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NCMDR Weekly Update

.	الإشعارات	المظللة	بالأصفر	تشير	الى	سحب	او	إتلاف	جهاز	طبي	•

الموزعين	في	هذا	التقرير	قد	يختلفون	عن	الممثلين/الممثلين	القانونين	•	

.الموزعين	الذين	تتعاملون	معهم/القانونين

في	الجهة	اليسرى	من	التقرير	تشير	إلى	ان	اشعار	(#)	هذه	العلامة		•

.(ECRI)انذار	السلامة	من	منظمة	

.	لمعرفة	الطراز	او	الارقام	التسلسلية	افتح	الروابط	او	المرفقات	•

WU1939Report Reference Number: WU1939:للتقرير المرجعي الرقم

عزيزي،

يقوم	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	الطبية

/بإرسال	تقرير	اسبوعي	عن	آخر	اشعارات	إنذارات	السلامة	

الاستدعاءات	للأجهزة	والمستلزمات	الطبية	المنشورة	على

موقع	الهيئة	العامة	للغذاء	والدواء

Dear,
NCMDR team send a weekly update every week 
containing the latest Field Safety Corrective 
Action/Recalls of medical devices/products on 
SFDA website. 

* Role of NCMDR officer:

• 	Disseminate and share the information with other 
Departments within healthcare facility and Ensuring 
that the healthcare facility is free of any affected 
device/product.
• 	Communicate with NCMDR Team and Authorized 
Representative of the manufacturer if there is any 
affected device/product.

Hospital name:

Date:

Hospital affected by any medical device/product in this 

report: Yes
              No

•	 The yellow highlights Indicates that medical devices 
subject to removal and/ or destroyed action.
•	 NCMDR Team Recommend ensuring the listed 
Authorized representative/Distributer in this report as they 
may differ from the Authorized representative/Distributer 
you are dealing with
•	 The sign (#) on the left side of the FSN's indicates that the 
source of this FSN is ECRI.
•	 Open the links or attachments to find the affected product 
identifier, models, serial numbers or codes.

ية	ضابط	الاتصال*	 :مسؤول

الأقسام	المختلفة	داخل	المنشأة	الصحية/	التعميم	على	الإدارات		•

مستلزم	طبي	متأثر	بأي	من/والتأكد	من	خلوها	من	أي	جهاز

.إشعارات	إنذارات	السلامة

التواصل	مع	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	•

الطبية	ومع	الممثل	القانوني	للمصنع	في	حالة	وجود

.مستلزم	طبي	متأثر	بأي	من	إشعارات	إنذارات	السلامة/جهاز

22-Sep-19

نأمل الرد على تقرير المركز الوطني لبلاغات الاجهزة و* 

.المنتجات الطبية في حالتي التأثر أو عدم التأثر

* Kindly respond to the NCMDR weekly report in 
both cases either you are affected or not affected.

Page 1 of 5



       
                                                                                                            

                                                                                                                                            
                                                  

Dear, 
NCMDR team is pleased to inform you that        new FSCA/recalls for medical devices and 
products posted on                         for the period of                           to                                In order 
to view more details, click the links or attachments 

 

SFDA website

الدواء و للغذاء العامة الهيئة موقع

42

22-Sep-19NCMDR Weekly Update

15-Sep-1919-Sep-19

42

15-Sep-19 19-Sep-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Active Implantable Devices

Adapta Dual 

Chamber 

Pacemakers     ,

Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Anaesthetic and respiratory devices

ISO 5.0, Size 00 

One-Piece 

Guedel Blue 

Airways

Intersurgical Limited Al Hammad Medical Services#

V60 and V600 

Ventilator

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

Assistive products for persons with disability

Knight Scooters Drive DeVilbiss HealthcareFIVE DIMENSIONS CONSULTANCY OFFICE#

Shuttle Discovery 

with 4 Wheel 

Verve Stroller  .

Medifab Medical 

Fabrication

N/A https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Diagnostic and therapeutic radiation devices

Ru-106 

Augenapplikatore

n

Ecken & Ziegler 

BEBIG GmbH

N/A https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14812
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14811
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14818
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14820



[High Priority ] - A33183 : Intersurgical—ISO 5.0, Size 00 One-Piece Guedel Blue Airways: �May Be Mislabeled as Size 0, ISO 5.5 Guedel Grey Airways


[High Priority ] - A33183 : Intersurgical—ISO 5.0, Size 00 One-Piece Guedel Blue Airways: �May Be
Mislabeled as Size 0, ISO 5.5 Guedel Grey Airways
Medical Device Ongoing Action
Published: Thursday, August 8, 2019


UMDNS Terms:
•  Artificial Airways, Oropharyngeal [10059]


Product Identifier:
[Consumable]


Product Intersurgical Ltd
Reference No. Lot No.


Blue ISO 5.0, Size 00 One-Piece Guedel
Airways


8100050 31952223


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


Manufacturer(s): Intersurgical LtdCrane House, Wokingham RG41 2RZ, England


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


Problem:
�In a July 25, 2019, Urgent Recall Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory (MHRA), Intersurgical states that the
above products may be mislabeled as "Guedel Grey, size 0, ISO 5.5." The code, size, and color information on the device are correct. Intersurgical states
that the wrong product may be selected for use if the size required is chosen only on the basis of the product description on the package. If the size is not
confirmed by clinical assessment before use, this problem could lead to difficulty establishing and maintaining an open airway, including during an acute
emergency. 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 July 25,
2019, Urgent Recall Notice letter and Urgent Recall Notice Response Form from Intersurgical. Regardless of whether you have affected product,
complete the form and return it to Intersurgical using the information on the form. If your facility has affected product, arrange for product return and
request credit or replacement using the form. 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. Maintain awareness of the letter and the resulting action.
For Further Information:
Chris Randall, Intersurgical quality manager
Tel.: 44 (1189) 656362
E-mail: priority@intersurgical.co.uk   
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Intersurgical: One-Piece Guedel airway, blue, ISO 5.0, size 00


[online]. London: Department of Health; 2019 Aug 5 [cited 2019 Aug 5]. (Field safety notice; reference no. 2019/007/025/487/011).
Available from Internet: Click here .


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Aug 8. MHRA FSN. 2019/007/025/487/011 Download
● 2019 Aug 8. MHRA FSN. July 25, 2019, Intersurgical letter (FSCA Identifier 234614) (includes reply form) Download
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mailto:priority@intersurgical.co.uk

https://www.intersurgical.com/contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-29-july-to-2-august-2019?utm_source=746f3f48-46bf-403e-bc10-647bb68cb3b7&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-29-july-to-2-august-2019?utm_source=746f3f48-46bf-403e-bc10-647bb68cb3b7&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197117/20190805IntersurgicalGuedelAirwaysMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197118/20190725IntersurgicalGuedelAirwaysMHRA.pdf



(A33183) Intersurgical-ISO 5.0, Size 00 One-Piece Guedel Blue Airways.pdf




[High Priority ] - A33414 : Drive DeVilbiss—Knight Scooters: �Tiller Control Lever May Get Stuck in On Position


[High Priority ] - A33414 : Drive DeVilbiss—Knight Scooters: �Tiller Control Lever May Get Stuck in
On Position
Medical Device Ongoing Action
Published: Wednesday, September 11, 2019


UMDNS Terms:
•  Scooters, Powered  [17733]


Product Identifier:
[Capital Equipment]


Product Drive DeVilbiss Healthcare Ltd
Model Product No. Distribution Date


Mobility Scooters Knight HW010BLK, HW010SIL >= 2019 Jan


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


Manufacturer(s): Drive DeVilbiss Healthcare LtdHeathfield Lane, Birkenshaw, West Yorkshire BD11 2HW, England


Suggested Distribution: Clinical/Biomedical Engineering, Home Care, Physical Therapy/Rehabilitation


Problem:
��In a September 2, 2019, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Drive
DeVilbiss states that the tiller control lever on the above scooters may get stuck in the on position. Drive DeVilbiss also states that if the lever does
become stuck, a slight push will disengage the tiller. Drive DeVilbiss further states that the likelihood of this problem occurring is extremely small. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected scooters in your inventory. If you have affected scooters, verify that you have received the September 2, 2019, Field Safety Notice
letter and response form from Drive DeVilbiss. Complete the form, and return it to Drive DeVilbiss using the information in the letter. Contact Drive
DeVilbiss to schedule a service appointment. A Drive DeVilbiss engineer will visit your facility to modify the plastic tiller shroud and remove the
problem. The engineer will return at a later date to replace the tiller shroud with a new design. Notify 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. Maintain awareness of the
letter and the resulting action.
For Further Information:
Drive DeVilbiss
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Regulatory Agency. Drive Devilbiss: Knight scooter [online]. London: Department of Health; 2019


Sep 9 [cited 2019 Sep 10]. (Field safety notice; reference no. 2019/009/003/601/002). Available from Internet: Click here .


Comments:


● ��This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Sep 10. MHRA FSN. 2019/009/003/601/002 Download
● 2019 Sep 10. MHRA FSN. (includes reply form) Download
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https://drivedevilbiss.co.uk/contact-us/general

https://www.gov.uk/drug-device-alerts/field-safety-notice-02-to-06-september-2019?utm_source=4df85d1f-2dde-4440-a1e9-c61ba46f2b93&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-02-to-06-september-2019?utm_source=4df85d1f-2dde-4440-a1e9-c61ba46f2b93&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198404/20190909MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198405/20190902DriveDeVilbissKnightScooterMHRA.pdf



(A33414) Drive DeVilbiss-Knight Scooters.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

TxRx Knee Coil 

1.5T and 3T for 

Use on Siemens 

MR Systems

Quality 

Electrodynamics, LLC 

(QED)

Bio Standards https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Electro mechanical medical devices

Aquilex Fluid 

Control Systems

W.O.M. World of 

Medicine GmbH 

Medtronic Saudi Arabia#

CareLink 2090 

and CareLink 

Encore 

29901/29901A 

Programmers

Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

813

Cerelink ICP 

Monitor    ,

Johnson & Johnson 

Medical GmbH

Johnson & Johnson Medical 

Saudi Arabia Limited

https://ncmdr.sfda.gov.s

CT900 Clinician 

Programmer   ,

Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s

GentleCool Pro 

Cryogen 

Canister    ,

Candela Corporation Imdad Medical Business 

Company Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Nexframe 

Stereotactic 

Systems and O-

arm Imaging 

Systems with 

StealthStation 

Auto-Registration 

Feature

Medtronic SA Medtronic Saudi Arabia#

ROSA Brain 3.0 

Surgical Systems

Zimmer, INC…. Medical Regulations Gate#

Steam Sterilizer 

Pressure 

Transducers

Getinge Sterilization 

AB

Gulf Medical Co.#

Various Flexible 

Endoscopes

Karl Storz Endoscopy 

UK Ltd

Gulf Medical Co.#

In vitro diagnostic devices

Alinity ci‐series 

Level Sensor, Bulk 

Solution     .

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Alinity hq 

Analyzer and 

Alinity hs Slide 

Maker Stainer 

Module   ,.

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

794
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14807
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14813
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14802
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14810
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14814
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14808
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14794



[High Priority ] - A33249 : Medtronic—Nexframe Stereotactic Systems and O-arm Imaging Systems with StealthStation Auto-Registration Feature: Entry
Point and Lead Placement Inaccuracies May Occur during DBS Lead Implantation Procedures


[High Priority ] - A33249 : Medtronic—Nexframe Stereotactic Systems and O-arm Imaging Systems
with StealthStation Auto-Registration Feature: Entry Point and Lead Placement Inaccuracies May
Occur during DBS Lead Implantation Procedures
Medical Device Ongoing Action
Published: Monday, August 19, 2019
Last Updated: Thursday, August 22, 2019


UMDNS Terms:
•  Stereotactic Systems, Image-Guided, Surgical, Intracranial [18179]
•  Fluoroscopic Units, Portable [18434]
•  Radiographic/Fluoroscopic Units, Mobile [11758]


Product Identifier:
[Capital Equipment]


Product Medtronic Navigation Inc
Model Software Version


Stereotactic Systems Nexframe None listed


Imaging Systems O-arm None listed


Software StealthStation Cranial with Stealth DBS License >= 3.0


StealthStation S8 with Stealth DBS License None listed


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


Manufacturer(s): Medtronic Navigation Inc826 Coal Creek Circle, Louisville, CO 80027, United States 


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


Problem:
In an August 9, 2019, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Medtronic states that it has received
reports of entry point and lead placement inaccuracies during deep brain stimulation (DBS) lead implantation procedures when the above Nexframe
system is used with the StealthStation auto-registration feature on the O-arm imaging system. This is also known as a "fiducial-less" procedure.
Medtronic states that the following products must be used in combination during a DBS procedure for this problem to occur:


● Nexframe stereotactic system, and
● StealthStation Cranial software version 3.0 or newer with StealthStation DBS License or StealthStation S8 Software with Stealth DBS


License, and
● O-arm imaging system utilizing the auto-registration (fiducial-less) workflow


 
Medtronic states that DBS lead implantation procedures using Nexframe and the auto-registration feature with the O-arm imaging system are
characterized as not having implanted bone fiducials and not having rigid head fixation (the patient's head is not pinned), which can lead to undetected
patient motion during the O-arm registration scan. Medtronic's investigation has shown that minor patient movement may not be initially detected by the
user or the software during the O-arm auto-registration scan and could have caused the observed inaccuracies. Potential sources of movement may
include respiration motion, tremor, or other voluntary/involuntary motion. The undetected movement could lead to risks for the patient, such as inaccurate
lead placement, delay of surgery, aborted surgery, or additional intervention (including revision of the lead placement and subsequent imaging). Between
January 2016 and May 2019, Medtronic has received reports of 28 events potentially related to this problem. Seven of these events resulted in an
additional pass of the lead, and one event required a subsequent surgery to resolve symptomatic dysarthria. Medtronic has received no reports of long-
term neurological effects in any of the events. Medtronic further states that the following procedures are not affected by this problem:


● Procedures using StealthStation with stereotactic frames and other than Nexframe
● Nexframe DBS procedures using manual registration (also known as a "fiducial-based" procedure)
● Other procedure types (spinal fusion, cranial resection) that use O-arm auto-registration


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 9, 2019, Urgent Medical Device
Correction letter and Customer Confirmation Form from Medtronic. Medtronic states that although the use of auto-registration (fiducial-less) has
benefits, healthcare professionals must determine which registration method is appropriate at your clinical discretion, considering the
information provided in the letter. When using auto-registration, Medtronic recommends that you minimize the sources of patient motion during
registration and considering the methods listed below, because they may aid in detecting and verifying registration accuracy. Manual registration
(fiducial-based) should be considered as an option, if clinically warranted, for an alternative patient registration method if the sources of patient motion
(respiration motion, tremor, or other voluntary/involuntary motion) cannot be eliminated. Instructions for manual registration can be found in the
instructions for use (IFU).
 Medtronic recommends the following tools for confirming registration accuracy:


● Assess Navigational Accuracy
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● Verify the accuracy of the registration on several known anatomic landmarks, as described in the IFU, before using the
registration for navigation.


 
Medtronic recommends the following tools for confirming cannula or lead placement accuracy:


● StealthMerge
●  Use the StealthMerge functionality in the software, as described in the IFU, to compare the actual location of the cannula or lead


to the surgical plan.
● Surgical Plans


● Use the planning functionality in the software, as described in the IFU, to compare the cannula to planned trajectory. This can be
accomplished by making an additional plan along the axis of the cannula to evaluate cannula position.


 
Complete the Customer Confirmation Form, and return it to Medtronic using the information in the letter. Medtronic states that it will make training
available to provide an overview of this problem. A Medtronic representative will contact your facility to arrange for training. Report any adverse events
related to affected product to the Medtronic using the information below. 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 Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD
20852-9787; or online at the MedWatch website .
For Further Information:
Medtronic technical services department
Tel.: (888) 826-5603
E-mail: rs.navtechsupport@medtronic.com
Website: Click here


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Aug 16. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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http://www.fda.gov/Medwatch/getforms.htm

http://www.fda.gov/MedWatch/report.htm

http://www.fda.gov/MedWatch/report.htm

mailto:rs.navtechsupport@medtronic.com

http://www.medtronic.com/us-en/index.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197711/20190809MedtronicStealthStationClient_Redacted.pdf



(A33249) Medtronic-Nexframe Stereotactic Systems and O-arm Imaging Systems with StealthStation Auto-Registration Feature.pdf




[High Priority ] - A33349 : �Karl Storz—Various Flexible Endoscopes: Instruction Manuals May Contain Error


[High Priority ] - A33349 : �Karl Storz—Various Flexible Endoscopes: Instruction Manuals May
Contain Error
Medical Device Ongoing Action
Published: Wednesday, September 11, 2019


UMDNS Terms:
•  Bronchoscopes, Flexible [15073]
•  Encephaloscopes, Flexible  [20487]


Product Identifier:
[Capital Equipment]


Scopes distributed between April 1, 2016 and June 30, 2019


Product KARL STORZ Endoscopy-America Inc
Model Model No.


Endoscopes Flexible Bronchoscope 11005BC1


Flexible Neuroscope 11161C2


Flexible Pediatric Neuroscope 11282BN1


Geographic Regions: Canada, U.S.


Manufacturer(s): KARL STORZ Endoscopy-America Inc 2151 E Grand Avenue, El Segundo, CA 90245, United States


Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Pediatrics, Pulmonology/Respiratory Therapy,
Neurology, Otolaryngology, Central Sterilization Reprocessing


Problem: In an August 23, 2019, Urgent Medical DeviceCorrection letter submitted by an ECRI Institute member hospital, Karl Storzstates that the
instruction manuals for the above scopes may contain an errorregarding the quick connector kits (QCK) and trays information specified forthe STERIS
System 1E (SS1E). Karl Storz states that it has corrected the errorand has provided the newly revised IFU with the customer notification letter.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the August 23, 2019, Urgent Medical Device
Correction letter, revised instruction manual, and Correction Acknowledgment form from Karl Storz. When you sterilize the above scopes using SS1E,
use them with the following quick connect kits and trays:


● QCK No. 1736E with C1160E Tray
● QCK No. 1737E with C1140E Tray


The correct information for quick connector kits and trays can also be found on the following STERIS websites:
https://www.steris.com/healthcare/products/endoscope-reprocessing/liquid-chemical-sterilization/system-1e-liquid-chemical-sterilant-processing-system/
https://www.steris.com/products/quickconnects/system1e/index.cfm?step=1
If you use STERIS SS1E to sterilize the above scopes and if you selected the specific QCK and tray according to previous KARL STORZ instruction
manuals, the sterility of the scope cannot be guaranteed; consider taking necessary actions to address any patient safety concerns. Other than STERIS
SS1E system, the scopes can also be sterilized using EtO, STERRAD systems (NX, 100S, and 100NX), V. PRO max, and V. PRO 60. If you use any of
these sterilization methods, the QCK error should not affect your patients. If you have experienced any adverse events with the above scopes, contact
Karl Storz and follow the FDA's MedWatch Adverse Event Reporting process online . The firm is providing your facility with a copy of the newly
revised instruction manual for your scope(s). They are:
11005BC1 Flexible Bronchoscope (Print Control #Z21493US-BA)


11161C2 Flexible Neuroscope and 11282BN1 Flexible Pediatric Neuroscope (Print Control #Z21491US-BA)
Discard the old instruction manuals, and keep the new one for reference. If you would like to receive additional copies, contact the Karl Storz technical
support department by telephone at the number below. Complete the Correction Acknowledgment form, and return it to Karl Storz, using the instructions
on the form.
For Further Information:
KARL STORZ technical support department
Tel.: (800) 421-0837, ext. 5350
For patient safety questions:
Dennis Fowler, KARL STORZ chief medical officer
Tel.: (424) 218-8603
Website: Click here
Comments:


● ��This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Sep 10. Member Hospital. KARL STORZ letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2019 Sep 11. Manufacturer. Manufacturer confirmed information contained in source material
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https://www.steris.com/healthcare/products/endoscope-reprocessing/liquid-chemical-sterilization/system-1e-liquid-chemical-sterilant-processing-system/

https://www.steris.com/products/quickconnects/system1e/index.cfm?step=1

https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems#voluntary

https://www.karlstorz.com/cps/rde/xchg/SID-F7092CDC-5258FC2A/karlstorz-en/hs.xsl/2685.htm

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198400/20190823KarlStorzNeuroscopesClientRedacted.pdf



(A33349) Karl Storz-Various Flexible Endoscopes.pdf




[High Priority ] - A33139 : Getinge—�Steam Sterilizer Pressure Transducers: May Deviate When Heating Up


[High Priority ] - A33139 : Getinge—�Steam Sterilizer Pressure Transducers: May Deviate When
Heating Up
Medical Device Ongoing Action
Published: Wednesday, September 11, 2019


UMDNS Terms:
•  Transducers, Pressure [14119]
•  Sterilizing Units, Steam [13746]


Product Identifier:
[Capital Equipment]


Product Getinge Sterilization AB
Part No. Serial No.


Steam Sterilizer Pressure Transducer Components 570267101 43714, 43715, 43716, 43717, 43718,
43720, 43721, 43722, 43723, 43724,
43725, 43726, 43727, 43728, 43729,
43730, 43731, 43732, 43733, 43734,
43736, 43737, 43738, 43739, 43740,
43741, 43742, 43743, 43744, 43745,
43746, 43747, 43749, 43783, 43784,
43786, 43787, 43788, 43789, 43790,
43791, 43792, 43793, 43794, 43795,
43797, 43798, 43799, 43800, 43801,
43802, 43803, 43804, 43805, 43807,
43810, 43811, 43812, 43813, 43814,
43815, 43816, 43817, 43818, 43820,
43821, 43822, 43824, 43825, 43826,
43827, 43828, 43829, 43830, 43831,
43832, 43833, 43834, 43835, 43836,
43837, 43838, 43840, 43841, 43880,
43881, 43883, 43884, 43885, 43886,
43887, 43888, 43889, 43890, 43891,
43892, 43893, 43894, 43895, 43896,
43897, 43898, 43899, 43900, 43901,
43902, 43903, 43904, 43905, 43906,
43907, 43908, 43909, 43910, 43911,
43912, 43913, 43914, 43915, 43917,
43919, 43920, 43921, 43922, 43923,
43924, 43925, 43926, 43927, 43928,
43930, 43931, 43932, 43933, 43934,
43935, 43936, 43937, 43939, 43940,
43941, 43942, 43943, 43945, 43946,
43947, 43948, 43949, 43950, 43951,
43952, 43953, 43954, 43955, 43956,
43957, 43958, 43960, 43961, 43962,
43963, 43964, 43965, 43966, 43967,
43968, 43969, 43970, 43971, 43972,
43973, 43974, 43975, 43976, 43977,
43978, 43980, 43981, 43982, 43983,
43984, 43985, 43986, 43987, 43988,
43989, 43990, 43991, 43992, 43993,
43994, 43995, 43997, 43998, 43999,
44001, 44002, 44003, 44005, 44006,
44007, 44008, 44009, 44010, 44011,
44014, 44015, 44017, 44018, 44019,
44020, 44021, 44022, 44023, 44024,
44025, 44026, 44027, 44029, 44030,
44032, 44033, 44034, 44035, 44037,
44038, 44039, 44040, 44041, 44042,
44043, 44044, 44045, 44046, 44047,
44048, 44049, 44051, 44052, 44053,
44054, 44055, 44056, 44058, 44059,
44060, 44063, 44065, 44066, 44067,
44068, 44069, 44070, 44071, 44072,
44073, 44074, 44075, 44076, 44078,
44079, 44080, 44081, 44082, 44083,
44084, 44087, 44088, 44091, 44092,
44093, 44094, 44095, 44096, 44097,
44098, 44099, 44100, 44102, 44103,
44104, 44105, 44106, 44107, 44109,
44110, 44111, 44112, 44113, 44114,
44115, 44116, 44117, 44118, 44119,
44130, 44131, 44132, 44133, 44135,
44136, 44137, 44194, 44195, 44196,
44197, 44198, 44200, 44201, 44202,
44204, 44205, 44206, 44207, 44208,
44209, 44210, 44211, 44212, 44213,
44214, 44215, 44216, 44218, 44219,
44220, 44221, 44223, 44224, 44225,
44226, 44227, 44228, 44229, 44230,
44231, 44232, 44233, 44234, 44235,
44236, 44238, 44239, 44240, 44241,
44242, 44243, 44245, 44246, 44247,
44248, 44249, 44250, 44251, 44252,
44253, 44254, 44255, 44257, 44258,
44265, 44274, 44275, 44276, 44277,
44278, 44280, 44282, 44283, 44284,
44285, 44288, 44289, 44291, 44292,
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44294, 44295, 44296, 44297, 44298,
44299, 44300, 44301, 44302, 44303,
44304, 44305, 44306, 44307, 44308,
44309, 44310, 44314, 44315, 44320,
44321, 44322, 44323, 44324, 44325,
44326, 44327, 44328, 44329, 44330,
44332, 44333, 44334, 44335, 44336,
44337, 44338, 44339, 44340, 44341,
44342, 44343, 44344, 44345, 44346,
44347, 44348, 44349, 44350, 44370,
44371, 44372, 44373, 44374, 44375,
44376, 44377, 44378, 44379, 44381,
44382, 44383, 44384, 44385, 44386,
44389, 44390, 44391, 44392, 44393,
44394, 44395, 44396, 44397, 44398,
44399, 44400, 44401, 44402, 44404,
44405, 44407, 44408, 44409, 44410,
44411, 44412, 44413, 44414, 44415,
44416, 44417, 44418, 44419, 44420,
44421, 44483, 44484, 44485, 44490,
44491, 44492, 44493, 44494, 44495,
44496, 44497, 44498, 44499, 44500,
44501, 44502, 44503, 44504, 44505,
44506, 44507, 44508, 44509, 44510,
44511, 44512, 44567, 44568, 44569,
44570., 44572, 44573, 44574


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


Manufacturer(s): Getinge Sterilization AB Lindholmspiren 11, Box 1505, 35115 Vaxjo, Sweden


Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, Central Sterilization Reprocessing


Problem:
�In a June 27, 2019, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Getinge states that
the above pressure transducers on Getinge sterilizers may deviate when heating up, potentially leading to strange figures in the process printout,
especially in the vacuum phase. Getinge also states that the pressure transmitter reading a value lower than the actual value and the vacuum pump not
performing properly may lead to air being left in the chamber after the vacuum stage. Getinge further states that this problem may prevent the device
from performing as intended. Getinge states that printouts may look normal when the device is malfunctioning, although it is unaware of any instances of
this occurring. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected devices in your inventory. If you have affected devices, verify that you have received the June 27, 2019, Field Safety Notice letter
and acknowledgment form from Getinge. Complete the form, and return it to Getinge. A Getinge sales or service representative will contact your facility
to schedule a corrective update. You may continue to use affected devices. Read all printouts carefully. Maintain awareness of the letter until the
corrective action has been completed.
For Further Information:
Getinge
Website: Click here


��References:
● Great Britain. Medicines and Healthcare Regulatory Agency. Getinge: steam sterilizer [online]. London: Department of Health; 2019 Jul 29


[cited 2019 Aug 16]. (Field safety notice; reference no. 2019/007/003/291/006). Available from Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Aug 16. MHRA FSN. 2019/007/003/291/006 Download
● 2019 Aug 16. MHRA FSN. Download
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https://www.getinge.com/int/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notice-22-to-26-july-2019?utm_source=1106921d-b4d0-4292-9bdd-193b8632f2b5&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-22-to-26-july-2019?utm_source=1106921d-b4d0-4292-9bdd-193b8632f2b5&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197482/20190729MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197483/20190627GetingeSterilizersMHRA.pdf



A33139.pdf




[Critical Priority ] - A33429 : ��Zimmer Biomet—ROSA Brain 3.0 Surgical Systems: Instrument Holder May Be Sent on a Trajectory That Is Not within the Intended Target


[Critical Priority ] - A33429 : ��Zimmer Biomet—ROSA Brain 3.0 Surgical Systems: Instrument
Holder May Be Sent on a Trajectory That Is Not within the Intended Target
Medical Device Ongoing Action
Published: Tuesday, September 17, 2019


UMDNS Terms:
•  Telemanipulation Systems, Surgical [18599]


Product Identifier:
[Capital Equipment]


See the letter sent to your facility for affected serial numbers.


Product Zimmer Biomet
Model Version


Surgical Systems ROSA Brain 3.0


Geographic Regions: Australia (1 unit), France (3 units), Switzerland (1 unit), Taiwan (1 unit), U.S. (81 units), Vietnam (1 unit)


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


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


Problem:
�In a September 10, 2019, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that it has
received reports in which the above ROSA Brain 3.0 systems' instrument holder was sent on a trajectory that was not within the intended target. The
robot arm is intended to position the instrument holder on the selected trajectory so that rigid neurosurgical instruments (e.g., drill bits, screwdrivers,
cannulae) are inserted through the adapter to perform the intended surgical procedure. Zimmer Biomet also states that while the incorrect trajectory was
detected in all reports received to date (e.g., the robot arm is at an unusual distance from the patient's head, the instrument is not at the correct position), if
the problem is not corrected, the associated device may be placed incorrectly (e.g., anchor bolt). Failure of the device to move to the correct trajectory, if
not identified by surgical staff, could result in surgical delay, serious injury, brain cognitive injury, or death. Zimmer Biomet further states that after the
registration of the patient in the ROSA Brain 3.0 device, the problem may occur only in guidance mode (e.g., when the robot arm is on trajectory) when
the user selects the optical distance sensor and sends the robot arm on each entry point and then selects the instrument holder. In this scenario, the use of
the "Undo" button in the tool installation panel will cause the problem because of a software anomaly. For further details regarding the sequence of
events that causes this problem and corresponding images, see the letter .


Action Needed:
�Identify any affected systems in your inventory. Zimmer Biomet states that it has already contacted and is working with all affected facilities. Only the
above systems are affected. Other ROSA systems (e.g., ROSA Knee) are not affected. If you have affected systems, verify that you have received the
September 10, 2019, Urgent Medical Device Correction letter and Certificate of Acknowledgment form from Zimmer Biomet. Zimmer Biomet provides
the following workaround (for corresponding images, see the letter ):


1. Once you select the instrument holder, if you would like to undo your action:
1. Do not select "Undo."
2. Select "OK."


2. In the next frame, select "Undo."
You can continue to use affected systems by following this workaround. Zimmer Biomet will provide the above instructions to your facility in a form that
can be applied directly to the unit through a visit to your site by a Zimmer Biomet engineer or shipping to your facility with instructions for applying to
the unit. A Zimmer Biomet engineer will be deployed to your site to implement a new software version to correct the problem. Notify all relevant
personnel at your facility of the information in the letter. Complete the Certificate of Acknowledgment Form, and return it to Zimmer Biomet using the
instructions on the form. Zimmer Biomet states that there are no specific patient monitoring instructions related to this field action that are recommended
beyond the surgeon's existing follow-up schedule. Report any adverse events associated with the use of affected systems to Zimmer Biomet by e-mail at 
Medtech-CHT@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:
Perry Twyford, Zimmer Biomet
Tel.: (281) 389-3236, 9 a.m. to 6 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.


Source(s):


● 2019 Sep 12. Member Hospital. ZFA2019-00253 (includes reply form) Download
● 2019 Sep 17. Manufacturer. The manufacturer confirmed the information provided in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198520/20190910ZimmerROSABrainClient_Redacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198520/20190910ZimmerROSABrainClient_Redacted.pdf?option=80F0607

mailto:Medtech-CHT@zimmerbiomet.com

https://www.fda.gov/safety/medical-product-safety-information/forms-reporting-fda

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program

mailto:CorporateQuality.PostMarket@zimmerbiomet.com

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198678/20190910ZimmerROSABrainClient_Redacted.pdf
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[High Priority ] - A33395 01 : Hologic—World of Medicine Aquilex Fluid Control Systems: May Display Incorrect Fluid Deficit Measurements


[High Priority ] - A33395 01 : Hologic—World of Medicine Aquilex Fluid Control Systems: May Display
Incorrect Fluid Deficit Measurements
Medical Device Ongoing Action
Published: Thursday, September 12, 2019


UMDNS Terms:
•  Irrigation/Distention Systems, Hysteroscopic  [17677]


Product Identifier:
[Capital Equipment]


Product
W.O.M. World of Medicine
GmbH
Model


Model No. Serial No.


Fluid Control Systems Aquilex AQL-100CBS 1803CE0226, 1803CE0227,
1803CE0228, 1803CE0229,
1803CE0230, 1803CE0231,
1803CE0232, 1803CE0233,
1803CE0234, 1803CE0235,
1803CE0498, 1803CE0499,
1803CE0500, 1803CE0501,
1803CE0502, 1803CE0503,
1803CE0504, 1803CE0505,
1803CE0506, 1803CE0507,
1803CE0562, 1803CE0563,
1803CE0564, 1803CE0565,
1803CE0566, 1803CE0567,
1803CE0568, 1803CE0569,
1803CE0570, 1803CE0571,
1803CE0628, 1803CE0629,
1803CE0630, 1803CE0631,
1803CE0632, 1803CE0633,
1803CE0634, 1803CE0635,
1803CE0636, 1803CE0637,
1803CE0826, 1803CE0827,
1803CE0828, 1803CE0829,
1803CE0830, 1803CE0831,
1803CE0832, 1803CE0833,
1803CE0834, 1803CE0835,
1803CE0869, 1803CE0870,
1803CE0871, 1803CE0872,
1803CE0873, 1803CE0874,
1803CE0875, 1803CE0876,
1803CE0877, 1803CE0878,
1803CE0926, 1803CE0927,
1803CE0928, 1803CE0929,
1803CE0930, 1803CE0931,
1803CE0932, 1803CE0933,
1803CE0934, 1803CE0935,
1803CE1118, 1803CE1119,
1803CE1120, 1803CE1121,
1803CE1122, 1803CE1123,
1803CE1124, 1803CE1125,
1803CE1126, 1803CE1127,
1803CE1168, 1803CE1169,
1803CE1170, 1803CE1171,
1803CE1172, 1803CE1173,
1803CE1174, 1803CE1175,
1803CE1176, 1803CE1177,
1804CE0066, 1804CE0067,
1804CE0068, 1804CE0069,
1804CE0070, 1804CE0071,
1804CE0072, 1804CE0073,
1804CE0074, 1804CE0075,
1804CE0153, 1804CE0154,
1804CE0155, 1804CE0156,
1804CE0157, 1804CE0158,
1804CE0159, 1804CE0160,
1804CE0212, 1804CE0213,
1804CE0214, 1804CE0215,
1804CE0216, 1804CE0217,
1804CE0218, 1804CE0219,
1804CE0220, 1804CE0221,
1804CE0260, 1804CE0261,
1804CE0262, 1804CE0263,
1804CE0264, 1804CE0265,
1804CE0266, 1804CE0267,
1804CE0268, 1804CE0269,
1804CE0355, 1804CE0356,
1804CE0357, 1804CE0358,
1804CE0359, 1804CE0360,
1804CE0361, 1804CE0362,
1804CE0363, 1804CE0364,
1804CE0436, 1804CE0437,
1804CE0438, 1804CE0439,
1804CE0440, 1804CE0441,
1804CE0442, 1804CE0443,
1804CE0444, 1804CE0445,
1804CE0486, 1804CE0487,
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1804CE0488, 1804CE0489,
1804CE0490, 1804CE0491,
1804CE0492, 1804CE0493,
1804CE0494, 1804CE0495,
1804CE0648, 1804CE0649,
1804CE0650, 1804CE0651,
1804CE0652, 1804CE0653,
1804CE0654, 1804CE0655,
1804CE0656, 1804CE0657,
1804CE0737, 1804CE0738,
1804CE0739, 1804CE0740,
1804CE0741, 1804CE0742,
1804CE0743, 1804CE0744,
1804CE0745, 1804CE0746,
1804CE0791, 1804CE0792,
1804CE0793, 1804CE0794,
1804CE0795, 1804CE0796,
1804CE0797, 1804CE0798,
1804CE0799, 1804CE0800,
1804CE0841, 1804CE0842,
1804CE0843, 1804CE0844,
1804CE0845, 1804CE0846,
1804CE0847, 1804CE0848,
1804CE0849, 1804CE0850,
1804CE0911, 1804CE0912,
1804CE0913, 1804CE0914,
1804CE0915, 1804CE0916,
1804CE0917, 1804CE0918,
1804CE0919, 1804CE0920,
1805CE0031, 1805CE0032,
1805CE0033, 1805CE0034,
1805CE0035, 1805CE0036,
1805CE0037, 1805CE0038,
1805CE0039, 1805CE0040,
1805CE0099, 1805CE0100,
1805CE0101, 1805CE0102,
1805CE0103, 1805CE0104,
1805CE0105, 1805CE0106,
1805CE0107, 1805CE0108,
1805CE0336, 1805CE0337,
1805CE0338, 1805CE0339,
1805CE0340, 1805CE0341,
1805CE0342, 1805CE0343,
1805CE0344, 1805CE0345,
1805CE0412, 1805CE0413,
1805CE0414, 1805CE0415,
1805CE0416, 1805CE0417,
1805CE0418, 1805CE0419,
1805CE0420, 1805CE0421,
1805CE0591, 1805CE0592,
1805CE0593, 1805CE0594,
1805CE0595, 1805CE0596,
1805CE0597, 1805CE0598,
1805CE0599, 1805CE0600,
1805CE0640, 1805CE0641,
1805CE0642, 1805CE0643,
1805CE0644, 1805CE0645,
1805CE0646, 1805CE0647,
1805CE0648, 1805CE0649,
1805CE0742, 1805CE0743,
1805CE0744, 1805CE0745,
1805CE0746, 1805CE0747,
1805CE0748, 1805CE0749,
1805CE0750, 1805CE0751,
1806CE0214, 1806CE0215,
1806CE0216, 1806CE0217,
1806CE0218, 1806CE0219,
1806CE0220, 1806CE0221,
1806CE0222, 1806CE0223,
1806CE0308, 1806CE0309,
1806CE0310, 1806CE0311,
1806CE0312, 1806CE0313,
1806CE0314, 1806CE0315,
1806CE0316, 1806CE0317,
1806CE0520, 1807CE0936,
1807CE0937, 1807CE0938,
1807CE0939, 1807CE0940,
1807CE0941, 1807CE0942,
1807CE0943, 1807CE0944,
1808CE0629, 1808CE0630,
1808CE0631, 1808CE0632,
1808CE0633, 1808CE0634,
1808CE0635, 1808CE0636,
1808CE0637, 1808CE0638,
1808CE0849, 1808CE0850,
1808CE0851, 1808CE0852,
1808CE0853, 1808CE0854,
1808CE0855, 1808CE0856,
1808CE0857, 1808CE0858,
1808CE0920, 1808CE0921,
1808CE0922, 1808CE0923,
1808CE0924, 1808CE0925,
1808CE0926, 1808CE0927,
1808CE0928, 1808CE0929,
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1808CE1083, 1808CE1084,
1808CE1085, 1808CE1086,
1808CE1087, 1808CE1088,
1808CE1089, 1808CE1090,
1808CE1091, 1808CE1092,
1808CE1256, 1808CE1257,
1808CE1258, 1808CE1259,
1808CE1260, 1808CE1261,
1808CE1262, 1808CE1263,
1808CE1264, 1808CE1265,
1808CE1318, 1808CE1319,
1808CE1320, 1808CE1321,
1808CE1322, 1808CE1323,
1808CE1324, 1808CE1325,
1808CE1326, 1808CE1327,
1809CE0124, 1809CE0125,
1809CE0126, 1809CE0127,
1809CE0128, 1809CE0129,
1809CE0130, 1809CE0131,
1809CE0132, 1809CE0133,
1809CE0154, 1809CE0155,
1809CE0156, 1809CE0157,
1809CE0158, 1809CE0159,
1809CE0160, 1809CE0161,
1809CE0162, 1809CE0163,
1809CE0220, 1809CE0221,
1809CE0222, 1809CE0223,
1809CE0224, 1809CE0225,
1809CE0226, 1809CE0227,
1809CE0228, 1809CE0229,
1809CE0571, 1809CE0572,
1809CE0573, 1809CE0574,
1809CE0575, 1809CE0576,
1809CE0577, 1809CE0578,
1809CE0579, 1809CE0580,
1809CE0693, 1809CE0694,
1809CE0695, 1809CE0696,
1809CE0697, 1809CE0698,
1809CE0699, 1809CE0700,
1809CE0701, 1809CE0702,
1809CE0830, 1809CE0831,
1809CE0832, 1809CE0833,
1809CE0834, 1809CE0835,
1809CE0836, 1809CE0837,
1809CE0838, 1809CE0839


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


Distributor(s): •  Hologic Inc 250 Campus Dr, Marlborough, MA 01752, United States 


Manufacturer(s): W.O.M. World of Medicine GmbH Salzufer 8,  D-10587 Berlin, Germany


Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, Obstetrics/Gynecology/Labor and Delivery,
OR/Surgery


Summary:
Update Reason: Distributor subrecall. This Alert provides information on a Hologic subrecall of the above systems based on an August 27, 2019, Medical
Device Recall letter submitted by an ECRI Institute member hospital. For information on the action initiated by World of Medicine, see Alert A33395 .
Problem:
Health Canada states that World of Medicine (WOM) has received reports of incorrect fluid deficit measurements associated with use of the above
systems. If the displayed fluid deficit is lower than the actual deficit, the patient may be overexposed to distention media. Exceeding the deficit limit can
lead to a serious risks, such as gynecological TURP syndrome (when electrolyte-free solutions are used as the irrigation medium) or pulmonary/cerebral
edemas (when electrolyte-containing solutions are used). This potential incorrect display of fluid deficit has been attributed to loose bag shields on the
cart scale. Health Canada also states that the manufacturer initiated a recall on August 14, 2019. 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 27, 2019, Medical Device
Recall letter and Customer Reply Form from Hologic. Using the instructions and criteria in the letter , perform a visual check of affected systems for
obvious damage to the bag deflector. If you do not observe damage and the unit passes the fluid deficit test (see the procedure in the letter ), you may
continue to use affected systems until you receive replacement systems. If you observe damage or the criteria are not met, discontinue use of the system.
To arrange for system return and replacement, contact the Hologic technical support department by telephone at (855) 898-5025. Hologic will provide
your facility with an RMA number and packaging materials. Return affected systems to W.O.M. World Of Medicine USA, 4531 36th Street, Orlando, FL
32811, United States using the FedEx number in the letter and including the RMA number on the outer packaging.
 
For Further Information:
Hologic
Website: Click here
WOM World of Medicine
Website: Click here
 


References:
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https://www.hologic.com/support/locations

http://www.wom.group/en/company/locations/





● Health Canada. Recalls and safety alerts. Aquilex fluid control system [online]. 2019 Aug 30 [cited 2019 Sep 6]. Available from Internet: C
lick here .


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Sep 12. Member Hospital. Hologic letter submitted by an ECRI Institute member hospital (includes reply form) Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

AQURE system.. Radiometer America Inc Salehiya Trading Est.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14823

Dynex DSX 

Instrument

Dynex Technologies 

Ltd

AL-MOHANAD MEDICAL EST https://ncmdr.sfda.gov.s

IM Quick Test    ,HUMAN Gesellschaft für Biochemica und Diagnostica GmbHArabian Trade House Est.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14809

IMMAGE Total 

Immunoglobulin 

E (IgE) Reagent  .

Beckman Coulter… Beckman Coulter Saudi Arabia 

Co Ltd

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

OriGen Products 

TissueVault O-

Wrap and 

accessories .

OriGen Biomedical Arabian Trade House Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

Reagent CRP FSDiaSys Diagnostic Systems GmbH.ALGhuyum Scientific Tradinghttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14822

STI PLUS ELITe 

MGB Kits Used 

with ELITe 

InGenius 

Instruments

ELITech Clinical 

Systems SAS

AL-KAMAL Import#

SYNCHRON 

Systems 

Cannabinoid 100 

ng (THC) & 

SYNCHRON 

Systems 

Cannabinoid 50 

ng (THC5) 

Reagents  ,

Beckman Coulter… Beckman Coulter Saudi Arabia 

Co Ltd

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4799

SYNCHRON 

Systems Opiate 

300 ng (OP) 

Reagent and 

SYNCHRON 

Systems Opiate 

2000 ng (OP2) 

Reagent .

Beckman Coulter… Beckman Coulter Saudi Arabia 

Co Ltd

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4801

Tina-quant 

Myoglobin Gen.2 

MYO2

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Non-active implantable devices

ADTECH Drill 

Sleeve Guides

Ad-Tech Medical 

Instrument Corp

Al-Nozha Medical Est https://ncmdr.sfda.gov.s

Medsil 

Intragastric 

Balloon

JSC "MEDSIL" MEDICAL INNOVATIONS EST. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14823
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14792
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14809
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14800
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14819
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14822
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14799
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14801
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14824
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14795
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14806



[High Priority ] - A32995 : ELITech—�STI PLUS ELITe MGB Kits Used with ELITe InGenius Instruments: Manufacturer Updates Assay Protocols to Prevent
False-Negative Results


[High Priority ] - A32995 : ELITech—�STI PLUS ELITe MGB Kits Used with ELITe InGenius
Instruments: Manufacturer Updates Assay Protocols to Prevent False-Negative Results
Medical Device Ongoing Action
Published: Thursday, August 8, 2019


UMDNS Terms:
•  IVD Test Reagent/Kits, Molecular Assay, Infection, Bacteria, Chlamydia trachomatis, DNA [21513]
•  IVD Test Reagent/Kits, Molecular Assay, Infection, Bacteria, Mycoplasma Species, DNA [21621]
•  IVD Test Reagent/Kits, Molecular Assay, Infection, Bacteria, Neisseria gonorrhoeae, DNA [21628]
•  IVD Test Reagent/Kits, Molecular Assay, Infection, Parasite, Trichomonas vaginalis, DNA [22149]


Product Identifier:
[Consumable]


Product ELITech Group SpA
Product No.


STI PLUS ELITe MGB Kits RTS400ING


Geographic Regions: ���Europe, U.K.


Manufacturer(s): ELITech Group SpAcorso Svizzera 185, I-10149 Torino (TO), Italy


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a June 19, 2019, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), ELITech states
that one lot of the above products demonstrated negative results for a highly positive simulated sample for the Mycoplasma genitalium (MG) target. In
the "Run Summary" section of the report, the sample was negative for the MG target; however, in the "Track Report," the fluorescence plot showed a
curve clearly associated with a positive reaction but characterized by a very negative baseline value. This problem was linked to the composition of the
lot and the very high concentration (around 106 copies/mL) of the MG target, leading to the analysis software misinterpreting the fluorescence curve. The
lot has not been released on the market. ELITech further states that it is unlikely that this event will happen again because the event has never occurred
with the six lots produced and marketed before and because the very high target concentrations linked to this event are not frequent in clinical practice.
However, there is a risk that this problem may occur randomly in specific and difficult-to-predict situations, so ELITech has modified the assay protocols
associated with the product to avoid false-negative results in the future.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the June 19, 2019, Field Safety Notice letter
and Safety Notice Confirmation of Receipt form from ELITech. Complete the form, and return it to ELITech using the information on the form. For
precautionary purposes, review the negative results obtained by your facility for the MG target with the above product. ELITech states that any samples
that are negative for MG presenting a clearly positive reaction curve (with an obvious fluorescence ramp) and negative baseline in the track report must
be considered to be positive for the MG target. ELITech will contact your facility to update the assay protocols on your ELITe InGenius platforms. Until
the update has been performed, ELITech recommends that your facility follow the same verification process described above for retrospective analysis of
the data. Inform the ELITech technical support team of any cases similar to the problem described in the notice. 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. If useful, provide additional information and comments regarding experiences with products similar to this problem.
For Further Information:
ELITech technical support department
E-mail: ingenius.support@elitechgroup.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Elitech Group: STI PLUS ELITe MGB kit [online]. London:


Department of Health; 2019 Jul 4 [cited 2019 Jul 30]. (Field safety notice; reference no. 2019/006/020/701/011). Available from Internet: C
lick here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Jul 30. MHRA FSN. 2019/006/020/701/011 Download
● 2019 Jul 30. MHRA FSN. FSN 19/01-ENG (includes reply form) Download
● 2019 Aug 8. Manufacturer. Manufacturer confirmed information
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Vanguard XP-CR 

Tibial Tray   ,

Zimmer, INC…. Medical Regulations Gate https://ncmdr.sfda.gov.s

Ophthalmic and optical devices

1-DAY ACUVUE 

MOIST for 

ASTIGMATISM

Johnson & Johnson 

Vision Care

Allied Medical International https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Reusable devices

SMART DTHC  . Getinge Disinfection AB Gulf Medical Co.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14793

Single-use devices

Alpha 

Conducting 

Solutions

Electromedical 

Products International

Dal Pharma#

Catheter Mounts 

and Face Mask 

Kits

Armstrong Medical. JAMJOOM MEDICAL 

INDUSTRIES CO. LTD.

#

CirClamp 

Circumcision 

Clamps

Centurion Medical 

Products

Bio Standards#

Introcan Safety IV 

Catheter

B Braun Medical Inc Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

Serres Suction 

Bag Liner  .

Serres Oy Alwan Alnoor Trading Est. https://ncmdr.sfda.gov.s

Swan-Lock 

Needle-Free 

Connector   ,

CODAN Medizinische 

Geraete GmbH & Co 

KG

Alwan Alnoor Trading Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Vacutainer Push-

Button Blood 

Collection Sets 

with Pre-

Attached Holder

BD Biosciences Becton Dickinson B.V.#

VHK and VKMO 

Adult/Small 

Adult   .

MAQUET 

Cardiopulmonary 

GmbH

Medical Elements https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

VHK and 

VKMO(D) 

Adult/Small Adult 

Accessories   ,

MAQUET 

Cardiopulmonary 

GmbH

Medical Elements https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14816
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14817



[High Priority ] - A33080 : Electromedical Products International—Alpha Conducting Solutions: Potential for Failed Stability Antimicrobial
Effectiveness Testing May Exist


[High Priority ] - A33080 : Electromedical Products International—Alpha Conducting Solutions:
Potential for Failed Stability Antimicrobial Effectiveness Testing May Exist
Medical Device Ongoing Action
Published: Wednesday, August 7, 2019
Last Updated: Thursday, August 8, 2019


UMDNS Terms:
•  Gel, Electrode [11425]


Product Identifier:
[Consumable]


Product Electromedical Products International Inc
Model Lot No.


15 mL Alpha Conducting Solutions ACS 010118-15, 020117-15, 041618-15, 041618A-
15, 070116-15, 071618-15, 080117-15,
081914-15, 102018-15, 111715-15


250 mL Alpha Conducting Solutions ACSR 010118A-25, 011716-25, 021317-25, 032014-
25, 041618-25, 060515-25, 071618-25,
080117-25, 101615-25, 102018A-25


Alpha-Stim AID 88147 Not listed


Alpha-Stim M Microcurrent and Cranial
Electrotherapy Stimulators


88255 Not listed


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


Manufacturer(s): Electromedical Products International Inc2201 Garrett Morris Pkwy, Mineral Wells, TX 76067, United States


Suggested Distribution: Infection Control, Nursing, Home Care, Physical Therapy/Rehabilitation, Neurology, Materials Management


Problem:
�In a July 9, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Electromedical Products International (EPI) states that the above products may be unable to effectively control the contamination of the
conducting solution over time. This problem could lead to injuries associated with, but not limited to, the following: Candida albicans, Aspergillus niger,
Escherichia coli, Pseudomonas aeruginosa, and Staphylococcus aureus. The solution supplier, Pharmaceutical Innovations, informed EPI that the
solution had failed antimicrobial stability testing. EPI further states that it and Pharmaceutical Innovations have received no notices of harm related to this
problem. EPI states that the overall risk to patients is low. Health Canada states that the manufacturer initiated a recall on July 1, 2019. The manufacturer
has not confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and destroy any affected solutions in your inventory. If you have affected products, verify that you have received the July 9, 2019,
Urgent Field Safety Notice letter and reply form from EPI or have been otherwise contacted by the firm. Complete the form, and return it to EPI.
Communicate with product end users about the information in the letter and the need to discontinue use and destroy product. Notify all relevant personnel
at your facility of the information in the letter, and forward the letter to any facility to which you have further distributed affected product. Maintain
awareness of the notice at your facility. Report all device-related incidents to the manufacturer or its distributor or local representatives and to the
National Competent Authority of Health in your country.
For Further Information:
EPI
Website: Click here


�References:
● Health Canada. Recalls and safety alerts. Alpha conducting solution [online]. 2019 Jul 19 [cited 2019 Aug 2]. Available from Internet: Clic


k here .
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Electromedical Products International: Alpha conducting solution


[online]. London: Department of Health; 2019 Jul 29 [cited 2019 Aug 2]. (Field safety notice; reference no. 2019/007/009/701/017).
Available from Internet: Click here .


Comments:


● ��For information on a similar and potentially related action, see Alert A33044 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Aug 2. Health Canada Recall Listings. Type II. RA-70465 Download
● 2019 Aug 2. MHRA FSN. 2019/007/009/701/017 Download
● 2019 Aug 2. MHRA FSN. July 9, 2019, Electromedical Products International letter (FSCA Ref: CAR 07-01-2019) Download
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[High Priority ] - A33319 : Armstrong—Catheter Mounts and Face Mask Kits: Holes May Be Present in Tubing


[High Priority ] - A33319 : Armstrong—Catheter Mounts and Face Mask Kits: Holes May Be Present in
Tubing
Medical Device Ongoing Action
Published: Thursday, September 12, 2019


UMDNS Terms:
•  Masks, Air-Oxygen [12448]
•  Breathing Circuits, Ventilator [15003]
•  Tubing [14238]


Product Identifier:
[Consumable]


Product Armstrong Medical Ltd
Product No. Lot No.
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Catheter Mounts AMCM5141 210519


AMCM5141/MBP 040719, 120619


AMCM5141/MFP 150519


AMCM5142 230519


AMCM5144 030619, 200419, 210419,
220419, 230419, 240419,
260419, 270419, 280419,
290419


AMCM5144/001 060619, 070619, 200319,
210319, 230319, 240719,
310519


AMCM5144/002 240419, 290519


AMCM5144/003 150519


AMCM5144/008 160719, 170719


AMCM5144/HHP 030619


AMCM5144/MFP1 100619


AMCM5144/V1 020719, 160519


AMCM5146 270619


AMCM5146/2 040719, 160719, 170619,
190619, 230519, 230719,
250619


AMCM5147 050619, 240619, 300519


AMCM5148 010419, 020419, 030419,
030619, 100619, 150519,
230519, 250519, 260419


AMCM5148/1 290519, 310519


AMCM5148/HH 030619


AMCM5149 220519


AMCM5174/010 130519, 270619


AMCM5178 240119


AMCM5143 260419, 280519


Combi-Flex Passive Humidification Circuits AMUF1910/003 020719, 140519


AMUF1910/050 130519, 020719


Face Mask Kits AMK1625100 290519
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AMKU14T14100-19 050619, 140519, 170619,
210619


AMKU14T15100-19 140519, 230719, 280619


AMKU14T23200 170519, 280519


AMKU14T24100/66 250619


AMKU14T24200 090519, 100519, 230719,
290719


AMKU14T24200/19 040719


AMKU14T24700 140619


AMKU14T25100 120619, 240519


AMKU14T25100/66 220519, 250619


AMKU14T25200 050619, 210519, 240419


AMKU14T25200/19 040719


AMKU14T25700 050619, 120619, 140619,
160719, 180619, 210519,
280519


AMKU14T26100 120619, 240519, 240719


AMKU14T26700 120619, 160719, 180619


AMKU16T15100/83 170619, 200519


AMMA2045466120 260619, 290419


AMMA2055466120 290419


AMMA2055477030 140519, 150519


AMMAU3065486120 130519


AMK14T24700 190619


AMK14T25700 220519


AMK1624100 100419, 150519, 190619


AMUF1920/015 030719, 090719, 100719,
150519, 200619, 230519,
310519


Ventilator Circuits AMVC1812/002 210519


AMVC1871/086 050619, 290519


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


Manufacturer(s): Armstrong Medical LtdWattstown Business Park, Coleraine BT52 1BS, Northern Ireland


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


Problem:
�In an August 16, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Armstrong states that holes may be present in the tubing of the above products, potentially resulting in patient desaturation. For an illustration of the
manufacturing defect that causes a hole in the tubing, see the photographs in the letter . The manufacturer has not confirmed the information provided in
the source material.
 


Action Needed:
�Identify and isolate any affected product in your inventory. The lot number is the date of manufacture in the format DDMMYY (e.g., 210519 is 21 May
2019). If you have affected product, verify that you have received the August 16, 2019, Urgent Field Safety Notice letter and Field Safety Notice
Response Form from Armstrong. If it is not practical to return affected product, Armstrong recommends that you expand the catheter mount and include
it in the pre-use pressure test along with the breathing circuit. If the catheter passes, the defect is not present. If you intend to use affected product,
conduct and document a risk assessment before use. Regardless of whether you have affected product, complete the Field Safety Notice Response Form
and return it to Armstrong using the information on the form. Notify all relevant personnel at your facility of the information in the Urgent Field Safety
Notice letter.
 
For Further Information:
Armstrong
Website: Click here


Resources:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Armstrong Medical [online]. London: Department of Health; 2019


Aug 28 [cited 2019 Sep 11]. (Field safety notice; reference no. 2019/008/016/487/007). Available from Internet: Click here . 


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Sep 11. MHRA FSN. 2019/008/016/487/007 Download
● 2019 Sep 11. MHRA FSN. Armstrong letter (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198435/20190816ArmstrongVariousProductsMHRA.pdf?option=80F0607

http://www.armstrongmedical.net/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notice-19-to-23-august-2019?utm_source=e8c6806d-51c0-4323-9bfb-64d49b60f5da&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-19-to-23-august-2019?utm_source=e8c6806d-51c0-4323-9bfb-64d49b60f5da&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198434/20190902ArmstrongVariousProductsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198435/20190816ArmstrongVariousProductsMHRA.pdf



(A33319) Armstrong-Catheter Mounts and Face Mask Kits.pdf




[High Priority ] - A33376 : Centurion—CirClamp Circumcision Clamps: Angle of Hole in Base May Not Match Angle of Bell�


[High Priority ] - A33376 : Centurion—CirClamp Circumcision Clamps: Angle of Hole in Base May Not
Match Angle of Bell�
Medical Device Ongoing Action
Published: Wednesday, September 11, 2019


UMDNS Terms:
•  Clamps, Surgical, Penis, Circumcision [10869]


Product Identifier:
[Consumable]


Product Centurion Medical Products
Code No. Lot No. Distribution Date


CirClamp Circumcision Clamps with
1.1 cm Bell


310CR 2019061801 2019 Jun 25 to 2019 Jul 22


CirClamp Circumcision Clamps with
1.3 cm Bell


330CR 2019061201 2019 Jun 25 to 2019 Jul 22


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


Manufacturer(s): Centurion Medical Products 100 Centurion Way, Williamston, MI 48895, United States


Suggested Distribution: Nursing, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Pediatrics, Urology, Materials Management


Problem:
�In an August 28, 2019, Urgent Product Recall Notice letter submitted by an ECRI Institute member hospital, Centurion states that the angle of the hole
in the base of the above circumcision clamps and the angle of the bell may be mismatched, potentially causing the clamp to remove foreskin without the
use of a scalpel. 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 August 28, 2019,
Urgent Product Recall Notice letter and Accountability Record response form from Centurion. Regardless of whether you have affected product,
complete the form and return it to Centurion using the information on the form. Upon receipt of the form, a Centurion representative will contact your
facility to arrange for return of affected product, if applicable. 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 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:
Karen A. Kowalczyk, Centurion directory of quality assurance
Tel.: (517) 546-5400, ext. 1122
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Sep 4. Member Hospital. (includes reply form) Download
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https://www.fda.gov/safety/medical-product-safety-information/forms-reporting-fda

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program

http://www.centurionmp.com/contact-us/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/198118/20190828CenturionCirClampsCLIENT.pdf



(A33376) Centurion-CirClamp Circumcision Clamps.pdf




[High Priority ] - A33173 : �BD—Vacutainer Push-Button Blood Collection Sets with Pre-Attached Holder: Front and Rear Barrels May Separate,
Potentially Resulting in Leakage or Exposed Needle


[High Priority ] - A33173 : �BD—Vacutainer Push-Button Blood Collection Sets with Pre-Attached
Holder: Front and Rear Barrels May Separate, Potentially Resulting in Leakage or Exposed Needle
Medical Device Ongoing Action
Published: Tuesday, August 6, 2019


UMDNS Terms:
•  Blood Collection Needle Sets, Protective [18241]


Product Identifier:
[Consumable]


Product
BD
Catalog
No.


Lot No. UDI Expiration
Date


Vacutainer
Push-Button
Blood
Collection
Sets with
Pre-Attached
Holder


368656 9079767 (01)50382903686563(17)210331(10)9079767(30)0100 2021 Mar 31


368656 9079770 (01)50382903686563(17)210331(10)9079770(30)0100 2021 Mar 31


368656 9081829 (01)50382903686563(17)210331(10)9081829(30)0100 2021 Mar 31


368656 9086811 (01)50382903686563(17)210331(10)9086811(30)0100 2021 Mar 31


368656 9086812 (01)50382903686563(17)210331(10)9086812(30)0100 2021 Mar 31


368656 9091607 (01)50382903686563(17)210331(10)9091607(30)0100 2021 Mar 31


368656 9091626 (01)50382903686563(17)210331(10)9091626(30)0100 2021 Mar 31


368656 9094659 (01)50382903686563(17)210331(10)9094659(30)0100 2021 Mar 31


368656 9094661 (01)50382903686563(17)210331(10)9094661(30)0100 2021 Mar 31


368656 9098547 (01)50382903686563(17)210430(10)9098547(30)0100 2021 Apr 30


368656 9100711 (01)50382903686563(17)210430(10)9100711(30)0100 2021 Apr 30


368656 9100712 (01)50382903686563(17)210430(10)9100712(30)0100 2021 Apr 30


Geographic Regions: U.S.


Manufacturer(s): BD 1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States


Suggested Distribution: Clinical Laboratory/Pathology, Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Phlebotomy,
Immunohematology/Blood Bank, Materials Management


Problem:
In a July 31, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, BD states that the above blood collection sets
may exhibit separation of front and rear barrels upon activation of the safety feature that retracts the needle. Barrel separation may result in leakage of
blood or an exposed needle, potentially resulting in exposure to bloodborne pathogens. BD also states that this problem could lead to serious injuries. The
firm has received one report of a serious injury related to this problem.


Action Needed:
Identify, isolate, and destroy any affected product in your inventory. Affected product was distributed beginning April 19, 2019. If you have affected
product, verify that you have received the July 31, 2019, Urgent Medical Device Recall letter and Customer Response Form from BD. Regardless of
whether you have affected product, complete the Customer Response Form and return it to BD using the instructions on the form. Upon receipt of the
form, BD will provide your facility with replacement product, if applicable. Inform all relevant personnel at your facility of the information in the letter.
Report adverse events associated with the use of affected product to BD. 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 (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 customer/technical support department
Tel.: (888) 237-2762 (select option 3, then option 2), 8 a.m. to 5 p.m. Central time, Monday through Friday
Website: Click here
Comments:


● ��This alert is a living document and may be updated when ECRI Institute receives additional information.
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https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

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

http://www.bd.com/en-us/offerings/capabilities/microbiology-solutions





Source(s):


● 2019 Aug 5. Distributor. BD letter Download
● 2019 Aug 6. Manufacturer. Manufacturer confirmed information
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(A33173) BD Vacutainer Push_Button Blood Collection Sets.pdf
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