
SBED Weekly Update 04-Sep-17

Dear,                   
SBED team is pleased to inform you that                   new FSCA/recalls posted on 
(Please note:  below list of FSCA/ recalls for the period of                                to 
In order to view more details, click the links and for ECRI alerts see the attachments 

27 SFDA website
8/28/2017 9/3/2017

NOTE:
FSCA / Recalls are classified into three categories, representing the potential risk to 
public health:  Class I  : High Risk, Class II : Medium Risk and Class III: Low Risk.
FSN ( Field Safety Notice)  : A communication to customers and/or users sent out by a 
manufacturer or its representative in relation to a Field Safety Corrective Action

Ref: WU1736

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

22 mm Flextube 

Transport Breathing 

Systems

8/28/2017 Intersurgical ​ 2 Attac

hed

N/A# New

Assistive products for persons with disability

Sundance Solutions Z-

Flo Fluidized Positioners

8/28/2017 Molnlycke Health Care 

AB.

2 Attac

hed

Branch of Molnlycke 

Health Care AB

# New

Sundance Solutions Z-

Flo Fluidized Positioners

8/28/2017 Molnlycke Health Care 

AB.

2 Attac

hed

Branch of Molnlycke 

Health Care AB

# Update

Universal Arm Support 9/3/2017TRUMPF Medizin Systeme GmbH + Co. KG FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11481Medical regulations gateNew

Diagnostic and therapeutic radiation devices

http://www.sfda.gov.sa
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11481



[High Priority ] - A29124 : �Intersurgical�—22 mm Flextube Transport Breathing Systems: Non-Rebreathing Valve May Stick, Potentially Resulting in Occlusion


[High Priority ] - A29124 : �Intersurgical�—22 mm Flextube Transport Breathing Systems: Non-
Rebreathing Valve May Stick, Potentially Resulting in Occlusion
Medical Device Ongoing Action
Published: Wednesday, August 23, 2017


UMDNS Terms:
•  Artificial Airways [10053]


Product Identifier:
�22 mm Flextube Transport Breathing Systems with Non-Rebreathing �Valve [Consumable]
Reference Nos.: 2070000, 2070001, 2073000, 2074000, 2075000, 5020002; Lot Nos.: 31258704 through 31755743


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


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


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


Problem:
�In an August 16, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), and an
August 17, 2017, Urgent Field Safety Notice letter posted by the German Federal Institute of Drugs and Medical Devices (BfArM), Intersurgical states
that the non-rebreathing valve component in the above breathing systems may stick, potentially resulting in an occlusion. Intersurgical also states that if a
ventilator with no self-test facility is used, the fault may not be identified; patient outcome will depend on degree of occlusion and how quickly the
problem is identified and remedial action is put into place. Intersurgical further states that internal assessment indicates that the above devices can cause
serious risk to the patient. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and destroy any affected product in your inventory. If you have affected product, verify that you have received the August 16 and/or
17, 2017, Urgent Field Safety Notice letter and Response Form from Intersurgical. Regardless of whether you have the affected product, complete the
Response Form and return it to Intersurgical using the information on the form. Intersurgical will arrange credit to your facility. To obtain an alternative
for product that does not have an adjustable PEEP valve or monitoring line (alternative product number 2080004), contact your distributor or local
Intersurgical representative. Report any adverse events associated with this product to Intersurgical. 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:
Chris Randall, Intersurgical
Tel.: 44 (118) 9656362


Email: priority@intersurgical.co.uk
Website: Click here
References:


● Great Britain. Medicines and Healthcare Products Regulatory Agency. Intersurgical [online]. London: Department of Health; 2017 Aug
21 [cited 2017 Aug 23]. (Field safety notice; reference no. 2017/008/011/071/005). Available from Internet: Click here .


● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for 22mm Flextube transport breathing system by
Intersurgical UAB [online]. 2017 Aug 22 [cited 2017 Aug 23]. Available from Internet: Click here .


Comments:


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


Source(s):


● 2017 Aug 23. MHRA FSN. 2017/008/011/071/005 Download
● 2017 Aug 23. MHRA FSN. FSCA Reference No. 175137 (includes reply form) Download
● 2017 Aug 23. BfArM (Germany). 08223/17 Download
● 2017 Aug 23. BfArM (Germany). FSCA Reference No. 175137 (includes reply form) Download
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mailto:priority@intersurgical.co.uk

http://www.intersurgical.com/

https://www.gov.uk/drug-device-alerts/field-safety-notice-14-to-18-august-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-14-to-18-august-2017

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2017/08223-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2017/08223-17_kundeninfo_en.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158654/20170821IntersurgicalFlextubeMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158655/20170816IntersurgicalFlextubeMHRAform.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158692/20170822IntersurgicalFlextubeBfArMCP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158693/20170817IntersurgicalFlextubeBfArMform.pdf



AFHajlan
(A29124) Intersurgical -22 mm Flextube Transport Breathing Systems.pdf




[High Priority ] - A29130 : Molnlycke—Sundance Solutions Z-Flo Fluidized Positioners: Manufacturer Identifies Quality Problem


[High Priority ] - A29130 : Molnlycke—Sundance Solutions Z-Flo Fluidized Positioners: Manufacturer
Identifies Quality Problem
Medical Device Ongoing Action
Published: Wednesday, August 23, 2017


UMDNS Terms:
•  Beds, Fixed, Flotation Therapy, Neonatal [16168]


Product Identifier:


Sundance
Solutions
Z-Flo
Fluidized
Positioner
s with
Covers:


Product
Nos.:


Small (7 x
10-Inch) 1400227


Medium
(9 x 15-
Inch)


1400239


[Consumable]
Reorder Nos.: 20170627xxxx, 20170628xxxx, 20170629xxxx, 20170630xxxx
Units manufactured between June 27 and 30, 2017


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


Manufacturer(s): Molnlycke Health Care LLC 5550 Peachtree Pkwy Suite 500, Norcross, GA 30092, United States 


Suggested Distribution: Nursing, NICU, Materials Management


Problem: In a July 26, 2017, Urgent Neonatal Fluidized Positioner Voluntary Recall letter submitted by an ECRI Institute member hospital, Molnlycke
states that it has identified a quality problem with the above positioners. Molnlycke also states that the problem is isolated, the risk to patients is minimal,
and it has received no reports of patient harm associated with this problem. The manufacturer has not confirmed the information provided in the source
material.


Action Needed: Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the July 26,
2017, Urgent Neonatal Fluidized Positioner Voluntary Recall letter and Acknowledgment Form from Molnlycke. To obtain a return goods authorization
(RGA) and call tag, contact Janice Burdette, Molnlycke customer service department, by telephone at (864) 260-5938. Record the RGA number on the
Acknowledgment Form, complete the form, and return it to Molnlycke using the information on the form. Upon receipt of the form, Molnlycke will
provide your facility with replacement product.
 
For Further Information: 
Molnlycke customer service department
Tel.: (800) 843-8497
Website: Click here
Comments:


 


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


Source(s):


● 2017 Aug 22. Member Hospital. Molnlycke letter submitted by an ECRI Institute member hospital. Reference No. FSCA 
50055445 Download
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https://www.molnlycke.com/contact-us/sales-offices/

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158658/20170726MolnlyckeSundanceZFloClient_Redacted.pdf



AFHajlan
(A29130) Molnlycke-Sundance Solutions Z-Flo Fluidized Positioners.pdf




[High Priority ] - A29130 01 : Medline—Molnlycke Sundance Solutions Z-Flo Fluidized Positioners: Manufacturer Identifies Quality Problem


[High Priority ] - A29130 01 : Medline—Molnlycke Sundance Solutions Z-Flo Fluidized Positioners:
Manufacturer Identifies Quality Problem
Medical Device Ongoing Action
Published: Wednesday, August 23, 2017


UMDNS Terms:
•  Beds, Fixed, Flotation Therapy, Neonatal [16168]


Product Identifier:
Molnlycke Neonatal Fluidized Positioners [Consumable]
Molnlycke Product No. 1400227; Medline Product No. ALA1400227
Manufacturing Dates Affected.: 20170627xxxx, 20170628xxxx, 20170629xxxx, 20170630xxxx
Units manufactured between June 27 and 30, 2017


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 Place, Mundelein, IL 60060, United States 


Manufacturer(s): Molnlycke Health Care LLC 5550 Peachtree Pkwy Suite 500, Norcross, GA 30092, United States 


Suggested Distribution: Nursing, NICU, Materials Management


Summary:
�This Alert provides information on a Medline subrecall based on an August 15, 2017, Immediate Action Required letter submitted by an ECRI Institute
member hospital. The distributor has not confirmed the information provided in the source material. For information on the recall initiated by Molnlycke,
see Alert A29130 .
Problem: In a July 26, 2017, Urgent Neonatal Fluidized Positioner Voluntary Recall letter submitted by an ECRI Institute member hospital, Molnlycke
states that it has identified a quality problem with the above positioners. Molnlycke also states that the problem is isolated, the risk to patients is minimal,
and it has received no reports of patient harm associated with this problem. The manufacturer has not confirmed the information provided in the source
material.


Action Needed: Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the 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 information on the form. Upon receipt of the form, Medline will provide your
facility with shipping labels (if applicable). Upon receipt 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:
Medline
Tel.: (866) 359-1704
Website: Click here
Molnlycke customer service department
Tel.: (800) 843-8497
Website: Click here
Comments:


 


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


Source(s):


● 2017 Aug 23. Member Hospital. Medline letter submitted by an ECRI Institute member hospital Reference No. R-17-158 (includes reply
form) Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631498

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631498

https://www.medline.com/pages/about-us/contact-us/

https://www.molnlycke.com/contact-us/sales-offices/

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158702/20170901MedlineMolnlyckeZFloClient_Redacted.pdf



AFHajlan
(A29130 01) Medline-Molnlycke Sundance Solutions Z-Flo Fluidized Positioners.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Accent/ Anthem, Accent

MRI/ Accent ST, Assurity/ 

Allure and Assurity MRI 

devices

9/3/2017 St. Jude Medical Inc FSN https

://nc

mdr.

sfda.

Al-Jeel Medical & 

Trading Co. LTD

New

ACUSON S Ultrasound 

Systems

9/3/2017 SIEMENS 2 Attac

hed

Siemens Medical 

Solutions

# New

Artis Q and zee Biplane 

Systems

9/3/2017 SIEMENS 2 Attac

hed

Siemens Medical 

Solutions

# New

DR system GU60A 9/3/2017 Samsung Electronics FSN AttachedEbrahim M. Al-Mana & Bros. Co. Ltd.# Update

NeuViz 64 Multislice CT 

Scanner System,  NeuViz 

128 CT Scanner System

9/3/2017 Neusoft Medical 

Systems

2 https

://nc

mdr.

Al Afandi EstablishmentNew

Electro mechanical medical devices

Burn Sheet, sterile 60 x 96 8/30/2017 Certified Safety Mfg Inc.. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11476HEBA Fire & Safety EquipNew

Cystoscopy Bridges and 

Working Inserts

8/28/2017 Olympus 2 Attac

hed

Salehiya Trading Est.# New

DBS Lead Depth Stop 9/3/2017 Medtronic SA FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11480Medtronic Saudi ArabiaUpdate

IntelliVue Patient 

Monitors Performing 12-

Lead ECG Monitoring

9/3/2017 Philips Healthcare 2 Attac

hed

Philips Healthcare 

Saudi Arabia Ltd.

# New

Mahurkar Acute Dialysis 

Catheter Trays

8/28/2017 Medtronic SA 2 Attac

hed

Medtronic Saudi Arabia# New

TECOTHERM NEO Infant 

Warming and Cooling 

Units

9/3/2017 TEC COM GmbH. 2 Attac

hed

Techno-Orbits 

Establishment

# New

Traxcess 7 Mini 

Guidewires

8/28/2017 MicroVention Europe 

S.A.R.L.

2 Attac

hed

white iris est# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11482
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11478
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11476
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11480
http://Attached
http://Attached
http://Attached
http://Attached



[High Priority ] - A29148 : Siemens—ACUSON S Ultrasound Systems: Manufacturer Responds to WannaCry Ransomware Vulnerabilities


[High Priority ] - A29148 : Siemens—ACUSON S Ultrasound Systems: Manufacturer Responds to
WannaCry Ransomware Vulnerabilities
Medical Device Ongoing Action
Published: Thursday, August 31, 2017


UMDNS Terms:
•  Scanning Systems, Ultrasonic [14278]


Product Identifier:
ACUSON S Ultrasound Systems [Capital Equipment]
Software Version VE10A and All Software Versions of the following Software Releases: VC30, VC31, VD10


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


Manufacturer(s): Siemens Healthcare 40 Liberty Blvd, Malvern, PA, 19335, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Obstetrics/Gynecology/Labor and
Delivery, Diagnostic Imaging, Information Technology


Problem:
In a Customer Advisory Notification letter submitted by an ECRI Institute member hospital, Siemens states that the Microsoft Windows operating system
on the above systems has a vulnerability to the WannaCry virus. Siemens also states that if the system settings have been backed up and restored at any
time, there is a high probability that the system is vulnerable to the virus. Siemens further states that exposure to the virus may halt system functionality,
potentially resulting in a delay in procedure for a sedated patient or necessitating reinsertion of a transesophageal transducer or catheter, or repeat of a
stress echo exam. Siemens states that patient harm as a result of this virus is improbable. For the above systems with software releases VC30 and VC31, a
blue screen on the system indicates the likelihood that your network is infected. For the above systems with software release VD10 or version VE10A,
Siemens has received no reports of infections; however, if the network becomes infected, there is a high probability that the system will also become
infected. 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 Customer Advisory Notification letter
from Siemens. For systems with software releases VC30 and VC31, if you observe a blue screen, indicating that your network is infected, to continue to
use the system you must disconnect the system from the infected network, restart the system, and then continue use of the system disconnected from the
network. For affected systems with software release VD10 or version VE10A, if you observe symptoms of infection, such as lockups or ransomware
messages, you must discontinue use of the system. Disconnect it from the network and contact your Siemens service representative. Siemens is initiating
a product update to correct this vulnerability. For information on this update and others, click here  and here . Notify all relevant personnel at your
facility of the information in the letter.
For further Information:
Siemens customer care center
Website: Click here
Comments:


● For information on other Siemens action related to the WannaCry ransomware, see Alerts A28839 , A28842 , and A28925 .
● For information on a Siemens action related to Microsoft Windows 7 and HP Client Automation vulnerabilities on various molecular


imaging products, see Alert A29058 .
● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we


determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .
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https://www.siemens.com/cert/en/cert-security-advisories.htm

https://technet.microsoft.com/en-us/library/security/ms17-010.aspx

https://www.healthcare.siemens.com/

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631068

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631062

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631176

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631346

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631346

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

file:///C:www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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[High Priority ] - A29140 : Siemens—Artis Q and zee Biplane Systems: Loose Screws May Cause C-Arm to Wobble


[High Priority ] - A29140 : Siemens—Artis Q and zee Biplane Systems: Loose Screws May Cause C-
Arm to Wobble
Medical Device Ongoing Action
Published: Thursday, August 31, 2017


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


Product Identifier:
[Table 1]
Biplane Systems: Material Nos.:
Q 10848282, 10848355
zee 10094141


  
[Table 2]
Material Nos.: Serial Nos.:
10392984 12233 through 12245; 20000 through 20021
10392985 12214 through 12223; 20000 through 20019
10759271 01048 through 01056; 20000 through 20008
10759272 01216 through 01243; 20000 through 20081


[Capital Equipment] 


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


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


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


Problem: In an August 17, 2017, Important Customer Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices
(BfArM) and an August 24, 2017, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Siemens states that 12 screws
in the above systems may become loose and cause the C-arm to wobble, especially after fast movements. Siemens also states that unexpected equipment
movement could affect image quality acquisition and result in additional x-ray exposure to patients. Siemens further states that in very rare cases, if all
the screws become loose after an extended period of time, parts of affected product could detach from the ceiling and potentially injure patients and/or
personnel. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the August 17, 2017, Important Customer
Safety Notice letter and/or the August 24, 2017, Urgent Medical Device Correction letter from Siemens. A Siemens service representative will contact
your facility to schedule a corrective action, if necessary, after quality inspections are performed. Contact the Siemens service organization for an earlier
appointment, if needed, using the information below. Inform all relevant personnel at your facility of the information in the letter, forward a copy of the
letter to any facility to which you have further distributed affected equipment, and inform Siemens of the transfer.
For Further Information:
Siemens
Website: Click here


�References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Artis zee biplane and Artis Q biplane by Siemens


Healthcare GmbH; Business Area Advanced Therapies [online]. 2017 Aug 23 [cited 2017 Aug 30]. Available from Internet: Click here .


Comments:


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


Source(s):


● 2017 Aug 30. BfArM (Germany). 08310/17 Download
● 2017 Aug 30. BfArM (Germany). August 17, 2017 Siemens letter posted by BfArM Download
● 2017 Aug 30. Member Hospital. August 24, 2017 Siemens letter submitted by ECRI Institute member hospitals Download
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https://usa.healthcare.siemens.com/

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

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2017/08310-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2017/08310-17_kundeninfo_en.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/159074/20170823SiemensArtisZeeplaneBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/159075/20170817SiemensArtisZeeplaneBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/159076/20170824SiemensArtiszeeQBiplaneSystemsClientRedacted.pdf
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[High Priority ] - A29133 : Olympus—Cystoscopy Bridges and Working Inserts: Adhesive Fragments May Detach


[High Priority ] - A29133 : Olympus—Cystoscopy Bridges and Working Inserts: Adhesive Fragments
May Detach
Medical Device Ongoing Action
Published: Thursday, August 24, 2017


UMDNS Terms:
•  Cystoscopes  [11112]
•  Surgical Retractor Kits, Urinary Tract [33236]


Product Identifier:
  
Products: Model Nos.:  Lot Nos.:
Bridge, One
Way A20976A 146W through 172W


Bridge, Two
Way A20977A 146W through 174W


Working Insert
with Ramp, One
Way


A20975A 13ZW through 172W


[Consumable]


Geographic Regions: Worldwide


Manufacturer(s): Olympus Winter & Ibe GmbHKuehnstrasse 61, Hamburg,  D-22045, Germany


Suggested Distribution: OR/Surgery, Urology, Materials Management


Problem: In an August 18, 2017, Urgent Medical Device Removal and Corrective Action letter submitted by an ECRI Institute member hospital,
Olympus states that it has received reports of incidents in which fragments of adhesive detached from inside the working channel of the above bridges.
Olympus also states that it has received reports of cracking, chipping, missing pieces, and delamination of the adhesive. If adhesive detaches during the
intended use of the above bridges or working inserts (e.g., when inserting an instrument through the working channel), a fragment of adhesive may fall
inside the patient's bladder or urethra, necessitating retrieval. Although they are typically flushed out with irrigation fluid or passed naturally, the retrieval
of large fragments of adhesive could prolong the procedure or require additional surgical treatment. Olympus further states that it has received no reports
of patient injury 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 received the August 18, 2017,
Urgent Medical Device Removal and Corrective Action letter and Reply Form from Olympus. To arrange for product return, bridge rework, and working
insert replacement, contact the Olympus customer solutions department using the information below. Olympus states that, based on its investigation
results and risk assessment, affected product is safe to use until reworked or replaced. Complete the Reply Form and return it to Olympus using the
instructions on the form. Forward a copy of the letter to any facility to which you have further distributed affected product, and notify Olympus of the
transfer.
 
For Further Information:
Olympus customer solutions department
Tel.:  (800) 848- 9024 (select option 3)
Website: Click here
Comments:


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


Source(s):


● 2017 Aug 23. Member Hospital. Olympus letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2017 Aug 24. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A29114 : Medtronic—Mahurkar Acute Dialysis Catheter Trays: May Have Been Distributed beyond Labeled Expiration Date


[High Priority ] - A29114 : Medtronic—Mahurkar Acute Dialysis Catheter Trays: May Have Been
Distributed beyond Labeled Expiration Date
Medical Device Ongoing Action
Published: Wednesday, August 23, 2017
Last Updated: Thursday, August 24, 2017


UMDNS Terms:
•  Catheters, Peritoneal, Dialysis [10742]
•  Catheters, Vascular, Hemodialysis [15022]
•  Catheters, Vascular, Hemodialysis, Central Venous, Double-Lumen [18664]
•  Catheters, Vascular, Hemodialysis, Central Venous, Single-Lumen [10748]
•  Procedure Kit/Trays, Catheter Care [10676]
•  Procedure Kit/Trays, Catheterization [15564]
•  Procedure Kit/Trays, Catheterization, Intravenous [12161]


Product Identifier:
Mahurkar Acute Catheter Trays with IC Safety Components: Item Nos.: Lot Nos.: Expiration Dates:
12 Fr/Ch (4.0 mm) x 24 cm High Pressure Triple-Lumen, Straight Extensions 8888104004HP 1401400084 30 JUN 2015
12 Fr/Ch (4.0 mm) x 16 cm High Pressure Triple-Lumen 8888103002HP 1410100112 30 JUN 2015
11.5 Fr/Ch (3.8 mm) x 24 cm Dual-Lumen, Curved 8831663002 1435300159 31 MAY 2016
13.5 Fr/Ch (4.5 mm) x 16 cm Dual-Lumen, High Flow Pre-Curved 8888135140 1501250001A 31 MAY 2016
13.5 Fr/Ch (4.5 mm) x 19.5 cm Dual-Lumen, High Flow Pre-Curved 8888135141 1501250002A 30 JUN 2016
11.5 Fr/Ch (3.8 mm) x 16 cm Dual-Lumen, Straight Extensions 8830416001 1502800042 31 JAN 2016
13.5 Fr (4.5 mm) x 13.5 cm Dual-Lumen, High Flow, Pre-Curved 8888135139 1508300098 30 JUN 2016
12 Fr/Ch (4.0 mm) x 20 cm High Pressure Triple-Lumen, Curved Extensions 8888103003HP 1511200073 30 JUN 2016
11.5 Fr/Ch (3.8 mm) x 16 cm Dual-Lumen, Curved Extensions 8830416023 1516900147, 1520900105 30 JUN 2016


[Consumable]


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


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


Suggested Distribution: Critical Care, Dialysis/Nephrology, Emergency/Outpatient Services, Nursing, OR/Surgery, Home Care, Materials
Management


Problem: In an August 16, 2017, Market Withdrawal letter submitted by ECRI Institute member hospitals, Medtronic states that it has received
customer reports that the above catheter trays may have been distributed beyond their labeled expiration date. Medtronic also states that it has received
no reports of expired products being used during catheter insertion. 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 August 16,
2017, Market Withdrawal letter, Attachment A, and Product Return Form from Medtronic. Regardless of whether you have affected product, complete
the Product Return Form and return it to Medtronic using the instructions on the form. Customers who purchased product directly from Medtronic should
complete the recalled Product Return Form and return it to Medtronic by fax at (800) 895-6140 or by e-mail at feedback.customerservice@covidien.com
. A Medtronic customer service representative will provide your facility with a return goods authorization (RGA) number. Return affected product, along
with the completed recalled Product Return Form, to Medtronic, Attn: Field Returns Department, 195 McDermott Road, North Haven, CT 06473, United
States, using the RGA number. If you purchased affected product from a distributor, contact your distributor directly to arrange for product return.
Forward a copy of the letter to any facility to which you have further distributed affected product. U.S. customers should report any adverse events or
quality problems with affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-
0178; by mail (using postage-paid FDA Form 3500, available here ) at MedWatch, HF-2, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or
online at the MedWatch website .
For Further Information:
Medtronic customer service department
Tel.: (800) 962-9888 (select option 2)
Website: Click here
Comments:


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


Source(s):


● 2017 Aug 22. Member Hospital. August 16, 2017 Medtronic letter submitted by ECRI Institute member hospitals (includes reply 
form) Download
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[High Priority ] - A29135 : TEC COM—TECOTHERM NEO Infant Warming and Cooling Units: User May Mix Up Rectal and Skin Probes


[High Priority ] - A29135 : TEC COM—TECOTHERM NEO Infant Warming and Cooling Units: User May
Mix Up Rectal and Skin Probes
Medical Device Ongoing Action
Published: Thursday, August 31, 2017


UMDNS Terms:
•  Warming/Cooling Units, Patient, Circulating-Liquid [12074]


Product Identifier:
TECOTHERM NEO Infant Warming and Cooling Units containing Skin Probe Type FMT 400/AS-D and Reusable Adapter Cable Type FMT 400/AEC-
THT [Capital Equipment, Consumable]


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


Manufacturer(s): TEC COM GmbH Am Krümmling 1, D-06184 Kabelsketal, Germany 


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


Problem: In an August 19, 2017, Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), TEC COM
states that the above adapter cables of the above units have the same connection jacks as the standard adapter cable for the disposable rectal probe,
potentially leading to a mix-up of rectal and skin probes. TEC COM also states that the mix-up of the probes is impossible on the unit side; the
connection jacks are unique. Specifically, if the user does not carefully follow the instructions for use (IFU), which indicates that the rectal probe must be
connected to the socket "R," the skin sensor could be unintentionally plugged into the cable that fits into the socket "R." This problem may result in using
the skin temperature as the reference variable for temperature control, leading to deviations of up to several degrees. If the unit regulates skin temperature
to the set point value, the rectal temperature could differ by a few degrees from the intended treatment temperature, posing a risk to the patient. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected units in your inventory. If you have affected units, verify that you have received the August 19, 2017, Field Safety Notice letter
from TEC COM. Do not use or connect skin probes FMT400/AS-D and adapter cables FMT 400/AEC-THT to the above units. If you must use the
optional skin probe, use only the reusable skin probe type.
 
For Further Information:
Roland Schöpke, TEC COM
Tel.: 49 (345) 1205204
E-mail: QM@teccom-halle.de
Website: Click here


References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for TECOTHERM NEO by TEC COM GmbH


[online]. 2017 Aug 22 [cited 2017 Aug 28]. Available from Internet: Click here .


Comments:


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


Source(s):


● 2008 Aug 28. BfArM (Germany). 08234/17 Download
● 2017 Aug 28. BfArM (Germany). TEC COM Reference No. FSN NEO-02 Download


www.ecri.org . Printed from Health Devices Alerts on Sunday, September 3, 2017 Page 1


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



mailto:QM@teccom-halle.de

http://www.teccom-halle.de/7.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2017/08234-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2017/08234-17_kundeninfo_en.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158830/20170822TECCOMTECOTHERMNEOBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158831/20170819TECCOMTECOTHERMNEOBfArM.pdf



AFHajlan
(A29135) TEC COM-TECOTHERM NEO Infant Warming and Cooling Units.pdf




[High Priority ] - A29150 : Philips—IntelliVue Patient Monitors Performing 12-Lead ECG Monitoring: ST-Segments May Be Distorted and ST-Values May
Be Inaccurate When ECG Filtering is Activated Automatically in Response to INOPs; Treatment May Be Delayed or Inaccurate


[High Priority ] - A29150 : Philips—IntelliVue Patient Monitors Performing 12-Lead ECG Monitoring:
ST-Segments May Be Distorted and ST-Values May Be Inaccurate When ECG Filtering is Activated
Automatically in Response to INOPs; Treatment May Be Delayed or Inaccurate
Medical Device Ongoing Action
Published: Wednesday, August 30, 2017


UMDNS Terms:
•  Monitoring Systems, Physiologic  [12636]


Product Identifier:
�IntelliVue Patient Monitors Performing 12-Lead Electrocardiograph (ECG) Monitoring Option #C12 [Capital Equipment]
IntelliVue Monitors: Product Nos.:
MP2 M8102A
MP5 M8105A
Multi Measurement
Server


M3001A
Multi Measurement
Server SLCP M3001AL


Multi Measurement
Server X2 M3002A


Software Versions: J.0, J.1, K.2, L.0; ECG Firmware Revision E.01.22


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


Manufacturer(s): Philips Healthcare 3000 Minuteman Rd, Andover, MA 01810, United States


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


Problem:
�In an August 2017 Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Philips states that when the above monitors
automatically activate ECG filtering in response to the triggering of the “ECG Check Cable" or “ECG Noisy Elec xx" INOP conditions, the ST-segments
in a 12-lead ECG may become distorted and the ST-values may be inaccurate. Philips also states that these INOPs are triggered when the monitor detects
a low impedance between ECG lead wires and the cable shield in the lead set, which can be caused by mechanical damage or fluid ingress. Philips further
states that if this problem occurs, the potential exists for misdiagnosis or misinterpretation, which may cause delayed or incorrect treatment. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected monitors in your inventory (see the letter  for instructions on how to identify affected monitors). If you have affected monitors,
verify that you have received the August 2017 Urgent Medical Device Correction letter from Philips. A Philips representative will contact your facility to
arrange for a software update to correct this problem. Until your software is updated, ensure that the “ECG Check Cable" or “ECG Noisy Elec xx" INOP
conditions are handled according to the instructions for use (IFU; see the letter ). Notify all relevant personnel at your facility of the information in the
letter.
For Further Information:
Philips customer support department
Tel.: (800) 722-9377
Website: Click here
Comments:


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


Source(s):


● 2017 Aug 29. Member Hospital. Philips letter submitted by ECRI Institute member hospitals. Download
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[High Priority ] - A29112 : �MicroVention—Traxcess 7 Mini Guidewires: Hydrophilic Coating May Delaminate


[High Priority ] - A29112 : �MicroVention—Traxcess 7 Mini Guidewires: Hydrophilic Coating May
Delaminate
Medical Device Ongoing Action
Published: Monday, August 21, 2017
Last Updated: Thursday, August 24, 2017


UMDNS Terms:
•  Guide Wires [11925]


Product Identifier:
�Traxcess 7 Mini Guidewires [Consumable]
Catalog No. GW0721006M; Lot Nos.: 17030521, 17032821, 17041831
Units manufactured between March and May 2017


Geographic Regions: U.S.


Manufacturer(s): MicroVention Inc1311 Valencia Ave, Tustin, CA 92780, United States


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


Problem:
�In an August 7, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, MicroVention states that the hydrophilic
coating may delaminate from the above guidewires, potentially causing pieces of the delaminated hydrophilic coating to break away and circulate through
the patient's bloodstream. MicroVention also states that this problem will lead to an increase in the friction between the catheter lumen and guidewire that
can be felt by the user. MicroVention further states that it has received one customer report of this problem occurring and no reports of patient injury
associated with this problem.


Action Needed:
�Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the August
7, 2017, Urgent Medical Device Recall letter and Customer Acknowledgment and Reconciliation Form from MicroVention. Complete the Customer
Acknowledgment and Reconciliation Form, and return it to MicroVention using the instructions on the form. Return affected product and a copy of the
Customer Acknowledgment and Reconciliation Form to MicroVention at Microvention, Inc., 1311 Valencia Avenue, Tustin, CA 92780, United States
(Attn: Luyanti Loh) using the FedEx account number and returned goods authorization number provided on the form. Forward a copy of the letter to any
facility to which you have further distributed affected product. U.S. customers should report adverse events or product quality problems relating to the
use of affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using
postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the 
website .
For Further Information:
Luyanti Loh, MicroVention director of quality systems (recall coordinator)
Tel.: (714) 247-8143, 8 a.m. to 5 p.m. Pacific time, Monday through Friday
Recall-related inquiries
Tel.: (800) 990-8368
E-mail: FieldAssurance@microvention.com
Website: Click here
Comments:


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


Source(s):


● 2017 Aug 17. Member Hospital. (includes reply form) Download
● 2017 Aug 24. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A28043 01 : NeuroLogica/Samsung—Model GU60A Digital X-Ray Systems: Unintended Area May Be Exposed to Radiation When Stitching Function Is Used


[High Priority ] - A28043 01 : NeuroLogica/Samsung—Model GU60A Digital X-Ray Systems:
Unintended Area May Be Exposed to Radiation When Stitching Function Is Used
Medical Device Ongoing Action
Published: Tuesday, August 29, 2017


UMDNS Terms:
•  Radiographic Systems, Digital  [18430]
•  Tables, Imaging, Radiographic  [16544]


Product Identifier:
Samsung Model GU60A Digital X-Ray Systems [Capital Equipment] Serial Nos.: 508UM3BF700001L, 508UM3BG100001T, 508UM3BG100002K,
50FFM3AG200001V, 50FFM3AG200002K, 50FFM3AG200003P, 50FFM3AG200004E, 50FFM3AG200005J, 50FFM3AG300001X,
50FFM3AG700001Y, 50FFM3AG700002L, 50FFM3AG800001F, 50FFM3AG800002X, 50FFM3AG800003A, 50FFM3AG800004K,
50FFM3AG800005L, 50FFM3AG800006M, 50FFM3AG800007R, 50FFM3AG800008N, 50FFM3AG800009P, 50FFM3AG900001P,
50FFM3AG900002A, 50FFM3AGA00001X, 50FFM3AGA00002N, 50FFM3AGA00003E, 50FFM3BG600001A, 50FFM3BG600002V,
50FFM3BG600003E, 50FFM3CG700001P, 50FFM3CG700002B, 50FFM3CG700003M, 50FFM3CG700004E, 50FFM3CG700005A,
50FFM3CG700006T, 50FFM3CG700007J, 50FFM3CG700008N, 50FFM3CG900001X, 50VRM3AGA00001Y, 50VRM3AGA00002A,
50VRM3BH300001M, 50VRM3BH500001L, 50VYM3AH600001V, 50VYM3AH600002E, 5138M3AHC00002H, 5138M3BHA00001Z,
5138M3BHA00002Y, 5138M3RHA00001V, 5139M3AH800001Z, 5139M3AH900002W, 5139M3CH800001A, 5139M3CH800002K,
5139M3CH800003L, S03PM3ADA00001T, S03PM3ADC00001H, S03PM3ADC00002J, S03PM3AF200004X, S03PM3AF200005N,
S03PM3AF200006E, S03PM3AF300001K, S03PM3AF300002Z, S03PM3AF300007X, S08HM3AF300001J, S08HM3AF300002B,
S08HM3AF300004H, S08HM3AFB00001Y, S08HM3BF500001L, S08HM3BF500002N, S08HM3CF500001T, S08HM3CF600001R,
S08HM3CF600003V, S08HM3DF400002Y, S08HM3DF400003R, S08HM3DF400004B, S08HM3DF500001B, S08HM3DF500002F,
S08HM3DF600001H, S08HM3DF600002P, S08HM3DF600003L, S08HM3DF600004F, S08HM3DF600005Y, S08HM3DF600006W,
S08HM3EF400001W, S08HM3EF400002A, S08HM3EF400003H, S08HM3EF400004K, S08HM3EF400005E, S08HM3EF500001K
Previous Product Listing: Alert A28043


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


Manufacturer(s): Samsung Electronics Co Ltd129 Samsung-Ro, Yeongtong-Gu, Suwon-Si Gyeonggido, Korea 16677
NeuroLogica Corp14 Electronics Ave, Danvers, MA 01923, United States 


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


Summary:
�This Alert provides new information based on source material posted by FDA's Center for Devices and Radiological Health (CDRH) and manufacturer
correspondence regarding Alert A28043 . The manufacturer states that it initiated a recall in the U.S. by Urgent Field Safety Notice letter dated May 22,
2017. New information is provided in the Product Identifier, Geographic Regions, and Action Needed fields.
Problem: In a January 26, 2017, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM),
Samsung states that when the stitching function is used on the above systems, unintended radiation exposure may occur; however, the exposure is lower
than that recommended by the International Commission on Radiological Protection (ICRP).


Action Needed: Identify any affected systems in your inventory. If you have affected product, verify that you have received the customer notification
letter and acknowledgment form from Samsung. The firm recommends that you avoid setting a stitching range that could create an uncontrollable area
until the improved software is installed. Samsung states that it has improved the software to prevent unintended exposure set by the stitching area. If there
is an overexposed area, the height of the swivel arm will be lowered by the overexposed area and the first region (first image) will be collimated by the
bottom blade. Forward a copy of the letter to any facility to which you have further distributed affected product.
 
For Further Information:
NeuroLogica
Tel.: (978) 564-8500
Website: Click here
Samsung
Website: Click here


References:
● United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device Recall Samsung GU60A system


digital xray imaging systems [online]. 2017 Aug 25 [cited 2017 Aug 28]. Available from Internet: Click here .
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for DR system GU60A, Samsung Electronics [online].


2017 Feb 6 [cited 2017 Feb 8]. Available from Internet: Click here .


Comments:


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


Source(s):


● 2017 Aug 28. FDA CDRH Database. Class II. Z-3036-2017 Download
● 2017 Aug 28. BfArM (Germany). 00816/17 Download
● 2017 Aug 28. BfArM (Germany). Samsung Reference No. FSN-GU60A-1701225001 Download
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http://www.neurologica.com/contact-us

http://www.samsung.com/global/business/healthcare/ourbusiness/index.html#Global

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=155900

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=155900

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2017/00816-17_Kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2017/00816-17_Kundeninfo_en.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158845/NeurologicaGU60ADigitalXRaySystemsCDRH.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158846/20170206SamsunGU60ADigitalXRaySystemsBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158847/20170126SamsunGU60ADigitalXRaySystemsBfArM.pdf





● 2017 Aug 29. Manufacturer Letter. Samsung Reference No. 3200-01EW3X Download
● 2017 Aug 29. Manufacturer. the manufacturer confirmed the information in the source material.
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Xper Flex Cardio Patient 

Monitoring Systems

9/3/2017 Philips Healthcare 2 Attac

hed

Philips Healthcare 

Saudi Arabia Ltd.

# New

In vitro diagnostic devices

AQUIOS CL Flow 

Cytometry System.

8/30/2017 Beckman Coulter 2 https

://nc

Al-Jeel Medical & 

Trading Co. LTD

New

ID-DiaCell 8/30/2017 Bio-Rad  , FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11474ABDULREHMAN AL GOSAIBI GTBNew

Remel Wellcolex Colour 

Shigella Reagent

8/30/2017 Thermo Fisher Scientific 

Inc.

2 https

://nc

Medical supplies & 

Services Co.Ltd 

New

Streptex Rapid Latex 

Agglutination Test.

8/30/2017 Thermo Fisher Scientific 

Inc.

2 https

://nc

Medical supplies & 

Services Co.Ltd 

New

Sysmex CS-5100 Analyser 8/30/2017Siemens Healthcare Diagnostics Product 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11471AL-KAMAL ImportNew

Non-active implantable devices

Norian Drillable Inject 8/28/2017 Synthes GmbH 2 AttachedFAROUK, MAAMOUN TAMER & COMPANY# New

Single-use devices

AirLife(TM) Arterial Blood 

Gas (ABG) Sampling Kit

9/3/2017 Vyaire Medical FSN https

://nc

N/ANew

Kii Abdominal Troacar 8/30/2017 Applied Medical Resources 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11469Dawha MedicalNew

Oral Care Products 8/28/2017 Sage Products LLC 2 AttachedTeriag International# New

Over-Pressure Safety 

Valves

8/30/2017 Terumo Cardiovascular 

Systems Corporation

2 https

://nc

ABDULREHMAN AL 

GOSAIBI GTB

Update

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11470
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11474
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11472
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11473
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11471
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11479
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11469
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11475



[High Priority ] - A29146 : Philips—Xper Flex Cardio Patient Monitoring Systems: Intermittent Communication with Host System May Occur


[High Priority ] - A29146 : Philips—Xper Flex Cardio Patient Monitoring Systems: Intermittent
Communication with Host System May Occur
Medical Device Ongoing Action
Published: Wednesday, August 30, 2017


UMDNS Terms:
•  Monitoring Systems, Physiologic, Cardiac Catheterization  [12648]


Product Identifier:
�All Flex Cardio Patient Monitoring Systems [Capital Equipment]
Revisions: A, B; Model/Product Nos.: 860335, 860338, 453564241901, 453564241911, 453564483321, 453564483331, 989803185601, 989803193091


Geographic Regions: Worldwide


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


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Nursing, OR/Surgery,
Information Technology


Problem:
In an August 2017 Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Philips states that intermittent communication
between the host system and the above systems may occur, potentially resulting in the following conditions:


● The boom monitor may not display all active waveform and/or vital sign data.
● Delayed audible and visual alarms on the above systems and the boom monitor, respectively, because of a mismatch between the alarm


limits on the host system and the above systems.
● After patient admission and case initiation at the host system, the case may not be fully transmitted to the affected system; the boom monitor


in the exam/procedure room will display vital sign data, but the above systems will not provide audible alarms.
● After patient discharge and case termination at the host system, case termination may not be transmitted to the above systems; the boom


monitor in the exam/procedure room will continue to display vital sign data, and the above systems will continue to provide audible alarms.


Philips also states that the occurrence of any of the above conditions may result in delayed diagnosis or treatment because the study data is unavailable, a
delay in treatment because of delay or failure to recognize deterioration in patient's condition, or user confusion because of unexpected behavior of the
device.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the August 2017 Urgent Medical Device
Correction letter from Philips. For images of the location of the model and serial number on the bottom right corner of the back of the device, see the 
letter . You may continue to use affected systems; however, each monitored patient must be closely observed by a qualified healthcare professional and
must not be left unattended. To reduce the probability of the occurrence of the intermittent communication problems described above, adhere to the
following:


● If using an XDS host system, ensure that the affected system is connected to the XDS computer's Ethernet port labeled “LAN 1." If using
another host system, connect the affected system only through an isolated, dedicated Ethernet port.


● Do not turn the affected system on and/or off while a patient case is open. Close the patient case before powering down and only open a
patient case after the affected system is fully powered on.


● Verify that the patient name is visible on the boom monitor. This is an indication that the patient case has fully transferred and that audible
alarms are active. If all expected vital signs are not displayed on the boom monitor, close and re-open the case to resynchronize the affected
system and the host system.


Philips will review the configuration of each affected system and provide corrections as needed, update the instructions for use (IFU), and replace all
software and documentation media kits at no cost. Notify all relevant personnel at your facility of the information in the Urgent Medical Device
Correction letter, and retain a copy of the letter with the equipment instruction for use.
For Further Information:
Philips local representative
Tel.: (800) 669-1328 (select option 2, then option 3)
Website: Click here
Comments:


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


Source(s):


● 2017 Aug 29. Member Hospital. Philips letter submitted by an ECRI Institute member hospital. Download
● 2017 Aug 30. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A29116 : �DePuy Synthes—Norian Drillable Inject: Kit Expiration Dates May Be Incorrect


[High Priority ] - A29116 : �DePuy Synthes—Norian Drillable Inject: Kit Expiration Dates May Be
Incorrect
Medical Device Ongoing Action
Published: Monday, August 21, 2017
Last Updated: Thursday, August 24, 2017


UMDNS Terms:
•  Orthopedic Cement [12830]


Product Identifier:


Sterile Norian


Drillable 


Inject:


Part Nos.: Lot Nos.: Kit


Expiratio


n Dates


on Label:


Actual


Kit


Expiratio


n Dates:


 3 cc 07.704.003S DSD9110 OCT 28 


2018


DEC 31 


2017


10 cc 07.704.010S DSE0733 MAR 28 


2018


FEB 28 


2018


[Consumable]


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


Manufacturer(s): DePuy Synthes Co A Johnson & Johnson Co1302 Wrights Ln E, West Chester, PA 19380, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem: In an August 15, 2017, Urgent Notice Medical Device Recall letter submitted by ECRI Institute member hospitals, DePuy Synthes states that
the expiration dates listed on the above kits may be incorrect. DePuy Synthes also states that because the earliest expiration date of one of the components
is December 31, 2017, there is no risk with affected lots that have already been used. DePuy Synthes further states that if affected products are used in
accordance with the expiration date listed on the packaging, there may potentially be a risk to patients. 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 August 15, 2017, Urgent
Notice Medical Device Recall letter and Verification Section form from DePuy Synthes. Contact DePuy Synthes by telephone at (800) 479-6329 to
obtain a return authorization (RA) number. Return affected product, along with the completed Verification Section form, to DePuy Synthes at
Credit/Returns, DePuy Synthes, 1101 Synthes Avenue, Monument, CO 80132, United States. Upon receipt of affected product, DePuy Synthes will issue
your facility a credit note. Regardless of whether you have affected product, compete the Verification Section of the letter, and return a copy of it to
Stericycle using the instructions on the form. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter
to any facility to which you have further distributed affected product.
For Further Information:
DePuy Synthes
Tel.: (610) 719-5450, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
Website: Click here
Comments:


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


Source(s):


● 2017 Aug 18. Member Hospital. DePuy Synthes letter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A29136 : Sage Products—Oral Care Products: Manufacturer Initiates Recall of Products Containing Cleansing and Moisturizing
Solutions Manufactured by Third-Party Supplier �because of Potential Cross-Contamination


[High Priority ] - A29136 : Sage Products—Oral Care Products: Manufacturer Initiates Recall of
Products Containing Cleansing and Moisturizing Solutions Manufactured by Third-Party Supplier
�because of Potential Cross-Contamination
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Thursday, August 24, 2017


UMDNS Terms:
•  Topical Solutions/Creams/Gels, Oral Cavity [28503]


Product Identifier:
Oral Care Products:


Product


Nos.:


Lot Nos.: NDC Nos.:


0.5 oz TOC MM 144 6083


51070, 51467, 52096,
52499, 52769, 53036,
53634, 53732, 54088,
54621, 54779, 55200,
55696, 55956, 56497,
56951, 57659, 57684,
58242, 58706, 59081,
59633, 59776, 60315,
61053, 61602


N/A


1.5 oz TOC ANSPC
ORL RNS 100 6122


20387, 41657, 10507,
50926, 81026, 90636,
100176, 110575,
110786, 120936


53462-175-30


1.5 oz TOC PROX
MINT SOLN 100 6065


10437, 20637, 51256,
51450, 52551, 53180,
54074, 54855, 81066,
90246, 110026,
110625


53462-075-30


3 x 25 CC QCARE
NONVENT 6308


55134, 56144, 56521,
57495, 58716, 59486,
59504, 60426, 61665,
62033, 62058


53462-308-60


4 x 20 CC QCARE
NONVENT 6306


55203, 55207, 55505,
56466, 56502, 56508,
56515, 57265, 58129,
59085, 59742, 60163,
60834, 61371, 61402,
61913


53462-306-60


8 oz TOC PROX MINT
SOLN 12 6060 53057, 57537, 59140,


60722 53462-075-40


CHG PREOP SURG Kit
with CORINZ 20 9009 60354 53462-009-24


CHG SKN ORAL NSL
Kit with CORINZ 20 9010 60298, 60352 53462-110-29


IND CARE KIT with
CORINZ 50 6004 61610 53462-004-30


OC SHRT TRM SYS
PROX-TBSH/INSRT 50 6002-D 57942, 58186, 58673,


60297, 61893 53462-024-30


Q4 RX SYS Petite with
THUMB PORT—CHG
CORINZ 20


6974 58322, 58649, 60186,
60747 53462-974-16


QCARE CMPLT SYS
10 6602


52005, 52917, 53327,
54186, 55327, 56169,
57385, 58564, 60205,
61033, 61443


53462-702-60


QCARE PTE SYS with
AOR 15 6704


58121, 58771, 59394,
59400, 60389, 60453,
61087, 61121, 61579


53462-704-60


QCARE PTE, Q4
THMPRT with CTH 15 6714 57979, 58845, 60215,


61235 53462-714-60


QCARE Q2 SYS with
CORINZ 10 6462


55152, 57055, 57078,
58213, 58255, 59031,
59036, 59087, 59781,
59803


53462-462-60


QCARE Q2 SYS with
PROX 10 6802


57509, 58122, 58203,
58978, 59724, 60556,
61241


53462-802-60


QCARE Q2 SYS with 6412 58432, 59402, 59864, 53462-412-60
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THMPT 10 60799, 61115, 61557
QCARE Q2 SYS with
THMPT-PROX 10 6422


57496, 57555, 58045,
58972, 59162, 59835,
60309, 61188


53462-422-60


QCARE Q2 SYS with
UNTR SOB 10 6922


51408, 51701, 52782,
53083, 53746, 54210,
54868, 55294, 55930,
56555, 57519, 58373,
59542, 60611, 61148,
61623


53462-926-60


QCARE Q2 SYS with
UNTR SOB with  20 CT
CHG BTL 10


6922-B
53070, 54452, 56283,
57710, 58350, 59528,
59539, 60468


53462-926-60


QCARE Q4 CORINZ
SYS with
THUMBPORT 20


6994 58092, 60090, 60663,
61261, 61947 53462-994-60


QCARE Q4 SYS
THMPT NO CATH 20 6434


58519, 58536, 59366,
60250, 60266, 60974,
61427


53462-426-60


QCARE Q4 SYS with
CORINZ 20 6464


55175, 57086, 58011,
58604, 60373, 60590,
61540


53462-464-60


QCARE Q4 SYS with
PROX 20 6804


57567, 58163, 59009,
59637, 60241, 60263,
60631, 61294, 61321


53462-804-60


QCARE Q4 SYS with
THMPT 20 6414 57847 53462-412-60


QCARE Q4 SYS with
THMPT 20 6414


57852, 57875, 58246,
58802, 58851, 58924,
59091, 59116, 59494,
60123, 60466, 60880,
60925, 61364, 61705,
62061, 62076


53462-412-60


QCARE Q4 SYS with
THMPT NC 20 6404 58394, 59185, 59782,


59799, 60776, 61185 53462-404-60


QCARE Q4 SYS with
THMPT PROX 20 6424


57386, 58012, 58035,
58363, 58566, 58582,
58760, 58889, 59288,
59467, 59983, 60094,
60324, 61001


53462-424-60


QCARE Q4 SYS with
UNTR SOB 20 6924


51601, 52138, 52836,
52935, 53531, 53788,
54388, 54796, 54816,
55130, 55171, 55323,
55400, 56049, 56191,
56330, 56856, 57437,
57876, 58707, 59126,
59607, 60255, 60273,
60871, 61058, 61676


53462-927-60


QCARE Q8 SYS with
PROX 25 6808 57592, 58202, 59213,


60274, 60718, 61745 53462-808-60


QCARE RX Q2 SYS
with CORINZ 10 6962


55604, 55619, 56000,
56052, 56211, 56282,
56783, 57204, 57614,
58027, 58549, 58587,
59493, 60043, 60079,
60476, 60490, 60790,
61405, 61456, 61799


53462-962-16


QCARE RX Q2 SYS
with THMPT 10 6912


52736, 52807, 52878,
52994, 53067, 53084,
53137, 53192, 53363,
53459, 53695, 53748,
53868, 53916, 54003,
54011, 54012, 54015,
54024, 54049, 54057,
54265, 54279, 54293,
54487, 54562, 54613,
54686, 54703, 54736,
54745, 54748, 54751,
54817, 54979, 55047,
55546, 55561, 55580,
55589, 55602, 55615,
55680, 55709, 55718,
55726, 55735, 55740,


53462-922-16
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55843, 55857, 55868,
55880, 55900, 55960,
56348, 56418, 56604,
56670, 56820, 56944,
56975, 57140, 57201,
57506, 57579, 57733,
57900, 57925, 58229,
58281, 58696, 58762,
59044, 59456, 59546,
59766, 59830, 60293,
60358, 60416, 60563,
60623, 60983, 61780,
62118


QCARE RX Q4 SYS 20 6904


52850, 53281, 53300,
53579, 54320, 54960,
55753, 56914, 57352,
57836, 58349, 59578,
60712, 61274


53462-904-16


QCARE RX Q4 SYS
with CORINZ 20 6964


56718, 57387, 57414,
57423, 58272, 59592,
60142, 60541, 60767,
61159, 61467, 62075


53462-964-16


QCARE RX Q4 SYS
with THMPT 20 6914


52775, 52877, 52932,
53050, 53143, 53290,
53337, 53345, 53418,
53454, 53488, 53609,
53830, 53869, 53982,
53991, 53992, 53995,
54004, 54016, 54025,
54126, 54241, 54292,
54380, 54471, 54490,
54504, 54594, 54674,
54841, 54867, 54974,
55108, 55237, 55307,
55362, 55373, 55392,
55652, 55684, 55774,
55842, 56003, 56099,
56149, 56212, 56244,
56285, 56467, 56538,
56545, 56553, 56563,
56578, 56720, 56747,
56758, 56768, 56779,
56798, 56811, 56881,
56935, 56990, 57038,
57103, 57266, 57327,
57380, 57444, 57470,
57476, 57640, 57699,
57769, 57810, 57862,
57990, 58055, 58128,
58172, 58333, 58390,
58418, 58460, 58538,
58589, 58645, 58887,
58941, 59171, 59275,
59350, 59403, 59616,
59684, 59745, 59916,
59964, 60015, 60095,
60180, 60254, 60451,
60521, 60763, 60833,
60885, 61045, 61069,
61128, 61618, 61697,
61879, 61932, 61979,
62026, 62057, 62246


53462-924-16


QCARE RX SYS SHRT
TRM 20 9002


52886, 53688, 54468,
55221, 55230, 56320,
57367, 58083, 58969,
59906, 61138, 61881


53462-932-16


QCOMP SOB with
AOR-MM 60 6673 57938, 59802, 61329 53462-674-60


QCOMP SOB with
PROX-MM 60 6671


51716, 52904, 53686,
54601, 54617, 55377,
56658, 57927, 58936,
59805, 60691, 61141


53462-971-60


QCOMP SWAB with
PROX MM CAN 60 6613


51330, 52400, 53198,
54582, 55837, 57007,
57904, 58931


53462-614-60


SAMP QCARE RX
CHG THMPT 20 6914-S 52435, 57750 53462-924-16


SAMP QCARE RX
THMPT 10 6912-S 54675, 60933 53462-922-16
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SAMP TOC Q2 SYS
with CHG 10 6592-S


62154, 53018, 53023,
53824, 53833, 53949,
54045, 54708, 55087,
55169, 55699, 55730,
55952, 56028, 56042,
56540, 56945, 57345,
57632, 57672, 58428,
58463, 58506, 58539,
58590, 59137, 59395,
59442, 60244, 60709,
60778, 61828


53462-592-16


SAMP TOC Q4 SYS
with CHG 20 6594-S 52348 53462-594-16


SMPL Q4 RX SYS
Petite with THUMB
PRT CHG/CORINZ 20


6974-S 58317 53462-974-16


TOC ADV MM PK-
SMINT 30


5210


51035, 51355, 52218,
52786, 53841, 54041,
54808, 56331, 56978,
57409, 58827, 59455,
60808, 60855, 61836


N/A


TOC PTE Kit with
AOR-MM 50 6006


54523, 54629, 55528,
56864, 57915, 58884,
60137, 61047, 61123


53462-006-30


TOC Q2 SYS with CHG
10 6592


54071, 54664, 55007,
55866, 56487, 56516,
57057, 58756, 58766,
59618, 60036, 60346


53462-592-16


TOC SGL Use Kit with
AOR, MM 100 6113 57874, 58903, 60045,


61109 53462-113-60


TOC SGL Use SOS with
AOR, MM 100 6115 58483, 59783, 61117 53462-215-60


TOC SGL Use with
PROX 100 6012


51502, 51883, 53585,
54222, 54226, 54811,
55574, 56190, 56346,
56616, 57066, 57873,
58634, 58664, 59719,
61340, 62326


53462-212-60


TOC SGL Use with
PROX-MM 100 6013


51361, 51834, 52473,
53225, 54102, 54754,
55222, 55264, 56683,
57262, 57803, 58492,
59311, 60069, 61063,
61629


53462-213-60


TOC SHRT TRM Kit
with AOR, MM 50 6100


54496, 55225, 56214,
56280, 57109, 57856,
58288, 58296, 58814,
58815, 59157, 59175,
59487, 60187, 61262,
61740


53462-400-30


TOC SHRT TRM SYS
PROX-MM 50


6000


52115, 52284, 52631,
53005, 53012, 53343,
53475, 53754, 53765,
54130, 54146, 54158,
54166, 54179, 54502,
54518, 54658, 54984,
55063, 55540, 56029,
56308, 56427, 56442,
56620, 56713, 56737,
57067, 57325, 57531,
57932, 58115, 58712,
58757, 59015, 59086,
59518, 59565, 59764,
60101, 60582, 60637,
61184, 61195, 61654


53462-201-30


TOC SHRT TRM SYS
PROX-TBRSH 50 6001


52267, 52278, 52974,
53633, 53661, 53663,
53667, 54107, 55208,
56290, 56815, 57889,
58819, 59332, 60214,
61607, 62124


53462-011-30
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TOC SHRT TRM SYS
PROX-TBRSH/INSRT
50


6001-D
52414, 53322, 53336,
53673, 54438, 54932,
55506, 2015323-01


53462-024-30


TOC SHRT TRM SYS-
INDIV 50 6002


52149, 52982, 53942,
54042, 54925, 54952,
54958, 54959, 54962,
55872, 57449, 58381,
59302, 59765, 61788,
61831


53462-023-30


TOC SOB with AOR,
MM-2PK 100 6173 57899, 58919, 60058,


61135 53462-273-60


TOC SOB with PROX-
1PK 100 6571


52384, 53134, 53387,
54215, 54967, 55997,
56180, 56854, 57334,
58305, 59844, 60753,
60761, 60772, 60780,
60788, 61664, 62156


53462-772-60


TOC SOB with PROX-
2PK 100 6570


51571, 52105, 53077,
54259, 55243, 56167,
56874, 57748, 59258,
60144, 61149, 62084


53462-571-60


TOC SOB with PROX-
MM-1PK 100 6572


52349, 52367, 52370,
52438, 52457, 52471,
53106, 53569, 53945,
54354, 54950, 55452,
56131, 56901, 57791,
58455, 59447, 59869,
60887, 61883


53462-572-60


TOC SOB/SOS with
PROX-MM-6PK 25 6552


52573, 52926, 53596,
53610, 54288, 54723,
55878, 55890, 56617,
56637, 56644, 56647,
56652, 57299, 57305,
57317, 57321, 58386,
58398, 59723, 59739,
60919, 61943


53462-553-60


TOC SOS with PROX
100 6512


51381, 51433, 51453,
51931, 52754, 53326,
53826, 54266, 54606,
54872, 55310, 55319,
55823, 56030, 56039,
56054, 56385, 56408,
56417, 56424, 56432,
56440, 56450, 56828,
57436, 57860, 58010,
58126, 58753, 59089,
59129, 59143, 59762,
60261, 60308, 60957,
61411, 61715


53462-812-60


TOC SOS with PROX-
MM 100 6513


51175, 51220, 51570,
51786, 52104, 52550,
52570, 53460, 53922,
54161, 54294, 54395,
54459, 54963, 54992,
55040, 55049, 55060,
55070, 55486, 55617,
56210, 56772, 56777,
57105, 57329, 57507,
58173, 58429, 59037,
59549, 59920, 60566,
60863, 61292, 61980


53462-813-60


TOC SOS with PROX-
MM-6PK 50 6550


51590, 52134, 52179,
52589, 52966, 53692,
53883, 54371, 54422,
54622, 54677, 54920,
54934, 54941, 54942,
54944, 55296, 55896,
55925, 55934, 55951,
56464, 56936, 57683,
58244, 58850, 59283,
59339, 59636, 59930,
60592, 60648, 60977,
61022, 61991


53462-650-60
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TOC with SUC SYS- 10 6502 57627, 58677, 60110,
61463 53462-502-60


TOC with SUC SYS 20 6504
58174, 59297, 60127,
60673, 61002, 61817,
61825


53462-504-60


[Consumable] For expiration dates, see the Recall Product List .
Units distributed between July 2015 and August 2017


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


Manufacturer(s): Sage Products Inc3909 Three Oaks Rd, Cary, IL 60013, United States


Suggested Distribution: Infection Control, Nursing, Home Care, Dentistry/Oral Surgery, Otolaryngology, Pharmacy, Materials Management


Problem:
In an August 23, 2017, letter submitted by ECRI Institute member hospitals and an August 23, 2017, Urgent Recall letter posted on the Sage Products 
website , Sage Products states that it is initiating a recall of specific lots of oral care products that contain cleansing and moisturizing solutions
manufactured by a third-party supplier because of a potential for cross-contamination on equipment shared with non-pharmaceutical products. Sage
Products also states that it has begun manufacturing all oral care solutions in-house. Sage Products further states that it has received no reports of serious
adverse events associated with the use affected product. Sage Products states that cloth-based products and the Prevalon family of products are not
affected by this recall. 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 August 23,
2017, letter(s) and Recall Response form from Sage Products. Regardless of whether you have affected product, complete the Recall Response form and
return it to Sage Products using the instructions on the form. Upon receipt of the form, a Sage customer service representative will contact your facility
with further instructions.
For Further Information:
Sage Products customer service department
Tel.: (800) 490-6493, 8 a.m. to 5 p.m. Central time, Monday through Friday
Website: Click here


�References:
● Sage Products. URGENT: RECALL [online]. 2017 Aug 23 [cited 2017 Aug 24]. Available from Internet: Click here .


Comments:


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


Source(s):


● 2017 Aug 23. Member Hospital. August 23, 2017, Sage Products letter submitted by an ECRI Institute member hospital. Download
● 2017 Aug 24. Manufacturer Letter. (includes reply form) Download
● 2017 Aug 24. Manufacturer Letter. Recall Product List Download
● 2017 Aug 24. Manufacturer Letter. August 23, 2017, Sage Products Urgent Recall letter Download
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https://sageproducts.com/wp-content/uploads/Oral-Care-Recall-Lot-List.pdf

https://sageproducts.com/wp-content/uploads/Oral-Care-Recall-Lot-List.pdf

https://sageproducts.com/oral-care-recall/

https://sageproducts.com/oral-care-recall/

https://sageproducts.com/corporate-headquarters/

https://sageproducts.com/oral-care-recall/

https://sageproducts.com/oral-care-recall/

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158697/20170823SageOralCareProductsCLIENT.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158805/SageProductsOralCareResponseForm.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158806/SageProductsOralCareRecallProductList.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158807/20170823SageOralCareProductsMFR.pdf



AFHajlan
(A29136) Sage Products-Oral Care Products.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

SBED is devoted to receive the adverse event report and feedback information about 
any medical devices malfunction from hospitals and healthcare facilities all around KSA, 
studying them and collaborative working with manufacturers, authorized 
representatives and distributors to take the right action and assuring the proper safe 
performance.
To see recent recalls kindly visit the following link:

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.

*      Indicates that medical devices subject to  removal and/ or destroyed action. 

* SBED Team Recommend ensuring The listed Distributors in this report as they may 
differ from the distributors you are dealing with

*     The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

