
SBED Weekly Update 03-Oct-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 

32 SFDA website
9/25/2017 9/28/2017

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: WU1740

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

Infinity Neuromodulation 

Implantable Pulse 

Generators

9/25/2017 St. Jude Medical Inc 2 Attac

hed

Al-Jeel Medical & 

Trading Co. LTD

# New

Assistive products for persons with disability

Alevo Alu 9/28/2017Bischoff & Bischoff Medizin- und Rehabilitationstechnik GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11567N/ANew

Diagnostic and therapeutic radiation devices

Brilliance 64/ Ingenuity 

CT / Ingenuity Core / 

Ingenuity Core128

9/26/2017 Philips Healthcare FSN https

://nc

Philips Healthcare 

Saudi Arabia Ltd.

Update

Robot Imager, Gantry 

Imager.

9/28/2017 SIEMENS FSN httpsSiemens Medical 

Solutions

New

http://www.sfda.gov.sa
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11567
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11547
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11553
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[High Priority ] - A29232 : Abbott—Infinity Neuromodulation Implantable Pulse Generators: Elective Replacement Indicator Alert May Trigger Early


[High Priority ] - A29232 : Abbott—Infinity Neuromodulation Implantable Pulse Generators: Elective
Replacement Indicator Alert May Trigger Early
Medical Device Ongoing Action
Published: Friday, September 15, 2017
Last Updated: Monday, September 18, 2017


UMDNS Terms:
•  Stimulators, Electrical, Brain [18467]
•  Stimulators, Electrical, Spinal Cord [18469]


Product Identifier: All Implanted Neuromodulation (NM) Implantable Pulse Generators (IPGs) in the Infinity Family [Consumable]


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


Manufacturer(s): St Jude Medical, an Abbott company6901 Preston Rd, Plano, TX 75024, United States


Suggested Distribution: OR/Surgery, Information Technology, Neurology, Materials Management


Problem:
�In a September 12, 2017, Important Medical Device Advisory letter submitted by an ECRI Institute member hospital, Abbott states that the elective
replacement indicator (ERI) alert on the above devices may trigger early because of an error in how the device calculates the actual remaining battery life.
Abbott further clarifies that the ERI alert is triggered early because of an error in software calculation of the remaining battery life; it is not an indication
of the devices' actual battery performance. Abbott also states that as of July 11, 2017, of the 1,277 deep brain stimulation (DBS) IPG devices sold
worldwide, the described problem occurred in approximately 0.8% of them and that of the devices that exhibited the described problem, approximately
0.2% have been explanted and replaced. Additionally, Abbott states that there is a low risk that the ERI alert will not trigger before the device's end of
battery life; however, Abbott has received no reports of this occurring. The manufacturer has not confirmed the information provided in the source
material.


Action Needed:
Identify any patients implanted with affected product in your practice. If you have affected patients, verify that you have received the September 12,
2017, Important Medical Device Advisory letter from Abbott. See Appendix A in the letter  for examples of the current ERI messages. The patient
controller (PC) battery capacity indicator may display less than full upon first use because of this problem; however, the battery will continue to function
normally in this situation and no action is needed. When the clinician programmer (CP) or PC displays an ERI message, adhere to the following patient
management recommendations:


● If a patient reports that an ERI message is displayed on the PC, contact your Abbott representative to obtain the device-specific generator
logs and to conduct the ERI assessment using the steps in Appendix B in the letter before making an elective replacement decision.


● After the ERI assessment is completed, your Abbott representative will provide one of the two follow-up communications below to make
appropriate decisions. The possible responses are as follows:


● ERI is valid at this time for this device. Follow existing information provided in the instructions for use (IFU) and CP for the
elective replacement window for this device.


● The device has the appropriate level of battery voltage to provide the existing therapy until the next assessment, which should
occur no later than March 2018. During this period, the ERI message will be displayed on the PC at the start of each session. This
message may be dismissed to enter the session on the PC.


Abbott will deploy a software upgrade, upon approval, that will address this problem. When the software update is deployed, the instructions listed above
will no longer be needed. After the CP is updated, replacement decisions can be made following the revised IFU, which will be available here . You will
notified of the availability of the update through the Apple Public App store for the PC and through the St. Jude Medical catalog for the CP.
 For Further Information:
Abbott
U.S. customers
Tel.: (800) 727-7846 (select option 3)
Customers outside U.S.
Tel.: 46 (8) 4744147
Website: Click here
Comments:


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


Source(s):


● 2017 Sep 14. Member Hospital. Abbott letter submitted by an ECRI Institute member hospital Download
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https://manuals.sjm.com/

https://www.vascular.abbott/us/customer-service.html

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

SureSigns VSi, SureSigns 

VS2+ monitors

9/26/2017 Philips Healthcare FSN httpsPhilips Healthcare 

Saudi Arabia Ltd.

New

Wireless Foot Switch 

utlised on Artis systems

9/25/2017 SIEMENS 2 AttacSiemens Medical 

Solutions

# Update

ZEISS INTRABEAM PRS 

500

9/28/2017 Carl Zeiss Meditec Inc FSN httpsGulf Medical Co.New

Electro mechanical medical devices

8 cm Angled Attachments 9/25/2017 The Anspach Effort, Inc. 2 AttachedAl-Nozha Medical Est# New

Covidien GastriSail 

Gastric Positioning System

9/26/2017 Medtronic SA FSN httpsMedtronic Saudi ArabiaNew

EA010, VOYANT ESG 1/BX 9/28/2017 Applied Medical Resources FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11568Dawha MedicalNew

T Series Operating Tables 9/25/2017 Eschmann Equipment 2 AttachedSalehiya Trading Est.# New

In vitro diagnostic devices

AU Lyophilized Chemistry 

Level 1 Calibrators

9/25/2017 Beckman Coulter… 2 AttacBeckman Coulter Saudi 

Arabia Co Ltd

# New

Certain IVD Downstream 

Applications Tested Using 

GXT NA Extraction Kits

9/25/2017 Hain Lifescience GmbH 2 Attac

hed

Bio Alternatives 

Establishment

# New

Lipid Control - Level 3 9/28/2017 Randox Laboratories Ltd. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11561Bio StandardsNew

NK034.S - Human Alpha 

1 Antitrypsin Kit for on 

the SPAPLUS

9/28/2017 The Binding Site FSN https

://nc

FAROUK, MAAMOUN 

TAMER & COMPANY

New

oneHbA1c IS, Super ID 

HbA1c

9/28/2017 DiaSys Diagnostic 

Systems GmbH.

FSN httpsALGhuyum Scientific 

Trading

New

ORG 248 Alegria anti-

MCV

9/28/2017 ORGENTEC FSN httpsREDWAN MEDICAL 

SERVICES

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11548
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11556
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11550
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11568
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11561
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11559
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11566
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11563
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[High Priority ] - A28208 01 : *Siemens—Artis Systems with Wireless Footswitch: Liquids May Infiltrate Gap in Footswitch Housing, Potentially
Resulting in Footswitch Failure; Manufacturer Implements Correction [Update]


[High Priority ] - A28208 01 : *Siemens—Artis Systems with Wireless Footswitch: Liquids May
Infiltrate Gap in Footswitch Housing, Potentially Resulting in Footswitch Failure; Manufacturer
Implements Correction [Update]
Medical Device Ongoing Action
Published: Wednesday, September 20, 2017
Last Updated: Thursday, September 21, 2017


UMDNS Terms:
•  Radiographic/Fluoroscopic Systems, Angiography/Interventional [16597]


Product Identifier:
Artis Systems with Wireless Footswitch [Capital Equipment]
Units delivered after January 1, 2005


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


Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Diagnostic Imaging, Facilities/Building
Management


Summary:
This Alert provides additional information based on an August 24, 2017, Customer Safety Advisory Notice letter submitted by ECRI Institute member
hospitals regarding Alert A28208 . New information is provided in the Action Needed field. 
Problem: In a February 10, 2017, Important Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
and a February 27, 2017, Customer Safety Advisory Notice letter submitted by ECRI Institute member hospitals, Siemens states that liquids (e.g.,
disinfectants, cleaning agents, bodily fluids) could penetrate the interior of the footswitch on the above systems because of a gap in the housing of the
footswitch, potentially causing the footswitch to fail. Siemens further states that if the footswitch fails, it can no longer be used to release radiation,
rendering fluoroscopic examinations impossible; however, the handswitch can still be used to release exposures. Siemens also states that a footswitch
failure could result in the need to cancel treatment or in treatment being delayed while treatment is restarted or the patient is moved to another system.
The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the August 24, 2017, Customer Safety
Advisory Notice letter from Siemens. Siemens states that the diode display in affected systems will be sealed by applying an abrasion disinfectant-
resistant film. Siemens will contact your facility to arrange to perform this corrective action. The following actions are those listed in Alert A28208 . Use
 a sterile cover to protect the footswitch from all types of contamination. When cleaning or disinfecting the footswitch, use damp (but not wet) cloths. Do
not immerse the footswitch in liquid until a corrective action has been implemented. If the footswitch fails during a procedure, the handswitch can be
used to release radiation for imaging purposes. Siemens states that standard emergency procedures should be in place in case of system failures and
recommends that you reinforce procedures until the correction has been implemented. Siemens will contact your facility when a correction is available.
Siemens states that it is not necessary to reexamine any patients treated using affected systems because this problem is the result of a potential hardware
defect that has no influence on patient treatment. Inform all relevant personnel at your facility of the information in the letter, forward a copy of the letter
to any facility to which you have further distributed affected equipment, and inform Siemens of the transfer.
For Further Information:
Siemens
Website: Click here
Comments:


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


Source(s):


● 2017 Sep 18. Member Hospital. August 24, 2017 Siemens letter submitted by ECRI Institute member hospitals, AX002/17/S Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1629725

https://usa.healthcare.siemens.com/

https://usa.healthcare.siemens.com/

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

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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[High Priority ] - A29204 : �The Anspach Effort—8 cm Angled Attachments: May Pose Risk of Burns


[High Priority ] - A29204 : �The Anspach Effort—8 cm Angled Attachments: May Pose Risk of Burns
Medical Device Ongoing Action
Published: Friday, September 15, 2017
Last Updated: Thursday, September 21, 2017


UMDNS Terms:
•  Burs, Surgical, Bone [21369]


Product Identifier:
8 cm Angled Attachments used with the following ANSPACH Systems: (1) EMAX 2 Plus High-Speed Electric, (2) XMAX High-Speed Pneumatic [Con
sumable, Capital Equipment]
Attachment Part No. QD8; Serial No. E37305292203


Geographic Regions: U.K.


Manufacturer(s): The Anspach Effort Inc4500 Riverside Dr, Palm Beach Gardens, FL 33410-4235, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
In an August 31, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), DePuy
Synthes GmbH, as the EU-authorized representative for THE ANSPACH EFFORT Inc., states that it has received a report that one of the above
attachments may have burned a surgeon's hand during use. Service records indicate that the device was not properly maintained. The firm states that the
following problems may occur with affected product:


● Injury to the user in the form of a skin burn from contact with the overheated attachment
● Injury to the patient if the attachment overheats, touches the patient, and causes a burn
● Surgical delay caused by the time required to assess potential injuries and determine next steps


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 August 31, 2017, Urgent Field Safety Notice letter from SynthesGmbH. Complete the Verification Section of the letter, and return it to
SynthesGmbH using the instructions on the form. Return affected product to SynthesGmbH. Notify all relevant personnel at your facility of the
information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Retain a copy of the letter
for your records.
For Further Information:
Jody Cadd, Synthes product safety supervisor, field actions
Tel.: (610) 719-5450
E-mail: RA-DPYCH-flactionint@its.jnj.com
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Depuy Synthes: 8cm angled attachment [online]. London:


Department of Health; 2017 Sep 11 [cited 2017 Sep 12]. (Field safety notice; reference no. 2017/009/004/291/002). 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 Sep 12. MHRA FSN. 2017/009/004/291/002 Download
● 2017 Sep 12. MHRA FSN. 920097 (includes reply form) Download
● 2017 Sep 15. Manufacturer. Manufacturer confirmed information contained in source material


www.ecri.org . Printed from Health Devices Alerts on Monday, September 25, 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.



mailto:RA-DPYCH-flactionint@its.jnj.com

http://www.synthes.com/sites/na/Locations/Pages/Headquarters.aspx

https://www.gov.uk/drug-device-alerts/field-safety-notice-04-to-08-september-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-04-to-08-september-2017
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/160382/20170831DePuySynthes8cmAngledAttachmentsMHRA.pdf
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[High Priority ] - A29205 : Eschmann—T Series Operating Tables: Electrical Emissions May Cause Interference to Susceptible Monitoring Equipment if
Wiring Connections to Batteries are Misconnected


[High Priority ] - A29205 : Eschmann—T Series Operating Tables: Electrical Emissions May Cause
Interference to Susceptible Monitoring Equipment if Wiring Connections to Batteries are
Misconnected
Medical Device Ongoing Action
Published: Thursday, September 21, 2017


UMDNS Terms:
•  Tables, Operating [13961]


Product Identifier:
�T Series Operating Tables [Capital Equipment]
Model Nos.: T20-a+, T20-m+, T30, T50, Tx20


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


Manufacturer(s): Eschmann EquipmentPeter Road, Lancing BN15 8TJ, England


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Facilities/Building Management


Problem:
�In a September 7, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Eschmann states that it has received one report of an isolated incident in which electrical emissions from one of the above operating tables caused
interference to susceptible monitoring equipment in the theater. Eschmann also states that this problem was the result of the wiring connection to the
batteries being misconnected by the hospital's appointed service provider. This problem, in addition to other servicing problems, necessitated the hospital
staff to keep the table connected to the mains supply during use, creating a greater probability of interference to monitoring equipment. Eschmann states
that the operating tables fully meet the requirements of EN 60601-1-2 Medical electrical equipment, general requirements for basic safety and essential
performance, collateral standard, electromagnetic disturbances, and requirements and tests. The manufacturer has not confirmed the information provided
in the source material.


Action Needed:
�Identify any affected tables in your inventory. If you have affected tables, verify that you have received the September 7, 2017, Urgent Field Safety
Notice letter from Eschmann. Eschmann does not recommend charging the table during any procedure; there is no risk of interference with monitoring
equipment if the table is not charging during a procedure. Eschmann recommends that tables are charged daily or at the end of each shift to maintain peak
battery performance. Ensure that the batteries are adequately charged before using the table for any surgical procedure. Do not wait for the "critically
low" battery indication before charging. Continued use of the table's batteries when critically low can damage the batteries. Notify all relevant personnel
at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
Retain a copy of the letter with your records.
For Further Information:
Eschmann technical support department
Tel.: 44 (1903) 753322
E-mail: FSCA3030@eschmann.co.uk
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Eschmann [online]. London: Department of Health; 2017 Sep


11 [cited 2017 Sep 13]. (Field safety notice; reference no. 2015/011/003/401/002). 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 Sep 13. MHRA FSN. 2015/011/003/401/002 Download
● 2017 Sep 13. MHRA FSN. FSCA Identifier 3030 Download
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[High Priority ] - A29231 : Beckman Coulter—AU Lyophilized Chemistry Level 1 Calibrators: May Not Be Paired with Level 2 Calibrator


[High Priority ] - A29231 : Beckman Coulter—AU Lyophilized Chemistry Level 1 Calibrators: May Not
Be Paired with Level 2 Calibrator
Medical Device Ongoing Action
Published: Friday, September 15, 2017
Last Updated: Thursday, September 21, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Clinical Chemistry, Calibration [17031]


Product Identifier:
AU Lyophilized Chemistry Level 1 Calibrators [Consumable]
Reference No. DR-0070-1; Lot No. 6101K51 EXP JAN 31 2018


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


Manufacturer(s): Beckman Coulter Inc 250 S Kraemer Blvd, Brea, CA 92821-6232, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
In an August 28, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Beckman Coulter states that unpaired lots
of the above level 1 calibrators have been distributed with level 2 calibrators with which they are not paired. Beckman Coulter also states that level 1 and
2 calibrators must be paired when used for calibration and cannot be used in any other combination. Paired calibrator lots are identified by the last two
digits of the lot number. The following are examples of the incorrect and correct pairs:


● Incorrect pair:
● Calibrator level 1, reference number DR0070-1, lot number 6101K51
● Calibrator level 2, reference number DR0070-2, lot number 6102K61


● Correct pair:
● Calibrator level 1, reference number DR0070-1, lot number 6101K61
● Calibrator level 2, reference number DR0070-2, lot number 6102K61


Beckman Coulter further states that if lot numbers are not correctly paired, calibration can be run using incorrect set points, which may generate
erroneous results. If the above incorrect pair is run with level 1 lot 6101K51 and level 2 lot 6102K51 set points, erroneous results could be generated for
the following assays:


● Bicarbonate: maximum 11% bias low
● Calcium arsenazo: maximum 5% bias low
● Calcium oCPC: maximum 5% bias low
● Inorganic phosphorus: 6.4% bias high
● Magnesium: 3.2% bias low


Beckman Coulter states that if the above incorrect pair is run with level 1 lot 610K61 and level 2 lot 6102K61 set points, erroneous results could be
generated for the following assays:


● Bicarbonate: maximum 15.8% bias high
● Direct bilirubin OSR6x181: 8.7% bias low


Beckman coulter also states that if incorrect pairs of calibrators are used, quality control (QC) failures may occur. 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 August 28, 2017, Urgent Medical Device
Recall letter, Customer Response Form, and Replacement Order form from Beckman Coulter. Check level 1 and level 2 calibrators to make sure you are
using correctly paired lots for calibration. Ensure that correct set points are being used for the lot. Set points are in the instructions for use (IFU) for each
lot and can be found in each kit, or on the Beckman Coulter "Technical Documents" webpage . If incorrectly paired lots of calibrators or incorrect set
points have been used, retrospective review of patient results is at the discretion of your laboratory director. To order replacement product, customers in
the U.S. and Canada can complete the Replacement Order Form and return it to Beckman Coulter using the instructions on the form, or contact the
Beckman Coulter client services department by telephone at (800) 526-3821 (U.S. only) or (800) 463-7828 (Canada only). Customers outside the U.S.
and Canada should contact their Beckman Coulter local representative to arrange for product replacement. 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. Retain a copy of the
letter as part of your quality system documentation. Acknowledge that you have received the letter electronically (if you received the letter through e-
mail) or complete the Customer Response Form, and return it to Beckman Coulter using the instructions on the form.
 
For Further Information:
Beckman Coulter customer support center
Tel.: (800) 854-3633 (U.S. and Canada)
Website: Click here
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Comments:


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


Source(s):


● 2017 Sep 14. Member Hospital. Beckman Coulter letter submitted by an ECRI Institute member hospital: FA-31857 (includes reply 
form) Download
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[High Priority ] - A29207 : Hain�—Certain IVD Downstream Applications Tested Using GXT NA Extraction Kits: May Yield False-Negative and/or Invalid Results


[High Priority ] - A29207 : Hain�—Certain IVD Downstream Applications Tested Using GXT NA
Extraction Kits: May Yield False-Negative and/or Invalid Results
Medical Device Ongoing Action
Published: Wednesday, September 20, 2017
Last Updated: Thursday, September 21, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Molecular Assay, Nucleic Acid Processing, Purification [24196]


Product Identifier:
GXT NA Extraction Kits used to test the following In Vitro Diagnostic (IVD) Downstream Applications: (1) FluoroType Borrelia VER 1.0, (2)
FluoroType CT VER 1.0, (3) FluoroType HSV VER 1.0, (4) FluoroType EBV VER 1.0, (5) FluoroType VZV VER 1.0, (6) GenoQuick Bordetella VER
2.0 [Consumable, Capital Equipment]
Kit Lot No. TD00030A


Geographic Regions: Austria, Germany, Spain, U.K.


Manufacturer(s): Hain Lifescience GmbHHardwiesenstrasse 1, D-72147 Nehren, Germany


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


Problem:
�In a September 5, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products and Regulatory Agency (MHRA),
Hain states that a kit constituent may cause the above kits to have decreased efficiency of extraction, which may lead to decreased sensitivity, potentially
causing them to yield false-negative and/or invalid results with positive samples. Hain also states that the above kits may interpret negative samples and
negative controls as invalid but that there is no risk of false-positive results. 


Action Needed:
�Identify and discard any affected kits in your inventory. If you have affected kits, verify that you have received the September 5, 2017, Urgent Field
Safety Notice letter and response letter from Hain. The risk of false-negative or invalid results can be reduced by observing general laboratory practice
rules and using suitable control (internal controls or sample material at the limit of detection). The Hain support and distribution team will contact your
facility to arrange for product replacement. 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. Retain a copy of the letter with your records. Complete
the response letter, and return it to Hain using the information in the letter.
For Further Information:
Karin Geber, Hain support department
Tel.: (07473) 9451744
E-mail: support@hain-lifescience.de
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Hain Lifesciences GmbH [online]. London: Department of Health;


2017 Sep 11 [cited 2017 Sep 11]. (Field safety notice; reference no. 2017/009/006/701/011). Available from Internet: Click here .


Comments:


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


Source(s):


● 2017 Sep 12. MHRA FSN. 2017/009/006/701/011 Download
● 2017 Sep 12. MHRA FSN. (includes reply form) Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

ORTHO Vision & Vision 

Max Analyzer

9/28/2017 Ortho-Clinical 

Diagnostics

FSN httpsSamir Photographic 

Supplies Co. Ltd.

New

Remel Vibrio Cholerae 

Ogawa agglutinating 

serum

9/28/2017 Thermo Fisher Scientific 

Inc.

FSN https

://nc

Medical supplies & 

Services Co.Ltd 

Mediserv

New

UIBC FS 1 1921 9/28/2017DiaSys Diagnostic Systems GmbH. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11565ALGhuyum Scientific TradingNew

Non-active implantable devices

aap Drill Guide LOQTEQ 

VA with scale up to L 28, 

drill diam. 2.0, 0

9/28/2017 aap Implantate AG FSN https

://nc

Saudi Import Co. BanajaNew

DELTA XTEND Reverse 

Shoulder System Modular 

Centered and Eccentric 

Epiphysis Prostheses

9/25/2017 Synthes GmbH 2 https

://nc

mdr.

FAROUK, MAAMOUN 

TAMER & COMPANY

# New

Heli-FX Guide Devices 9/25/2017 Medtronic SA 2 AttachedMedtronic Saudi Arabia# New

Magic3, HydroSil Gripper, 

and Personal Intermittent 

Catheters

9/25/2017 C R Bard Inc 2 Attac

hed

C.R. BARD Saudi Arabia# New

META-TAN 10MM X 

34CM LEFT

9/28/2017 Smith & Nephew inc FSN httpsSmith & Nephew incNew

META-TAN 10MM X 

38CM RIGHT

9/28/2017 Smith & Nephew inc FSN httpsSmith & Nephew incNew

The Second Assistant 

Disposable Knee 

Positioners

9/25/2017 Zimmer, INC…. 2 Attac

hed

Medical Regulations 

Gate

# New

Reusable devices

da Vinci Xi EndoWrist 

Stapler 45 Instruments

9/25/2017 Intuitive Surgical Inc 2 AttacGulf Medical Co.# New
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[High Priority ] - A29240 : DePuy Synthes—DELTA XTEND Reverse Shoulder System Modular Centered and Eccentric Epiphysis Prostheses: Post Diameter
May Be Out of Specification


[High Priority ] - A29240 : DePuy Synthes—DELTA XTEND Reverse Shoulder System Modular
Centered and Eccentric Epiphysis Prostheses: Post Diameter May Be Out of Specification
Medical Device Ongoing Action
Published: Wednesday, September 20, 2017


UMDNS Terms:
•  Prostheses, Joint, Shoulder [16099]


Product Identifier:
DELTA XTEND Reverse Shoulder
System Modular Epiphysis 
Prostheses:


Catalog Nos.: Lot Nos.:


Centered Size 1 HA 130720101 5248487, 5248488, 5248489, 5248490, 5248491, 5248497, 5248498,
5248499, 5248500, 5248501, 5250420, 5250421, 5250422, 5250423,
5250424, 5251136, 5251137, 5251138, 5251139, 5251140, 5261339,
5261340, 5261341, 5261342, 5261343, 5262077, 5262078, 5262079,
5262080, 5262081, 5263090, 5263091, 5263203, 5263204, 5263205,
5263206, 5263798, 5263799, 5264519, 5264520, 5265494, 5265495,
5265496, 5265497, 5265498, 5265499, 5266088, 5266089, 5266090,
5266592, 5266593, 5268090, 5268091, 5268092, 5268093, 5268474,
5269235, 5269741, 5269742, 5269743, 5269744, 5269745, 5270942,
5270943, 5270944, 5270945, 5271415, 5271416, 5271417, 5273260,
5273261, 5273262, 5273263, 5273264, 5273265, 5274694, 5274695,
5274696, 5275978, 5275979, 5276798, 5276799, 5276800, 5276801,
5276802, 5276803, 5277832, 5277833, 5277834, 5277835, 5277836,
5277843, 5277844, 5277845, 5279892, 5279893, 5280180, 5280181,
5280182, 5281491, 5281492, 5281493, 5281494, 5282646, 5282647,
5282648, 5283244, 5283245, 5283246, 5284416, 5284417, 5284418,
5284419, 5284420, 5284421, 5284422, 5284991, 5284992, 5286447,
5286448, 5286449, 5286684, 5288257, 5288258, 5288259, 5288478,
5288479, 5288480, 5288481, 5289306, 5289307, 5289308, 5289309,
5289311, 5289599, 5289600, 5289601, 5293593, 5294996, 5294997, 
5296832


Eccentric Size 1 Left HA 130720102 5253183, 5253184, 5253185, 5262086, 5262087, 5262088, 5263207,
5263208, 5263800, 5263801, 5263802, 5263803, 5264934, 5264935,
5264936, 5264937, 5264938, 5265500, 5265501, 5266594, 5266595,
5266596, 5266597, 5270354, 5270355, 5270356, 5270946, 5270947,
5271418, 5271419, 5271420, 5271421, 5271422, 5271423, 5273266,
5273267, 5274697, 5274698, 5276804, 5276805, 5276806, 5277846,
5279354, 5279355, 5279356, 5279894, 5279895, 5280183, 5280184,
5281495, 5282649, 5282650, 5282651, 5282652, 5283247, 5283248,
5283249, 5283250, 5284423, 5284424, 5284425, 5284426, 5284993,
5284994, 5286685, 5286686, 5286687, 5289312, 5289313, 5289314,
5289315, 5289607, 5289608


Eccentric Size 1 Right HA 130720103 5248482, 5248483, 5248484, 5248485, 5248486, 5248492, 5248493,
5248494, 5248495, 5248496, 5250425, 5250426, 5250427, 5250428,
5250429, 5251141, 5251142, 5251143, 5251144, 5251145, 5262082,
5262083, 5262084, 5262085, 5263209, 5263210, 5263211, 5263212,
5264521, 5264939, 5264940, 5264941, 5264942, 5264943, 5264944,
5264945, 5264946, 5266598, 5266599, 5266600, 5266601, 5266602,
5267247, 5268475, 5268476, 5268477, 5268478, 5268479, 5270357,
5270358, 5270359, 5270948, 5270949, 5270950, 5273268, 5273269,
5273270, 5273271, 5273272, 5273273, 5274699, 5274700, 5274701,
5275980, 5275981, 5276807, 5276808, 5277837, 5277838, 5277839,
5277847, 5277848, 5279357, 5279358, 5279359, 5279360, 5279361,
5279362, 5279363, 5279364, 5279365, 5279366, 5281496, 5281497,
5281498, 5281499, 5281500, 5281501, 5281502, 5282653, 5282654,
5282655, 5282656, 5282657, 5283251, 5283252, 5283253, 5284427,
5284428, 5284429, 5284995, 5284996, 5286450, 5286451, 5286452,
5286453, 5288260, 5288261, 5289316, 5289317, 5289318, 5289319,
5289320, 5289614, 5289615, 5289616, 5289618, 5289619, 5289620,
5289621, 5289622


Centered Size 2 HA 130720201 5251938, 5251939, 5251940, 5251941, 5264014, 5264044, 5266091,
5267248, 5269071, 5269072, 5269073, 5269074, 5269075, 5269076,
5269077, 5270360, 5270361, 5270362, 5275982, 5277840, 5277841,
5279891, 5281503, 5281504, 5282527, 5284412, 5284413, 5284414,
5284415, 5285764, 5285765, 5285766, 5286454, 5286455, 5286456,
5286688, 5290272, 5290273


Eccentric Size 2 Left HA 130720202 5251942, 5251943, 5264015, 5269078, 5272192, 5273274, 5273275,
5275983, 5275984, 5275985, 5275986, 5282658, 5282659, 5286457,
5286458, 5286459, 5286460, 5288482, 5288483, 5289321, 5290274


Eccentric Size 2 Right HA 130720203 5251944, 5251945, 5251946, 5251947, 5251948, 5253698, 5253699,
5263912, 5263913, 5264947, 5264948, 5264949, 5266092, 5266093,
5266603, 5272193, 5272194, 5272195, 5272196, 5272197, 5273276,
5273277, 5274702, 5274703, 5274704, 5275987, 5275988, 5275989,
5275990, 5275991, 5276809, 5277842, 5277849, 5284430, 5284431,
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5284997, 5284998, 5286461, 5286462, 5287323, 5287324, 5287325,
5288262, 5288484, 5288783, 5288784, 5289322, 5289323, 5289324,
5289625, 5293598, 5293599, 5293600, 5293601


[Consumable]


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


Manufacturer(s): DePuy Orthopaedics Inc700 Orthopaedic Dr, Warsaw, IN 46582, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem: In a September 2017 Urgent Field Safety Notice Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA) and the German Federal Institute for Drugs and Medical Devices (BfArM) and a September 14, 2017, Revised Urgent Medical Device Recall
letter submitted by ECRI Institute member hospitals, DePuy Synthes states that the post diameter of the above prostheses may be out of specification. The
problem is related to the circularity of the cylinder. The problem may cause the epiphysis to interfere with the stem, and it may be impossible to assemble
the two implants (epiphysis and stem). There are two potential risks for patients:


● If the epiphysis does not assemble to the stem and an alternative device is available, there may be a surgical delay of 15 to 59 minutes.
● If the epiphysis does not assemble to the stem and there is not an alternative implant available, the patient's wound may need to be closed


and the patient scheduled for a reoperation when a suitable device is available.
Once the epiphysis is properly assembled to the stem, there is no additional risk to the patient. 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 September 2017 Urgent Field Safety Notice Recall letter and reply form and/or the September 14, 2017, Revised Urgent Medical Device
Recall letter and Reconcilliation Form from DePuy Synthes. Return affected product to your DePuy Synthes local representative. Complete the form, and
return it to DePuy Synthes using the instructions on the form or in the letter, and retain a copy of the form for your records. Notify all relevant personnel
at your facility of the information in the letter, forward a copy of the letter to any facility to which you have further distributed affected product, and
retain a copy of the letter for your records with affected product. Report any serious adverse events, side effects, or product quality problems to DePuy
Synthes by telephone at (866) 811-9367 or by e-mail at productcomplaint/warsaw@dpyus.jnj.com . U.S. customers should also report serious 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 MedWatch, FDA, 5600 Fishers Lane, Rockville,
MD 20852-9787; or online at the MedWatch website .
For Further Information:
For Product-Related Inquiries:
DePuy Synthes local sales consultant
or Clare Mathers, U.K. DePuy recall & vigilance associate
Tel.: 353 (21) 4914581
E-mail: RA-DPYIE-VigilRecall@ITS.JNJ.com
For Clinical Inquiries:
DePuy Synthes scientific and medical affairs department
E-mail: RA-DPYUS-DePSynSc@ITS.JNJ.com
For Recall Inquiries:
Kim (Earle) Long, DePuy Synthes senior recall coordinator
Tel.: (574) 371-4917, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: DPYUS-JointReconFieldActions@its.jnj.com
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Depuy Synthes: DELTA XTEND™ reverse shoulder system


[online]. London: Department of Health; 2017 Sep 18 [cited 2017 Sep 19]. (Field safety notice; reference no. 2017/009/013/701/007).
Available from Internet: Click here .


● Germany. Federal Institute for Drugs and Medical Devices. Field safety notice for DELTA XTEND reverse shoulder system by DePuy
France SA [online]. 2017 Sep 19 [cited 2017 Sep 20]. Available from Internet: Click here .


Comments:


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


Source(s):


● 2017 Sep 19. MHRA FSN. 2017/009/013/701/007 Download
● 2017 Sep 19. MHRA FSN. PIE-877191 (includes reply form) Download
● 2017 Sep 19. Member Hospital. DePuy Synthes letter submitted by ECRI Institute member hospital Download
● 2017 Sep 20. BfArM (Germany). 09231/17 Download
● 2017 Sep 20. BfArM (Germany). PIE-877191 (includes reply form) Download
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[High Priority ] - A29213 : Medtronic—Heli-FX Guide Devices: Packaging May Be Labeled with Incorrect Deflection Length


[High Priority ] - A29213 : Medtronic—Heli-FX Guide Devices: Packaging May Be Labeled with
Incorrect Deflection Length
Medical Device Ongoing Action
Published: Thursday, September 21, 2017


UMDNS Terms:
•  Stent/Grafts, Vascular, Aortic  [20453]


Product Identifier:


Heli-FX Guide Device
Model Nos.: Lot Nos.:


HG-18-90-22 0008674157


HG-18-90-42 0008674156


[Consumable]
39 units distributed


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


Manufacturer(s): Medtronic Cardiac Rhythm and Heart Failure Management8200 Coral Sea St NE, Mounds View, MN 55112, United States


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


Problem:
In a September 2017 Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medtronic states that the deflection length
indicated on the guide catheter handle of the above devices may not match the label on the box and sterile packaging. Medtronic also states that potential
patient harm related to use of a guide with a deflection that is too small or too large include vessel occlusion, leaks, device migration, misdeployed
EndoAnchor, renal failure, cerebrovascular accident (CVA), ischemia, emboli, broken Endo Anchor, and type A dissection. Medtronic further states that
it has received one report related to this problem; however, no adverse events or harms were associated with the report. 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 September 2017 Urgent
Medical Device Recall letter and Customer Confirmation Certificate from Medtronic. Return unused affected product to Medtronic. To arrange for
product return and credit, contact the Medtronic customer service department by telephone at (800) 854-3570. Complete the Customer Confirmation
Certificate, and return it to Medtronic using the information in the letter. For affected product that has been used, Medtronic states that no action is
necessary and that patients should continue to be managed in accordance with your standard patient management protocol. No action is required for
patients already implanted with affected product because the potential for harm occurs acutely at implantation. 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. U.S.
customers should also report serious 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
MedWatch, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information:
Medtronic local 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 Sep 19. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital Download
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[High Priority ] - A29248 : Bard—Magic3, HydroSil Gripper, and Personal Intermittent Catheters: Sterility May Be Compromised


[High Priority ] - A29248 : Bard—Magic3, HydroSil Gripper, and Personal Intermittent Catheters:
Sterility May Be Compromised
Medical Device Ongoing Action
Published: Tuesday, September 19, 2017


UMDNS Terms:
•  Catheters, Urinary, Urethral, Drainage, Intermittent  [17683]


Product Identifier:


Magic3, HydroSil
Gripper (EU only), and
10-Inch and 16-Inch
Personal Intermittent
Catheters:


Product
Nos.: Lot Nos.:


HYD INT COUDE GRPPR
10 FR  MLE 30 PK MGC3 50610 JUBT0404, JUBP0700, JUBR2498,


JUBS1289


RMC INTERMIT COUDE
MAGIC3 HYDRO 12
MALE--30BX


50612


JUBQ1417, JUBQ1691, JUBR0232,
JUBT1089, JUBP0065, JUAZ1253,
JUBN0527, JUBP0225, JUBP0675,
JUBQ0093, JUBQ0995,
JUAX0761,JUAY0563


RMC INTERMIT COUDE
MAGIC3 HYDRO 14
MALE--30BX


50614


JUAW0726, JUAW1103, JUAW1105,
JUAW1200, JUAW1201, JUAW1209,
JUAX0174, JUAX0275, JUAX0276,
JUAX0679, JUAX0680, JUAX0745,
JUAX0759, JUAY0141, JUAY0163,
JUAY0451, JUAY0468, JUAY0587,
JUAY0655, JUAY0685, JUAY0911,
JUAY0930, JUAZ1147, JUAZ1157,
JUAZ0147, JUAZ0126, JUAZ1207,
JUAZ1281, JUAZ1275, JUAZ1252,,
JUBS1905, JUBS2449, JUBN0526,
JUBU0498, JUBN0077, JUBN0049,
JUBN0490, JUBN0824, JUBN0850,
JUBN1022, JUBP0035, JUBP0063,
JUBP1202, JUBP0194, JUBP0224,
JUBQ0039, JUBP0674, JUBQ0024,
JUBP1182, JUBQ0076, JUBQ0091,
JUBP0699, JUBQ1023, JUBQ1390,
JUBQ1673, JUBR0853, JUBQ1416,
JUBQ1690, JUBR0883, JUBR0256,
JUBR1245, JUBR2530, JUBR2531,
JUBR1271, JUBR2565, JUBS2412,
JUBS1262, JUBS1291, JUBS1877,
JUBS2411, JUBT1055, JUAW1103,
JUAW1105, JUAW1200, JUAW1201,
JUAX0745, JUAX0759, JUAW1209,
JUAY0911, JUAY0930, JUAX0174,
JUAX0275, JUAX0276, JUAX0679,
JUAY0451, JUAX0680, JUAY0655,
JUAY0685, JUAY0163


RMC INTERMIT COUDE
MAGIC3 HYDRO 16
MALE--30BX


50616


JUAX0175, JUAX0176, JUAX0177,
JUAX0277, JUAX0681, JUAX0708,
JUAX0747, JUAY0142, JUAY0469,
JUAY0588, JUAY0664, JUBR0257,
JUBR0373, JUBR1272, JUBS0439,
JUBS0469, JUBS2409, JUBS2410,
JUBS2447, JUBT0161, JUBT0162,
JUBP0064, JUAZ1148, JUAY0931,
JUAZ1208, JUAZ0148, JUBN0078,
JUBN0491, JUBN0851, JUBN0825,
JUBN1023, JUBN0999, JUBP0701,
JUBP1203, JUBQ0092, JUBP1183,
JUBQ1024, JUBQ1368, JUBQ1395,
JUBQ1686, JUBR0890, JUBR0860,
JUBS1263, JUBT0121 
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HYD INT COUDE GRPPR
18 FR MLE 30 PK MGC3 50618 JUBQ0980, JUBN0016, JUBN0014,


JUBN0015, JUBQ1859, JUBP0226


RMC INTERMIT COUDE
MAGIC3 HYDRO 18
MALE--30BX


50618 JUAV1056, JUAW0697, JUAY0161


RMC FIRM MAG 6 STD
PED 30 BX 52306 JUBN1018, JUBT1763


RMC INTERMITTENT
FIRM MAGIC STD 6
PED--30BX


52306 JUAX0732


RMC INTERMITTENT
FIRM MAGIC STD 8
PED--30BX


52308
JUBP0951, JUBS1903, JUBN0995,
JUBS1874, JUBS1875, JUBT1802,
JUAZ1194, JUAU0446, JUAU0552


RMC FIRM MAG STD 10
PED 52310 JUBP0953, JUBS1898


RMC INTERMITTENT
FIRM MAGIC STD 10
PED--30BX


52310 JUAX0731


RMC FIRM MAG PED 6
HYD 52606 JUBU0935


RMC INTERMITTENT
FIRM MAGIC HYDRO 6
PED--30BX


52606 JUAX0265


RMC INT MAGIC3
HYDRO W/SURE-GRIP
SLEEVE 6 PED--30BX


52606G JUBR0226, JUBS2408, JUBQ0984,
JUBP0219, JUAZ1226


RMC INTERMITTENT
FIRM MAGIC HYDRO 8
PED--30BX


52608
JUBQ1419, JUBR0884, JUAU0553,
JUAU0728, JUAV0279, JUAU0559,
JUAV0683, JUAW0407, JUAW1128,
JUAX0198, JUAX0205


RMC INT MAGIC3
HYDRO W/SURE-GRIP
SLEEVE 8 PED--30BX


52608G
JUBR2563, JUBQ0071, JUBQ1392,
JUBQ1013, JUBR1243, JUBP0189,
JUBR0854, JUAU0554, JUAV0911,
JUAX0199, JUAW0425


RMC FIRM PED MG 10 52610
JUBN0073, JUBN1019, JUBP0324,
JUBR2523, JUBR2496, JUBU0791,
JUAZ1272


RMC INTERMITTENT
FIRM MAGIC HYDRO 10
PED--30BX


52610
JUAU0726, JUAU0730, JUAV0260,
JUAV0649, JUAV0687, JUAY0449,
JUAY0662


RMC INT MAGIC3
HYDRO W/SURE-GRIP
SLEEVE 10 PED--30BX


52610G


JUBR0251, JUBS1259, JUBS0464,
JUAZ1196, JUAZ1248, JUBQ1420,
JUBR0885, JUBU0790, JUAU0476,
JUAV0449, JUAV0674, JUAW0408,
JUAX0741, JUAZ1197


RMC INT STD 20 MAL
30BX 53320 JUBT1734, JUAY0530, JUAY0531,


JUBT1843, JUBU0095


RMC INTERMITTENT
FIRM MAGIC STD 20
MALE--30BX


53320 JUAX0108, JUAX0109, JUAY0011


RMC INT MAGIC3
ANTIBACTERIAL HYDRO
W/SURE-GRIP SLV 14
MALE-30BX


53514G JUBU0093


MGC HYD INT 10 FR
MLE 30 PK 53610 JUBT1143, JUBT1733


RMC INT MAGIC3
HYDRO W/SURE-GRIP
SLEEVE 10 MALE--30BX


53610G JUAX0385, JUAY0861, JUBT0224,
JUBQ1858, JUBP0187, 


MGC HYD INT 12 FR 53612 JUBU0140
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MLE 30 PK
RMC INT MAGIC3
HYDRO W/SURE-GRIP
SLEEVE 12 MALE--30BX


53612G JUAY0860, JUAZ0106, JUBT0494,
JUBT1714, JUBN0005, JUBN0945


MGC HYD INT 14 FR
MLE 30 53614 JUBR2495, JUBT1126, JUBU0108


RMC INT MAGIC3
HYDRO W/SURE-GRIP
SLEEVE 14 MALE--30BX


53614G


JUAU0701, JUAW0634, JUAW0635,
JUAW0636, JUAW0637, JUAW0787,
JUAW0788, JUAW0889, JUAW0890,
JUAW0992, JUAW0993, JUAW1063,
JUAW1064, JUAX0125, JUAX0401,
JUAX0402, JUAX0404, JUAX0405,
JUAX0655, JUAX0656, JUAX0126,
JUAX0682, JUAX0702, JUAX0760,
JUAY0143, JUAY0164, JUAY0564,
JUAY0589, JUAY0628, JUAY0633,
JUAY0634, JUAY0665, JUAY0863,
JUAY0868, JUAY0932, JUAZ0127,
JUAZ0149, JUAZ1149, JUAZ1158,
JUAZ1254, JUBT0487, JUBT0522,
JUBT0523, JUBT0831, JUBT0926,
JUBT0927, JUBT1312, JUBT1712,
JUBT1313, JUBT1759, JUAZ1391,
JUBN0105, JUBP0188, JUBP0676,
JUBQ1044, JUBQ1043, JUBR1868,
JUBN0079, JUBN0050, JUBN0655,
JUBN0656, JUBN1000, JUBP0037,
JUBP0196, JUBP0702, JUBN1024,
JUBR0481, JUBR2493, JUBS0025,
JUBS1137, JUBS1256, JUBT0524,
JUBT0832, JUBU0109


MGC HYD INT 16 FR
MALE 30 PK 53616 JUBU0107


RMC INT MAGIC3
HYDRO W/SURE-GRIP
SLEEVE 16 MALE--30BX


53616G


JUAW0891, JUAX0178, JUAX0394,
JUAX0395, JUAX0683, JUAX0684,
JUAX0746, JUAY0144, JUAY0165,
JUAY0452, JUAY0470, JUAY0565,
JUAY0590, JUAY0666, JUAY0862,
JUAY0913, JUAZ0128, JUAZ1150,
JUAZ1159, JUAZ1209, JUBT0833,
JUBT0834, JUBT0923, JUBT2258,
JUBN0347, JUBP0677, JUBS2133,
JUBN0001


RMC INT MAGIC3
HYDRO W/SURE-GRIP
SLEEVE 18 MALE--30BX


53618G JUBT0924


MGC HYD INT 20 FR
MLE 30PK 53620 JUBT1842, JUBU0094


RMC INTERMITTENT
FIRM MAGIC STD 14
MALE--30BX


53314
JUAV0148, JUAV0149, JUAV0150,
JUAX0110, JUAX0111, JUAX0112,
JUAY0013, JUAY0014, JUAY0015,
JUAY0532, JUAY0533, JUAY0534


RMC 80D STD 8 PED 62308 JUBS1316
RMC 80D STD 10 PED 62310 JUBP0325
RMC INTERMITTENT
STD 10 PED ----30BX 62310 JUAW0709, JUAW0903, JUAW0932,


JUAX0733


RMC INTERMITTENT
HYDRO 8 PED ----30BX 62608 JUAX0240, JUAV0481, JUAV0482,


JUAV0483, JUAW0972


RMC FIRM HYDRO 10
PE 62610 JUBP0327
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RMC INTERMITTENT
HYDRO 10 PED ----30BX 62610 JUAX0079, JUAX0241


RMC INT STD 10 MLE 63310 JUBT1758
HYD INT MLE 10 FR
PRSNL STRMLD 30PK 63610 JUAX0685, JUBT1747


RMC INTERMITTENT
HYDRO 12 MALE
----30BX


63612 JUBN0826, JUBP0947, JUBP0906,
JUAY0566, JUAY0635


RMC INTERMITTENT
HYDRO 14 MALE
----30BX


63614
JUAX0687, JUAX0748, JUAX0762,
JUAY0453, JUAY0636, JUAY0914,
JUAY0933, JUBP0030, JUBP0227,
JUBP0955, JUBP0907, JUBR0233


HYD INT MLE 16 FR
PRSNL STRMLD 30PK 63616


JUBP0948, JUBP0900, JUAX0763,
JUBT0001, JUAY0471, JUAY0875,
JUAY0934


HYD INT MLE 18 FR
PRSNL STRMLND 63618 JUAZ0150, JUBN0051, JUBP0703


[Consumable]
Units distributed beginning August 2016


Geographic Regions: U.S.


Manufacturer(s): Bard Medical8195 Industrial Blvd, Covington, GA 30014, United States


Suggested Distribution: Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Home Care, Urology, Materials Management


Problem:
�In a September 14, 2017, Urgent Medical Device Product Recall letter submitted by an ECRI Institute member hospital, Bard states that the packaging
of the above catheters may have a sterile breach; the catheter may be caught in the seal or protruding from the seal of the packaging and the tip of the
catheter may be cut. Bard also states that the above catheters may be used by a patient unaware of the problem, potentially resulting in injury to the
patient's urethral meatus or the patient's urethra, which may cause pain and discomfort during subsequent catheter insertions and may cause a urinary tract
infection.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the September 14, 2017, Urgent
Medical Device Product Recall letter and Recall and Effectiveness Check Form from Bard. Regardless of whether you have affected product, complete
the Recall and Effectiveness Check Form, and return it to Bard using the information on the form. To arrange to return affected product and obtain a
return authorization number (RCL#), contact the Bard Medical Division recall coordinator by telephone at (800) 793-8110 or by e-mail at 
BMD.FieldAction@crbard.com . Return affected product, along with a copy of the completed form, to Bard Attn: BMD Recall Coordinator, RCL#, Bard
Medical Division, C.R. Bard, Inc., 8195 Industrial Blvd. Covington, GA 30014, United States. Forward a copy of the letter to any facility to which you
have further distributed affected product.
For Further Information:
Bard
Website: Click here
Comments:


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


Source(s):


● 2017 Sep 19. Member Hospital. Bard letter submitted by an ECRI Institute member hospital (includes reply form) Download
● 2017 Sep 19. Manufacturer. Bard copy of affected lots Download
● 2017 Sep 19. Manufacturer. The manufacturer confirmed the information in the source material.
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https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/160213/20170914BardMagic3HydroSilPersonalIntermittentCathetersClient_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/160214/20170919BardCopyofAffectedLots.pdf
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[High Priority ] - A29235 : Zimmer Biomet—The Second Assistant Disposable Knee Positioners: Sterility May Be Compromised�


[High Priority ] - A29235 : Zimmer Biomet—The Second Assistant Disposable Knee Positioners:
Sterility May Be Compromised�
Medical Device Ongoing Action
Published: Monday, September 18, 2017


UMDNS Terms:
•  Distractors, Surgical, Knee [25733]


Product Identifier:
�The Second Assistant Disposable Knee Positioners [Consumable]
Item No. 740026; Lot Nos.: 04615, 04620, 011900, 16740, 16750, 222740, 222770, 222780, 222790, 239510, 239530, 239550, 251130, 259390, 261910,
315090, 325770, 406310, 416670, 416680, 416690, 417710, 417720, 417730, 417740, 417760, 417770, 417780, 431400, 498290, 521150, 525580,
537830, 537840, 537850, 537860, 537880, 544520, 544560, 544630, 544660, 544680, 620390, 621870, 689190, 690360, 690370, 762980, 763000,
763010, 763020, 763030, 782170, 834910, 834940, 852750, 856470, 861280, 865330, 879730, 879740, 879750, 879760, 879770, 910350, 911100,
915800, 915820, 915870, 918740, 923920, 944650, 968750, 968770, 10585856, 10585858, B152, B153, B410, B411, B770, B771, B829, B830, B831,
C069, C274, C275, C546, C547, C774, C775, D012, D013, D388, D389, D714, D715, D990, D991, E179, E180, E432, E433
Units distributed between August 2012 and September 2017


Geographic Regions: Canada, U.S.


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


Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management


Problem:
�In a September 12, 2017, Urgent Medical Device Recall Removal letter submitted by ECRI Institute member hospitals, Zimmer Biomet states that the
sterile packaging barrier of the above positioners may be breached during distribution, potentially leading to a delay in surgery or infection, necessitating
revision surgery if microorganisms are transferred from a nonsterile device to the gloves of the staff, then to the patient.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the September 12, 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. Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at 
product.experience@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 Sep 15. Member Hospital. ZFA 2017-357 (includes reply form) Download
● 2017 Sep 18. Manufacturer. The manufacturer confirmed the information provided in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/160099/20170912ZimmerBiometDisposableKneePositionersClient.pdf
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[High Priority ] - A29254 : Intuitive—da Vinci Xi EndoWrist Stapler 45 Instruments: Stapler Release Kit Wrench Interface Feature Accessed through
             Release Hole 2 May Be Manufactured to an Incorrect Dimension, Potentially Preventing the Wrench from Manually
Unclamping Instrument


[High Priority ] - A29254 : Intuitive—da Vinci Xi EndoWrist Stapler 45 Instruments: Stapler Release
Kit Wrench Interface Feature Accessed through Release Hole 2 May Be Manufactured to an Incorrect
Dimension, Potentially Preventing the Wrench from Manually Unclamping Instrument
Medical Device Ongoing Action
Published: Thursday, September 21, 2017


UMDNS Terms:
•  Telemanipulation Systems, Surgical, Minimally Invasive [18600]


Product Identifier:
da Vinci Xi EndoWrist Stapler 45 Instruments [Capital Equipment]
Part No. 470298-11; Lot Nos.: S10170630 (distributed to one facility), S10170707, S10170731, S11170705


Geographic Regions: U.S.


Manufacturer(s): Intuitive Surgical Inc1266 Kifer Rd Bldg 101, Sunnyvale, CA 94086-5304, United States


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Risk Management/Continuous Quality Improvement


Problem:
In a September 19, 2017, Field Safety Notice Urgent Medical Device Recall letter, Intuitive states that a variation in the manufacturing process may have
resulted in the stapler release kit (SRK) wrench interface feature, accessed through hole 2, on the above instruments being manufactured to an incorrect
dimension (for an image of the release holes on the instrument, including hole 2, see Figure 1 in the letter ). This may prevent the SRK wrench from
being able to manually unclamp the instrument. Intuitive also states that if the SRK tool is incapable of unclamping the instrument, the clamped tissue
may need to be excised using an alternative stapling device or another surgical intervention. Intuitive further states that the clinical consequences of
excising the tissue could be of varying levels of severity, depending on the sufficiency of tissue immediately adjacent to the intended cut to accommodate
a second resection. Intuitive states that it has received no reports of adverse events related to this problem.
 


Action Needed:
�Identify and isolate any affected staplers in your inventory. If you have affected staplers, verify that you have received the September 19, 2017, Field
Safety Notice Urgent Medical Device Recall letter and Acknowledgment Form from Intuitive. Return affected staplers to Intuitive using the standard
return material authorization (RMA) process. Upon receipt of affected staplers, Intuitive will provide your facility with credit for remaining uses on
affected staplers. Log into the da Vinci Online Community Field Action resource to read or complete any requested actions related to this problem.
Customers unable to use the da Vinci online resource should complete the Acknowledgment Form and return it to Intuitive using the instructions on the
form. Retain a copy of the letter and Acknowledgment Form with your records.
 
For Further Information:
Intuitive local clinical sales representative, or
Intuitive Surgical customer service department
North America and South America:
Tel.: (800) 876-1310 (select option 3), 4 a.m. to 5 p.m. Pacific time
E-mail: customersupport-servicesupport@intusurg.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 Sep 21. Manufacturer Letter. Intuitive letter submitted by the manufacturer: ISIFA2017-09-R (includes reply form) Download
● 2017 Sep 21. Manufacturer. Intuitive confirmed the information provided in the source material.
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Medtronic Covidien Endo 

GIA AutoSuture Universal 

Articulating Loading Units

9/25/2017 Medtronic SA 2 Attac

hed

Medtronic Saudi Arabia# New

Single-use devices

Blockaid Cut-Resistant 

Surgical Glove Liners

9/25/2017 Zimmer, INC…. 2 AttacMedical Regulations 

Gate

# New

Metalline Tracheo 

Dressings

9/25/2017 Lohmann & Rauscher 

International

2 AttacEbrahim M. Al-Mana & 

Bros. Co. Ltd.

# New

Neuray Neurosurgical 

Patties and Strips and 

Merocel Neurosurgical 

Pattie and Packing

9/26/2017 Medtronic SA FSN https

://nc

mdr.

Medtronic Saudi ArabiaNew

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
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http://Attached
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[High Priority ] - A29230 : Medtronic—Covidien Endo GIA AutoSuture Universal Articulating Loading Units: Safety Interlock May Fail


[High Priority ] - A29230 : Medtronic—Covidien Endo GIA AutoSuture Universal Articulating Loading
Units: Safety Interlock May Fail
Medical Device Ongoing Action
Published: Wednesday, September 20, 2017


UMDNS Terms:
•  Suture Units, Automated [15065]


Product Identifier:
Covidien Endo GIA Auto Suture Universal Articulating Loading Units [Consumable]
Item No. 030451; Lot Nos.: N7F1058KX, N7F1121KX, N7F1056KX, N7F1057KX


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


Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States


Suggested Distribution: Emergency/Outpatient Services, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Gastroenterology, Materials
Management


Problem:
In a September 13, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Medtronic states that the safety interlock on
the above loading units may fail, allowing loading units to fire a second time. Medtronic also states that no staples are deployed during the second fire;
however, failed anastomisis, bleeding, tissue trauma and the potential need for conversion to an open surgical procedure may occur. Medtronic further
states that it has received no reports of patient harm associated with this problem and that there is no possibility for harm as a result of this problem if the
device is fired once in accordance with the instructions for use (IFU). 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 September
13, 2017, Urgent Medical Device Recall letter, Attachment A, and Recalled Product Return Form from Medtronic. Regardless of whether you have
affected product, complete the Recalled Product Return Form and return it to Medtronic using the instructions on the form. To obtain a return goods
authorization (RGA) number for product return, contact the Medtronic customer service department by telephone at the number below. Once you receive
the RGA number, return affected product to Medtronic, Attn: Field Returns Department, at 195 McDermott Road, North Haven, CT 06473, United
States. If you purchased affected product through a distributor, contact them directly for instructions on returning 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. U.S. customers should report any adverse events or quality problems with 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 MedWatch, HF-2,
FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website . Report any adverse events to Medtronic post market
vigilance at quality.assurance@covidien.com . 
For Further Information:
Medtronic customer service department
Tel.: (800) 962-9888 (select option 2)
Website: Click here
Comments:


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


Source(s):


● 2017 Sep 18. Member Hospital. September 13, 2017 Medtronic letter submitted by ECRI Institute member hospitals (includes reply 
form) Download


www.ecri.org . Printed from Health Devices Alerts on Monday, September 25, 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://www.fda.gov/MedWatch/getforms.htm

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

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

mailto:quality.assurance@covidien.com

http://medtronicsolutions.medtronic.com/sp

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/160308/20170913MedtronicCovidienEndoGiaCLIENTRedacted.pdf



afsaif
(A29230) Medtronic-Covidien Endo GIA.pdf




[High Priority ] - A29234 : Zimmer Biomet—Blockaid Cut-Resistant Surgical Glove Liners: Sterility May Be Compromised�; Manufacturer Announces Product Discontinuation


[High Priority ] - A29234 : Zimmer Biomet—Blockaid Cut-Resistant Surgical Glove Liners: Sterility
May Be Compromised�; Manufacturer Announces Product Discontinuation
Medical Device Ongoing Action
Published: Monday, September 18, 2017


UMDNS Terms:
•  Glove Liners [18039]


Product Identifier:
Blockaid Cut-Resistant
Surgical Glove Liners: Item Nos.: Lot Nos.:


LG 20BX 650129


000011, 330363,
351411, 357204,
361467, 402602,
437240, 444717,
457130, 482370,
486488


MED 20BX 650128


000011, 231984,
259231, 330363,
353498, 361436,
379203, 393754,
437240, 444717,
457130


SM 20BX 650127
353495, 401155,
402602, 437240,
482370


XL 20BX 650130


343401, 355212,
359472, 366899,
368319, 379203,
402602, 417501,
437240, 457130,
476615, 482368,
486487


XS 20BX 650126 326624, 330363


XXL 20BX 650131
353504, 390179,
395315, 402602,
457763


�[Consumable]
Units distributed between September 2012 and August 2017


Geographic Regions: Europe, Peru, &#160;U.S.


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


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


Problem:
�In a September 11, 2017, Urgent Medical Device Recall Removal and Notice of Discontinuation letter submitted by an ECRI Institute member hospital,
Zimmer Biomet states that the above liners exceeded the mean limit of bioburden and sterility testing, indicating the potential for a sterile barrier breach
that can lead to infection and necessitate revision surgery. Zimmer Biomet also states that it is discontinuing the above liners.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the September 11, 2017, Urgent
Medical Device Recall Removal and Notice of Discontinuation 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. Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at 
product.experience@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 .
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Source(s):


● 2017 Sep 15. Member Hospital. ZFA 2017-338 (includes reply form) Download
● 2017 Sep 18. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A29159 : Lohmann & Rauscher—Metalline Tracheo Dressings: Packaging May Leak, Potentially Compromising Product Sterility


[High Priority ] - A29159 : Lohmann & Rauscher—Metalline Tracheo Dressings: Packaging May Leak,
Potentially Compromising Product Sterility
Medical Device Ongoing Action
Published: Thursday, September 21, 2017


UMDNS Terms:
•  Dressings, Nonimpregnated, Synthetic, Tracheostomy [15624]


Product Identifier:
8 x 9 Metalline Tracheo Dressings [�Consumable]
Reference No. 23094; Lot No. 1728112208


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


Manufacturer(s): Lohmann & Rauscher GmbHJohann-Schorsch-Gasse 4, Wien,  A-1141, Austria


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


Problem: �In an Urgent Field Safety Notice Recall letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Lohmann &
Rauscher states that packaging of the above dressings may leak, potentially compromising product sterility. Lohmann & Rauscher also states that this
problem may lead to inflammation or infection on the tracheostoma. Lohmann & Rauscher further states that it has received no reports 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 product in your inventory. If you have affected product, verify that you have received the Urgent
Field Safety Notice Recall letter and reply form from Lohmann & Rauscher. Regardless of whether you have affected product, completethe reply form
and return it,along with affected product, to Lohmann & Rauscher using the instructionson the form. Lohmann & Rauscher states that small amounts of
affected product can be destroyed locally. The firm will provide your facilitywith credit for returned or destroyed product. Inform all relevant personnel
at your facility of the information in the 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:
Lohmann & Rauscher
Website: Click here
 


�References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Metalline Tracheo dressings, sterile by Lohmann


& Rauscher GmbH & Co. KG [online]. 2017 Aug 30 [cited 2017 Sep 19]. Available from Internet: Click here .


Comments:


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


Source(s):


● 2017 Sep 19. BfArM (Germany). (includes reply form) Download
● 2017 Sep 19. BfArM (Germany). 08557/17 Download
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