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:التاريخ

نعم□لا    □: يوجد أجهزة متأثرة بالمستشفى ضمن القائمة

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	•

WU1852Report Reference Number: WU1852: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:  □No          □Yes

•	 . 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

25-Dec-18
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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

59
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Active Implantable Devices

CareLink 2090, 

CareLink Encore 

29901, and 

CareLink 9790 

Programmers

Medtronic SA Medtronic Saudi Arabia#

HeartMate 3 Left 

Ventricular Assist 

System.

Abbott 

Cardiovascular and 

Neuromodulation

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

a/Secure/CA/CaViewRec

Anaesthetic and respiratory devices

fabian HFO, 

fabian +nCPAP 

evolution and 

fabian Therapy 

evolution

Acutronic Medical 

Systems AG.

Salehiya Trading Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=13

627

Assistive products for persons with disability
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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=8&rid=13637
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13627



[High Priority ] - A31914 : Medtronic—CareLink 2090, CareLink Encore 29901, and CareLink 9790 Programmers: May Not Encrypt or Sufficiently Encrypt Sensitive Information


[High Priority ] - A31914 : Medtronic—CareLink 2090, CareLink Encore 29901, and CareLink
9790 Programmers: May Not Encrypt or Sufficiently Encrypt Sensitive Information
Medical Device Ongoing Action
Published: Wednesday, December 19, 2018
Last Updated: Thursday, December 20, 2018


UMDNS Terms:
•  Programmer/Testers, Implantable Cardiac Pacemaker  [15993]


Product Identifier:
[Capital Equipment]


Product Medtronic Inc
Model Version


Programmers CareLink 2090, CareLink 9790, CareLink Encore 29901 All


Geographic Regions: Worldwide


Manufacturer(s): Medtronic Inc8200 Coral Sea St NE, Mounds View, MN 55112, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Information Technology


Problem:
�In a December 13, 2018, Medical Advisory, the U.S. Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that the above
devices do not encrypt or do not sufficiently encrypt personal identifying information (PII) and personal health information (PHI) while at rest.
Successful exploitation of the vulnerability may allow an attacker with physical access to an affected programmer to access PHI or PII stored on the
device. In a December 13, 2018, Security Bulletin, Medtronic states that in general, PHI/PIII is intended to be stored on the programmers for short
periods of time before being transferred to other medical systems or printed to paper reports. If the PHI/PII settings are not properly managed or the
programmer is not properly retired, patient PHI/PII may remain on a programmer longer than necessary. The specific types of PHI/PII stored by a
programmer includes device serial number and device configuration settings. Other types of PHI/PII potentially stored on a programmer is determined by
the personnel using the system.


Action Needed:
Identify any affected programmers in your inventory. If you have affected programmers, verify that you have reviewed the December 13, 2018, ICS-
CERT Advisory  and/or the December 13, 2018, Security Bulletin  from Medtronic. The CareLink 9790 programmer has been placed into end-of-life
status and is no longer supported by Medtronic. It should no longer be used for any purpose. If you have any CareLink 9790 programmers, return them to
Medtronic. The CareLink 2090 and 29901 Encore programmers store PHI/PII as part of their normal operating procedures and should be handled,
managed, and secured in a manner consistent with the applicable laws for patient data privacy. The management and deletion of PHI/PII information on a
programmer is under the control of the programmer user, in accordance with product labeling. PHI/PII should be retained on these programmers for the
least amount of time necessary for its intended use. Refer to the programmer reference manual for instructions on setting the PHI/PII retention limit and
deleting all PHI/PII before returning a retired programmer to Medtronic. For proper disposal and PHI/PII retention-setting assistance, contact your
Medtronic representative. Additionally, Medtronic recommends that you continue to follow the security guidance detailed in the CareLink 2090
programmer and CareLink Encore 29901 programmer reference manuals. This guidance includes maintaining good physical controls over the
programmer and having a secure physical environment that prevents unauthorized access to the CareLink 2090 or CareLink Encore 29901 programmer.
Use only programmers obtained directly from Medtronic and do not use products provided or obtained by any third party. The U.S. National
cybersecurity and Communications Integration Center (NCICC) reminds organizations to perform impact analysis and risk assessment before deploying
defensive measures. NCCIC also provides a section for control systems security recommended practices  on the ICS-CERT web page. Several
recommended practices are available for reading and download, including Improving Industrial Control Systems Cybersecurity with Defense-in-Depth 
Strategies . Additional mitigation guidance and recommended practices are publicly available on the ICS-CERT website  in the Technical Information
Paper, ICS-TIP-12-146-01B--Targeted Cyber Intrusion Detection and Mitigation Strategies . Organizations observing any suspected malicious activity
should follow their established internal procedures and report their findings to NCCIC for tracking and correlation against other incidents.For Further 
Information:
Medtronic technical service department
Tel.: (800) 638-1991
Website: Click here
 
NCCIC
Tel.: (888) 282-0870
E-mail: NCCICCUSTOMERSERVICE@hq.dhs.gov
Website: Click here


References:
● United States. Department of Homeland Security. Industrial Control Systems Cyber Emergency Response Team. Advisory. Medtronic


9790, 2090 CareLink, and 29901 Encore programmers [online]. 2018 Dec 13 [cited 2018 Dec 18]. Available from Internet: Click here .
● Medtronic. Product security bulletins. 2018 Dec 13 [cited 2018 Dec 18]. Available from Internet: Click here .


Comments:


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


Source(s):


● 2018 Dec 19. Manufacturer. Medtronic Security Bulletin Download
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https://ics-cert.us-cert.gov/advisories/ICSMA-18-347-01

https://ics-cert.us-cert.gov/advisories/ICSMA-18-347-01

https://www.medtronic.com/content/dam/medtronic-com/us-en/corporate/documents/Security%20Bulletin_CRHF_Programmer_PHI_121318.pdf

https://ics-cert.us-cert.gov/content/recommended-practices

https://ics-cert.us-cert.gov/sites/default/files/recommended_practices/NCCIC_ICS-CERT_Defense_in_Depth_2016_S508C.pdf

https://ics-cert.us-cert.gov/sites/default/files/recommended_practices/NCCIC_ICS-CERT_Defense_in_Depth_2016_S508C.pdf

https://ics-cert.us-cert.gov/

https://ics-cert.us-cert.gov/tips/ICS-TIP-12-146-01B

https://ics-cert.us-cert.gov/tips/ICS-TIP-12-146-01B

http://www.medtronic.com/

mailto:NCCICCUSTOMERSERVICE@hq.dhs.gov

https://www.us-cert.gov/nccic

https://ics-cert.us-cert.gov/advisories/ICSMA-18-347-01

https://ics-cert.us-cert.gov/advisories/ICSMA-18-347-01

https://www.medtronic.com/us-en/product-security/security-updates.html

https://www.medtronic.com/us-en/product-security/security-updates.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185241/20181213MedtronicCareLinkProgrammersMfr.pdf





● 2018 Dec 19. ICS-CERT reference no. ICSMA-18-347-01 Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185242/20181213MedtronicCareLinkProgrammersICSCERT.pdf



AFHajlan
(A31914) Medtronic-CareLink 2090.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

CAPS II and 

MiniCAPS Seating 

Systems

Active Design Ltd N/A#

Minstrel Passive 

Floor Lifts 

without Scales   ,

Arjo Huntleigh Al-Faisaliah Medical System#

Diagnostic and therapeutic radiation devices

AngelSounds JPD-

100S4 Fetal 

Doppler

Shenzhen Jumper 

Medical Equipment 

Co., Ltd.

Leader Specialized Trading Est https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Biograph 

Horizon       ,

SIEMENS Siemens Medical Solutions https://ncmdr.sfda.gov.s

Ingenia Elition S 

and Ingenia 

Elition X 

Magnetic 

Resonance 

Systems

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

#

Intera, Omniva, 

Enterprise, 

Achieva, Achieva 

XR, Achieva 

Conversion,

Panorama HFO, 

Ingenia, 

SmartPath to 

dStream, Multiva, 

Prodiva, MR

OR, MR-RT, MR-

Linac, MR-Marlin 

systems

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

664

Nicolet EEG 

Wireless Amplifier

Natus Neurology Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13655
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13644
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13664
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13653



[High Priority ] - A31859 : Active Design—�CAPS II and MiniCAPS Seating Systems: Manufacturer Issues Warning for Transferring Patients Using Tilt-in-Space Bases


[High Priority ] - A31859 : Active Design—�CAPS II and MiniCAPS Seating Systems: Manufacturer
Issues Warning for Transferring Patients Using Tilt-in-Space Bases
Medical Device Ongoing Action
Published: Friday, December 7, 2018
Last Updated: Thursday, December 13, 2018


UMDNS Terms:
•  Chairs, Disabled Patient [18406]


Product Identifier:
[Capital Equipment]


Product Active Design Ltd
Model


Seating Systems CAPS II, MiniCAPS


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


Manufacturer(s): Active Design Ltd68 Wyrley Rd, Birmingham B6 7BN, UK


Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Facilities/Building Management, Home Care, Physical Therapy/Rehabilitation,
EMS/Transport


Problem:
�In a November 12, 2018, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Active Design
states that transferring a user into the above seating systems on a tilted wheelchair without engaging the pelvic strap and other postural support
components before removing the hoist sling may cause the patient to be extended up and over the headrest and cause the wheelchair to tip rearward. 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 November 12, 2018, Field Safety
Notice letter. When transferring a patient into the seating system, ensure that the patient is correctly positioned in the seating system, with relevant
postural support components (including lap straps) correctly attached before removing the hoist sling. 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 systems. Acknowledge receipt of
the notice and confirm that you have taken action by completing the form online here .
For Further Information:
Martin Seabrook, Active Design
Tel.: (0121) 3267506
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Active Design FSN0002: CAPS II Seating System [online]. London:


Department of Health; 2018 Dec 4 [cited 2018 Dec 6]. (Field safety notice; reference no. 2018/011/028/291/017). Available from Internet: 
here .


Comments:


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


Source(s):


● 2018 Dec 6. MHRA FSN. 2018/011/028/291/017 Download
● 2018 Dec 6. MHRA FSN. Download
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http://activedesign.co.uk/2018/11/28/field-safety-notices-november-2018/

http://activedesign.co.uk/contact-2/

https://www.gov.uk/drug-device-alerts/field-safety-notices-26-to-23-november-2018

https://www.gov.uk/drug-device-alerts/field-safety-notices-26-to-23-november-2018

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184922/20181204MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184923/20181112ActiveDesignCAPSIISeatingSystemsMHRA.pdf



(A31859) Active Design-CAPS II and MiniCAPS Seating Syste.pdf




[High Priority ] - A31855 : Arjo—Minstrel Passive Floor Lifts without Scales: Spreader Bar May Detach during Use


[High Priority ] - A31855 : Arjo—Minstrel Passive Floor Lifts without Scales: Spreader Bar May
Detach during Use
Medical Device Ongoing Action
Published: Thursday, December 13, 2018


UMDNS Terms:
•  Lifts, Patient Transfer [12330]


Product Identifier:
[Capital Equipment]


Product ArjoHuntleigh Polska Sp. z.o.o.
Model Serial No. Manufacture Date


Passive Floor Patient Lifts Minstrel without Scales MPLAT0801A3116 to MN1003G256 2008 Jan to 2010 Mar


Geographic Regions: Austria, Belgium, China, Czech Republic, France, Germany, Hong Kong, Ireland, Israel, Italy, Malaysia, The Netherlands,
Portugal, Singapore, South Africa, Spain, Sweden, U.K.&#160;


Manufacturer(s): ArjoHuntleigh Polska Sp. z.o.o. ul. Ks. Piotra Wawrzyniaka 2, 62-052 Komorniki, Poland  
Medibo NVHeikant 5, B-3930 Hamont-Achel, Belgium


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Nursing, Facilities/Building Management, Home Care, Physical
Therapy/Rehabilitation


Problem:
In an Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Arjo states that it has
received a limited number of reports of the spreader bars of the above lifts detaching during use, potentially leading to patient falls.


Action Needed:
Identify any affected lifts in your inventory. To determine whether your lifts' spreader bars are affected, see the photographs in the letter . If you have
affected lifts/spreader bars, verify that you have received the Urgent Field Safety Notice letter and Customer Response Form from Arjo. If your spreader
bar requires replacement, remove the lift from service and contact the Arjo sales and service department. If your spreader bar is equipped as indicated in
Picture 2 in the letter , you may continue to use it safely. Complete the Customer Response Form, and return it to Arjo using the information on the form.
Upon receipt of the form, an Arjo representative will contact your facility to arrange to replace affected spreader bars, 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.
 
For Further Information:
Arjo
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. ArjoHuntleigh: Minstrel FSN-POZ-004-2018 [online]. London:


Department of Health; 2018 Dec 4 [cited 2018 Dec 11]. (Field safety notice; reference no. 2018/011/023/601/005). Available from Internet: 
Click here .


Comments:


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


Source(s):


● 2018 Dec 11. MHRA FSN. 2018/011/023/601/005 Download
● 2018 Dec 11. MHRA FSN. ArjoHuntleigh Reference No. POZ-004-2018 (includes reply form) Download
● 2018 Dec 12. Manufacturer. The manufacturer confirmed the information in the source material. 
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184669/2018xxArjoHuntleighMinstrelLiftsMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184669/2018xxArjoHuntleighMinstrelLiftsMHRA.pdf?option=80F0607

http://www.arjohuntleigh.com/contact/global/

https://www.gov.uk/drug-device-alerts/field-safety-notices-26-to-23-november-2018

https://www.gov.uk/drug-device-alerts/field-safety-notices-26-to-23-november-2018

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184865/20181204ArjoHuntleighMinstrelLiftsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184866/2018xxArjoHuntleighMinstrelLiftsMHRA.pdf



(A31855) Arjo-Minstrel Passive Floor Lifts without Scales.pdf




[High Priority ] - A31888 : Philips—Ingenia Elition S and Ingenia Elition X Magnetic Resonance Systems: Pressing and Holding the "Stop Table"
Button May Cause Unexpected Restart of Table Movement


[High Priority ] - A31888 : Philips—Ingenia Elition S and Ingenia Elition X Magnetic Resonance
Systems: Pressing and Holding the "Stop Table" Button May Cause Unexpected Restart of Table
Movement
Medical Device Ongoing Action
Published: Thursday, December 13, 2018


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


Product Identifier:
[Capital Equipment]


Product Philips Healthcare
Model Model No. Software Version


Magnetic Resonance (MR) Systems Ingenia Elition S 781357 R5.5.0.0


Ingenia Elition X 781358 R5.5.0.0


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


Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810-1099, United States


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


Problem:
�In a November 2018 Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Philips states that pressing and holding
the "Stop Table" button on the VitalScreen of the above MR systems during automatic tabletop movement may cause an unexpected restart of table
movement, potentially resulting in mechanical entrapment of the patient between the tabletop and the system cover. Philips also states that only a
combination of the following factors may lead to unexpected table movement:


1. The user presses and holds the VitalScreen travel-to-scanplane (TTS) button to initiate automatic tabletop movement (without the use of
the tumble switch) and the patient is moved into the bore.


2. The patient is taken (partly) out of the bore (e.g., to inspect the patient, administer contrast).
3. To move the patient out, the VitalScreen TTS button is used again to initiate the second automatic tabletop movement.
4. The user wants to stop table movement.
5. The user presses the VitalScreen "Stop Table" button to stop the table movement.


Philips further states that this problem does not occur when the "Emergency Table Stop" button or the tumble switch is used. This problem does not occur
when the TTS button on the VitalScreen is used for the first time during an examination. Philips has received no reports of this problem from customers.
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 November 2018 Urgent Medical Device
Correction letter from Philips. Follow the system instructions for use (IFU) to verify that no part of the patient's body, hair, clothing, cables, or infusion
lines can be trapped or injured by any part of the equipment. The VitalScreen shows positioning guidance regarding arm supports and padding. Avoid
using the "Stop Table" button. Always use the tumble switch or physical "Emergency Table Stop" button for cases that require table movement to stop.
Philips is developing a field change order (FCO) (FCO798100490 Service Pack 1 for R5.5.0) for affected systems. This update will remove the "Stop
Table" button on the VitalScreen. Retain a copy of the letter with the system IFU.
For Further Information:
Philips
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 12. Member Hospital. FSN781 00490 Download
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https://www.usa.philips.com/healthcare/about/contact

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184802/201811xxPhilipsIngeniaElitionCLIENTRedacted.pdf



(A31888) Philips-Ingenia Elition S and Ingenia Elition X Magnetic Resonance.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

StealthAir 

Percutaneous Pin 

Adapters

Medtronic SA Medtronic Saudi Arabia#

Various 

Endoscopes    ,

Olympus Salehiya Trading Est. https://ncmdr.sfda.gov.s

Electro mechanical medical devices

Bililed Maxi+ 

Phototherapy Unit

Novos Medical 

Systems Industry 

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

CARESCAPE ONE 

/ CARESCAPE 

B850   ,

GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

da Vinci Xi/X 

EndoWrist 

Monopolar 

Curved Scissors

Intuitive Surgical Inc Gulf Medical Co.#

EDS Light 

Suspension 

Central Axis 

Component of 

Visum LED 

Surgical Lighting 

Systems    ,

Stryker 

Communications

Al-Faisaliah Medical System#

Medtronic 

MiniMed 640G 

Insulin Pump.

Medtronic SA Medtronic Saudi Arabia#

MiniMed 630G 

and 670G Insulin 

Pumps

Medtronic SA Medtronic Saudi Arabia#
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13625
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13641
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13634



[High Priority ] - A31868 : Medtronic—StealthAir Percutaneous Pin Adapters: May Rotate after Surgical Placement under Certain Circumstances


[High Priority ] - A31868 : Medtronic—StealthAir Percutaneous Pin Adapters: May Rotate after
Surgical Placement under Certain Circumstances
Medical Device Ongoing Action
Published: Tuesday, December 11, 2018
Last Updated: Thursday, December 13, 2018


UMDNS Terms:
•  Stereotactic Systems, Image-Guided, Surgical, Intracranial [18179]
•  Stereotactic Systems, Image-Guided, Surgical, Otorhinolaryngology [20387]
•  Scanning Systems, Computed Tomography [13469]
•  Pins, Bone [16085]


Product Identifier:
[Consumable]


Product Medtronic Navigation Inc
Part No.


StealthAir Percutaneous Pin Adapters 9734752


Adapter 9734752K Perc Pin Kits containing StealthAir Percutaneous Pin Adapters 9734752K


Upgrade Sets 9735502 Perc Pin containing StealthAir Percutaneous Pin Adapters 9735502


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


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


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem: In a December 6, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medtronic states that under
certain circumstances, the above percutaneous pin adapters used with the StealthAir frame assembly may slightly rotate after surgical placement and not
return to their original position, even when connections are tight and secure. This can occur because of the shallow angle of the percutaneous pin adapter
(see image at top of page two in the letter ). Medtronic also states that frame rotation may cause inaccurate navigation, which can potentially result in
misplaced screws or implants, surgical delay, aborted navigation, or patient injury. Medtronic has received 12 reports of inaccuracy related to frame
rotation. Of the 12 reports, one incident resulted in harm in which misplaced screws caused a surgical delay to reposition them. 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 December 6, 2018, Urgent
Medical Device Recall letter and Consignee Response Form from Medtronic. Medtronic states that only the percutaneous pin adapter is affected, not the
remaining items in the assembly (see the image in the letter ). To obtain a return material authorization (RMA) number for product return and
replacement, contact the Medtronic technical services department by telephone at the number below. If you have a blue percutaneous reference frame
(part number 9732353; see image in the  letter ), you may use this device, at your clinical discretion, to complete procedures that require percutaneous
reference until a replacement device is made available. If you do not have a blue frame, contact the Medtronic technical services department by
telephone at the number below to receive a no-charge blue frame to use in the interim until the redesigned product is available. If you have any questions
on the use of the blue frame, contact the Medtronic technical services department. Complete the Consignee Response Form, and return it to Medtronic
using the information on the form. Report adverse events or quality problems related to the use of affected product to the Medtronic technical services
department using the information below. 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:
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):


● 2018 Dec 10. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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(A31868) Medtronic-StealthAir Percutaneous Pin Adapters.pdf




[High Priority ] - A31879 : Intuitive—da Vinci Xi/X EndoWrist Monopolar Curved Scissors: May Not Be Recognized by the ERBE VIO dV Integrated
Electrosurgical Unit, Prohibiting Activation of Monopolar Energy from Surgeon Console


[High Priority ] - A31879 : Intuitive—da Vinci Xi/X EndoWrist Monopolar Curved Scissors: May Not Be
Recognized by the ERBE VIO dV Integrated Electrosurgical Unit, Prohibiting Activation of Monopolar
Energy from Surgeon Console
Medical Device Ongoing Action
Published: Thursday, December 13, 2018


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


Product Identifier:
[Capital Equipment, Consumable]


Product Intuitive Surgical Inc
Part No. Lot No.


da Vinci Xi/X EndoWrist Monopolar Curve Scissors
(MCS) Instruments


470179-19 N11181003, N11181004


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


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


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Materials Management


Problem:
In a December 4, 2018, Field Safety Notice Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Intuitive states that the
above instruments are not recognized by the ERBE VIO dV integrated electrosurgical unit (IESU), prohibiting the activation of monopolar energy from
the surgeon console. Specifically, when an affected instrument is connected to the IESU and installed on the system, the IESU will display an incomplete
instrument connection icon, with a question mark on the IESU screen (see Figures 1 and 2 in the letter ), and the surgeon console 3D viewer and vision
cart touchscreen will display energy as disabled. Intuitive also states that this problem may cause a minimal delay in the procedure to troubleshoot and
replace the instrument. Intuitive further states that in situations in which the first maneuver with the MCS after installation is an attempt to control
bleeding, alternative means of hemostasis may be required (e.g., another energy instrument, clips, suture). Intuitive states that it has received no reports of
adverse events related to this problem. The manufacturer has not confirmed the information provided in the source material.
 


Action Needed:
�Identify any affected instruments in your inventory. If you have affected product, verify that you have received the December 4, 2018, Field Safety
Notice Urgent Medical Device Recall letter and Acknowledgment Form from Intuitive. Return affected instruments to Intuitive using the standard return
materials authorization (RMA) process. Upon receipt of affected instruments, Intuitive will provide replacement instruments. Inform affected personnel
when the return has been completed. Notify all relevant personnel at your facility of the information in the letter. Log into the da Vinci Online
Community Field Action resource  to read or complete any requested actions related to this problem. If the online resource cannot be used, 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: customerservice@intusurg.com
Website: Click here
Comments:


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


Source(s):


● 2019 Dec 12. Member Hospital. Intuitive letter submitted by an ECRI Institute member hospital: ISIFA2018-18-R (includes reply 
form) Download
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[High Priority ] - A31797 01 : Stryker—EDS Light Suspension Central Axis Component of Visum LED Surgical Lighting Systems: Suspension Joint May Be Insufficiently Assembled


[High Priority ] - A31797 01 : Stryker—EDS Light Suspension Central Axis Component of Visum LED
Surgical Lighting Systems: Suspension Joint May Be Insufficiently Assembled
Medical Device Ongoing Action
Published: Thursday, December 13, 2018


UMDNS Terms:
•  Lights, Surgical, Ceiling-Mounted [33268]


Product Identifier:
[Capital Equipment]


Product Stryker Communications
Model Catalog No. Serial No.


EDS Light Suspensions, Central
Axis Component of Visum LED
Surgical Lighting Systems


5P 0682001267 15F001118


5P/FP 0682001269I 14G008018


9P/FP 0682001566 14H002318, 14G008928,
14H002328, 14G007358,
14G007378


9P/FP 0682001567I 14G008058, 14F002868,
15D002218, 15D002228,
15D002238, 15J001108,
15J001818


FP/9P/5P 0682001570I 14D003468, 14D006088,
14E004458, 14F002648,
14F002658, 14F006248,
14F006258, 14F006268,
14F006278, 14F006288,
14F006298, 14F006308,
14G000018, 14G000028,
14G000038, 14G002118,
14G002128, 14G002388,
14G002398, 14G002408,
14G008048, 14H001908,
14H001918, 14H001928,
14J004628, 15A004718,
15F002898, 15F002908


5P/LC 0682400139 14D000828, 14D002878


FP/9P/5P LC 0682400150I 15I003808


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): Stryker Communications 571 Silveron Blvd  Flower Mound, TX 75028, United States 


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


Summary: Update Reason: Distribution in the U.K., new product. This Alert provides additional information based on a November 2018 Urgent Field
Safety Notice letter posted by the U.K. Medicines and Healthcare Product Regulatory Agency (MHRA) regarding Alert A31797 . New product is
included in the Product field, the U.K. has been added to the Geographic Regions field, and the Action Needed field has been updated with U.K.-specific
information. For previously listed product, see Alert A31797 .
 
Problem:
In a November 13, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Stryker states that the above light
system component may have an insufficiently assembled joint in the suspension, potentially leading to the suspension falling and causing injuries to
clinicians and/or patients. Stryker also states that it has received no reports of adverse events associated with this problem.
 


Action Needed: Identify any affected systems in your inventory. If you have affected systems, verify that you have received the November 2018
Urgent Field Safety Notice letter and Acknowledgment Form from Stryker. A Stryker representative will contact your facility to arrange for systems
inspections and replacement of nonconforming central axes. You may continue to use affected systems. Inform all relevant personnel at your facility of
the information in the letter, and notify Stryker of any systems transferred toother organizations. Report any adverse events associated with the use
ofaffected systems to Stryker. Complete the Acknowledgment Form, and return it to Stryker using the information on the form.
 
For Further Information:
Stryker 
Website: Click here


References:
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● Great Britain. Medicines and Healthcare Products Regulatory Agency. Stryker: EDS LIGHT SUSPENSION CENTRAL AXIS [online].
London: Department of Health; 2018 Dec 10 [cited 2018 Dec 11]. (Field safety notice; reference no. 2018/011/027/487/009), Available
from Internet: Click here .


Comments:


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


Source(s):


● 2018 Dec 11. MHRA FSN. 2018/011/027/487/009 Download
● 2018 Dec 11. MHRA FSN. Stryker Reference No. RA2018-1945081 (includes reply form) Download
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[High Priority ] - A31880 : Medtronic—MiniMed 630G and 670G Insulin Pumps: May Fail to Make Audio Sounds during Alarms, Alerts, or Sirens


[High Priority ] - A31880 : Medtronic—MiniMed 630G and 670G Insulin Pumps: May Fail to Make
Audio Sounds during Alarms, Alerts, or Sirens
Medical Device Ongoing Action
Published: Thursday, December 13, 2018


UMDNS Terms:
•  Infusion Pumps, Insulin, Ambulatory [17159]


Product Identifier:
[Capital Equipment]


Product
Medtronic Diabetes USA Div
Medtronic Inc
Model


Model No. Software Version


Insulin Pumps MiniMed 630G MMT-1715 4.10


MiniMed 670G MMT-1780 4.10


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


Manufacturer(s): Medtronic Diabetes USA Div Medtronic Inc18000 Devonshire St, Northridge, CA 91325-1219, United States


Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Pediatrics, Information Technology, Diabetes Education/Coordination, Home
Care, Endocrinology, IV Therapy


Problem:
�In an October 3, 2018, Urgent Field Safety Notification letter submitted by an ECRI Institute member hospital, Medtronic states that the above pumps
may fail to make expected audio sounds during alerts, alarms, or sirens. Medtronic also states that this failure could either cause the alarm volume to be
fixed at a 4 (out of 5) level regardless of a patient's personal setting, or it could make no sound. Either of these problems could cause a patient to miss
system notifications, alarms, or sirens associated with how the pump is working and with high and low blood glucose alerts. Medtronic states that this
problem occurs when a specific electronic component in the pump malfunctions. It can result in the loss of all audio, problems adjusting the audio
volume, or the loss of only the emergency audio siren. This potential loss of audio could delay the patient’s ability to respond to the underlying reason for
the alert, alarm, or siren, which could then lead to health and safety risks such as hypoglycemia or hyperglycemia. If this problem occurs, the audio
cannot be permanently repaired or regained. The only way to permanently regain the audio capabilities is to exchange the affected pump with a
replacement. Even if the pump has the audio problem, it will continue to deliver insulin as expected. Loss of the vibrate feature has not been reported to
occur as part of the above audio failure mode. If the pump contains the specific electronic component, and the pump passes the Audio Beep test described
below, there is still a chance that the pump may malfunction and lose its audio capabilities at a future date. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
�Identify any affected pumps in your inventory and/or determine whether you have patients with affected pumps. If you have affected patients and/or
pumps, verify that you have received the October 3, 2018, Urgent Field Safety Notification letter from Medtronic. Medtronic states that it will send a
letter to patients to explain that they should enable the vibrate feature and perform the Audio Beep test described below:


● The vibrate feature should be enabled on the pump. Even if the Audio Beep test passes, the vibrate feature should be enabled (in addition to
the audio feature). The vibrate feature adds an additional notification to any alerts or alarms received on the pump. Follow the steps below to
enable both the vibrate and audio feature on your device:


● 630G: Open the Menu, scroll down to Audio Options, and set Audio & Vibrate to "On" and Save
● 670G: Open the Menu, scroll down to Audio Options, and set Audio to "On" and Save


● An Audio Beep test should be performed to see whether the pump is exhibiting this problem. This test will identify whether the pump audio
is working. The steps for this test can be found in the letter , and users can also access Medtronic's website  for guidance.


● Users should repeat this test periodically to verify the continued audio functionality of their pump.


If the pump fails the beep test, it will not permanently regain its audio capabilities. A replacement pump will be necessary to use the audio features. Even
if the pump passes the Audio Beep test, it may lose its audio capabilities and fail the Audio Beep test at a future date. If the pump does not pass the beep
test or if patients have concerns about this problem and would like to start the process for pump replacement, contact Medtronic via the website . 
 
For Further Information:
Medtronic helpline
Tel.: (888) 204-7616
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 10. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital Download
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[High Priority ] - A31880 : Medtronic—MiniMed 630G and 670G Insulin Pumps: May Fail to Make Audio Sounds during Alarms, Alerts, or Sirens


[High Priority ] - A31880 : Medtronic—MiniMed 630G and 670G Insulin Pumps: May Fail to Make
Audio Sounds during Alarms, Alerts, or Sirens
Medical Device Ongoing Action
Published: Thursday, December 13, 2018


UMDNS Terms:
•  Infusion Pumps, Insulin, Ambulatory [17159]


Product Identifier:
[Capital Equipment]


Product
Medtronic Diabetes USA Div
Medtronic Inc
Model


Model No. Software Version


Insulin Pumps MiniMed 630G MMT-1715 4.10


MiniMed 670G MMT-1780 4.10


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


Manufacturer(s): Medtronic Diabetes USA Div Medtronic Inc18000 Devonshire St, Northridge, CA 91325-1219, United States


Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Pediatrics, Information Technology, Diabetes Education/Coordination, Home
Care, Endocrinology, IV Therapy


Problem:
�In an October 3, 2018, Urgent Field Safety Notification letter submitted by an ECRI Institute member hospital, Medtronic states that the above pumps
may fail to make expected audio sounds during alerts, alarms, or sirens. Medtronic also states that this failure could either cause the alarm volume to be
fixed at a 4 (out of 5) level regardless of a patient's personal setting, or it could make no sound. Either of these problems could cause a patient to miss
system notifications, alarms, or sirens associated with how the pump is working and with high and low blood glucose alerts. Medtronic states that this
problem occurs when a specific electronic component in the pump malfunctions. It can result in the loss of all audio, problems adjusting the audio
volume, or the loss of only the emergency audio siren. This potential loss of audio could delay the patient’s ability to respond to the underlying reason for
the alert, alarm, or siren, which could then lead to health and safety risks such as hypoglycemia or hyperglycemia. If this problem occurs, the audio
cannot be permanently repaired or regained. The only way to permanently regain the audio capabilities is to exchange the affected pump with a
replacement. Even if the pump has the audio problem, it will continue to deliver insulin as expected. Loss of the vibrate feature has not been reported to
occur as part of the above audio failure mode. If the pump contains the specific electronic component, and the pump passes the Audio Beep test described
below, there is still a chance that the pump may malfunction and lose its audio capabilities at a future date. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
�Identify any affected pumps in your inventory and/or determine whether you have patients with affected pumps. If you have affected patients and/or
pumps, verify that you have received the October 3, 2018, Urgent Field Safety Notification letter from Medtronic. Medtronic states that it will send a
letter to patients to explain that they should enable the vibrate feature and perform the Audio Beep test described below:


● The vibrate feature should be enabled on the pump. Even if the Audio Beep test passes, the vibrate feature should be enabled (in addition to
the audio feature). The vibrate feature adds an additional notification to any alerts or alarms received on the pump. Follow the steps below to
enable both the vibrate and audio feature on your device:


● 630G: Open the Menu, scroll down to Audio Options, and set Audio & Vibrate to "On" and Save
● 670G: Open the Menu, scroll down to Audio Options, and set Audio to "On" and Save


● An Audio Beep test should be performed to see whether the pump is exhibiting this problem. This test will identify whether the pump audio
is working. The steps for this test can be found in the letter , and users can also access Medtronic's website  for guidance.


● Users should repeat this test periodically to verify the continued audio functionality of their pump.


If the pump fails the beep test, it will not permanently regain its audio capabilities. A replacement pump will be necessary to use the audio features. Even
if the pump passes the Audio Beep test, it may lose its audio capabilities and fail the Audio Beep test at a future date. If the pump does not pass the beep
test or if patients have concerns about this problem and would like to start the process for pump replacement, contact Medtronic via the website . 
 
For Further Information:
Medtronic helpline
Tel.: (888) 204-7616
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 10. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

multiFiltratePRO 

device (M205001)

Fresenius Medical 

Care.

Fresenius Medical Care GmbH https://ncmdr.sfda.gov.s

Navilyst Medical 

BioFlo PICC with 

ENDEXO and 

PASV

AngioDynamics Inc FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

Stryker Visum II 

LED Surgical 

Lighting system - 

EDS (Equipment 

Delivery System) 

Light 

Suspensions, 

Central Axis

Stryker 

Communications

Al-Faisaliah Medical System https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

3659

VACUUM 

CONTROL VALVE

CAIR LGL Arabian Trade House Est. https://ncmdr.sfda.gov.s

Healthcare facility products and adaptations

Lap Sponges Medline Industries Inc...... Spectromed#

Hospital hardware

Steelco DS1000 

washers    ,

Steelco SpA. Insight Medical Systems https://ncmdr.sfda.gov.s

In vitro diagnostic devices

AIA2000  and 

AIA900 Analyzers

Tosoh Corporation ABDULLA FOUAD HOLDING 

COMPANY

https://ncmdr.sfda.gov.s

AIA360 Analyzer Tosoh CorporationABDULLA FOUAD HOLDING COMPANYhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13647
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13652
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13635
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13659
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13628
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13643
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13649
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13647



[High Priority ] - A31887 : Medline—Medical Action Industries Lap Sponges: Sterility May Be Compromised


[High Priority ] - A31887 : Medline—Medical Action Industries Lap Sponges: Sterility May Be
Compromised
Medical Device Ongoing Action
Published: Wednesday, December 12, 2018


UMDNS Terms:
•  Sponges, Surgical, Laparotomy [15085]


Product Identifier:
[Consumable]


Product Medical Action Industries Inc
Item No. Lot No.


18 x 18 XR No Loop Lap Sponges M-A403 1806JK305A


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


Distributor(s): •  Medline Industries IncOne Medline Pl, Mundelein, IL 60060, United States


Manufacturer(s): Medical Action Industries Inc9120 Lockwood Boulevard, Mechanicsville, VA 23116, United States


Suggested Distribution: Dialysis/Nephrology, Infection Control, Nursing, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Urology,
Gastroenterology, Materials Management


Problem:
�In a November 28, 2018, Sub-Recall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that Medical
Action Industries is recalling the above products because of potential compromise of product sterility because of a breach of sterile barrier, which
may lead to an increase in patient infections. Medline also states that it has received no reports of injuries or adverse events 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
November 28, 2018, Sub-Recall Immediate Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether
you have affected product, complete the Urgent Remedial Action Response Form, and return it to Medline using the instructions on the form. Upon
receipt of the form, Medline will provide your facility with return labels (if applicable). Return affected product to Medline; upon return of affected
product, Medline will provide your facility with credit. Forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Benjamin Gora, Medline regulatory affairs associate
Tel.: (866) 359-1704
Website: Click here
Medical Action Industries
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 12. Member Hospital. Medline/Medical Action Industries letter submitted by an ECRI Institute member hospital (includes reply
form), Recall Reference No. R-18-245 Download
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https://www.medical-action.com/content/contact
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(A31887) Medline-Medical Action Industries Lap Sponges.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

AIA900 

Automated 

Immunoassay 

Analyzer.

Tosoh Corporation ABDULLA FOUAD HOLDING 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

ARCHITECT B12 

Reagent Kit     ,

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

ARCHITECT 

Rubella IgM 

Reagent Kit    ,

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

BenchMark 

ULTRA and 

DISCOVERY 

ULTRA Systems 

with Ventana 

System Software

Roche Diagnostics 

GmbH

Al-Jeel Medical & Trading Co. 

LTD

#

BRILLIANCE ESBL 

/ BRILLIANCE CRE 

BIPLATE

Thermo Fisher 

Scientific Inc.

Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Calcium assay on 

RX instruments

Randox Laboratories 

Ltd.

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

Dimension Vista 

Intelligent Lab 

Systems using a 

Progard 

Pretreatment 

Pack on the 

onboard 

Millipore Water 

Purification 

Module (WPM)

Siemens Healthcare 

Diagnostics GmbH

ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

665

Fructosamine 

Calibrators and 

Controls

Randox Laboratories 

Ltd.

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

a/Secure/CA/CaViewRec

Page 6 of 9

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13648
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13662
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13663
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13632
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13631
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13665
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13630



[High Priority ] - A31908 : Roche—BenchMark ULTRA and DISCOVERY ULTRA Systems with Ventana System Software: Software May Not Always Report Misalignment Error


[High Priority ] - A31908 : Roche—BenchMark ULTRA and DISCOVERY ULTRA Systems with Ventana
System Software: Software May Not Always Report Misalignment Error
Medical Device Ongoing Action
Published: Wednesday, December 19, 2018


UMDNS Terms:
•  Slide Stainers, Immunohistochemistry [23459]


Product Identifier:
[Capital Equipment]


Product Roche Diagnostics Corp
Model Software Version


Immunohistochemistry (IHC) and In-Situ Hybridization (ISH) Systems BenchMark ULTRA, DISCOVERY ULTRA Ventana System Software


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


Manufacturer(s): Roche Diagnostics Corp9115 Hague Rd, Indianapolis, IN 46250-0457, United States


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


Problem: In a December 3, 2018, Software Bulletin letter submitted by an ECRI Institute member hospital, Roche states that if the reagent carousel in
the above systems becomes misaligned, the Ventana system software (VSS) may not always report the failure. Misalignment may occur because of
electrical or mechanical failure. Roche also states that this problem has a high likelihood of detection because, after misalignment, all the following slides
will be affected. Incorrect staining is likely to be recognized easily by a qualified pathologist when the expected and actual staining have different
staining patterns; however, in rare cases, patterns may be similar, making the problem more difficult to detect. This problem could result in
histopathologic diagnostic error (e.g., false-positive, false-negative results), if not detected. Roche states that diagnostic errors involving a biomarker used
for clinical treatment decisions (e.g., HER2, ALK) may affect patient treatment, including the possibility of a patient receiving an incorrect treatment or
not receiving correct treatment. In cases involving a diagnostic panel or lineage marker, a low risk of adverse health effects is expected. However, in rare
cases, the problem may lead to diagnostic confusion, a delay in diagnosis, or an incorrect diagnosis. 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 December 3, 2018, Software Bulletin
letter from Roche. A future software release will correct the problem. Maintain a copy of the letter in your facility's files. In the meantime, as a
workaround Roche recommends that you always put the most commonly used reagent on position 2, which is always checked for alignment before the
reagent is dispensed. This workaround will significantly increase the likelihood that misalignment will be detected. For additional workaround details, see
the letter . Retain a copy of the letter with your records. 
For Further Information:
Roche support network customer support center
Tel.: (800) 227-2155
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 17. Member Hospital. December 3, 2018, Roche letter submitted by an ECRI Institute member hospital (TP-00496) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184951/20181217RocheBenchmarkUltraDiscoveryUltraVentanaSystemSoftwareClient.pdf?option=80F0607

https://www.roche.com/contact.htm

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184951/20181217RocheBenchmarkUltraDiscoveryUltraVentanaSystemSoftwareClient.pdf



(A31908) Roche-BenchMark ULTRA.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

MAS 

Alcohol/Ammonia

 Control    ,

Microgenics Corp. ABDULLA FOUAD HOLDING 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

PP2001 HBA Agar 

Plates

Thermo Fisher 

Scientific Inc.

Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

TODA 

AMNIODIAG 5 

strip and TODA 

AMNIODIAG 5 

cassette

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

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=13

629

UniCel DxI 600 & 

800 Access 

Immunoassay 

Systems & UniCel 

DxC 660i, 680i, 

860i, 880i 

Synchron Access 

Clinical Systems .

Beckman Coulter UK 

Ltd

Beckman Coulter Saudi Arabia 

Co Ltd

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

3657

Laboratory equipment

i-STAT CG8+ 

Cartridges

Abbott Laboratories 

Inc

Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

Non-active implantable devices

Anatomic Tibial 

Base Plate for 

fixed bearing 

insert cemented, 

Size 4

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

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

3656

Ceramic femoral 

heads and 

Ceramic cup 

inserts

OHST Medizintechnik 

AG

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

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=13

Page 7 of 9

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13624
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13661
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13629
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13657
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13645
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13656
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13654


MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Various 

Compress and 

Mini Compress 

Devices and 

Instruments

Zimmer, INC…. Medical Regulations Gate#

ViaCell Allografts Globus Medical, Inc ProMedEx#

Ophthalmic and optical devices

RayOne Trifocal 

RAO603F + 10.5 

D ADD 3.5 

Intraocular Lens

Rayner Intraocular 

Lenses Limited	.

Mohamed Abdul Latif Basha 

Medical Services L.L.C

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

VisuMax 2.10.13 Carl Zeiss Meditec Inc Gulf Medical Co.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13651

Reusable devices

CORAIL Female 

Broaches (Size 9-

20)

DePuy Ireland UC Johnson & Johnson Medical 

Saudi Arabia Limited

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Single-use devices

0.9% Sodium 

Chloride 

Injections

Fresenius Kabi AG Alhaya medical co.#

Arrow PICC 

Powered by 

Arrow VPS 

Precision Stylet 

Kits

Teleflex Medical.. Gulf Medical Co.#

BD Burette 

Sets       ,

Becton, Dickinson 

And Company

Medical Regulations Gate https://ncmdr.sfda.gov.s

Page 8 of 9

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13642
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13651
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13640
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13639



[High Priority ] - A31912 : �Zimmer Biomet—Various Compress and Mini Compress Devices and Instruments: Manufacturer Updates Surgical Technique to
Address Potential for Interference between Centering Sleeves and Anti-Rotation Drill


[High Priority ] - A31912 : �Zimmer Biomet—Various Compress and Mini Compress Devices and
Instruments: Manufacturer Updates Surgical Technique to Address Potential for Interference
between Centering Sleeves and Anti-Rotation Drill
Medical Device Ongoing Action
Published: Thursday, December 20, 2018


UMDNS Terms:
•  Prostheses, Joint, Knee, Femoral Component  [16097]


Product Identifier:
[Consumable]


Product Zimmer Biomet
Item No.


Anti-Rotation Spindles, 400 lbs, Extra Small 178350


Anti-Rotation Spindles, 600 lbs, Extra Small 178351


Anti-Rotation Spindles, 800 lbs, Extra Small 178352


Anti-Rotation Spindles, 400 lbs, Small 178353


Anti-Rotation Spindles, 600 lbs, Small 178354


Anti-Rotation Spindles, 800 lbs, Small 178355


Anti-Rotation Spindles, 400 lbs, Large 178356


Anti-Rotation Spindles, 600 lbs, Large 178357


Anti-Rotation Spindles, 800 lbs, Large 178358


Anti-Rotation Elliptical Spindles, 400 lbs 178359


Anti-Rotation Elliptical Spindles, 600 lbs 178360


Anti-Rotation Elliptical Spindles, 800 lbs 178361


Short Anti-Rotation Spindles, 400 lbs, Extra Small 178362


Short Anti-Rotation Spindles, 600 lbs, Extra Small 178363


Short Anti-Rotation Spindles, 800 lbs, Extra Small 178364


Short Anti-Rotation Spindles, 400 lbs, Small 178365


Short Anti-Rotation Spindles, 600 lbs, Small 178366


Short Anti-Rotation Spindles, 800 lbs, Small 178367


Short Anti-Rotation Spindles, 400 lbs, large 178368


Short Anti-Rotation Spindles, 600 lbs, Large 178369


Short Anti-Rotation Spindles, 800 lbs, Large 178370


Short Anti-Rotation Spindles, 400 lbs, Elliptical 178371


Short Anti-Rotation Spindles, 600 lbs, Elliptical 178372


Short Anti-Rotation Spindles, 800 lbs, Elliptical 178373
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15 mm Centering Sleeves 178537


19 mm Centering Sleeves 178541


20 mm Centering Sleeves 178542


22 mm Centering Sleeves 178544


23 mm Centering Sleeves 178545


28 mm Centering Sleeves 178738


Mini Taper Spindles, 400 lbs, Extra Small 178757


Mini Taper Spindles, 600 lbs, Extra Small 178758


Mini Taper Spindles, 800 lbs, Extra Small 178759


Short Mini Taper Spindles, 400 lbs, Extra Small 178787


Short Mini Taper Spindles, 600 lbs, Extra Small 178788


Short Mini Taper Spindles, 800 lbs, Extra Small 178789


Drills for Anti-Rotation Pin 32-481123


Geographic Regions: Argentina, Australia, Canada, Chile, Europe, Japan, U.S.


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


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a December 13, 2018, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Zimmer Biomet states that it is
updating the surgical techniques for the Compress and Mini Compress systems, which include the above products. Updates were made to the Pin
Placement Table on page 42 and page 45 of the Compress and Mini Compress surgical techniques, respectively, regarding which array to use in the
placement of the anti-rotation pins. These updates were made because of the potential for interference between the centering sleeves and anti-rotation drill
when using certain spindle and centering sleeve combinations. For updated Pin Placement Tables, along with representative photos of the devices, see the
letter . Zimmer Biomet identifies the following risks associated with this problem:


● Delay in surgery of less than 30 minutes to replace the damaged centering sleeve and clean the metal debris from the intramedullary canal if
the surgeon realizes the problem


● Metal debris inside the intramedullary canal, potentially causing osteolysis, necessitating surgical intervention.


Zimmer Biomet also states that no replacement or modification to the affected product is required.


Action Needed:
�If you use the affected product, verify that you have received the December 13, 2018, Urgent Medical Device Correction letter and Certificate of
Acknowledgment form from Zimmer Biomet. Ensure that the most updated surgical techniques 1110.2-GLBL-en REV0818 and BMET0188.2
REV111218 for the Compress and Mini Compress devices and instruments are used for surgeries that require the affected devices. The full surgical
technique is available on the Zimmer Biomet website  by navigating to the Limb Salvage specialty then Bone Compressive Devices under the Medical
Professionals menu. Destroy any previous copies of the surgical technique. Regardless of whether you have affected product, complete the Certificate of
Acknowledgment form and return it to Zimmer Biomet using the instructions on the form. Notify all relevant personnel at your facility of the information
in the letter. Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at 
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 service department
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:
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184987/20181213ZimmerBiometCompressDevicesInstrumentsClient.pdf?option=80F0607

https://www.zimmerbiomet.com/medical-professionals/limb-salvage.html

mailto:product.experience@zimmerbiomet.com

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

mailto:CorporateQuality.PostMarket@zimmerbiomet.com

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





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


Source(s):


● 2018 Dec 18. Member Hospital. ZFA 2018-00446 (includes reply form) Download
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(A31912) Zimmer Biomet-Various Compress.pdf




[High Priority ] - A31911 : Globus Medical—ViaCell Allografts: Manufacturer Requires Additional Process Controls and Validation


[High Priority ] - A31911 : Globus Medical—ViaCell Allografts: Manufacturer Requires Additional
Process Controls and Validation
Medical Device Ongoing Action
Published: Thursday, December 20, 2018


UMDNS Terms:
•  Bone Graft Substitutes [37286]


Product Identifier:
[Consumable]


Product Globus Medical Inc
Product No. Allograft ID


1 cc ViaCell Allografts 8137.0001S THB0641954, THB0729061, THB0729057, THB0729624,
THB0729634, THB0729636, THB0729638, THB0729803,
THB0737935, THB0742227, THB0742232, THB0759015,
THB0759703, THB0764214, THB0766480, THB0780534,
THB0780540, THB0785686, THB0788006, THB0802871


5 cc ViaCell Allografts 8137.0005S THB0651231, THB0660031, THB0683793, THB0683806,
THB0687111, THB0687328, THB0692263, THB0729646,
THB0730869, THB0738029, THB0742297, THB0743890,
THB0743909, THB0747117, THB0747122, THB0747127,
THB0747129, THB0747141, THB0766246, THB0766247,
THB0766488, THB0766494, THB0780898, THB0788030,
THB0791570, THB0B02814


10 cc ViaCell Allografts 8137.0010S THB0683830, THB0692233, THB0692285, THB0692524,
THB0692534, THB0692537, THB0697074, THB0697075,
THB0706295, THB0760244, THB0760248, THB0760266,
THB0766263, THB0766269, THB0769616, THB0769622,
THB0769632, THB0769633, THB0780929, THB0780930,
THB0790316, THB0802890


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


Manufacturer(s): Globus Medical Inc2560 General Armistead Ave, Audubon, PA 19403, United States


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


Problem: In a November 30, 2018, Urgent Tissue Recall Notification letter submitted by an ECRI Institute member hospital, Globus Medical states that
manufacturing requires additional process controls and validation to prevent the introduction, transmission, or spread of communicable disease through
use of the above products. Globus Medical also states that it has received no reports of adverse events associated with the use of the above products. 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 November
30, 2018, Urgent Tissue Recall Notification letter and Response Card from Globus Medical. Complete the Response Card, and return it to Globus
Medical using the information on the form. Return affected product to Globus Medical according to the information in the letter . Report any adverse
events associated with the use of affected product to Globus Medical. 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 or online at the MedWatch 
website .
For Further Information:
Globus Medical
E-mail: recall@globusmedical.com
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 19. Member Hospital. November 30, 2018 Globus Medical letter submitted by ECRI Institute member hospital (includes reply 
form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185151/20181130GlobusViaCellAllograftClientRedacted.pdf?option=80F0607

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home

mailto:recall@globusmedical.com

http://www.globusmedical.com/contact/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185151/20181130GlobusViaCellAllograftClientRedacted.pdf



(A31911) Globus Medical-ViaCell Allografts.pdf




[High Priority ] - A31790 06 : McKesson—Fresenius Kabi 0.9% Sodium Chloride Injections: Labeling May Incorrectly Indicate That Stopper Does Not Contain Latex [Update]


[High Priority ] - A31790 06 : McKesson—Fresenius Kabi 0.9% Sodium Chloride Injections: Labeling
May Incorrectly Indicate That Stopper Does Not Contain Latex [Update]
Medical Device Ongoing Action
Published: Thursday, December 13, 2018


UMDNS Terms:
•  Intravenous Fluid Containers [12172]


Product Identifier:
[Consumable]


Product Fresenius Kabi USA
NDC UPC Econo No. Lot No. Product No.


0.9% Sodium
Chloride Injections,
USP, 10 mL Fill in a
10 mL Vial


63323018610, 63323-0186-10,
63323-0186-01


36332318610 1245745 6017725 918610


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


Distributor(s): •  McKesson CorpOne Post St, San Francisco, CA 94104, United States


Manufacturer(s): Fresenius Kabi USAThree Corporate Dr, Lake Zurich, IL 60047, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, OR/Surgery, Pharmacy, IV Therapy, Materials Management


Summary:
�Update Reason: Additional lot number. This Alert provides additional information based on a December 7, 2018, Urgent letter regarding Alert A31790
02 .  An additional lot number is provided in the Product Identifier field. For previously listed product, see Alert A31790 02 . For information on the
recall initiated by Fresenius Kabi, see Alerts A31790  and A31790 05 . The distributor has not confirmed the information provided in the source
material.
Problem: In a November 15, 2018, Urgent Drug Recall letter submitted by an ECRI Institute member hospital, Fresenius Kabi states that the product
insert for the above injections indicates that the stoppers do not contain natural rubber latex (see Attachment 1 of the letter ) and the tray label for the
above injections with product number 918620 incorrectly states that the stoppers do not contain latex (see Attachment 2 of the letter ). The above
products do have stoppers containing natural rubber latex. Fresenius Kabi also states that it has received no reports of adverse events related to this 
problem. The risk of exposure to latex allergens in the drug product from these stoppers is low. Reactions to latex because of latex exposure from a latex-
containing rubber stoppered vial are rare. If exposed, a reaction in susceptible individuals and for those with severe allergies could be severe. 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 December
7, 2018, Urgent letter from McKesson. If you have affected product, retrieve a response form from the Fresenius Kabi website . Complete the response
form, and return it to Fresenius Kabi. Upon receipt of the form, Fresenius Kabi will send your facility a return kit.
 
For Further Information:
McKesson
Website: Click here
 
Fresenius Kabi
Tel.: (866) 716-2459
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 13. Distributor. McKesson reference no. 18-204B Download
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[High Priority ] - A31926 : �Teleflex—Arrow PICC Powered by Arrow VPS Precision Stylet Kits: May Contain Incorrect Length Catheter


[High Priority ] - A31926 : �Teleflex—Arrow PICC Powered by Arrow VPS Precision Stylet Kits: May
Contain Incorrect Length Catheter
Medical Device Ongoing Action
Published: Wednesday, December 19, 2018


UMDNS Terms:
•  Procedure Kit/Trays, Catheterization, Intravenous, Peripheral Vein [29069]
•  Catheters, Vascular, Infusion, Central Venous, Peripherally-Inserted  [18017]


Product Identifier:
[Consumable]


Product
Arrow International, a Teleflex
Medical company
Product No.


Lot No. GTIN


Arrow Peripherally Inserted
Central Catheter (PICC)
Powered by Arrow VPS
Precision Stylet Kits


CDC-44052-VPS2 23F18B0581 20801902120704


Arrow PICC Powered by Arrow
VPS Precision Stylet Kits


CDC-45052-VPS2 23F18B0583, 23F18F0005 40801902120753


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


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


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Nursing, Oncology, OR/Surgery, Diagnostic Imaging,
Home Care, IV Therapy, Materials Management


Problem:
�In a December 13, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Teleflex states that the above kits may
contain catheters that are the incorrect length. Kits labeled as containing a 40 cm PICC may contain a 50 cm PICC, and kits labeled as containing a 50 cm
PICC may contain a 40 cm PICC. Teleflex also states that the incorrect catheter length would be easily identified and is not likely to cause any serious
health consequences; however, it may lead to a minor delay in completion of the procedure. Teleflex further states it has received no reports of patient
injuries associated with this problem. The manufacturer has not confirmed the information provided in the source material.
 


Action Needed:
�Identify, isolate, and discontinue use of any affected kits in your inventory. If you have affected kits, verify that you have received the December 13,
2018, Urgent Medical Device Recall letter and Recall Acknowledgment Form from Teleflex. Regardless of whether you have affected product, complete
the Recall Acknowledgment Form and return it to Teleflex using the instructions on the form. Upon receipt of the form, a Teleflex customer service
representative will contact your facility with a return goods authorization (RGA) number to arrange for product return. 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. Report
any adverse events associated with theuse of affected product to Teleflex by telephone at (866) 246-6990. 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:
Teleflex customer service department
Tel.: (866) 396-2111
Comments:


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


Source(s):


● 2018 Dec 18. Member Hospital. Teleflex letter submitted by an ECRI Institute member hospital: EIF-000310 (includes reply 
form) Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Breast Milk 

Transfer Lids

Medela Inc batterjee medical services#

Cardinal Health 

DERMACEA and 

KERLIX Bandage 

and Gauze Rolls

Cardinal-Health MEDICARE DRUG STORE 

COMPANY

#

Celsite Safety 

SST601F 6.5F SI - 

Access Ports

B. Braun Melsungen ProMedEx https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

DUALSTOP Vygon UK Ltd Al-Jeel Medical & Trading Co. LTDhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13650

Dyural-40 and 

Dyural-80 

Convenience Kits

Asclemed N/A#

Ecolab Enzymatic 

Detergents

Ecolab Inc Al Hammadmedical Services#

ExactaMix Diffuplast sri Baxter AGhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13633

Mako Vizadiscs 

and Vizadisc Hip 

Tracking Kit

MAKO Surgical Corp Zimmo Trading Establishment. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

U by Kotex Sleek 

Tampons

Kimberly Clark Health 

Care..

N/A#

Various Pre-

Connected Foley 

Tray Systems

C R Bard Inc C.R. BARD Saudi Arabia#
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[High Priority ] - A31893 : �Medela—Breast Milk Transfer Lids: Sterility May Be Compromised


[High Priority ] - A31893 : �Medela—Breast Milk Transfer Lids: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Wednesday, December 12, 2018


UMDNS Terms:
•  Nursing Bottles, Infant [12779]


Product Identifier:
[Consumable]


Product Medela Inc
SKU Lot No.


Breast Milk Transfer Lids 90003S-100 441113, 441825, 441965, 442099, 442188,
442494, 442612, 443265, 443557, 444054,
444317, 445260, 445310, 445470, 445678,
446402, 446518, 446916, 447447, 447470,
447789


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


Manufacturer(s): Medela Inc1101 Corporate Dr, McHenry, IL 60050, United States


Suggested Distribution: Infection Control, Nursery, Nursing, Obstetrics/Gynecology/Labor and Delivery, Home Care, NICU, Materials
Management


Problem:
�In a December 5, 2018, Important Device Recall letter submitted by an ECRI Institute member hospital, Medela states that the sterility of the above
products may be compromised because of a potential breach in the packaging while it appears intact. Medela also states that this problem is low risk and
affects about 0.06% of distributed products. 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
December 5, 2018, Important Device Recall letter and Recall and Product Inventory Confirmation Form from Medela. Complete the Recall and Product
Inventory Confirmation Form, and return it to Medela by fax at (815) 307-8965 or by e-mail using the information below. Upon receipt of the form,
Medela will provide your facility with a return material authorization (RMA) number. Using the RMA number, return affected product to the McHenry,
IL, Medela facility.
For Further Information:
Medela
Tel.: (888) 835-5968
E-mail: medelareturns@medela.com
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 12. Member Hospital. Medela letter submitted by an ECRI Institute member hospital (includes reply form) Download
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(A31893) Medela-Breast Milk Transfer Lids.pdf




[High Priority ] - A31909 : McKesson—Cardinal Health DERMACEA and KERLIX Bandage and Gauze Rolls: Sterility May Be Compromised


[High Priority ] - A31909 : McKesson—Cardinal Health DERMACEA and KERLIX Bandage and Gauze
Rolls: Sterility May Be Compromised
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Wednesday, December 19, 2018


UMDNS Terms:
•  Bandages, Plain Gauze [10281]
•  Bandages, Retention, Non-Elastic, Cotton/Gauze [25164]


Product Identifier:
[Consumable]


Product Cardinal Health
Product No. NDC UPC Econo No. Lot No.


4.5-Inch x 3.1 yd
KERLIX BAND ROLL


6716 08290006716 38290006716 1182948 18E071762,
18E072262,
18E072362,
18E132262,
18E132362


4.5-Inch x 4.1 yd
DERMACEA


441103 None listed None listed None listed 18D180662,
18E070362,
18E222362,
18F072362


441106 None listed None listed None listed 18D180762,
18D180862,
18E029062,
18E029162,
18E029262,
18E029362,
18E070462,
18E070562,
18E070662,
18E130962,
18E131062,
18E131162,
18E166462,
18E166562,
18E222462,
18E222562,
18F034362,
18F034462,
18F034562,
18F072462,
18F072562,
18F122362,
18F122462


4.5-Inch x 4.1 yd
KERLIX AMD ROLL


None listed None listed 88452117074 3420098 18D180962,
18D181062,
18E029462,
18E029562,
18E070762,
18E131262,
18E131362,
18E131462,
18E166662,
18E167362,
18E222662,
18E223362,
18E223462,
18F034662,
18F034762,
18F035562,
18F054362,
18F072662,
18F072862,
18F072962,
18F122562,
18F122662,
18F123062


4.5-Inch x 4 yd KERLIX
BANDAGE ROLL


None listed None listed 88452115707 3420171 18E030462,
18E223262,
18F122962


4.5 x 147-Inch KERLIX
BANDAGE RL


6715 08080671500 38080671500 2437424 18D181162,
18D181262,
18E029662,
18E029762,
18E029862,
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18E029962,
18E030062,
18E030162,
18E030262,
18E030362,
18E070962,
18E071062,
18E071162,
18E071262,
18E071362,
18E071462,
18E071562,
18E071662,
18E131562,
18E131662,
18E131762,
18E131862,
18E131962,
18E132062,
18E132162,
18E166762,
18E166862,
18E166962,
18E167062,
18E167162,
18E167262,
18E167462,
18E167562,
18E167662,
18E167762,
18E222762,
18E222862,
18E222962,
18E223062,
18E223162,
18E223562,
18E223662,
18E223762,
18E223862,
18E223962,
18E224062,
18F034862,
18F034962,
18F035062,
18F035162,
18F035262,
18F035362,
18F035462,
18F035762,
18F035862,
18F035962,
18F036062,
18F036162,
18F036262,
18F072762,
18F073062,
18F089262,
18F123162,
18F123262,
18F158362,
18F158462,
18G004562


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


Distributor(s): •  McKesson Medical-Surgical9954 Marland Dr Suite 4000, Richmond, VA 23233, United States


Manufacturer(s): Cardinal Health7000 Cardinal Pl, Dublin, OH 43017, United States


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


Problem:
�In a December 14, 2018, Urgent Drug Recall letter, McKesson states that the packaging of the above bandage and gauze rolls may have an open seal or
a pinched seal defect in the primary flexible sealed pouches, potentially compromising product sterility. McKesson 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 December
14, 2018, Urgent Drug Recall letter from McKesson. To arrange for product return and to obtain credit, contact Cardinal Health by telephone at (800)
964-5227 (U.S. hospital customers), at (800) 444-1166 (U.S. federal government facilities), or at (888) 444-5440 (all other customers).
 
For Further Information:
McKesson
Website: Click here
Cardinal Health
Tel.: (800) 292-9332
Website: Click here
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http://www.cardinalhealth.com/en/about-us/contact-us.html





Comments:


● The source document lists lot number 18F073062l, which ECRI Institute believes may be an error. Lot number 18F073062, which more
accurately fits with other numbers provided, is listed above.


● For a similar alert initiated in August 2018, see Alert A31129 04 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Dec 19. Distributor. McKesson reference no. 18-216 Download
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(A31909) McKesson-Cardinal Health DERMACEA.pdf




[High Priority ] - A31927 : Asclemed—Dyural-40 and Dyural-80 Convenience Kits: 0.9% Sodium Chloride Manufactured by Fresenius Kabi May Be
Incorrectly Labeled as Not Containing Latex


[High Priority ] - A31927 : Asclemed—Dyural-40 and Dyural-80 Convenience Kits: 0.9% Sodium
Chloride Manufactured by Fresenius Kabi May Be Incorrectly Labeled as Not Containing Latex
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Thursday, December 20, 2018
Last Updated: Friday, December 21, 2018


UMDNS Terms:
•  Procedure Kit/Trays [28961]


Product Identifier:
[Consumable]


Product
Asclemed, dba Enovachem
Pharmaceuticals
NDC


Lot No. Expiration Date


Dyural-40 Convenience Kit
containing Sodium Chloride, USP,
0.9% by Fresenius Kabi


76420-750-01 051518X5 2019 Jan 31


051618X1 2019 Jan 31


052318X4 2019 May 1


052318X5 2019 May 31


062818X1 2019 May 31


072518X3 2019 May 31


072718X1 2019 May 31


080318X2 2019 May 31


082318X4 2019 Jun 30


083118X1 2019 Jun 30


090518X4 2019 Jun 30


091818X2 2019 Jan 31


091818X3 2019 Jul 31


091818X4 2019 Jun 30


091818X5 2019 Aug 31


092418X1 2019 Aug 31


092818X4 2019 Aug 31


101018X3 2019 Aug 31


101018X5 2019 Aug 31


102418X5 2019 Sep 30
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Dyural-80 Convenience Kits
containing Sodium Chloride, USP,
0.9% by Fresenius Kabi


76420-755-01 050918X1 2018 Dec 31


051518X4 2019 May 31


051618X10 2018 Dec 31


051818X4 2018 Dec 31


051818X5 2019 May 31


052118X4 2019 May 31


052118X5 2019 May 31


052918X7 2019 May 31


061118X8 2019 May 1


061118X9 2019 May 31


061118X10 2019 May 31


061418X2 2019 May 31


061518X1 2019 May 31


061518X2 2019 Jun 30


061918X2 2019 Jun 30


062518X2 2019 Jun 30


062718X1 2019 Jun 30


062718X2 2019 Jun 30


062818X3 2019 Jun 30


062818X4 2019 Jun 30


070918X1 2019 Jun 30
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071018X5 2019 Jun 30


071118X4 2019 Jun 30


071118X5 2019 Jun 30


071718X2 2019 Feb 28


072018X6 2019 Jun 30


072418X3 2019 Jun 30


072418X4 2019 Jun 30


072518X2 2019 Jun 30


073018X4 2019 Jun 30


073018X8 2019 Jun 30


080218X3 2019 Jun 30


080718X7 2019 Jun 30


080918X3 2019 Jun 30


083018X2 2019 Jun 30


083118X2 2019 Jun 30


083118X5 2019 Jun 30


090518X5 2019 Jun 30


090518X6 2019 Jul 31


090718X2 2019 Jul 31


090718X3 2019 Jul 31


090718X5 2019 Jul 31
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091118X7 2019 Jul 31


091318X5 2019 Jul 31


091918X1 2019 Jul 31


092718X1 2019 Jul 31


092718X2 2019 Jul 31


092818X3 2019 Jul 31


100518X6 2019 Jul 31


101118X3 2019 Jul 31


101518X2 2019 Jul 31


101618X7 2019 Jul 31


101618X8 2019 Jul 31


101818X3 2019 Jul 31


101918X1 2019 Jul 31


102318X1 2019 Jul 31


103118X1 2019 Jul 31


103118X2 2019 Jul 31


103118X3 2019 Sep 30


110618X1 2019 Sep 30


110818X1 2019 Sep 30


Geographic Regions: �U.S.


Manufacturer(s): Asclemed, dba Enovachem Pharmaceuticals 379 Van Ness Ave Suite 1403, Torrance, CA 90501, United States (kit manufacturer)
Fresenius Kabi USAThree Corporate Dr, Lake Zurich, IL 60047, United States (sodium chloride injection manufacturer)


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pain Clinic, Pharmacy, IV Therapy, Materials
Management


Problem: �In a December 17, 2018, Company Announcement posted by FDA, Asclemed states that it is recalling the above kits because they contain
recalled sodium chloride, USP, 0.9% manufactured by Fresenius Kabi. The sodium chloride was recalled because the product labeling may incorrectly
state that the stoppers do not contain latex. For people with a severe allergy to latex, this problem could lead to an anaphylactic reaction, potentially
resulting in hospitalization or death. Asclemed also states that it has received no reports of adverse events related to this problem. 


Action Needed:
Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have been contacted by Asclemed.
Return any affected product to the place of purchase. Contact Asclemed using the information below for further information about this recall. Consumers
who experience any problems that may be related to this drug product should contact their healthcare provider. 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:
Asclemed
Tel.: (310) 320-0100, ext. 120, 7:30 a.m. to 4 p.m. Pacific time, Monday through Friday
E-mail: christinah@enovachem.us.com
Website: Click here
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References:
● United States. Food and Drug Administration. Company announcement—Enovachem Pharmaceuticals issues voluntary nationwide recall of


Dyural-40 and Dyural-80 convenience kits containing recalled sodium chloride injection, USP, 0.9% due to latex hazard [online]. 2018 Dec
17 [cited 2018 Dec 19]. Available from Internet: Click here .


Comments:


● For information on a potentially related Fresenius Kabi recall regarding 0.9% sodium chloride injections, see Alerts A31790  and A31790 
05 .


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


Source(s):


● 2018 Dec 19. FDA. Company Announcement Download
● 2018 Dec 21. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A31889 : Medline—Ecolab Enzymatic Detergents: May Have Sediment Ring


[High Priority ] - A31889 : Medline—Ecolab Enzymatic Detergents: May Have Sediment Ring
Medical Device Ongoing Action
Published: Thursday, December 13, 2018


UMDNS Terms:
•  Detergents, Ultrasonic Cleaning System [14262]


Product Identifier:
[Consumable]


Product Ecolab Inc
Item No.


Medline Industries Inc
Item No. Lot No.


Enzymatic Detergents 6023173 HUN6023173 5248JE7700


6023175 GOM6023175, HUN6023175 5358JEE800


6023176 HUN6023176 5248JE7600


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


Distributor(s): •  Medline Industries IncOne Medline Pl, Mundelein, IL 60060, United States


Manufacturer(s): Ecolab Inc370 N Wabasha St, St Paul, MN 55102-2233, United States


Suggested Distribution: Infection Control, Facilities/Building Management, Central Sterilization Reprocessing, Materials Management


Problem:
�In a December 11, 2018, Subrecall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline initiated a subrecall of
the above detergents, which were recalled by Ecolab because sediment rings were observed throughout the listed lots. Analysis of the detergents and
sediment showed no microbiological contamination, and no reports of patient injury related to the sediment have been received. However, Medline states
that the sediment may interfere with product use because it was not intended. The distributor 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 December 11, 2018,
Subrecall Immediate Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected
product, complete the Urgent Remedial Action Response Form and return it to Medline using the instructions on the form. Upon receipt of the form,
Medline will provide your facility with return labels, if applicable. Return affected product to Medline using the return labels. Upon receipt of affected
product, Medline will provide your facility with credit. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of
the letter to any facility to which you have further distributed affected product.
For Further Information:
Medline
Tel.: (866) 359-1704
Website: Click here
Ecolab
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 12. Member Hospital. December 11, 2018, Medline letter submitted by an ECRI Institute member hospital (R-18-254) (includes
reply form) Download
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[High Priority ] - A31891 : Kimberly-Clark—U by Kotex Sleek Tampons: May Have Quality-Related Defect


[High Priority ] - A31891 : Kimberly-Clark—U by Kotex Sleek Tampons: May Have Quality-Related
Defect
Medical Device Ongoing Action
Published: Thursday, December 13, 2018


UMDNS Terms:
•  Tampons, Menstruation [16164]


Product Identifier:
[Consumable]


Product Kimberly-Clark Corp
Lot No.


18-Count U by Kotex Sleek Regular Absorbency Tampons NN628201B, NN628301A, NN628301B, NN629101A, NN629101B, NN629201A, NN630201A,
NN630201B, NN630301A, NN632713A, NN632713B, NN634713B, NN634813A, NN635713A,
NN635713B, NN701813A, NN701813B, NN701913A, NN703213B, NN705713C, NN705713D,
NN705813A, NN707613D, NN707713C, NN711513A, NN711513B, NN715213B, NN715313C,
NN715313D, NN716713C, NN716713D, NN718313C, NN720713B, NN723413B, NN723513A,
NN724913B, NN725013A, NN726913A, NN726913B, NN728713C, NN728713D, NN729813A,
NN731113A, NN732513B, NN733713D, NN733813A, NN800413B, NN800513C, NN802913B,
NN803013A, NN804413A, NN804413B, NN807613D, NN807713C, NN808413C, NN808413D,
NN812013A, NN812013B, NN812713B, NN812813A, NN814013D, NN814113A, NN814113B,
NN815513A, NN815513B, NN819613D, NN819713A, NN821313A, NN822613B, NN822713A,
NN824513D, NN824613A, NN824613B, NN826513D, NN826613C, NN827813D, NN827913C


34-Count U by Kotex Sleek Regular Absorbency Tampons NN628101A, NN628101B, NN628201A, NN628201B, NN629401A, NN629401B, NN631201B,
NN631301A, NN632101B, NN632113B, NN632213A, NN632213B, NN633813D, NN634113B,
NN634213A, NN635013B, NN635113C, NN703113A, NN703113B, NN705613C, NN706313C,
NN706313D, NN706413C, NN706413D, NN707713C, NN707713D, NN711313C, NN711313D,
NN711413A, NN713013B, NN713113A, NN714313B, NN714413A, NN714413B, NN719313B,
NN719413A, NN722013B, NN722113A, NN722113B, NN722213A, NN724713A, NN724713B,
NN726713D, NN726813A, NN728213B, NN728313A, NN729613A, NN729613B, NN729713A,
NN732513B, NN732613A, NN733913A, NN733913B, NN735213B, NN735313A, NN801413C,
NN801413D, NN802813D, NN802913A, NN804213D, NN804313A, NN805813A, NN805813B,
NN807513D, NN807613C, NN809913A, NN811213C, NN811213D, NN815413C, NN815413D,
NN815513D, NN816813D, NN818113C, NN818113D, NN822413D, NN822513A, NN824613B,
NN824713A, NN826713A, NN826713B


34-Count Multipack U by Kotex Sleek Regular Absorbency
Tampons


NN629401B, NN629501A, NN631301B, NN631401A, NN631401B, NN632213A, NN632213B,
NN703113B, NN703213A, NN705513D, NN706513A, NN706513B, NN706613A, NN706613B,
NN708713A, NN708713B, NN711413A, NN711413B, NN713113A, NN713113B, NN713213C,
NN713213D, NN714513B, NN714613C, NN716613A, NN719413B, NN719513C, NN720613B,
NN720713A, NN724713B, NN724813A, NN726813A, NN726813B, NN726913A, NN728313A,
NN728313B, NN729713A, NN729713B, NN730913C, NN730913D, NN732613B, NN733813B,
NN733913A, NN735313A, NN735313B, NN801413D, NN801513A, NN802913A, NN803013B,
NN804313A, NN804313B, NN805713B, NN805813A, NN809913B, NN811213D, NN812613D,
NN812713A, NN814013C, NN814013D, NN815413D, NN815513A, NN816813D, NN816913A,
NN819613C, NN819613D, NN822513A, NN822513B, NN826613C, NN826613D, NN826713A


3-Count U by Kotex Sleek Regular Absorbency Tampons XM700604X, XM700904X, XM702304X, XM702404X, XM702504X


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


Manufacturer(s): Kimberly-Clark CorpPO Box 2020, Neenah, WI 54957-2020, United States


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


Problem: �In a December 11, 2018, Company Announcement posted by FDA, Kimberly-Clark states that it has received reports of the above tampons
unraveling and/or coming apart when removed. Some consumers sought medical attention to remove pieces of the tampons left in the body. Additionally,
Kimberly-Clark states that there have been a small number of reports of infections, vaginal irritation or localized injury, and other symptoms. 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. Contact the Kimberly-Clark consumer service team by telephone at the number
below for further information about this recall. Consumers who experience vaginal injury or irritation, urogenital infections, or other symptoms such as
hot flashes, abdominal pain, nausea, or vomiting after using the affected products should immediately seek medical attention. 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 . Canadian consumers should report device-related incidents
to Health Canada using the Health Product Complain Form .
For Further Information:
Kimberly-Clark consumer service team
Tel.: (888) 255-3499, 7:30 a.m. to 7:00 p.m. Central time, Monday through Friday
Website: Click here


References:


www.ecri.org . Printed from Health Devices Alerts on Monday, December 17, 2018 Page 1


©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



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://health.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/problem-reporting/health-product-complaint-form-0317.html

http://health.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/problem-reporting/health-product-complaint-form-0317.html

https://www.kimberly-clark.com/en-us/contact-us





● United States. Food and Drug Administration. Company announcement—Kimberly-Clark announces voluntary recall of U by Kotex®
Sleek® tampons, regular absorbency, throughout U.S. and Canada [online]. 2018 Dec 11 [cited 2018 Dec 13]. Available from Internet: Clic
k here .


Comments:


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


Source(s):


● 2018 Dec 13. FDA. Company Announcement Download
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[High Priority ] - A31907 : Bard—Various Pre-Connected Foley Tray Systems: Urine Leakage May Occur around Vent on Vented Sample Ports�


[High Priority ] - A31907 : Bard—Various Pre-Connected Foley Tray Systems: Urine Leakage May
Occur around Vent on Vented Sample Ports�
Medical Device Ongoing Action
Published: Monday, December 17, 2018
Last Updated: Thursday, December 20, 2018


UMDNS Terms:
•  Catheters, Urinary [10764]
•  Urinary Drainage Units [14297]


Product Identifier:
[Consumable]


Product Bard Medical
Product No. Lot No.


Pre-Connected Foley Tray Systems with Vented Sample
Ports


A119214M NGCV0249, NGCV3931
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A119216M NGCS2897, NGCT3665, NGCU1498, NGCU3726,
NGCV0228, NGCV1406, NGCV2240,
NGCV3113, NGCV3929, NGCV4031,
NGCW1354, NGCW2317
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A119218M NGCW0723
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A119416M NGCT2589, NGCT3587, NGCT4393, NGCV2353,
NGCV3007, NGCV4032, NGCW3223,
NGCW3267
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A153200 NGCV2160, NGCV3160, NGCV3843,
NGCX0557, NGCX0616


A300916A
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NGCR2202, NGCS3010, NGCT0853, NGCT3709,
NGCW3234


A301216 NGCT3761
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A301216A
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NGCT1592, NGCV3952, NGCW3191,
NGCW3235, NGCX0558


A303314A NGCT2737, NGCT4265, NGCV3928,
NGCW0629, NGCW1464, NGCW3106
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A303316A
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NGCT2587, NGCT2588, NGCT2591, NGCT2738,
NGCT2739, NGCT2742, NGCT3608, NGCT3609,
NGCT3672, NGCT3674, NGCT4266, NGCT4267,
NGCT4304, NGCT4305, NGCT4306, NGCV1474,
NGCV1476, NGCV2273, NGCV2274,
NGCV2361, NGCV3005, NGCV3006,
NGCV3341, NGCV3372, NGCV3932,
NGCV3937, NGCV3938, NGCV4039,
NGCW0630, NGCW0724, NGCW1356,
NGCW1358, NGCW1359, NGCW1467,
NGCW2306, NGCW2307, NGCW3067,
NGCW3109, NGCW3225, NGCW3226,
NGCW3268


A303318A NGCT4315, NGCW0890, NGCW3221
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A303414A NGCT0806, NGCT0859, NGCV1395, NGCV1470,
NGCW3265, NGCX1509
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A303416A NGCT1950, NGCT2590, NGCT2797, NGCT3586,
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NGCT4264, NGCU3727, NGCU3735, NGCV0247,
NGCV0331, NGCV2264, NGCV2351,
NGCV3933, NGCV4034, NGCW0628,
NGCW0777


A303418A NGCV1418
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A304400A NGCT4278, NGCT4317, NGCT9317, NGCV2329,
NGCV3930, NGCW1355, NGCW2425
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A304714A NGCW0750
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A304716A NGCT4313, NGCV1481, NGCV2360,
NGCW0751, NGCW1472, NGCW3233,
NGCX1576
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A304718A NGCT3611, NGCV3021
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A304914 NGCW2304


www.ecri.org . Printed from Health Devices Alerts on Sunday, December 23, 2018 Page 20


©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.







A304916 NGCT4275, NGCV2275, NGCW0643
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A304918 NGCT2749, NGCW0752
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A307414A NGCT1956, NGCW1365
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A307416A NGCV1433, NGCW0644, NGCW1474
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A319414AM NGCT2581, NGCV4035, NGCW1350, NGCX0536
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A319416A NGCT1944, NGCT2628, NGCT3677, NGCT4318,
NGCV2364, NGCW0754, NGCX1578
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A319416AM NGCT1932, NGCT2741, NGCT2743, NGCT3610,
NGCT4233, NGCV1409, NGCV2354, NGCV3114,
NGCV3934, NGCV4036, NGCW0631,
NGCW0725, NGCW0726, NGCW1468,
NGCW2320, NGCW2426, NGCW3113,
NGCX1510


A319418AM NGCT1929
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A319514AM NGCS1878, NGCV0328, NGCV1471, NGCV1860,
NGCV3115, NGCW3070


www.ecri.org . Printed from Health Devices Alerts on Sunday, December 23, 2018 Page 28


©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.







A319516A NGCS4476, NGCT1962, NGCU3547, NGCU3741,
NGCV4043, NGCW1366
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A319516AM NGCS2898, NGCS4470, NGCT1935, NGCU1446,
NGCU1452, NGCU2366, NGCU3724,
NGCV0245, NGCV0329, NGCV1391,
NGCV1468, NGCV1469, NGCV2328,
NGCV3134, NGCV3936, NGCV4037,
NGCW0729, NGCW1475
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A333100A NGCT1960
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A333416A NGCT1945
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A339414AM NGCT4319
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A339516AM NGCU2246, NGCX0546
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A344916 NGCT4320
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A800064 NGCS4478, NGCT4273, NGCV1191, NGCX0603
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A800065 NGCW1466
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A800364
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NGCT4230, NGCV3010, NGCV3935,
NGCW0633, NGCW0730, NGCW1458,
NGCW3066


A800365 NGCT2429, NGCT2582, NGCT2583, NGCT2732,
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NGCT2733, NGCT2734, NGCT3614, NGCT4228,
NGCT4268, NGCT4389, NGCV1419, NGCV1422,
NGCV1477, NGCV1478, NGCV2267,
NGCV2355, NGCV3135, NGCV3136,
NGCV4033, NGCV4040, NGCW1349,
NGCW2321, NGCW2322, NGCW2323,
NGCW2427, NGCW2428, NGCW3244,
NGCW3245, NGCW3266


A800366 NGCT2593, NGCV3137
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A900216 NGCV1438, NGCX0617
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A900416 NGCT3767, NGCV3844, NGCX1620
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A901216 NGCV2183, NGCX0530
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A902114 NGCT1930, NGCV3166
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A902216 NGCV2268, NGCW1362
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A902414 NGCT2585, NGCV1854, NGCV4030, NGCW2429
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A902416 NGCT1936, NGCT1953, NGCV1479, NGCV2271,
NGCV2359, NGCV3013, NGCV4038,
NGCW0634, NGCW0635, NGCW0731,
NGCW1352, NGCW2385, NGCW2464,
NGCW2465
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A902418 NGCT1933, NGCW1461


A902616 NGCT2755, NGCT3676, NGCT4279
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A902914 NGCT2754, NGCV2265, NGCW0749
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A902916 NGCT2594, NGCT2595, NGCT2744, NGCT2745,
NGCT3588, NGCT3589, NGCT3592, NGCT3666,
NGCT3667, NGCT3669, NGCT3675, NGCT4269,
NGCT4270, NGCT4307, NGCT4308, NGCU1348,
NGCV2269, NGCV2270, NGCV2356,
NGCV2357, NGCV2358, NGCV3019,
NGCV3138, NGCV3143, NGCV3144,
NGCV3939, NGCV3940, NGCV3941,
NGCV4041, NGCV4042, NGCW1360,
NGCW1361, NGCW1469, NGCW1470,
NGCW2302, NGCW2386, NGCW2387,
NGCW2494, NGCW3188
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A902918 NGCW0637, NGCW2303


A903314A NGCT1959, NGCW1471


A903316A NGCS2933, NGCT4312, NGCW1363, NGCX1573


A903318A NGCT0864


A903416A NGCT3679, NGCV2362


A904100 NGCW0646


A904400A NGCV3050, NGCW3187


A909116M NGCV1194


A909216M NGCT4314, NGCX0609


A919416AM NGCT1946, NGCT3664, NGCT4274


A919516AM NGCT0814, NGCT2584, NGCU2245


A942206 NGCV1445


A942208 NGCT2756, NGCW1364


A942210 NGCV1366, NGCW2411


A942212 NGCW1473


A942214 NGCT1963, NGCT2735, NGCV1426, NGCV3421


A942216 NGCT1934, NGCT4272, NGCU1512, NGCU1513,
NGCV1428, NGCV1480, NGCV1855,
NGCV2266, NGCV2352, NGCV3020,
NGCV3145, NGCW0647, NGCW1351,
NGCW1386, NGCW1459, NGCW2409


A942218 NGCV1446, NGCV3167, NGCW1460


A942616 NGCT2748, NGCV2291


A942618 NGCV1367


A943214 NGCT0810


A943216 NGCT2620, NGCT3615, NGCV1447, NGCV2365,
NGCW0756, NGCW2308


A943218 NGCT1943


MTA902416 NGCU2625


MTA902916 NGCU2626


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


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


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Obstetrics/Gynecology/Labor and Delivery,
OR/Surgery, Home Care, Urology, Materials Management
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Problem:
�In a December 13, 2018, Medical Device Notification letter submitted by ECRI Institute member hospitals, Bard states that urine leakage may occur
around the vent on the vented sample port on the above products. Bard also states that it has received reports that this problem typically occurs
immediately after Foley catheter insertion. This failure mode can be detected only after the Foley catheter system is in place and draining urine. Bard
further states that it has received 285 reports of leakage related to this problem, including five unconfirmed reports of patient infection. Different lots may
exhibit varying rates of leakage. Bard states that use of this product may result in exposure to potentially biohazardous urine. Additionally, Bard has
received an unconfirmed report of an increased number of catheter-associated urinary tract infections (CAUTIs) for users of some Foley catheter systems.
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 December 13, 2018, Medical Device
Notification letter and Appendix 1 from Bard. If leakage is detected and the patient continues to meet appropriate indications for a Foley catheter, the
closed system with the leaking sample port should be exchanged. If you are experiencing product leakage at an unsatisfactory rate, contact the
Bard customer service department by telephone at (800) 526-4455 or by e-mail at BMD.FieldAction@crbard.com  to obtain replacement product. Inform
all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed
affected product.
For Further Information:
Bard
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 17. Member Hospital. Bard letter submitted by an ECRI Institute member hospital Download
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mailto:BMD.FieldAction@crbard.com

https://www.crbard.com/medical/Contact-Us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185240/20181213BardFoleyTraySystemClient.pdf



(A31907) Bard-Various Pre-Connected.pdf


