, 63606227, 63606229, 63524034,
63530220


(2) 00236015335 63578494, 63641443, 63524035


(2) 00236017127
63545430, 63578497, 63586028, 63606286,
63610624, 63635345, 63458048, 63469766,
63475222, 63530224


(2) 00236017520 63599481, 63461425, 63469758, 63469774,
63475225, 63481881


(2) 00236020527 63557936, 63566282, 63574978, 63623144


(2) 00241001500 63584061, 63584061


(2) 00241002000
63570271, 63593944, 63384604, 63444476,
63444477, 63451591, 63469943, 63479045,
63499653, 63510892


(2) 00241002100 63545295, 63634139, 63634141, 63530410


(2) 00241002500
63289918, 63296044, 63451593, 63457958,
63462349, 63462351, 63469945, 63479047,
63518080


(2) 00241002600
63616893, 63634147, 63634148, 63306445,
63315168, 63346870, 63350727, 63364046,
63457951, 63457952, 63469948, 63469950,
63530411


(2) 00241002700
63306444, 63315170, 63350728, 63364047,
63377460, 63474111, 63474113, 63499659,
63499667
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(2) 00241003500 63584060, 63593945, 63364042, 63372860,
63510893


(2) 00241004000 63518082


(2) 00249004443
63660537, 63329880, 63361658, 63361659,
63469329, 63469330, 63494298, 63494302,
63499008, 63499009, 63499010, 63518020,
63518021


(2) 00249006449 63606634


(2) 00249007543


63541085, 63565537, 63586553, 63586554,
63635381, 63635382, 63660536, 63329874,
63329875, 63343934, 63343935, 63361695,
63370747, 63388956, 63399691, 63399692,
63413799, 63413801, 63413803, 63413804,
63499022


(2) 00480507015
63550419, 63556696, 63566195, 63641526,
63326478, 63358155, 63364056, 63462112,
63474138, 63484940, 63492343, 63524430,
63530361


(2) 00480508520 63602805


(2) 00480513032 63550421, 63570257, 63634090, 63306459,
63377487, 63492354


(2) 00480606011 63570258, 63596675, 63630272, 63530362


(2) 00480608515
63570260, 63574325, 63584027, 63451638,
63451640, 63457758, 63457921, 63478937,
63478942, 63478945, 63484951, 63492357,
63496853, 63510771


(2) 00480610020


63545255, 63562124, 63566199, 63566218,
63584030, 63398778, 63426469, 63431693,
63431763, 63444579, 63444581, 63444582,
63444584, 63444587, 63451645, 63451647,
63451648, 63451649, 63451651, 63451655,
63462151, 63462166, 63462170, 63462174,
63474142, 63478948, 63484963, 63484966,
63484973, 63492362, 63492363, 63505342,
63505348, 63510772, 63510773, 63524431


(2) 00480610027
63545256, 63550424, 63457944, 63462196,
63462201, 63469886, 63474144, 63484983,
63492364, 63496869, 63505349, 63510774,
63530385


(2) 00480611025


63545257, 63545258, 63451724, 63451725,
63451728, 63451730, 63451744, 63451747,
63451751, 63451753, 63451754, 63462227,
63478968, 63478972, 63478974, 63485102,
63530392


(2) 00480611035
63562125, 63574359, 63584041, 63596754,
63634173, 63364063, 63426473, 63431723,
63444632, 63462281, 63474170, 63496895,
63496896, 63530398


(2) 00480614532 63574361, 63596765, 63596770, 63530401,
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63535496


(2) 00480614545 63616857, 63469869, 63492339, 63530402


(2) 00480619532 63570253, 63574369, 63584044, 63622717,
63634109


(2) 00480718025 63593915, 63641547, 63415314, 63462286,
63510812


(2) 00480719545 63570251, 63570254, 63593917, 63462292


(2) 00480723025 63301761, 63384613, 63431786, 63469892,
63530404


(2) 47225503332


63616770, 63616771, 63616772, 63413732,
63413734, 63413737, 63443859, 63443861,
63443863, 63469287, 63469288, 63469289,
63474646, 63474647, 63474648, 63511483,
63529994, 63529995, 63529996, 63530003


Units distributed between March 2016 and May 2017


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


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


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a May 22, 2017, Urgent Medical Device Recall Removal letter submitted by ECRI Institute member hospitals, Zimmer Biomet states that an
anomaly in the raw material on or below the surface of the above instruments may increase the risk of instrument fracture, potentially leading to an
extension of surgery or patient injury caused by a piece of the fractured instrument remaining in the patient. 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 May 22, 2017, Urgent
Medical Device Recall Removal 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. Your Zimmer Biomet sales representative will remove affected product from
your facility. 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 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 call center
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):


● 2017 May 24. Member Hospital. ZFA No. 2017-135 (includes reply form) Download
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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/153847/20170522ZimmerBiometVariousTraumaInstrumentsCLIENT.pdf
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[High Priority ] - A28611 : Fresenius—1,000 mL 0.9% Sodium Chloride Injections: Parenteral/Intravenous Solution Bag May Leak


[High Priority ] - A28611 : Fresenius—1,000 mL 0.9% Sodium Chloride Injections:
Parenteral/Intravenous Solution Bag May Leak
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Wednesday, May 24, 2017
Last Updated: Thursday, May 25, 2017


UMDNS Terms:
•  Intravenous Fluid Containers [12172]


Product Identifier:
�1,000 mL 0.9% Sodium Chloride Injections [Consumable]
Product No. CNS-10109; DIN 02311798; Lot Nos.: 16DU05064 EXP APR 30 2017, 16EU05011 EXP MAY 31 2017, 16EU05012 EXP MAY 31 2017,
16EU05013 EXP MAY 31 2017
Units distributed between January 4 and April 28, 2017


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


Manufacturer(s): Fresenius Medical Care North America920 Winter St, Waltham, MA 02451-1457, United States


Suggested Distribution: Dialysis/Nephrology, Infection Control, Home Care, Materials Management


Problem:
�Health Canada states that the above parenteral/intravenous (IV) solution bags containing the above solution may leak, potentially resulting in a breach
of sterility, microbial contamination, or embolism from air introduced to the IV system. If used in IV admixtures, a drug solution more concentrated than
intended may be delivered. Health Canada also states that the manufacturer initiated a recall on May 10, 2017. Some of the affected bags are expired and
should not be used. 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 been contacted by Fresenius. To arrange
for product return and replacement, contact the Fresenius customer service department using the information below. Notify all patients and relevant
personnel at your facility about this recall. Report any cases of serious blood infection, air embolism, or other serious or unexpected side effects in
patients receiving affected product to Fresenius Medical Care Canada or to Health Canada using the information below.
For Further Information:
Fresenius customer service department
Tel.: (888) 709-4411


(select option 2)
To report an adverse reaction:
Fresenius
Tel.: (888) 709-4411


, ext. 3660
E-mail: fmcccomplaints@fmc-ca.com
Website: Click here
Health Canada, regulatory operations and regions branch
Tel.: (800) 267-9675


E-mail: DCVIU_UVCEM@hc-sc.gc.ca
Website: Click here


�References:
Health Canada:


● Recalls and safety alerts. Sodium chloride injection 0.9%, USP—recall of three lots due to the potential for leakage of the
parenteral/intravenous solution bag [online]. 2017 May 17 [cited 2017 May 22]. Available from Internet: Click here .


● Recalls and safety alerts. 0.9% sodium chloride injection, 1000 mL [online]. 2017 May 19 [cited 2017 May 22]. Available from Internet: Cl
ick 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 May 22. Health Canada Recall Listings. Health Canada reference no. RA-63324 Download
● 2017 May 22. Health Canada Recall Listings. Health Canada reference no. RA-63340 Download
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http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/63340r-eng.php
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http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/63340r-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/153907/20170517FreseniusSodiumChlorideHC.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153908/20170510FreseniusSodiumChlorideHC.pdf
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[High Priority ] - A28658 : Argon—Clear Flashback and Winged Arterial Needles: Sterility May Be Compromised


[High Priority ] - A28658 : Argon—Clear Flashback and Winged Arterial Needles: Sterility May Be
Compromised
Medical Device Ongoing Action
Published: Wednesday, May 31, 2017


UMDNS Terms:
•  Needle Introducers [12727]


Product Identifier:
Arterial
Needles:


Model
Nos.: Lot Nos.:


2.5 cm ×
21 G Clear
Flashback
AMC/4


195322 11161729


7 cm × 18
G Clear
Flashback,
AMC/4


195318 11161099


7 cm × 19
G Clear
Flashback,
AMC/4


195355 11160912


7 cm × 18
G Winged
Arterial,
AMC/4


195352 11160990


[Consumable]
All units packaged on December 15, 2016


Geographic Regions: Belgium, Canada, Japan, The Netherlands, U.S.


Manufacturer(s): Argon Medical Devices Inc 1445 Flat Creek Rd, Athens, TX 75751, United States


Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Infection
Control, Nursing, OR/Surgery, Diagnostic Imaging, Materials Management


Problem:
In a May 18, 2017, Urgent Product Recall Notice letter submitted by an ECRI Institute member hospital, Argon states that the above needles are
packaged in a pouch that may be defective, potentially compromising the sterility of product inside the tray. If present, the defect is evident as a void or
unsealed pouch edge. Argon also states that the expected rate of this defect occurring is small and that the defect is visible on inspection to the naked eye;
however, the use of nonsterile products may result in patient infection. Argon further states that it has received no reports of patient harm or infection
associated with this problem. Argon also states that all systems in Belgium have been reviewed and cleared.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the May 18, 2017, Urgent Product Recall
Notice letter and Product Recall Report form (Attachment A) from Argon. The firm recommends that you inspect the packaging of affected product.
Argon states that the package will not deteriorate over time; if no gaps or voids are present in the packaging, product integrity has not been compromised
and it is not necessary to return product to Argon. Complete the Product Recall Report form, and return it to Argon using the information in the letter.
Return affected product in damaged packaging to Argon by mail using the information and FedEx number in the letter. Upon receipt of affected product
and the reply form, Argon will provide your facility with replacement product.
For Further Information:
Arbee Mon, Argon
E-mail: Arbee.Mon@argonmedical.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):


● 2017 May 29. Member Hospital. Argon letter submitted by an ECRI Institute member hospital (includes reply form) Download
● 2017 May 30. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A28633 : BD—Extension Sets Used with PCA Pumps: May Leak at Tubing-to-Tubing Connector


[High Priority ] - A28633 : BD—Extension Sets Used with PCA Pumps: May Leak at Tubing-to-Tubing
Connector
Medical Device Ongoing Action
Published: Thursday, June 1, 2017


UMDNS Terms:
•  Intravenous Administration Sets, General-Purpose [16649]
•  Infusion Pumps, Analgesic, Patient-Controlled [16924]


Product Identifier:
Extension Sets used with Patient-Controlled Analgesic (PCA) Pumps [Consumable, Capital Equipment]
  
Model Nos.:  Lot Nos.:


PCA-01


TA01112, TA01401, TA01573, TA01634,
TA01656, TA01741, TA01742, TA01814,
TA01815, TA01932, TA01946, TA01947,
TA01994, TA01995, TA02042, TA02043,
TA02098, TA02157, TA02158, TA02530,
TA02938, TA03116, TA03241, TA03364,
TA03411, TA03558, TA03612, TA03680,
TA03713, TA03941, TA03969, TA04040,
TA04404, TA04405, TA04406, TA04479,
TA04522, TA04758, TA04758, TA04860,
TA04999, TA05241, TA05242, TA05307,
TA05459, TA05535, TA05727, TA05767,
TA05816, TA05853, TA05997, TA06164,
TA06165, TA06217


TR-26 TA03240, TA03629, TA03903, TA04530


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


Distributor(s): •  BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States


Manufacturer(s): Sendal SAApartado de Correos 26, Martorell (Barcelona),  E-08760, Spain


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


Problem:
In a May 15, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), BD states that
it has received reports of the above extension sets leaking at the tubing-to-tubing connector during setup and during clinical use. BD also states that
leakage may lead to underinfusion, potentially resulting in the patient not receiving the therapeutic level of medication to control his or her pain. BD
further states that root cause of the problem is an inconsistent amount of solvent applied during the manual assembly process. 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 May 15, 2017, Urgent Field
Safety Notice letter and Verification Checklist from BD. Either destroy affected product or return it to Sendal. Complete the Verification Checklist and
return it to BD using the information on the form. Upon receipt of the form, BD will provide your facility with credit for affected product. 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:
BD
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Sendal: 2-WAY EXT.LINE FOR PCA, BCV,ROT.L.LOCK


[online]. London: Department of Health; 2017 May 22 [cited 2017 May 23]. (Field safety notice; reference no. 2016/002/017/292/008).
Available from Internet: Click here .


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):
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● 2017 May 23. MHRA FSN. 2016/002/017/292/008 Download


● 2017 May 23. MHRA FSN. (includes reply form) Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Flocare Gastrostomy 

tubes (G-tube) ENFit

5/30/2017 Nutricia Medical Devices FSN httpscigalah groupNew

Helical Infusion Catheters 

and Morph Universal 

Deflectable Guide 

Catheters

6/4/2017 Biocardia, Inc. 2 Attac

hed

Medical Technology 

Establishment

# New

ProcedurePak trays 

containing specific i.e. 

codes and Polysurb 

Suture

6/1/2017 Molnlycke Health Care 

AB.

FSN https

://nc

mdr.

Branch of Molnlycke 

Health Care AB

New

QuikClot TraumaPads 5/29/2017 Z-Medica LLC 2 AttachedN/A# New

Various Arrow Arterial,  

CVC, Hemodialysis, MAC,  

PICC, and PSI Kits ,

5/30/2017 Teleflex Medical.. 2 Attac

hed

Gulf Medical Co.# New

Yankaeur Suction Tubes 5/30/2017 Rocket Medical 2 AttachedModern Quality Est.# 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=6&rid=11116
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11132
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A28131 : BioCardia—Helical Infusion Catheters and Morph Universal Deflectable Guide Catheters: Manufacturer Updates Instructions
for Use to Include Clarifying Guidelines for Management of Adverse Events


[High Priority ] - A28131 : BioCardia—Helical Infusion Catheters and Morph Universal Deflectable
Guide Catheters: Manufacturer Updates Instructions for Use to Include Clarifying Guidelines for
Management of Adverse Events
Medical Device Ongoing Action
Published: Thursday, June 1, 2017


UMDNS Terms:
•  Catheters, Vascular, Infusion, Coronary Artery [17871]
•  Catheters, Vascular, Guiding [17846]


Product Identifier:


Catheters: Model Nos.: Lot Nos.:


Helical Infusion 00953L 01347, 01362


Morph Universal Deflectable Guide 00895 01309
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[Consumable]


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


Manufacturer(s): BioCardia Inc125 Shoreway Rd Suite B, San Carlos, CA 94070, United States 


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


Problem:
In a February 15, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), BioCardia
states that it has updated the instructions for use (IFU) for the above catheters to include clarifying guidelines for treatment of patients who experience an
adverse event associated with use of the products. BioCardia also states that the new information in the IFU applies to all BioCardia products indicated
for use in the chambers of the heart as well as any device that is placed into the chambers of the heart that identifies arrhythmia as a potential risk.
BioCardia states that it is updating the IFU in response to a procedure in which a patient experienced 3 episodes of ventricular tachyarrhythmia, 1 related
to the initial guidewire placement in the ventricle and 2 related to use of the Helical Infusion Catheter with the Morph Guide during positioning within the
left ventricle. The second 2 episodes required external defibrillation to restore sinus rhythm. The patient was not injured, but the treatment was aborted
before all planned injections could be performed. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the February 15, 2017, Urgent Field Safety
Notice letter and Confirmation of Receipt form from BioCardia. BioCardia states that the IFU should not preempt the clinical judgment of the treating
physician regarding the current standard of care treatment of a specific patient's medical condition. The updates to the potential adverse events section of
the IFU include the following:


● Unstable arrhythmias, including ventricular tachycardia, bradycardia, atrial or ventricular fibrillation, or heart block
Subject to clinical assessment of the patient and knowledge of standard of care, it is recommended that the procedure be discontinued if any of the
foregoing potential adverse events is suspected of occurring, or if the patient requires medical intervention to correct the condition.
For the complete IFU for affected products, see the  letter . A BioCardia support team will incorporate the updated IFU into your inventory and will be
present at the time of the next use of the above products. Complete the Confirmation of Receipt form, and return it to BioCardia using the instructions on
the form. BioCardia also requests your feedback regarding the clarity of the updates to the IFU. No action is required regarding the affected products.
For Further Information:
Eric Duckers, BioCardia chief medical officer or Andy Mackenzie, BioCardia VP regulatory
Tel.: (650) 226-0120
Email: educkers@biocardia.com  or amackenzie@biocardia.com , respectively
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. BioCardia: Fluid/device delivery cardiac catheter [online]. London:


Department of Health; 2017 Feb 20 [cited 2017 May 30]. (Field safety notice; reference no. 2017/002/015/601/004). 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 May 30. MHRA FSN. 2017/002/015/601/004 Download
● 2017 May 30. MHRA FSN. (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154000/2017Feb15BioCardiaCardiacCathetersMHRA.pdf?option=80F0607

mailto:educkers@biocardia.com

mailto:amackenzie@biocardia.com

http://www.biocardia.com/about/contact.shtml

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/153999/2017Feb20BioCardiaCardiacCathetersMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154000/2017Feb15BioCardiaCardiacCathetersMHRA.pdf
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[High Priority ] - A28626 : Z-Medica�—QuikClot TraumaPads: Sterility May Be Compromised


[High Priority ] - A28626 : Z-Medica�—QuikClot TraumaPads: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Tuesday, May 23, 2017


UMDNS Terms:
•  Sponges, Hemostatic, Absorbable [16791]


Product Identifier:
�3-Ply 12 x 12-inch QuikClot TraumaPads [Consumable]
Reference No. 460; Lot No. 7313 EXP APR 2020


Geographic Regions: South Korea, Taiwan, Thailand, U.S.


Manufacturer(s): Z-Medica LLC 4 Fairfield Blvd, Wallingford, CT 06492, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, EMS/Transport, Materials
Management


Problem:
�In a May 16, 2017, letter submitted by ECRI Institute member hospitals, Z-Medica states that the individual foil pouches containing the above dressings
may contain scratches, potentially compromising product sterility. Z-Medica also states that this is an isolated packaging problem.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the May 16, 2017, letter and
Customer Verification Form from Z-Medica. Regardless of whether you have affected product, complete the Customer Verification Form, and return it to
Z-Medica using the instructions on the form. To obtain a return materials authorization (RMA) number and arrange for product return and replacement at
no cost, contact Christine Grey, Z-Medica, by telephone at (203) 774-7911 or by  e-mail at cgrey@z-medica.com . Notify relevant personnel 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:
Joseph Azary, Z-Medica quality and regulatory vice president
Tel.: (203) 774-5686
E-mail: jazary@z-medica.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):


● 2017 May 23. Member Hospital. May 16, 2017, Z-Medica letter submitted by an ECRI Institute member hospital Download
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http://www.z-medica.com/general-inquiries.aspx

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/153611/20170516Z-MedicaQuikClotTraumaPadClient_Redacted.pdf
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[High Priority ] - A28608 : Teleflex—Various Arrow Arterial, CVC, Hemodialysis, MAC, PICC, and PSI Kits: Sterility May Be Compromised


[High Priority ] - A28608 : Teleflex—Various Arrow Arterial, CVC, Hemodialysis, MAC, PICC, and PSI
Kits: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Monday, May 22, 2017


UMDNS Terms:
•  Catheters, Vascular, Infusion, Central Venous, Peripherally-Inserted  [18017]
•  Catheters, Vascular, Infusion, Central Venous [10729]
•  Catheter Introducers [34021]
•  Catheters, Peritoneal, Percutaneous Drainage, Multiple Lumen [18697]
•  Catheters, Vascular, Blood Pressure [10689]
•  Catheters, Vascular, Embolectomy/Thrombectomy, Balloon, Arterial [18651]
•  Catheters, Vascular, Hemodialysis, Central Venous [18663]


Product Identifier:
Arrow Kits: (1) Arterial, (2) Central Venous Catheter (CVC), (3) Multilumen Access Catheter (MAC), (4) Peripherally-Inserted Central Catheter (PICC),
(5) Percutaneous Sheath Introducer (PSI) [Consumable]
Product Nos.: Lot Nos.:
AK-42703-P1A 13F16K0206


AK-45703-P1A 13F16K0020,
13F16K0330


ASK-04018-CC 13F16L0229
ASK-04301-WBH 13F16J0305
ASK-04510-HUM 13F16K0181


ASK-04550-UHC 13F16H0134,
13F16L0120


ASK-09803-WBH1 13F16J0292
ASK-09903-KH 13F16K0008


ASK-12703-PLV1 13F16J0216,
13F16L0126


ASK-12703-PRJ 13F16G0127
ASK-15703-PLV 13F16L0042
ASK-15703-PRH 13F16J0212


ASK-42703-PRJ 13F16L0007,
13F16M0013


ASK-42854-PRJ 13F16H0153
ASK-45541-RWJ4 13F16G0093


ASK-45552-RWJ4 13F16J0048,
13F16J0286


ASK-45703-AH 13F16L0026
ASK-45703-PRH 13F16K0124
ASK-45703-PRWJ 13F16L0105
CA-42703-P1A 13F16M0047
CA-45703-P1A 13F16H0093
CDA-21242-1A 13F16L0209
CDA-22122-U1A 13F16L0048
CDA-29803-1A 13F16M0122
CDA-42703-P1A 13F16J0016


CDA-42802-P1A 13F16K0239,
13F16L0285


CDA-45703-P1A
13F16G0238,
13F16K0306,
13F16L0091


CDC-09803-1A 13F16K0328
CDC-09903-1A 13F16K0263
CDC-11242-1A 13F16K0071
CDC-11242-1A 13F16L0295
CDC-12703-1A 13F16J0328
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CDC-12802-1A 13F16J0175,
13F16K0114


CDC-15703-1A 13F16K0072
CDC-15703-B1A 13F16L0069
CDC-15802-1A 13F16K0287


CDC-21242-1A 13F16K0053,
13F16M0216


CDC-22142-1A 13F16K0065
CDC-24301-1A 13F16K0211
CDC-24306-1A 13F16H0366
CDC-26142-1A 13F16K0324


CDC-29803-1A 13F16J0201,
13F16K0016


CDC-29903-1A 13F16J0199


CDC-42703-1A
13F16H0322,
13F16L0168,
13F16L0280,
13F16L0292


CDC-42854-1A 13F16L0272


CDC-45703-1A


13F16K0039,
13F16L0183,
13F16L0219,
13F16L0221,
13F16L0278


CDC-45703-A1A 13F16L0218
CDC-45703-B1A 13F16L0277


CDC-45854-1A 13F16J0301,
13F16L0328


CDC-47702-1A 13F16K0032
EU-04041-HPMSB 13F16K0297
EU-05041-HPMSB 13F16H0352
EU-05052-HPMSB 13F16J0124
NA-04550-X1A 13F16K0170


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


Manufacturer(s): Arrow International Inc, a Teleflex company2400 Bernville Rd, Reading, PA 19605, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Dialysis/Nephrology, Emergency/Outpatient Services,
Infection Control, Nursing, OR/Surgery, IV Therapy, Materials Management


Problem:
In a May 11, 2017, Urgent Medical Device Recall 1st Notification letter submitted by ECRI Institute member hospitals, Teleflex states that the packaging
containing the above kits may not be completely sealed, potentially compromising product sterility. Teleflex also states that if nonsterile product is used,
infection may occur. Teleflex further states that it has received no reports of patient injuries related to this problem. The manufacturer has not confirmed
the information provided in the source material.
 


Action Needed:
Identify, isolate, and discontinue use of any affected kits in your inventory. If you have affected kits, verify that you have received the May 11, 2017,
Urgent Medical Device Recall 1st Notification letter and Recall Acknowledgment Form from Teleflex. Regardless of whether you have affected kits,
complete the Recall Acknowledgment Form and return it to Teleflex using the instructions on the form. Upon receipt of the form, a Teleflex customer
service representative will contact your facility with a return goods authorization (RGA) number to arrange for product return (if applicable).
 
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):
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● 2017 May 18. Member Hospital. Teleflex letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A28577 : Rocket—Yankaeur Suction Tubes: May Contain Powder-Like Substance


[High Priority ] - A28577 : Rocket—Yankaeur Suction Tubes: May Contain Powder-Like Substance
Medical Device Ongoing Action
Published: Wednesday, May 24, 2017


UMDNS Terms:
•  Tubing, Suction [16779]


Product Identifier:
Yankaeur Suction Tubes [Consumable]
Product No. R22610-S; Lot No. 471722


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


Manufacturer(s): Rocket Medical (US)150 Recreation Park Dr Unit 3, Hingham, MA 02043, United States


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


Problem: �In a May 3, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Rocket states that the above tubes may contain a powder-like substance within the pack or tube (see figure 1 in the letter ). The manufacturer has not
confirmed the information provided in the source material.


Action Needed:
�Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the May 3, 2017,
Urgent Field Safety Notice letter from Rocket. To report the number of affected products in your inventory and to arrange for product return and
replacement, contact the Rocket customer service department by telephone using the information below. Inform 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:
Rocket customer service department
Tel.: (0191) 4196988
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Rocket Medical: R22610-S [online]. London: Department of


Health; 2017 May 15 [cited 2017 May 22]. (Field safety notice; reference no. 2017/005/005/601/002). 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 May 22. MHRA MDA. 2017/005/005/601/002 Download
● 2017 May 22. MHRA FSN. Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153607/20170503RocketYankaeurSuctionTubesMHRA.pdf?option=80F0607

http://www.rocketmedical.com/Rocket_contacts_main.htm

https://www.gov.uk/drug-device-alerts/field-safety-notice-8-to-12-may-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-8-to-12-may-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/153604/20170515RocketMedicalTubesMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153607/20170503RocketYankaeurSuctionTubesMHRA.pdf
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