
SBED Weekly Update 10-Apr-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 

31 SFDA website
4/3/2017 4/9/2017

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: WU1715

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

SynchroMed II 

implantable drug infusion 

pump

4/3/2017 Medtronic SA 2 https

://nc

Medtronic Saudi ArabiaNew

Anaesthetic and respiratory devices

Nonin, 8500M Handheld 

Pulse Oximeter

4/3/2017 Nonin Medical, Inc. 2 httpsThimar Al Jazirah 

Healthcare Co.

New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10871
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10867


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Solus Flexible - small 

paediatric, wire-

reinforced laryngeal mask 

airway 2 / large 

paediatric, wire-

reinforced laryngeal mask 

airway 2.5 / small adult, 

wire-reinforced laryngeal 

mask airway 3 / medium 

adult, wire-reinforced 

laryngeal mask airway 4 / 

large

4/5/2017 Intersurgical Limited FSN https

://nc

mdr.

sfda.

gov.s

a/Se

cure/

CA/C

aVie

wRec

all.as

Al Hammad Medical 

Services

New

Dental devices

BIOMET 3i LTX DENTAL 

IMPLANTS

4/3/2017 Biomet 3i Inc 2 httpsAsnan Medical ServicesNew

Diagnostic and therapeutic radiation devices

CT Exprès Contrast 

Injection System, Model 

Temperature Maintainer

4/9/2017 Bracco Injeneering S.A. FSN https

://nc

Sarabeel Commercial 

Est.

New

Electro mechanical medical devices

Alaris GS, GH, CC, TIVA, 

PK, Enteral Syringe Pump, 

Asena GS, GH, CC, TIVA, 

PK Syringe Pumps

4/4/2017 CareFusion Alaris A BD 

Co

FSN https

://nc

mdr.

Becton Dickinson B.V.New

Da Vinci Si and Xi 

Surgical System Surgeon 

Side Consoles

4/9/2017 Intuitive Surgical Inc 2 Attac

hed

Gulf Medical Co.# New

ERGO handle 4/5/2017 ERBE Elektromedizin GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10878Al-Jeel Medical & Trading Co. LTDNew

GN Otometrics Hi-Pro 

USB and Hi-Pro2 Hearing 

Instrument Interface Units

4/6/2017 GN Otometrics 2 Attac

hed

Gulf Medical Co.# New

IntelliVue MX40 WLAN 

Patient Wearable 

Monitors.

4/5/2017 Philips Healthcare 2 Attac

hed

Philips Healthcare 

Saudi Arabia Ltd.

# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10879
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10870
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10888
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10875
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10878
http://Attached
http://Attached
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[High Priority ] - A28177 : Intuitive—da Vinci Si and Xi Surgical System Surgeon Side Consoles: Circuit Board May Fail, Potentially Rendering
Surgeon Console Inoperable and/or Resulting in Error Message


[High Priority ] - A28177 : Intuitive—da Vinci Si and Xi Surgical System Surgeon Side Consoles:
Circuit Board May Fail, Potentially Rendering Surgeon Console Inoperable and/or Resulting in Error
Message
Medical Device Ongoing Action
Published: Tuesday, March 7, 2017


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


Product Identifier:
da Vinci Surgical
System Surgeon Side
Consoles:


Part Nos.:


Si 380610-21
Xi 280677-10


[Capital Equipment]
Serial Nos.: RSH0136, SH0625, SK1054, SK1107


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


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


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


Problem:
In a February 24, 2017, Field Safety Notice Urgent Medical Device Recall letter, Intuitive states that one of the circuit boards on the above consoles may
fail, leaving the console inoperable (i.e., may not power on) and/or resulting in a nonrecoverable message (System Error 90). Intuitive also states that in
the worst case scenario, this problem will result in the console failing to power up or encountering a nonrecoverable fault, preventing use of the console.
Intuitive further states that it has received no reports of injuries or deaths as a result of this problem.
 


Action Needed:
�Identify any affected consoles in your inventory. If you have affected consoles, verify that you have received the February 24, 2017, Field Safety
Notice Urgent Medical Device Recall letter and Acknowledgment Form from Intuitive. An Intuitive representative will contact your facility to arrange to
address this problem. Notify all relevant personnel at your facility of the information in the letter, and retain a copy of the letter and Acknowledgment
Form with your records. Complete the Acknowledgment Form, and return it to Intuitive using the instructions on the form. Log into the da Vinci Online
Community Field Action resource to read or complete any requested actions related to this problem.
 
For Further Information:
Intuitive Surgical customer service department
North America and South America:
Tel.: (800) 876-1310 (select option 3), 4 a.m. to 5 p.m. Pacific time
E-mail: customersupport-servicesupport@intusurg.com
Japan:
Tel.: (0120) 565635 or 3 (5575) 1362 (9 a.m. to 6 p.m. Japan time)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 Feb 28. Manufacturer Letter. Intuitive letter submitted by the manufacturer: ISIFA2017-01-R (includes reply form) Download
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mailto:customersupport-servicesupport@intusurg.com

http://www.intuitivesurgical.com/support/contact/

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/149474/20170224IntuitivedaVinciSiAndXiSurgicalSystemSurgeonSideConsolesMFR.pdf
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[High Priority ] - A28193 : Sophono/Medtronic Xomed—GN Otometrics Hi-Pro USB and Hi-Pro2 Hearing Instrument Interface Units: May Be Counterfeit


[High Priority ] - A28193 : Sophono/Medtronic Xomed—GN Otometrics Hi-Pro USB and Hi-Pro2
Hearing Instrument Interface Units: May Be Counterfeit
Medical Device Ongoing Action
Published: Tuesday, March 7, 2017


UMDNS Terms:
•  Data Interface Units, Computer/Hearing Aid, Programming [28500]


Product Identifier:
GN Otometrics Hearing Interface Units: (1) Hi-Pro USB, (2) Hi-Pro2 [Consumable]


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


Manufacturer(s): Sophono/Medtronic Xomed5744 Central Ave Suite 100, Boulder, CO 80301, United States


Suggested Distribution: Clinical/Biomedical Engineering, Otolaryngology, Materials Management


Problem:
In an October 28, 2016, Urgent Product Recall Notice letter submitted by an ECRI Institute member hospital, Sophono/Medtronic Xomed states that the
above interface units may be counterfeit. Sophono/Medtronic Xomed also states that there is no patient or user safety risk associated with this problem;
the counterfeit units either function or do not function at all. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory that was supplied by Sophono/Medtronic Xomed. If you have affected product, verify that you have
received the October 28, 2016, Urgent Product Recall Notice letter and Acknowledgment and Action Form from Sophono/Medtronic Xomed. Determine
whether your units are genuine or counterfeit using the instructions provided in the letter . If an interface unit is not genuine, either destroy and discard
the unit and document the destruction on the Acknowledgement and Action Form, or return the unit to Sophono/Medtronic Xomed at the above address.
Complete the Acknowledgment and Action Form, and return it to Sophono/Medtronic Xomed using the instructions in the letter. Sophono/Medtronic
Xomed states that software supporting NOAHlink Bluetooth hearing instrument interface devices including support of affected interface units was
provided in CD format in the initial notice. For questions regarding the software, contact Sophono/Medtronic Xomed using the information below.
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:
Frank Rodrigues, Sophono/Medtronic Xomed quality assurance/regulatory affairs manager
Tel.: (720) 639-9760
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 Mar 6. Member Hospital. Sophono/Medtronic Xomed letter submitted by ECRI Institute member hospital (includes reply 
form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/149736/20161028SophonoMedtronicGNOtometricsHiProUSBandHiPro2ClientRedacted.pdf?option=80F0607

http://www.medtronic.com/about-us/company-profile/locations/index.htm?loc=MDTHomeRefresh_B_InPage_Footer_About1

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/149736/20161028SophonoMedtronicGNOtometricsHiProUSBandHiPro2ClientRedacted.pdf
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[High Priority ] - A28177 : Intuitive—da Vinci Si and Xi Surgical System Surgeon Side Consoles: Circuit Board May Fail, Potentially Rendering
Surgeon Console Inoperable and/or Resulting in Error Message


[High Priority ] - A28177 : Intuitive—da Vinci Si and Xi Surgical System Surgeon Side Consoles:
Circuit Board May Fail, Potentially Rendering Surgeon Console Inoperable and/or Resulting in Error
Message
Medical Device Ongoing Action
Published: Tuesday, March 7, 2017


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


Product Identifier:
da Vinci Surgical
System Surgeon Side
Consoles:


Part Nos.:


Si 380610-21
Xi 280677-10


[Capital Equipment]
Serial Nos.: RSH0136, SH0625, SK1054, SK1107


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


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


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


Problem:
In a February 24, 2017, Field Safety Notice Urgent Medical Device Recall letter, Intuitive states that one of the circuit boards on the above consoles may
fail, leaving the console inoperable (i.e., may not power on) and/or resulting in a nonrecoverable message (System Error 90). Intuitive also states that in
the worst case scenario, this problem will result in the console failing to power up or encountering a nonrecoverable fault, preventing use of the console.
Intuitive further states that it has received no reports of injuries or deaths as a result of this problem.
 


Action Needed:
�Identify any affected consoles in your inventory. If you have affected consoles, verify that you have received the February 24, 2017, Field Safety
Notice Urgent Medical Device Recall letter and Acknowledgment Form from Intuitive. An Intuitive representative will contact your facility to arrange to
address this problem. Notify all relevant personnel at your facility of the information in the letter, and retain a copy of the letter and Acknowledgment
Form with your records. Complete the Acknowledgment Form, and return it to Intuitive using the instructions on the form. Log into the da Vinci Online
Community Field Action resource to read or complete any requested actions related to this problem.
 
For Further Information:
Intuitive Surgical customer service department
North America and South America:
Tel.: (800) 876-1310 (select option 3), 4 a.m. to 5 p.m. Pacific time
E-mail: customersupport-servicesupport@intusurg.com
Japan:
Tel.: (0120) 565635 or 3 (5575) 1362 (9 a.m. to 6 p.m. Japan time)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 Feb 28. Manufacturer Letter. Intuitive letter submitted by the manufacturer: ISIFA2017-01-R (includes reply form) Download


www.ecri.org . Printed from Health Devices Alerts on Sunday, April 9, 2017 Page 1
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mailto:customersupport-servicesupport@intusurg.com

http://www.intuitivesurgical.com/support/contact/

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/149474/20170224IntuitivedaVinciSiAndXiSurgicalSystemSurgeonSideConsolesMFR.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

ParaTherm Heater/Coolers 4/9/2017 Chalice Medical Ltd 2 AttachedN/A# New

schaerer arcus 4/9/2017 Schaerer Medical AG FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10887ATTIEH MEDICO LTDNew

Hospital hardware

TotalCare Bed Systems 

with 3-Level Patient 

Position Monitoring

4/9/2017 Hill-Rom, Inc. 

&Subsidiaries

2 Attac

hed

Arabian Medical 

Marketing Co. (AMCO)

# New

In vitro diagnostic devices

Dimension Vista 500 

Intelligent Lab System, 

Dimension Vista 1500 

Intelligent Lab System

4/4/2017 Siemens Healthcare 

Diagnostics GmbH

FSN https

://nc

mdr.

ABDULREHMAN AL 

GOSAIBI GTB

New

Monolisa HCV 4/9/2017 Bio Rad. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10883Al-Jeel Medical & Trading Co. LTDNew

Non-active implantable devices

Altius MINI OCT Posterior 

Spinal Fixation System

4/3/2017 Zimmer inc 2 httpsEbrahim M. Al-Mana & 

Bros. Co. Ltd.

New

LiquiBand FIX8 4/5/2017ADVANCED MEDICAL SOLUTIONS (PLYMOUTH) LIMITED FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10877Hatem I. Alshedwy Comm. Est.New

Oxford 

Unicompartmental 

Cementless Tibial Trays

4/9/2017 Zimmer Biomet FSN https

://nc

Al Amin Medical 

Instruments Co. Ltd.

New

UOC Femoral driver 4/3/2017United Orthopedic Corporation 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10872N/ANew

XTRAC Excimer Laser, 

Model No. AL8000, 

AL10000

4/3/2017 Strata Skin Sciences, Inc. 2 https

://nc

N/ANew

Ophthalmic and optical devices

atraumatic compact 

Cysto-Urethroscope 25°

4/5/2017 Richard Wolf GmbH FSN httpsAl-Jeel Medical & 

Trading Co. LTD

New

Reusable devices

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10887
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10874
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10883
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10869
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10877
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10886
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10872
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10868
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10882
afsaif
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[High Priority ] - A28123 : Chalice—ParaTherm Heater/Coolers: May Be Contaminated with Nontuberculosis Mycobacteria; Manufacturer Updates Cleaning Protocol


[High Priority ] - A28123 : Chalice—ParaTherm Heater/Coolers: May Be Contaminated with
Nontuberculosis Mycobacteria; Manufacturer Updates Cleaning Protocol
Medical Device Ongoing Action
Published: Wednesday, March 8, 2017
Last Updated: Thursday, March 9, 2017


UMDNS Terms:
•  Warming/Cooling Units, Patient, Circulating-Liquid [12074]
•  Warming/Cooling Units, Patient, Heart-Lung Bypass  [17206]


Product Identifier:
ParaTherm Heater/Coolers [Capital Equipment] Product Nos.: U-CM54-00-16, 54-00-16, 54-00-18; All serial numbers


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


Manufacturer(s): Chalice Medical LtdUnit 1 Drayton Court, Worksop S80 2RS, England


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, Nursing, OR/Surgery, EMS/Transport, Perfusion


Problem:
In a February 10, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Product Regulatory Agency (MHRA), Chalice
states that nontuberculosis mycobacteria (NTM) has been discovered in the above heater/cooler units. Chalice also states that it has received no reports of
patient infection associated with the use of the above heater/cooler units and emphasizes that the device is a closed system and not indicated for use in
open heart surgery. 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 February 10, 2017, Urgent Field Safety Notice
letter and Acknowledgment form from Chalice. The firm states that the current instructions for use (IFU) must be fully adhered to. Complete the
Acknowledgment form, and return it to Chalice using the information in the letter. Chalice recommends that you evaluate the use of the above
heater/coolers on a patient by patient basis and continue to monitor contamination levels. Retest units that yield positive cultures. If the positive culture
persists, remove the heater/cooler from use and contact Chalice. Chalice is validating a more effective cleaning protocol and will introduce it once
relevant testing has been completed.
  
For Further Information:
Chalice Medical
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Chalice Medical: ParaTherm [online]. London: Department of


Health; 2017 Feb 20 [cited 2017 Mar] (Field safety notice; reference no. 2017/002/014/601/009). 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 Mar 6. MHRA FSN. 2017/002/014/601/009 Download
● 2017 Mar 6. MHRA FSN. Chalice Reference No. 2017-02-10 (includes reply form) Download


www.ecri.org . Printed from Health Devices Alerts on Sunday, April 9, 2017 Page 1


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



http://www.chalicemedical.com/index.php/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notices-13-february-17-february-2017

https://www.gov.uk/drug-device-alerts/field-safety-notices-13-february-17-february-2017

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/149902/20170220ChaliceParaThermHeaterCoolersMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/149903/20170210ChaliceParaThermHeaterCoolersMHRA.pdf
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[High Priority ] - A28162 : Hill-Rom—TotalCare Bed Systems with 3-Level Patient Position Monitoring: Bed Exit Alarms May Not Function Properly
under Certain Circumstances


[High Priority ] - A28162 : Hill-Rom—TotalCare Bed Systems with 3-Level Patient Position
Monitoring: Bed Exit Alarms May Not Function Properly under Certain Circumstances
Medical Device Ongoing Action
Published: Monday, March 6, 2017


UMDNS Terms:
•  Beds, Electric [10347]


Product Identifier:
TotalCare Bed Systems with 3-Level Patient Position Monitoring (PPM) [Capital Equipment]


Mo
del 
Nos.
:


Serial Nos.:


P19
00


K328AM60
65 through
Q245AM06
91


PR1
900


L082AL731
6 through 
R343AL451
6


U19
00


L257AM05
41 through 
O311AM71
89


Units manufactured between November 11, 2009, and December 8, 2016;
Units upgraded with PPM upgrade kit P1857A may also be affected


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


Manufacturer(s): Hill-Rom Co Inc1069 State Rt 46 E, Batesville, IN 47006-9164, United States


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


Problem: In a February 23, 2017, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Hill-Rom states that the bed
exit alarm on the above bed systems may not function properly if the alarm has been armed for more than 72 hr without being triggered by patient
movement or the removal of patient weight during that time. This problem may result in a delay in response or fall-related injury to the patient. Hill-Rom
also states that it has received 2 reports of events associated with this problem; however, it has received no reports of related injuries.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the February 23, 2017, Urgent Medical
Device Correction letter, USB stick with updated software, update instructions, and Customer Response Form from Hill-Rom. To determine whether
your beds are affected, confirm that the bed has the latest version of the Graphical Caregiver Interface (GCI; see the illustration in the letter ). Confirm
whether the "Bed-Exit Alarm (3-Level) option is available in the Alarms tab on the GUI from the home screen of the bed (see the illustration in the 
letter ) for beds with the latest GCI version. If the GUI does not display "Bed Exit Alarm (3 Level)," the bed is not affected. Hill-Rom states that a
software update for the beds' GCI has been released to resolve this problem. Using the USB stick and instructions, update affected beds, record the serial
numbers on the Customer Response Form, and return the form to Hill-Rom using the information on the form within 30 days. Until affected beds are
updated, the firm recommends that you take one of the following actions:
(1) Power cycle (unplug and plug in the bed mains power cord) once every 48 hr.
(2) Remove the patient from the bed, and re-zero the scale once every 48 hr.
(3) Turn off the bed exit alarm, and do not use its function.
Hill-Rom states that continued use of the bed exit alarm without the above actions may result in risk to the patient. If you have a P1957A upgrade kit that
has not been installed, contact Hill-Rom for return and replacement. Inform all relevant personnel of the information in the Urgent Medical Device
Correction letter, and forward a copy of the letter to any facility to which you may have further distributed affected product, and notify Hill-Rom of the
transfer. U.S. customers should report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch
Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available 
here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information:
Hill-Rom technical support department
Tel.: (800) 445-3720 (select option 2, then option 2 again)
Website: Click here
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/149524/20170223HillRomTotalCareBedsMFR.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/149524/20170223HillRomTotalCareBedsMFR.pdf?option=80F0607

http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

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

http://www.hill-rom.com/usa/ContactUs.htm





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 Feb 27. Member Hospital. Hill-Rom letter submitted by an ECRI Institute member hospital. Reference No. MOD1260 (includes reply 
form) Download


● 2017 Mar 1. Manufacturer Letter. Hill-Rom Reference No. MOD1260 (includes reply form) Download
● 2017 Mar 6. Manufacturer. The manufacturer confirmed the information in the source material.
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

SmartLife Large Aseptic 

Housing.

4/4/2017 Stryker Instruments FSN httpsAl-Faisaliah Medical 

System

New

Tecomet, OSTEOTOME 

BLADES

4/5/2017 Smith & Nephew FSN httpsAlhaya medical co.New

Single-use devices

1mL Medallion® syringes 4/5/2017 Merit Medical Systems Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10880Majal Care for Trading Est.New

20 mL Romed 2-Part 

Syringes

4/9/2017 Van Oostveen Medical 

B.V.

2 AttacSehat Al-Jazeera EST.# New

Curity™ Eye Pad Oval and 

Curity™ Sodium Chloride 

Dressing

4/6/2017 Medtronic SA FSN Attac

hed

Medtronic Saudi Arabia# Update

Heart TraceCarts 4/6/2017 DeRoyal Industries Inc. 2 AttachedAlhaya medical co.# New

TIVA Total Intravenous 

Anesthesia Sets

4/9/2017 GLOBAL COMPONENTS 

MEDICAL LTD

2 AttacN/A# New

Various Products with a 

Blue/Polyisoprene Valve 

Design

4/9/2017 Cook Medical FSNNAFA Medical# Update

Wingman 35 Crossing 

Catheter

4/5/2017 ReFlow Medical FSN httpsN/ANew

Zenith Alpha Thoracic 

Endovascular Graft.

4/9/2017 William Cook Europe 

ApS

FSN httpsNAFA MedicalNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10873
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10876
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10880
http://Attached
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10881
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10885
afsaif


afsaif


afsaif


afsaif





[High Priority ] - A27959 : Van Oostveen—20 mL Romed 2-Part Syringes: Foreign Matter May Be Present


[High Priority ] - A27959 : Van Oostveen—20 mL Romed 2-Part Syringes: Foreign Matter May Be
Present
Medical Device Ongoing Action
Published: Thursday, March 9, 2017
Last Updated: Monday, March 20, 2017


UMDNS Terms:
•  Syringes, Plunger, Luer Slip  [20257]


Product Identifier:
20 mL Romed 2-Part Syringes [Consumable]
Reference No. SYR-20ML; Lot Nos.: 150608, 151015, 151204, 160202


Geographic Regions: Bosnia, Hungary, Ireland, Kosovo, The Netherlands, Poland, Serbia, U.K.


Manufacturer(s): Van Oostveen Medical BV Romed - Holland Herenweg 269, 2648 CH Wilnis, The Netherlands 


Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Critical Care, Dialysis/Nephrology, Emergency/Outpatient
Services, Infection Control, Nursing, Obstetrics/Gynecology/Labor and Delivery, Oncology, OR/Surgery, Home Care, Phlebotomy, Pain Clinic, NICU,
Perfusion, Pharmacy, IV Therapy, Materials Management


Problem:
In a December 30, 2016, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Van
Oostveen states that brown matter, identified as residual from the injection molding process, may be present in the above syringes. Van Oostveen also
states that it has received no reports of patient injury associated with this problem. 


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the December 30, 2016, Urgent
Field Safety Notice letter from Van Oostveen. Return affected product to your distributor for replacement. 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:
Frank van Kuijk, Van Oostveen/Romed
E-mail: qualitycontrol@romed.nl
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Van Oostveen: Romed 2-part syringes, 20 ml [online]. London:


Department of Health; 2017 Jan 23 [cited 2017 Mar 7]. (Field safety notice; reference no. 2017/001/005/701/018). Available from Internet: 
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 Mar 7. MHRA FSN. 2017/001/005/701/018 Download
● 2017 Mar 7. MHRA FSN. Download
● 2017 Mar 17. Manufacturer.
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[High Priority ] - A28214 : Medtronic—Various Covidien Curity and Kerlix Eye Pads and Dressings: Sterility May Be Compromised


[High Priority ] - A28214 : Medtronic—Various Covidien Curity and Kerlix Eye Pads and
Dressings: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Thursday, March 9, 2017


UMDNS Terms:
•  Absorption Pads, Eye Secretion [11661]
•  Dressings, Impregnated, Saline [24815]


Product Identifier:
Covidien Products: Item Nos.: Lot Nos. Beginning With: Expiration Dates:
Curity Eye Pads 03201 91650 12, 13, 14, 15, 16 FEB 2017 through NOV 2021
Curity Oval Eye Pads  2841 12, 13, 14, 15, 16 FEB 2017 through NOV 2021
Curity Saline Dressings 3606 14, 15, 16 (excluding lots 16J098062, 16J098162, 16J098262) FEB 2017 through NOV 2019
Curity Sodium Chloride Dressings 3339 14, 15, 16 FEB 2017 through NOV 2019
Curity Wet Dressings 3337 14, 15, 16 FEB 2017 through NOV 2019
Kerlix Super Sponge Saline Dressings 3338 14, 15, 16 FEB 2017 through NOV 2019


[Consumable]


Geographic Regions: Worldwide


Manufacturer(s): Medtronic Minimally Invasive Therapies Group1430 Marvin Griffin Road, Augusta, GA 30906, United States


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


Problem: In a March 3, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Medtronic states that the sterile
packaging containing the above eye pads and dressings may be compromised, potentially compromising product sterility. Using affected product may
result in an increased risk of infection. Medtronic states that is has received no reports of infection 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 March 3, 2017, Urgent Medical Device Recall letter and Recalled Product Return Form from Medtronic. Regardless of whether you have
affected product, complete the Recalled Product Return Form and return it to Medtronic using the instructions in the letter. If you purchased affected
product directly from Medtronic, to obtain a return goods authorization (RGA) number, contact the Medtronic customer service department by telephone
using the information below. Return affected product using the RGA number by mail to Medtronic, Attn: Field Returns Department, at 195 McDermott
Rd, North Haven, CT 06473, United States. If you purchased affected product through a distributor, contact them for instructions on returning affected
product. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have
further distributed affected product. Report any quality problems experienced with the user of affected product to the Medtronic postmarket vigilance
department by e-mail at Mansfield.productmonitoring@covidien.com . U.S. customers should report 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; or online at the MedWatch 
website .
For Further Information:
Medtronic customer service department
Tel.: (800) 882-5878
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 Mar 8. Member Hospital. March 3, 2017 Medtronic letter submitted by ECRI Institute member hospitals (includes reply 
form) Download


● 2017 Mar 9. Manufacturer. Manufacturer confirmed information.
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[High Priority ] - A28178 : DeRoyal—Heart TraceCarts: May Contain Recalled Maquet Various Atrium Chest Drains


[High Priority ] - A28178 : DeRoyal—Heart TraceCarts: May Contain Recalled Maquet Various Atrium
Chest Drains
Medical Device Ongoing Action
Published: Thursday, March 9, 2017


UMDNS Terms:
•  Procedure Trays, Surgical [17168]
•  Drainage Systems, Pleural [10817]
•  Drains, Thoracic [11308]


Product Identifier:
Tracecarts containing the following Maquet Chest Drains: (1) Atrium Ocean, (2) Express, (3) Express Mini, (4) Oasis [Consumable]
Tracecarts: Product Nos.: Lot Nos.:


Heart 53-1769


27453624, 28013145,
28103757, 28117631,
28158774, 28215628,
28230174, 28252349,
28299104, 28317940,
28326230, 28405309,
28455138, 28486735,
28506265, 28568132,
28609969, 28631875,
28736343, 28793541,
28854180, 29015839,
29083612, 29169512,
29214272, 29271744,
29339294, 29412771,
29522363, 29722357,
29754033, 29799485,
29850754, 30021523,
30092305, 30092604,
30134253, 30179216,
30728465, 30819738,
30957330, 31010691,
31015441, 31103782,
31296166, 31402993,
31469522, 31469709,
31576221, 31601554,
31671907, 32333862,
32335500, 32618796,
32689527, 32728688,
32764718, 32817091,
32834780, 32869000,
32933711, 32980699,
33011814, 33064334,
33087341, 33087350,
33197866, 33682175,
33736364, 33737623,
33783267, 34405461,
34699585, 34762863,
34768309, 34913043,
34939286, 34963841,
35170632, 35270238,
35270529, 35327337,
35544446, 35554708,
35580025, 35598516,
35710820, 35798577,
35828254, 35828449,
35870920, 35898261,
35952677, 36024274,
36081851, 36142094,
36142174, 36200101,
36273801, 36283541,
36530441, 36605837,
36679545, 36953532,
37017210, 37083356,
37155305, 37189791,
37268916, 37331858,
37395771, 37396029,
37513643, 37654374,
38032551, 38088191,
38180246, 38235278,
38392951, 38457153,
38525030, 38551001,
38623300, 38625866,
38747370, 38788673,
38832507, 38832603,
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38997758, 39013351,
39054022, 39076627,
39148951, 39579507,
39661447, 39706174,
39762352, 39812284,
39868780, 40017667,
40080121, 40149328,
40152447, 40264393,
40321968, 40322021,
40342363, 40380888,
40453186, 40453338,
40541549, 40607430,
40890010, 41161601,
41257048, 41263018,
41356935, 41411287,
41467416, 41601056,
41665404, 41740013,
41755485, 41755506,
42077436, 42077461,
42200721, 42332644,
42332661, 42406164,
42523723, 42523782,
42550246, 43479550,
43493941, 43531688,
43710715, 28908555
28961727, 32355746,
32550841, 36309333
36341317, 37079672,
37079787, 41544848,
41561980


SRHS Heart 53-1913


4699631, 27273826,
27324507, 27388691,
27453704, 27567701,
27760202, 27784829,
27883843, 27883851,
27915382, 27970710,
28013209, 28103933,
28117702, 28158889,
28158897, 28373571,
28506329, 28550670,
28678471, 28736415,
28793591, 28854235,
28908619, 28929145,
29015901, 29083680,
29169619, 29206205,
29271816, 29468459,
29522443, 29577604,
29631367, 29694350,
29754130, 29799557,
29850826, 29914025,
29914130, 29963231,
30021654, 30092364,
30092612, 30134245,
30143441, 30253965,
30312507, 30385597,
30487930, 30538274,
30608228, 30608236,
30618098, 30728570,
30776441, 30819771,
30906532, 30957381,
30990041, 31074854,
31155540, 31202772,
31338426, 31469590,
31469717, 31576230,
31671966, 31726138,
31776514, 31776549,
31780847, 31835027,
31886529, 31938886,
31939011, 31990297,
32050811, 32128560,
32133377, 32247761,
32247796, 32302978,
32315875, 32355800,
32421037, 32484206,
32544336, 32550891,
32605910, 32689586,
32764742, 32817154,
32869069, 32933761,
33011857, 33087405,
33217089, 33293188,
33357866, 33425822,
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33482579, 33482595,
33539361, 33609787,
33682221, 33736436,
33807644, 33807759,
33876287, 34373462,
34450051, 34518799,
34574037, 34624356,
34762927, 34826581,
34856368, 34913078,
34963833, 35033777,
35097560, 35170675,
35230658, 35270297,
35327370, 35400670,
35470555, 35523231,
35544500, 35598559,
35636885, 35638881,
35737011, 35774701,
35798614, 35850620,
35862954, 35877929,
36081869, 36107299,
36142123, 36200119,
36273810, 36282581,
36283559, 36341325,
36399631, 36465555,
36465627, 36548211,
36746488, 36823826,
36888726, 37017295,
37079744, 37155364,
37215937, 37269038,
37269142, 37297899,
37462031, 37513707,
37808046, 37869551,
37931204, 37976189,
38032593, 38088239,
38144000, 38180553,
38235294, 38236166,
38270188, 38270807,
38329400, 38392994,
38393399, 38457217,
38457250, 38573891,
38676461, 38688584,
38688648, 38734991,
38823441, 38898602,
39013335, 39063738,
39076660, 39201803,
39260598, 39303623,
39303631, 39353436,
39413822, 39502403,
39515394, 39559549,
39661519, 39706238,
39762395, 39812313,
39877694, 40272115,
40453207, 40522604,
40754595, 40754608,
40887005, 40888462,
41039809, 41080140,
41080166, 41161581,
41213150, 41279829,
41322330, 41356978,
41411210, 41467459,
41470068, 41544872,
41544901, 41601099,
41669982, 41713883,
41762247, 41830537,
41891081, 41980754,
42026874, 42078789,
42175386, 42240731,
42324142, 42345980,
42346077, 42367054,
42367062, 42368698,
42383628, 42467477,
42561121, 42561156,
42642790, 42679146,
43045591, 43091889,
43127731, 43166001,
43217189, 43454011,
43487584, 43501391,
43542580, 43588166,
43641406, 43742899,
43789030, 43824510,
43875309, 43916895,
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43953506, 44039767[Consumable]


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


Manufacturer(s): DeRoyal Industries Inc200 DeBusk Ln, Powell, TN 37849-4703, United States (kit manufacturer)
MAQUET Inc45 Barbour Pond Dr, Wayne, NJ 07470, Unites States (drain manufacturer)


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


Problem:
FDA's Center for Devices and Radiological Health (CDRH) states the above carts may contain the above chest drains, which were recalled by Maquet
because of current packaging configurations. FDA's CDRH also states that DeRoyal initiated a recall by letter on January 25, 2017. The manufacturer has
not confirmed the information described in the source material.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have been contacted by DeRoyal. Return affected product to
DeRoyal.
For Further Information:
Theresa Marsee, DeRoyal
Tel.: (865) 362-6465
Website: Click here


References:
United States:


● Food and Drug Administration. Center for Devices and Radiological Health. Class 3 device recall DeRoyal heart tracecart [online]. 2017
Feb 23 [cited 2017 Mar 6]. Available from Internet: Click here .


● Food and Drug Administration. Center for Devices and Radiological Health. Class 3 device recall DeRoyal SRHS heart tracecart [online].
2017 Feb 23 [cited 2017 Mar 6]. 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 Mar 6. FDA CDRH Database. Class III. Z-1247-2017, Z-1248-2017 Download
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[High Priority ] - A27908 : Global Components Medical—TIVA Total Intravenous Anesthesia Sets: Acrylic Check Valve May Fail If Overtightened


[High Priority ] - A27908 : Global Components Medical—TIVA Total Intravenous Anesthesia Sets:
Acrylic Check Valve May Fail If Overtightened
Medical Device Ongoing Action
Published: Thursday, March 9, 2017


UMDNS Terms:
•  Intravenous Administration Sets [12157]


Product Identifier:


TIVA (Total Intravenous
Anesthesia) Sets:


Product
Nos.:


2.2 meter 3-Way GCM-223
2.2 meter Sedation PCA GCM-SPCA


2.2 meter, Basic, 3-Way
Multiple Infusion GCM-223B


2.5 meter 3-Way GCM-253


2.5 meter, Basic, 3-Way
Multiple Infusion GCM-253B


3.0 meter, Basic, 3-Way
Multiple Infusion GCM-303B


4.0 meter, 4-Way GCM-304


10 meter Magnetic Resonance
Imaging (MRI) GCM-1003


[Consumable]
Check Valve Product No. AS50693; Check Valve Order Code 4868


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


Manufacturer(s): Global Components Medical LtdWatchmoor House, Watchmoor Road, Camberley Surrey GU15 3AQ, England (TIVA
manufacturer)
Industrie Borla SpA Casella Postale 336,  I-10024 Moncalieri (TO), Italy (check valve manufacturer) 


Suggested Distribution: Anesthesia, Emergency/Outpatient Services, OR/Surgery, IV Therapy, Materials Management


Problem:
In an October 10, 2016, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Global
Components Medical (GCM) states that the acrylic check valves on the above TIVA sets may crack because of the absorption of lipid-based drugs into
the polymer and after being overtightened, causing a loss of integrity. GCM also states that while the component manufacturer indicates that the acrylic
check valve is lipid-resistant, it has observed a failure rate of about 1 in 30,000. 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 October 10, 2016, Field Safety Notice
letter from GCM. The firm will provide your facility with a replacement check valve (product number AS51039, order code 2305). GCM has updated the
instructions for use (IFU) to include recommendations regarding the overtightening of Luer lock connectors. To access the updated IFU, click here .
For Further Information:
Global Components Medical
Website: Click here
 


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Global Components Medical: GCM [online]. London: Department of


Health; 2017 Jan 16 [cited 2017 Mar 7]. (Field safety notice; reference no. 2015/010/008/601/005). 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 Mar 6. MHRA FSN. 2015/010/008/601/005 Download
● 2017 Mar 6. MHRA FSN. GCM Reference No. FSN 1312002 Download
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[High Priority ] - A28065 02 : *Cook—�Various Products with a Blue/Polyisoprene Valve Design: Use May Be Associated with Blood Loss [Update]


[High Priority ] - A28065 02 : *Cook—�Various Products with a Blue/Polyisoprene Valve Design: Use
May Be Associated with Blood Loss [Update]
Medical Device Ongoing Action
Published: Thursday, March 9, 2017
Last Updated: Monday, April 3, 2017


UMDNS Terms:
•  Catheters, Vascular, Guiding [17846]
•  Catheter Introducers, Vascular, Central Venous, Hemostasis Valve [17578]


Product Identifier:


Various Products with a
Blue/Polyisoprene Valve
Design:


Catalog Nos.: GPN
Nos.: Lot Nos.:


TriForce Peripheral
Crossing Sets KCXS-5.0-35-100-RB-0/0-HC G56416


5062454, 5136679, 5197803, 5219620,
5263513, 5263513X, 5306527, 5380279,
5491296, 5628924, 5710455, 5768551,
5785293, 5785296, 5832319, 5832319X,
5899897, 6113669, 6113672, 6446175,
6532740, 6666826, 6893898, 6900003,
6751126, 7001937, 7025784, 7147504,
7167838, 7225192, 7341590, 7391310, 
7504107, NS5216411, NS5585693,
NS5765432, NS5968268, NS6084219


TriForce Peripheral
Crossing Sets


KCXS-5.0-35-100-RB-
0/DAV-HC G56417


5129805, 5248809, 5380252, 5508027,
5628913, 5720805, 5785299, 5785302,
5867734, 5977224, 6113663, 6113666, 641
1880, 6446166, 6450116, 6519971,
6666769, 6908859, 6981926, 7001925,
7051610, 7022392, 7123268, 7147499,
7184449, 7267450, NS7332359, 7358081,
7403790, 7496485, NS5216405,
NS5585699, NS5765435


TriForce Peripheral
Crossing Sets


KCXS-5.0-35-100-RB-
MPB/0-HC G56418


5187917, 5380282, 5628927, 5946433,
6117246, 6322996, 6446178, 6446181,
6462180, 6886608, 7019961 , 7031499,
7164021, 7184452, 7267458, 7332311,
7444323


TriForce Peripheral
Crossing Sets


KCXS-5.0-35-100-RB-
MPB/DAV-HC G56419


4775656, 5002015, 5111159, 5350847,
5576569, 5765330, 5889168, 6011879, 621
2456, 6351788, 6446172, 6446169,
6450119, 6662625, 6822810, 6939576,
7001928, 7016608, 7034665, 7140948,
7177780, 7242814, 7370525, 7399858,
NS7092904


TriForce Peripheral
Crossing Sets KCXS-5.0-35-65-RB-0/0-HC G56412


4991593, 5052389, 5119567, 5197734,
5250866, 5285973, 5319450, 5319450X,
5357710, 5357710X, 5368594, 5368594X,
5380184, 5552476, 5710423, 5994612,
6025639, 6113657, 6113660, 6248448,
6367139, 6431153, 6434671, 6493096,
6446154, 6496292, 6781963, 6908811,
7019894, 7048460, 7147489, 7157893,
7225152, 7319336, 7444262, NS5216402,
NS5585696, NS5968265


TriForce Peripheral
Crossing Sets


KCXS-5.0-35-65-RB-0/DAV-
HC G56413


5062379, 5129754, 5214144, 5295076,
5368589, 5459187, 5478599, 5520459,
5529543, 5611132, 5720781, 5733184,
6025630, 6113646, 6113649, 6117201,
6196539, 6386456, 6431150, 6446148,
6496311, 6439404, 6465775, 6468502,
6505550, 6555370, 6446151, 6758994,
6920504, 6988935, 7025708, 7130536,
7193377, 7235257, 7315111, 7235257X,
7464305, 7546373, NS5216408,
NS5615494, NS5700402, NS5739876,
NS6061692, NS6084216


TriForce Peripheral
Crossing Sets


KCXS-5.0-35-65-RB-MPB/0-
HC G56414


5055952, 5133312, 5295129, 5425112,
5520538, 5648375, 6025674, 6400097, 644
6157, 6446160, 6446163, 6496304,
6886566, 6751104, 6998644, 7025749,
7164024, 722833, 7288208, 7428802,
NS7464569, 7507654


TriForce Peripheral
Crossing Sets


KCXS-5.0-35-65-RB-
MPB/DAV-HC G56415


4885405, 4933653, 5029123, 5285976,
5335460, 5459197, 5559626, 5675132,
5751907, 5822250, 5849197, 5867761,
6041089, 6157884, 6212399, 6280093,
6362463, 6434689, 6458182, 6458188,
6458185, 6465778, 6496301, 6666717,
6805492, 6458185X, 6539377, 6751089,
6946858, 7003999, 7045070, 7100478,
NS7092907, 7140908, 7225167, 7315130,
NS7344637, 7496421


[Consumable]
Units manufactured before November 2015


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K., U.S.
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Manufacturer(s): Cook Group Cos750 Daniels Way, Bloomington, IN 474042, United States


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


Summary:
�This Alert provides new information based on a March 6, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member
hospital regarding Alert Accession Nos. A28065  and A28065 01 . New information is provided in the Product Identifier (see bolded items) and Action
Needed fields.
Problem:
�[February 9, 2016]
In a February 6, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Cook states that it has received reports of
blood loss associated with the above products that use a "blue" valve or polyisoprene valve design. Cook also states that in addition to blood loss, if the
above products are used in the arterial system (Flexor Radial Access Sets), delay in procedure may occur, and if the above products are used in the central
venous system, delay in procedure or air embolism may occur. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the March 6, 2017, Urgent
Medical Device Recall letter and Acknowledgment and Receipt Form from Cook. Complete the Acknowledgment and Receipt Form, and return it to
Cook using the instructions on the form. Return affected product to Cook. Cook will provide credit for returned product. Report any adverse events
associated with affected product to the Cook customer relations department using the information below. 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 . Notify all relevant personnel at your facility of the information in the Urgent Field
Safety Notice letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Cook U.S. customer relations department
Tel.: (800) 457-4500 or (812) 339-2235
E-mail: customerrelationsna@cookmedical.com
Cook Europe
Tel.: 353 (61) 334440
E-mail: European.FieldAction@cookmedical.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Cook Medical: Flexor radial access set [online]. London: Department


of Health; 2017 Feb 6 [cited 2017 Feb 13]. (Field safety notice; reference no. 2015/011/018/292/003). 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 Mar 9. Member Hospital. March 6, 2017 Cook letter (includes reply form) Download
● 2017 Mar 7. FDA CDRH Database. Class II. Z-1387-2017; Z-1388/1393-2017 Download
● 2017 Feb 8. Member Hospital. February 6, 2017, Cook letter (includes reply form) Download
● 2017 Feb 13. MHRA FSN. 2015/011/018/292/003 Download
● 2017 Feb 13. MHRA FSN. Cook Reference No. 2017FA000 (includes reply form) Download
● 2017 Apr 3. MHRA FSN. 2017/003/030/701/009 Download
● 2017 Apr 3. MHRA FSN. Cook Form No. F14-00A (R10, CR16-0422) (includes reply form) Download
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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

