
SBED Weekly Update 27-Jun-18

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 

24 SFDA website
6/18/2018 6/19/2018

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: WU1826

Hospital Name

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Assistive products for persons with disability

Quava 6/19/2018 Vermeiren N.V. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12780Bio StandardsNew

Diagnostic and therapeutic radiation devices

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12780


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

ECG-Splitter (accessory schwarzer evo) 6/19/2018 Schwarzer Cardiotek GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12783Bio StandardsNew

ErgoJust EEG and ICU Mobile Carts 6/19/2018 Natus Medical Inc 2 AttachedTechno-Orbits Establishment# New

IntelliVue Patient Monitors and Avalon 

Fetal/Maternal Monitors

6/19/2018 Philips Healthcare 2 AttacPhilips Healthcare Saudi Arabia Ltd.# New

syngo.via VB30A 6/19/2018 SIEMENS FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12782Siemens Medical SolutionsNew

Vantage Titan and Vantage Elan MRI 

Systems

6/19/2018 Canon Europa N.V. 2 AttacAl Amin Medical Instruments Co. 

Ltd.

# New

Electro mechanical medical devices

Hydroline and Pulse Wave Products 6/19/2018 Cardinal Health.. 2 AttachedMedical Technology Establishment# New

Healthcare facility products and adaptations

Pyxis Medication and Supply Management 

Systems

6/19/2018 CareFusion Alaris A BD Co 2 AttacBecton Dickinson B.V.# New

In vitro diagnostic devices

ALAT (GPT) FS (IFCC mod.), ATP Hexokinase 

FS, CK-MB FS, GLDH FS DGKC (Tests based 

on NAD(H) and/or NADP(H) reaction)

6/18/2018 DiaSys Diagnostic Systems 

GmbH.

FSN https

://nc

ALGhuyum Scientific TradingUpdate

Atellica UAS 800 analyzer.. 6/18/2018siemens healthcare diagnostics products gmbh FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12779El Seif CompanyNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12783
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12782
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12774
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12779



[High Priority ] - A30830 : Natus�—ErgoJust EEG and ICU Mobile Carts: Manufacturing Defect May Cause Video Pole on Cart to Fail


[High Priority ] - A30830 : Natus�—ErgoJust EEG and ICU Mobile Carts: Manufacturing Defect May
Cause Video Pole on Cart to Fail
Medical Device Ongoing Action
Published: Wednesday, June 13, 2018


UMDNS Terms:
•  Carts, Computer/Video Monitor [22805]


Product Identifier:
[Capital Equipment]


Product Natus Medical Incorporated DBA Excel-Tech Ltd (XlTek)
Model


Mobile Carts ErgoJust EEG, ErgoJust ICU


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


Manufacturer(s): Natus Medical Incorporated DBA Excel-Tech Ltd (XlTek)2568 Bristol Circle, Oakville, ON L6H 551, Canada


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Nursing, Diagnostic Imaging, Facilities/Building Management,
Neurology


Problem:
�In a May 21, 2018, Urgent Medical Device Correction Notification letter submitted by an ECRI Institute member hospital, Natus states that a
manufacturing defect in the above carts may cause the cart's video pole to fail. Natus also states that the incidence of this defect is rare. The manufacturer
has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected carts in your inventory. Images of affected carts, as well as a diagram of the pole component, are located on page 2 of the letter
. If you have affected carts, verify that you have received the May 21, 2018, Urgent Medical Device Correction Notification letter from Natus. Natus has
developed a retrofit bracket kit to be installed on affected cart(s) that will strengthen the video pole to mitigate this problem. A Natus Neuro technical
department representative will contact your facility when the kits become available.
For Further Information:
Natus technical support administrator
E-mail: ErgojustFCA@natus.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):


● 2018 Jun 13. Member Hospital. May 21, 2018, Natus letter submitted by an ECRI Institute member hospital Download
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AFHajlan
(A30830) Natus-ErgoJust.pdf




[High Priority ] - A30768 : Philips—IntelliVue Patient Monitors and Avalon Fetal/Maternal Monitors: May Be Susceptible to Cybersecurity Vulnerabilities


[High Priority ] - A30768 : Philips—IntelliVue Patient Monitors and Avalon Fetal/Maternal Monitors:
May Be Susceptible to Cybersecurity Vulnerabilities
Medical Device Ongoing Action
Published: Thursday, June 14, 2018


UMDNS Terms:
•  Monitoring Systems, Physiologic  [12636]
•  Monitors, Physiologic, Fetal, Intrapartum, Bedside [18340]


Product Identifier:
[Capital Equipment]


Product Philips Healthcare
Model Software Version


Fetal/Maternal Monitors Avalon FM20, Avalon FM30, Avalon FM40, Avalon
FM50


F.0, G.0, J.3


Patient Monitors IntelliVue MP2, IntelliVue X2, IntelliVue MP30,
IntelliVue MP50, IntelliVue MP70, IntelliVue NP90,
IntelliVue MX700/800


B-M


Patient Montiors IntelliVue MX400-550 J-M


IntelliVue MX X3/MX100 M


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


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


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecology/Labor
and Delivery, OR/Surgery, Information Technology, NICU


Problem:
�In a June 5, 2018, Advisory, the Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that the above monitors may be
vulnerable to Improper Authentication, Information Exposure, and Stack-Based Buffer Overflow. ICS-CERT also states that successful exploitation of
these vulnerabilities may allow an attacker to read/write memory, and/or induce a denial of service through a system restart, potentially leading to a delay
in diagnosis and treatment of patients. The potential vulnerabilities are as follows:


● Improper Authentication (CWE-287):
● This vulnerability allows an unauthenticated attacker to access memory ("write-what-where") from an attacker-chosen device


address within the same subnet.
● Information Exposure (CWE-200):


● This vulnerability allows an unauthenticated attacker to read memory from an attacker-chosen device address within the same
subnet.


● Stack-Based Buffer Overflow (CWE-121):
● This vulnerability exposes an "echo" service in which an attacker-sent buffer to an attacker-chosen device address within the same


subnet is copied to the stack with no boundary checks, causing stack overflow.


The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected monitors in your inventory. If you have affected monitors, verify that you have reviewed the June 5, 2018, ICS-CERT Advisory .
Philips recommends that users of affected monitors follow the device’s labeling, including instructions for use and service guide(s), which provide
compensating controls to mitigate these vulnerabilities. Philips will provide a patch for IntelliVue software Revisions J-M and Avalon software Revisions
G.0 and J.3 in 2018. Philips will provide an upgrade path for a currently-supported software revision for users with earlier IntelliVue software revisions.
Philips recommends that users obtain associated field change and service bulletin information by accessing their Incenter account here . For upgrade
options, users should contact their Philips sales representative. Philips recommends the following mitigations:


● For IntelliVue Monitors: Follow the instructions for use (IFU) (Security for Clinical Networks Guide) physical and logical security.
Additionally, Philips recommends users update to Revision K.2 or newer software.


● For Avalon Fetal Monitors Release G.0 and Release J.3: Follow the installation and service manual (Data Privacy and Network Security
Requirements).


● For Avalon Fetal Monitors Release F.0: Follow the instructions as documented in the Rev J.3 Service Guide Data Privacy and Network
Security Requirements section.


● Users with questions regarding their specific IntelliVue and Avalon Fetal Monitor installations should contact their local Philips service
support team or their regional service support.


Philips also recommends the following:
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● The Philips Security for Clinical Networks guide and the IntelliVue Clinical Networks Configuration Guide, which provide instructions for
the use of physical security access controls.


● The Avalon Revision J.3 Service Guide Data Privacy and Network Security Requirements section provides instructions for use of physical
and logical security access controls.


● The Philips Security for Clinical Networks Guide and the IntelliVue Clinical Networks Configuration Guide, which provide instructions for
use of logical security access controls. There is no clinical requirement for these devices to communicate outside of the Philips clinical
network.


● Locate all medical devices and remote devices behind firewalls and isolate them from the business network following the recommendations
documented in the Philips Security for Clinical Networks Guide, and the IntelliVue Clinical Networks Configuration Guide.


The National Cybersecurity and Communications Integration Center (NCCIC) recommends that users take defensive measures to minimize the risk of
exploitation of the above vulnerabilities. Users should:


● Minimize network exposure for all control system devices and/or systems, and ensure that they are not accessible from the Internet .
● Locate all medical devices and remote devices behind firewalls, and isolate them from the business network.
● Use secure methods when remote access is required, such as Virtual Private Networks (VPNs), recognizing that VPNs may have


vulnerabilities and should be updated to the most current version available. Also recognize that VPN is only as secure as the connected
devices.


Additional mitigation guidance and recommended practices are publicly available in the NCCIC Technical Information Paper, ICS-TIP-12-146-01B--
Targeted Cyber Intrusion Detection and Mitigation Strategies , which is available for download from the ICS-CERT website .
For Further Information:
Philips
Website: Click here


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


IntelliVue patient and Avalon fetal monitors [online]. 2018 Jun 5 [cited 2018 Jun 14]. 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):


● 2018 Jun 6. ICS-CERT Advisory Download
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AFHajlan
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[High Priority ] - A30788 : Canon—�Vantage Titan and Vantage Elan MRI Systems: Use of Respiratory Gating in Steady Mode May Yield Incorrect Displayed SAR Value


[High Priority ] - A30788 : Canon—�Vantage Titan and Vantage Elan MRI Systems: Use of
Respiratory Gating in Steady Mode May Yield Incorrect Displayed SAR Value
Medical Device Ongoing Action
Published: Friday, June 8, 2018
Last Updated: Wednesday, June 13, 2018


UMDNS Terms:
•  Scanning Systems, Magnetic Resonance Imaging  [16260]


Product Identifier:
[Capital Equipment] For serial and SID numbers, see the letter sent to your facility.


Product Canon Medical Systems USA Inc
Model Model No.


Magnetic Resonance Imaging
(MRI) Systems


Vantage Elan MEXL-1520


Vantage Titan MEXL-1504/MEXL-1510


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


Manufacturer(s): Canon Medical Systems USA Inc2441 Michelle Dr, Tustin, CA 92780, United States


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


Problem:
�In a May 30, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Canon states that when an operator uses
respiratory gating with steady mode on during Spin Echo sequence scanning on the above systems, the SAR value displayed on the console may be lower
than the actual SAR value.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the May 30, 2018, Urgent Medical
Device Correction letter and Customer Reply Form from Canon. Complete the Customer Reply Form, and return it to Canon using the instructions on the
form. A Canon representative will contact your facility to schedule installation of modified system software to correct this problem. Until the
modification is installed, do not use Spin Echo sequences when using respiratory gating in steady mode. To use respiratory gating in steady mode, use
Fast Spin Echo sequences. 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:
Terry Shultz, Canon regulatory affairs manager or Canon local service representative
Tel.: (800) 421-1968 or (800) 521-1968, respectively
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):


● 2018 Jun 8. Member Hospital. May 31, 2018, Canon letter submitted by an ECRI Institute member hospital (includes reply form) Download
● 2018 Jun 13. Manufacturer. The manufacturer has confirmed the information provided in the source material.
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[High Priority ] - A30818 : �Cardinal Health—Hydroline and Pulse Wave Products: Trumpet Valve May Not Close Properly


[High Priority ] - A30818 : �Cardinal Health—Hydroline and Pulse Wave Products: Trumpet Valve
May Not Close Properly
Medical Device Ongoing Action
Published: Tuesday, June 12, 2018
Last Updated: Thursday, June 14, 2018


UMDNS Terms:
•  Aspirator/Irrigators, Laparoscopy [26688]
•  Aspirator/Irrigators, Surgical [26685]


Product Identifier:
[Consumable]


Product Cardinal Health
Product No. Lot No.


5 mm x 28 cm Probe, DISP Fixed ASU1210 41774, 71724


ASU1211 41736


5 mm x 33 cm Probe, DISP Fixed ASU1200 21706, 21707, 31748, 31750, 31751, 31753,
41719, 41720, 61717, 61718, 61719, 71736,
71737, 91702, 91705, 91706, 91721


ASU1201 31711, 31712, 31713, 31714, 31764, 31765,
41711, 41713, 41714, 41715, 41719, 41721,
41722, 41723, 41724, 41725, 41726, 41727,
41728, 41730, 41731, 41732, 41733, 41734,
41735, 41737, 71738, 71739, 71740, 71741,
71742, 71743, 71748, 81745


5 x 45 Pulse Wave Bariatric 2 Spike ABP1201 41717, 71734


33 cm Pulse Wave TV, CASS, SNGL ASC1200 41742, 41739, 41740, 41741


Pulse Wave DBL Spike No Probe ASC1221 11740, 41771, 41772, 41773, 81709


Pulse Wave SNGL Spike No Probe ASC1220 41718, 41768, 41769, 41770, 81702, 81708


Trumpet Valve No Probe ASU1220 71725, 81743, 91722, 101723


ASU1221 21719, 41738


Valve Pulse Wave Trumpet ASC1201 11742, 41712, 41716, 41751, 41752, 41753,
41754, 41755, 41756, 41757, 41758, 41759,
41761, 41762, 41763, 41765


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


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


Suggested Distribution: OR/Surgery, Materials Management


Problem:
�In a June 11, 2018, Urgent Product Recall letter submitted by an ECRI Institute member hospital, Cardinal Health states that the trumpet valve on the
above products may not close properly, potentially causing continuous suction. Cardinal Health also states that there is a remote possibility that the
inability to control suction during a procedure may result in loss of carbon dioxide in the abdomen, reduced visibility of the surgical site, and potential
injury to organs and body tissue. Cardinal Health further states that it has received no reports of injury as a result of 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 June 11, 2018, Urgent
Product Recall letter and acknowledgment form from Cardinal Health. Regardless of whether you have affected product, complete the acknowledgment
form and return it to Cardinal Health 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. To arrange for product return and to receive credit,
contact the Cardinal Health customer service group by telephone at (800) 964-5227 (hospitals), (800) 444-1166 (federal government), or (888) 444-5440
(all other customers).
For Further Information:
Cardinal Health
Tel.: (800) 292-9332
Website: Click here
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Comments:


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


Source(s):


● 2018 Jun 12. Member Hospital. Event 2018-01390 (includes reply form) Download
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[High Priority ] - A30401 : BD—Pyxis Medication and Supply Management Systems: May Be Susceptible to KRACK Attack When Using Wi-Fi Protected Access
Wireless Authentication Protocols


[High Priority ] - A30401 : BD—Pyxis Medication and Supply Management Systems: May Be
Susceptible to KRACK Attack When Using Wi-Fi Protected Access Wireless Authentication Protocols
Medical Device Ongoing Action
Published: Friday, June 8, 2018


UMDNS Terms:
•  Automation Systems, Supplies Dispensing, Decentralized  [18170]


Product Identifier:
[Capital Equipment]


Product CareFusion Corp, A BD company
Model


Medication and Supply Management Systems Pyxis Anesthesia ES


Pyxis Anesthesia System 3500


Pyxis Anesthesia System 4000


Pyxis MedStation 4000 T2


Pyxis MedStation ES


Pyxis SupplyStation


Pyxis Supply Roller


Pyxis ParAssist System


Pyxis PARx


Pyxis PARx


Pyxis CIISafe – Workstation


Pyxis StockStation


Pyxis Parx handheld


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


Manufacturer(s): CareFusion Corp, A BD company3750 Torrey View Ct, San Diego, CA 92130, United States


Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Nursing, OR/Surgery, Information Technology, Pharmacy


Problem:
In an April 24, 2018, Advisory, the U.S. Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that the above systems may be
susceptible to an industry-wide vulnerability in the WPA and WPA2 protocol affected by key reinstallation attacks (KRACK). The four-way handshake
traffic in the Wi-Fi protected access WPA and WPA2 protocol can be manipulated to allow nonce reuse resulting in key reinstallation. This could allow
an attacker to execute a “man-in-the-middle” attack, enabling the attacker within radio range to replay, decrypt, or spoof frames. ICS-CERT also states
that successful exploitation of this vulnerability could allow data traffic manipulation, resulting in partial disclosure of encrypted communication or
injection of data. 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 reviewed the April 24, 2018, ICS-CERT Advisory .
BD has implemented third-party vendor patches through BD's routine patch deployment process that resolves these vulnerabilities for most devices.
Some devices require coordination with BD. BD is in the process of contacting users to schedule and deploy patches. There is currently no reported
verified instance of the KRACK vulnerability being exploited maliciously against BD devices. BD also recommends the following compensating controls
to reduce the risk associated with this vulnerability:


● Ensure that the latest recommended updates for Wi-Fi access points have been implemented in Wi-Fi enabled networks.
● Ensure that appropriate physical controls are in place to prevent attackers from being within physical range of an affected Wi-Fi access point


and client.
● Ensure that data has been backed up and stored according to individual processes and disaster recovery procedures.


BD has published a product security bulletin  to notify users about this problem and to provide additional mitigation counsel. Perform proper impact
analysis and risk assessment before deploying these defensive measures. Additional mitigation guidance and recommended practices are publicly


www.ecri.org . Printed from Health Devices Alerts on Tuesday, June 19, 2018 Page 1


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



https://ics-cert.us-cert.gov/advisories/ICSMA-18-114-01

https://ics-cert.us-cert.gov/advisories/ICSMA-18-114-01

http://www.bd.com/en-us/support/product-security-and-privacy/product-security-bulletin-for-wpa2-krack-wi-fi-vulnerability





available in the NCCIC Technical Information Paper, ICS-TIP-12-146-01B--Targeted Cyber Intrusion Detection and Mitigation Strategies , which is
available for download from the ICS-CERT website . Organizations observing any suspected malicious activity should follow their established internal
procedures and report their findings to NCCIC for tracking and correlation against other incidents. These vulnerabilities have been publicly disclosed.
These vulnerabilities are exploitable from an adjacent network. High skill level is needed to exploit.
 
For further Information:
NCCIC
Tel.: (888) 282-0870
E-mail: NCCICCUSTOMERSERVICE@hq.dhs.gov
Website: Click here
BD product security office
Website: Click here


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


[online]. 2018 Apr 24 [cited 2018 Jun 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):


● 2018 Jun 6. ICS-CERT Advisory: ICSMA-18-114-01 Download
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https://www.us-cert.gov/nccic

http://www.bd.com/en-us/support/product-security-and-privacy

https://ics-cert.us-cert.gov/advisories/ICSMA-18-114-01

https://ics-cert.us-cert.gov/advisories/ICSMA-18-114-01

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174444/20180424BDPyxisICSCERT.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

AutoDELFIA 3.0 rev 5 Software 6/19/2018PerkinElmer Life and Analytical Sciences 2 AttachedABDULREHMAN AL GOSAIBI GTB# New

HistoCore Spectra ST 6/18/2018 Leica Microsystems Inc. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12777Al-Faisaliah Medical SystemNew

MRSASelect II 6/18/2018 Bio-Rad Laboratories Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12778Al-Jeel Medical & Trading Co. LTDNew

Oxoid Staph/Strep Selective Agar 6/19/2018 Thermo Fisher Scientific Inc. 2 AttachedMedical supplies & Services Co.Ltd Mediserv# New

Thermo Scientific Oxoid BIGGY Agar 500g 

CM0589B

6/19/2018 Thermo Fisher Scientific Inc. FSN httpsMedical supplies & Services Co.Ltd 

Mediserv

New

Non-active implantable devices

ADVANSYS MLP/DLP, ADVANSYS TTC, 

TIBIAXYS, and UNI-CP Plates and TIBIAXYS 

and Large QWIX Cortical Screws

6/19/2018 Integra LifeSciences 2 Attac

hed

Bio Standards# New

Halo skull pins 6/19/2018 Ossur FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12784Al Ewan Medical CompanyNew

Reusable devices

Getinge WD15 Claro, Model GE15 6/19/2018 Getinge Disinfection AB FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12786Gulf Medical Co.New

KeyMed Endosonic Cleaner 6/19/2018 Olympus FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12785Salehiya Trading Est.New

Single-use devices

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12777
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12778
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12781
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12784
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12786
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12785



[High Priority ] - A30734 : PerkinElmer—AutoDELFIA 3.0 rev 5 Software: May Overwrite Exported Result Files


[High Priority ] - A30734 : PerkinElmer—AutoDELFIA 3.0 rev 5 Software: May Overwrite Exported
Result Files
Medical Device Ongoing Action
Published: Wednesday, June 13, 2018


UMDNS Terms:
•  Analyzers, Laboratory, Immunoassay, Fluorimetric [16218]
•  Software, Laboratory Analysis, Immunoassay [26805]


Product Identifier:
[Capital Equipment]


Product PerkinElmer (Finland)
Model Software Version Product No. Serial No.


Sample and Plate
Processor


AutoDELFIA Not listed 1235-5220 2352156, 2352154


Software System Update Package for 3.0 3.0 rev 5 1235-8090 None listed


Update Package 3.0 rev 5 1235-8110 None listed


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


Manufacturer(s): PerkinElmer (Finland) Mustionkatu 6, FIN-20101 Turku, Finland


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


Problem:
In a May 21, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), PerkinElmer
states that if the "multicalc" export format is used to calculate prenatal serum or amniotic fluid sample results immediately after a plate has been
measured, result files may be overwritten on the above software. This is caused by the naming convention used in the "multicalc" export format; Run ID
is used as the file name and is the same for all plates of an analyte in the same loading. This problem may result in a delay in reporting results if the
problem goes unnoticed and all results are not imported into the laboratory information management system (LIMS). The original run results are not
affected. 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 May 21, 2018, Urgent Field Safety Notice
letter and Response Form from PerkinElmer. Complete the Response Form, and return it to PerkinElmer using the information on the form. The firm
recommends that you determine whether any results have been unreported if the "multicalc" export format is used in the laboratory. If results have not
been reported, verify the export; if the export is not usable the results should be exported again manually. The original run results are not affected and can
be re-exported. A PerkinElmer representative will contact your facility to arrange to update your software to version 3.0 rev 6. Notify all relevant
personnel at your facility of the information in the letter.
For Further Information:
PerkinElmer
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. PerkinElmer: AutoDELFIA [online]. London: Department of Health;


2018 May 31 [cited 2018 Jun 7]. (Field safety notice; reference no. 2018/005/021/478/022). 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):


● 2018 Jun 7. MHRA FSN. 2018/005/021/478/022 Download
● 2018 Jun 7. MHRA FSN. (includes reply form) Download
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http://www.perkinelmer.com/AboutUs/ContactUs/ContactUs

https://www.gov.uk/drug-device-alerts/field-safety-notices-21-25-may-2018?utm_source=d36ad8c5-ed0a-4358-9888-022722572f0b&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notices-21-25-may-2018?utm_source=d36ad8c5-ed0a-4358-9888-022722572f0b&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

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/174531/20180531PerkinElmerAutoDELFIASoftwareMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174532/20180521PerkinElmerAutoDELFIASoftwareMHRA.pdf
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[High Priority ] - A30501 : Thermo Fisher— Oxoid Staph/Strep Selective
Agar: May Not Support Growth of Staphylococci and Streptococci spp. during Shelf Life


[High Priority ] - A30501 : Thermo Fisher— Oxoid Staph/Strep Selective
Agar: May Not Support Growth of Staphylococci and Streptococci spp. during Shelf Life
Medical Device Ongoing Action
Published: Tuesday, June 12, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Microbiology, Bacteria, Culture Media [19483]
•  IVD Test Reagent/Kits, Microbiology, Bacteria, Identification, Staphylococcus aureus [17386]
•  IVD Test Reagent/Kits, Microbiology, Bacteria, Identification, Streptococcus Species [17388]


Product Identifier:
[Consumable]


Product Oxoid Ltd
Product No. Lot No.


Oxoid Staph/Strep Selective Agar PB0935A 2177217


Geographic Regions: U.K.


Manufacturer(s): Oxoid LtdWade Road, Basingstoke RG24 8PW, England


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem: In an April 25, 2018, Urgent Field Safety Noticeletter posted by the U.K. Medicines and Healthcare Products Regulatory Agency(MHRA),
Thermo Fisher states that the above agar may not support the growth of Staphylococci and Streptococcispp. during shelf life and is therefore not
performing tospecification, potentially resulting in false negative results. This product is for the selective isolation and differentiationof Staphylococciand
Streptococci spp. from a range ofsamples. This batch may fail to isolate Streptococcus pyogenes from an invasivewound or blood culture, potentially
resulting in serious consequences forappropriate treatment. For most staphylococci, the risk must be considered asmoderate to high if the organism has
not been isolated. Mitigation with use ofadditional blood containing media would allow these organisms to be isolatedrelatively easily, but if the
laboratory relied only on this staph/strepmedium, the clinical risk must be considered as significant.


Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the April 25, 2018, Urgent
Field Safety Notice letter and Acknowledgment Form from Thermo Fisher. Consult the appropriate technical expert in considering the review of any
reported test results. 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. Complete the Acknowledgment Form.
For Further Information:
Thermo Fisher technical support department
Tel.: 44 (1256) 694238
E-mail: microbiology.techsupport.uk@thermofisher.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Thermo Fisher Scientific: Oxoid [online]. London: Department of


Health; 2018 Apr 30 [cited 2018 Jun 6]. (Field safety notice; reference no. 2018/004/024/601/002). Available from Internet: Click here .


Comments:


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


Source(s):


● 2018 Jun 6. MHRA FSN. 2018/004/024/601/002 Download
● 2018 Jun 6. MHRA FSN. Download
● 2018 Jun 12. Manufacturer. Manufacturer confirmed information contained in source material
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mailto:microbiology.techsupport.uk@thermofisher.com

http://www.oxoid.com/UK/blue/contacts/contacts.asp?c=UK&amp;lang=EN

https://www.gov.uk/drug-device-alerts/field-safety-notice-23-to-27-april-2018?utm_source=f5147c0f-e2a9-45a6-86d6-e8a8d5ff19be&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-23-to-27-april-2018?utm_source=f5147c0f-e2a9-45a6-86d6-e8a8d5ff19be&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

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/174498/20180430MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174499/20180425ThermoFisherOxoidStaphStrepAgarMHRA.pdf
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[High Priority ] - A30761 : �Integra—ADVANSYS MLP/DLP, ADVANSYS TTC, TIBIAXYS, and UNI-CP Plates and TIBIAXYS and Large QWIX Cortical Screws:
Sterility May Be Compromised


[High Priority ] - A30761 : �Integra—ADVANSYS MLP/DLP, ADVANSYS TTC, TIBIAXYS, and UNI-CP
Plates and TIBIAXYS and Large QWIX Cortical Screws: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Thursday, June 14, 2018


UMDNS Terms:
•  Screws, Bone [16101]
•  Plates, Bone [13050]


Product Identifier:
[Consumable]


Product Integra LifeSciences Services
Reference No. Lot No.


ADVANSYS MLP/DLP, ADVANSYS TTC,
TIBIAXYS, and UNI-CP Plates and TIBIAXYS and
Large QWIX Cortical Screws (U.K.)


111740SND F6H4, F70W, F9B8, F9MY, FAJ6, FATG,
FBHN, FC9D, FD33, FD34, FD35, FDQR,
FDQS, FELG, FEW0, FF8X, FGA8, FGCS,
FH80, FHKY
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111745SND F6H5, F853, F9R8, FA4X, FAJ7, FB30, FBHP,
FBRR, FBWE, FC0A, FE0C, FELH, FELJ,
FEW1, FGCT
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111750SND F70X, F7VP, F7VQ, F7VR, F9Z0, FA4Y,
FAP1, FB38, FBHQ, FC0B, FD36, FD37,
FD38, FE0D, FEDE, FE0F, FELK, FEW2,
FF16, FF4V, FF8Y, FF8Z, FFVR, FG3M,
FG3N, FH82, FHCM, FHCN, FHN7
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111755SND F6H6, F7VS, F7VT, F7VU, FAJ8, FATF,
FBHR, FBRS, FCAL, FE0G, FE0H, FE0J,
FELL, FELM, FF4W, FF90, FFVS, FFVT,
FGCU, FH83, FHCP, FHCQ


111760SND
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F6H7, F6H8, F7VV, F7VW, F9Zl, FA4Z,
FAP2, FB31, FB3C, FBHS, FBWP, FD39,
FD3A, FD3B, FD3C, FE0K, FE0L, FE0M,
FE0N, FE0P, FEW3, FF4X, FF91, FF92, FFVU,
FFVV, FFVW, FGCV, FHCR
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111765SND F6H9, F7VX, F7VY, F7VZ, F9Z2, FAS0,
FAP3, FB29, FBHT, FBWF, FD3D, FD3E,
FD3F, FE0Q, FE0R, FE0S, FE0T, FE0U, FF4Y,
FFVX, FFVY, FHCU, FHCV


111770SND


www.ecri.org . Printed from Health Devices Alerts on Tuesday, June 19, 2018 Page 7


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







F6QQ, F70V, F9E9, FAS1, FASL, FB32, FB3D,
FBWQ, FE0V, FE0W, FE0X, FELN, FEW4,
FF4Z, FFVZ


111775SND F6HA, F70Z, F9B9, F9Z3, FAS3, FB39,
FBWG, FF50
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111780SND F61H, F710, F854, F9RQ, F9Z4, FAS4, FB2A,
FB33, FBWH
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111785SND F6HB, F711, F8S5, F9Nl, F9RR, F9Z5, FA55,
FB2B, FBWJ, FBWJ/1, FHCW
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111790SND F712, F7W0, F7Wl, F7W2, F9RS, F9Z6, FA56,
FB2C, FB3A, FBWK
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111795SND F6HC, F7W3, F7W4, F9EA, F9RT, F9Z7,
FA57, FBWL, FE0Y, FE0Z, FELP, FEWS,
FFS2
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111800SND F61K, F7WS, F7W6, F9R9, F9RA, F9Z8,
FA58, FAP4, FB2D, FB3B, FBWM, FDQT,
FDQU, FELQ, FELR, FEW6, FFW3, FGCW
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111805SND FSQC, F6HD, F8S6, F9PV, F9Z9, FA59, FAPS,
FBWN, FD3G, FE10, FELS, FELT, FF55,
FF93, FFW4, FH4U, FH4V, FHL0


111810SND
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E62H/G, F7W7, F9PW, FATE, FBHU, FC0C,
FD3H, FD3J, FE11, FELU, FELV, FF56,
FFWS, FGA9, FGCX
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111815SND F7RW, F7W8, F9EB, FAJ9, FBEA, FBRT,
FD3K, FD3L, FE12, FELW, FEW7, FF57,
FFW6, FGCY


111820SND E62K/G, F7W9, F9EC, F9RB, FBHV, FC9E,
FD3M, FD3N, FDQV, FELX, FELY, FELZ,
FGAA
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121740SND
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F7WH, FAJD, FB2R, FBJS, FD83, FE1F,
FE1G, FEX3, FF9G, FGD4


121745SND F7WJ, F9BC, FAJE, FB2S, FBJ6, FC2J, FD84,
FE1H, FE1J, FFX8, FHD9
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121750SND F6HN, F7WK, F8YB, F9U8, FA4M, FAP7,
FB2H, FBJ7, FC2K, FD85, FD86, FE1K, FE1L,
FFX9, FFXA, FGDS
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121755SND F6HP, F7WL, FAJF, FB2J, FBJ8, FBRV, FC2L,
FD87, FE1M, FE1N, FF9H, FFXB, FH53,
FHL1


121760SND
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F6HQ, F7WM, FAH2, FB2V, FB88, FBJ9,
FD89, FE1P, FE1Q, FEX4, FHDB, FHDB/1,
FHDC


121765SND F6HR, F8BW, F9U9, FB2T, FBJA, FD8A,
FD8B, FE1R, FE1S, FFXC, FH84
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121770SND F6HS, F7WW, F9RD, FA4N, FB2W, FBWT,
FE1T, FFXD, FH85, FH85/1
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121775SND
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F6HT, F8YC, F9PX, F9UA, F9ZD, FA4P,
FBWU, FDQW, FDQX, FDQY, FDQZ, FE1U,
FFXF


121780SND F6HU, F7JQ, F9UB, FA4Q, FAP8, FBJB,
FBWV, FC2M, FDR0, FDR1, FDR2, FDR2/1,
FHDD/1
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121785SND F6HV, F7WN, FAJG, FBJC, FD8C, FD8D,
FD8E, FE1V, FEXS, FH54, FH54/1
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121790SND F8YD, FB2X, FCAJ, FE1W, FEX6, FFXG,
FH86
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121795SND F6HW, F7BH, FBRW, FCCC, FE1X, FE1Y,
FF9K, FGAC, FHDE
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121800SND F6AR, FCAM, FD8F, FE1Z, FF9L, FF9M,
FHSS, FH87, FH87/1
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121805SND F6HX, F9FN, FCAK, FE20, FF9N, FGD6
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181031S
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E8N2/G, E8NL/G, E8P4/G, E8PS/G, E8KW/G,
E8KW/G1, F8EH


181032S E8PS/G, E8P5/G1, E8PT/G, EB1C/G, EBKX/G,
F8EJ
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181033S E8PU/G
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181021S E8NH/G, E8P1/G, EB18/G
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181022S E8MF/G, E8MF/G/Q, E8PQ/G, EBKU/G
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181023S E8MG/G, E8P3/G, E8PR/G, F8EG


Large QWIX Cortical Screws 111740S F6H4, F70W, F9B8, F9MV, FAJG, FATG,
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FBHN, FC9D, FD33, FD34, FD35, FDQR,
FDQS, FELG, FEW0, FFBX, FGA8, FGCS,
FH80


111745S F6H5, F8S3, F9R8, FA4X, FAJ7, FB30, F8HP,
FBRR, FBWE, FC0A, FE0C, FELH, FELJ,
FEW1, FGCT
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111750S F70X, F7VP, F7VQ, F7VR, F9Z0, FA4Y,
FAP1, FB38, FBHQ, FC0B, FD36, FD37,
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FD38, FE0D, FE0E, F7VR, F9Z0, FA4Y, FAP1,
FB38, FBHQ, FC0B, FD36, FD37, FD38,
FE0D, FE0E, FE0F, FELK, FEW2, FF16,
FF4V, FF8Y, FF8Z, FFVR, FG3M, FG3N,
FH82, FHCM


111755S
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F5Q7, F6H6, F7VS, F7VT, F7VU, FAJ8, FATF,
FBHR, FBRS, FCAL, FE0G, FE0H, FE0J,
FELL, FELM, FF4W, FF90, FFVS, FFVT,
FGCU, FH83


111760S
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F5Q8, F6H7, F6H8, F7VV, F7VW, F9Z1,
FA4Z, FAP2, F831, FB3C, FBHS, FBWP,
FD39, FD3A, FD3B, FD3C, FE0K, FE0L,
FE0M, FE0N, FE0P, FEW3, FF4X, FF91, FF92,
FFVU, FFVV, FFVW, FGCV, FHCR


111765S FSQ9, F6H9, F7VX, F7VY, F7VZ, F9Z2,
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FA50, FAP3, FB29, FBHT, FBWF, FD3D,
FD3E, FD3F, FE0Q, FE0R, FE0S, FE0T, FE0U,
FF4Y, FFVX, FFVY, FHCU


111770S
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FSQA, F6QQ, F70Y, F9E9, FA51, FA5L, FB32,
FB3D, FBWQ, FE0V, FE0W, FE0X, FELN,
FEW4, FF4Z


111775S F6HA, F70Z, F9B9, F9Z3, FA53, FB39, FBWG
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111780S
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F61H, F710, F854, F9RQ, F9Z4, FAS4, FB2A,
FB33, FBWH


111785S F61J, FGHB, F711, F855, F9N1, F9RR, F9Z5,
FA55 FB2B, FBWJ, FBWJ/1
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111790S
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F5QB, F712, F7W0, F7W1, F7W2, F9RS,
F9Z6, FA56, FB2C, FB3A, FBWK
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111795S FGHC, F7W3, F7W4, F9EA, F9RT, F9Z7,
FA57, FBWL, FE0Y, FE0Z, FELP, FEW5,
FF52


111800S
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F5LE, F61K, F7W5, F7W6, F9R9, F9RA, F9Z8,
FA58, FAP4, FB2D, FB3B, FBWM, FDQ,
FDQU, FELQ, FELR, FEW6, FGCW
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111805S FSQC, FGHD, F8S6, F9PV, F9Z9, FA59,
FAP5, FBWN, FD3G, FE10, FEL5, FELT,
FF55, FF93, FFW4, FH4V


111810S
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E62H/G, F5LF, F7W7, F9PW, FATE, FBHU,
FC0C, FD3H, FD3J, FE11, FELU, FELV, FF56,
FFWS, FGA9, FGCX


111815S F7RW, F7W8, F9EB, FAJ9, FBEA, FBRT,
FD3K, FD3L, FE12, FELW, FEW7, FF57,
FFW6, FGCY
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111820S E62K/G, F5LG, F7W9, F9EC, F9RB, FBHV,
FC9E, FD3M, FD3N, FDQV, FELX, FELY,
FELZ, FGAA
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121740S F7WH, FAJD, FB2R, FBJ5, FD83, FE1F,
FE1G, FEX3, FF9G, FGD4
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121745S F6BV, F7WJ, F9BC, FAJE, FB2S, FBJ6, FC2J,
FD84, FE1H, FE1J, FFXB
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121750S F6HN, F7WK, F8YB, F9U8, FA4M, FAP7,
FB2H, FBJ7, FC2K, FD85, FD86, FE1K, FE1L,
FFX9, FFXA, FGD5


121755S
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F6HP, F7WL, FAJF, FB2J, FBJ8, FBRV, FC2L,
FD87, FE1M, FE1N, FF9H, FFXS


121760S F6HQ, F7WM, FAH2, FB2V, FB88, FBJ9,
FD89, FE1P, FE1Q, FEX4, FHDB, FHDB/1
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121765S FGHR, F88W, F9U9, FB2T, FBJA, FD8A,
FD8B, FE1R, FE1S, FFXC
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121770S F64T, F6HS, F7WW, F9RD, FA4N, FB2W,
FBWT, FE1T, FFXD, FH85, FHSS/1


121775S F6HT, F8YC, F9PX, F9UA, F9ZD, FA4P,
FBWU, FDQW, FDQX, FDQY, FDQZ, FE1U,
FFXF


www.ecri.org . Printed from Health Devices Alerts on Tuesday, June 19, 2018 Page 139


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







121780S F6HU, F7JQ, F9UB, FA4Q, FAP8, FBJB,
FBWV, FC2M, FDR0, FDR1, FDR2, FDR2/1
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121785S F60U, F6HV, F7WN, FAJG, FBJC, FD8C,
FD8D, FD8E, FE1V, FEXS, FHS4, FHS4/1
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121790S F8YD, FB2X, FCAJ, FE1W, FEX6, FFXG,
FH86
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121795S F6HW, F7BH, FBRW, FCCC, FE1X, FE1Y,
FF9K, FGAC
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121800S F6AR, FCAM, FD8F, FE12, FF9L, FF9M,
FH55
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121805S F6HX, F9FN, FCAK, FE20, FF9N, FGD6
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121810S F5LK, F7WP, F9RE, FD8G, FE21, FEX7,
FF9P, FFXH
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121815S F7WQ, FBJD, FCCD, FD8H, FE22, FF9Q,
FF9R, FGAD
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121820S F9BD, FBJE, FD8J, FD8K, FE23, FF9S, FG3P
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TIBIAXYS Cortical Screws 150010S
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F8X6, F9K6, F9YE, F9YH, FAC1, FAFD,
FBTV, FC90, FC93, FD10, FGL3, FGL3/1


150020S F6R7, F6R8, F6R9, F8X7, F8X8, F9MH, FAA6,
FAU7, FAU8, FAZW, FAZX, FAZY, FD11,
FD12, FFGP, FGL1, FGL2, FH73, FH75, FH7T
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150030S FGM5, FHRR


150040S F6RA, F6RB, F7PB, F9KG, FAFE, FBTT,
FC91, FGL0, FH7U


150120S F77H, F77J, F77K, F9MJ, F9YF, F9YG, FAA7,
FAZZ, FBTU, FC92, FCV9, FFGR, FGGY,
FGGZ, FGM8, FGM9, FH7W, FHK2


150110S F97D, F9KH, FAU9, FCN0, FGGW, FGM7,
FH7V


150130S EB5W/G, EDJX/G, FAUA, FG0J


150200S F6RR, F7X0, F98B, FAWZ, FD8L, FD8M,
FE2T, FEX8


150240S F6RS, F88U, F9F1, FBBS, FD8N, FD8P, FE2U,
FE2V, FE2W, FEX9, FF1M, FFPT, FGNW,
FGNX


150242S F6RU, F88V, F98F, FAX0, FCB9, FE2X,
FE2Y, FE2Z, FF1N, FFPU, FFPV, FGNZ,
FGX2


150246S F6RV, F88W, F9F2, FBBT, FCBA, FD8Q,
FE30, FE31, FE32, FE33, FEXA, FF1P, FFPW,
FG7L, FGP0, FGX3


150250S F6RW, F88X, F9F3, FBBU, FCPQ, FDSB,
FDSC, FE34, FE35, FEXB, FF1Q, FFPX,
FG7M, FG7N, FGX4


150255S F6YN, F6YN/1, F6VN/2, F6YN/3, F6YN/4,
F6YN/5, F6YN/A


150260S F6RX, F7X1, F8XU, F9F5, FAX1, FBBV,
FCPR, FD8R, FE36, FE37, FF1R, FFPY, FG7P


150265S F6RY, F88Y, F989, F9F6, F9VA, FCBB,
FDSD, FE38 – FFPZ, FG7Q, FH2T


150270S F6RZ, F8LD, F9BX, F9VB, FBBW, FD85,
FE39, FF1S, FG7R


150275S F6S0, F88Z, F98A, F9BW, FBBX, FCPS,
FE3A, FEXC


150280S FGS1, F7X2, F98D, FAPQ, FBBY, FCPT,
FE3B, FF1T, FG75


150285S F6S2, F7X3, F9F7, FBBZ, FD8T, FE3C, FF1U,
FG7T


150290S EB7X/G, F6S3, F890, F98G, FBC0, FCPU,
FDSE, FE3D, FF1V


150514S EA0T/G, F6W9, F7Z1, F8EB, FAXQ, FCGX,
FEHH, FEXD, FG1C


150516S F6WA, F7Z2, F8EC, FAY4, FCGY, FEHJ,
FEXE, FG1D


Geographic Regions: Argentina, Australia, Canada, Chile, China, Europe, Malaysia, Panama, Thailand, U.K., U.S.


Manufacturer(s): Integra LifeSciences ServicesImmeuble Sequoia 2, Saint Priest F-69800, France
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Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management


Problem:
�In a May 17, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) and a May
2018 Urgent Voluntary Medical Device Recall letter submitted by an ECRI Institute member hospital, Integra states that the packaging of the above
products may have a sealing defect, potentially leading to the sterility of the packaging or the product being compromised. The sealing defect is a non-
homogeneous seal or insufficient sealing width. Integra also states that loss of sterility may result in a wound infection that is significant but reversible,
necessitating intervention beyond the standard of care. The package defect may not be easily detectable by visual inspection before use. Integra further
states that this problem may cause a superficial infection requiring PO antibiotics and wound care or deep infection requiring IV antibiotics and device
removal.


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
May 2018 letter(s) and Recall Acknowledgment form from Integra. Regardless of whether you have affected product, complete the Recall
Acknowledgment form and return it to Integra using the instructions on the form. Upon receipt of the form, Integra will contact your facility to arrange
for product return and 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:
Integra customer service department
Tel.: (800) 654-2873, 8 a.m. to 8 p.m. Eastern time, Monday through Friday
E-mail: custsvcni@integralife.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Newdeal SAS (INTEGRA): ADVANSYS MLP/DLP; ADVANSYS


TTC; TIBIAXYS; UNI-CP; [online]. London: Department of Health; 2018 Jun 4 [cited 2018 Jun 5]. (Field safety notice; reference no.
2018/005/025/291/009). 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):


● 2018 Jun 5. MHRA FSN. 2018/005/025/291/009 Download
● 2018 Jun 5. MHRA FSN. (includes reply form) Download
● 2018 Jun 11. Member Hospital. 0971858-1-EN (includes reply form) Download
● 2018 Jun 13. Manufacturer. The manufacturer confirmed the information provided in the source material.
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mailto:custsvcni@integralife.com

http://investor.integralife.com/contact-us

https://www.gov.uk/drug-device-alerts/field-safety-notices-28-may-to-1-june-2018?utm_source=93be5e56-3174-40a2-b345-97bd2bb6609f&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notices-28-may-to-1-june-2018?utm_source=93be5e56-3174-40a2-b345-97bd2bb6609f&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

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/174948/20180604MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174949/20180517IntegraADVANSYSQWIXTIBIAXYSUNICPProductsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174950/201805xxIntegraVariousProductsCLIENT_Redacted2.pdf



AFHajlan
(A30761) Integra-ADVANS.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

ArcRoyal procedure packs containing 

B.Braun Vasofix Safety ported cannulas

6/18/2018 Owens & Minor FSN httpsN/ANew

Bard 3 Fr Single-Lumen and 4 Fr Dual-

Lumen PowerPICC Provena Catheters

6/19/2018 C R Bard Inc 2 AttacC.R. BARD Saudi Arabia# New

Cirrus-14 Wire Guide AQ Hydrophilic 

Coating

6/19/2018 Cook Medical Europe Limited FSN httpsMajal Care for Trading Est.New

da Vinci Xi EndoWrist Suction Irrigator. 6/18/2018 Intuitive Surgical Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12776Gulf Medical Co.New

Hospira Flexible Intravenous Containers 

Containing Dextrose and Sodium Chloride

6/19/2018 ICU Medical, Inc 2 AttacAL-KAMAL Import# Update

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

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12775
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12787
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12776
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A30398 01 : �Concordance—Bard 3 Fr Single-Lumen and 4 Fr Dual-Lumen PowerPICC Provena Catheters: May Leak at the Hub


[High Priority ] - A30398 01 : �Concordance—Bard 3 Fr Single-Lumen and 4 Fr Dual-Lumen
PowerPICC Provena Catheters: May Leak at the Hub
Medical Device Ongoing Action
Published: Wednesday, June 13, 2018


UMDNS Terms:
•  Catheters, Vascular, Infusion, Central Venous, Peripherally-Inserted  [18017]


Product Identifier:
[Consumable]


For affected Seneca numbers, see the Concordance letter sent to your facility.


Product Bard Access Systems Inc., a BD company
Part No. Lot No.


3 Fr Single-Lumen Catheters, 4 Fr Dual-Lumen
PowerPICC Provena Catheters


CK000114A REBV2151, REBZ1268, RECQ0041
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CK000283A REBV1203
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CK000759 REB52133, REBX2038, REBW1228, REBX0457
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CK000765 REBT0255, REBT0843
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CK000767 REBT1889, REBW1216, REBX0441
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CK000770 REBU0664, REBX0460, REBV2233
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S0173108PD REBR1399, REB52081, REBU1224, REBY1316,
RECN2678
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S0274108PD REBQ1889, REBT0697
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S1173108 REBQ1882, REBQ2473, REBU1584, REBT0688,
REBX1560, REBY1472, RECP1895, REBY1170
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S1173108D REBN2329, REBQ2474, REBV0536, REB51988,
REBT0240, REBT1398, REBU0293, REBU0690,
REBY0782, REBY2516, REBZ0958, REBY1982,
REBZ0838, RECN1199, RECN2175, RECP0357
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S1173108PD REBP0948, REBQ2479, REB50167, REBR1398,
REBW1843, REBX1663, REBY0832, REBZ1627,
REBZ0840, RECN0088, RECN1200, RECN2177,
RECP0594, REBY2740


S1274108 REBQ1883, REBT0682, REBU1047, REBT1846,
REBT2073, REBY1004, RECN1068, REBZ1678
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S1274108D
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REBN2334, REBQ1887, REBR0160, REBN1883,
REBS0062, REB51035, REB51567, REBR1347,
REB52562, REBT0755, REB50781, REB51033,
REB52070, REBT1602, REBW0268, REBU0296,
REBU0765, REBU1271, REBW1840, REBX0325,
REBX1581, REBX2436, REBX0326, REBY0835,
REBZ0814, REBV1690, REBV2326, REBW0782,
REBW1841, REBW1988, REBX1240, RECN0085,
REBY0518, REBY2013, RECN0938, RECN2573,
RECP0590, REBY2739, REBZ0885, REBZ1625,
RECN1381, RECN2461


S1274108PD REBP1971, REBN2378, REBT0146, REBT0146,
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REBT0757, REBR1345, REBW0728, REBV2327,
REBY0780, REBX1122, REBY1239, RECN0939,
REBY2518, REBZ1718, RECN0027, RECN2563,
RECP2482


S1274118 REBQ1891, REBT0078
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S3173108 REBT1882
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S3173108 REBT1882


S3173108D REBQ2592, REBR1014, REBT0147


S3173108PD REBQ2480, REBX1664, REB50171, REBZ0960,
RECN1406


S3173118 REBV1102, REBY0008


S3173335 REBP0949, REBQ2587, REBY1941


S3173335P REBP1024, REBT0116, REBV0052


S3173355 REBP0950, REBQ2586, REBR1261, REBW1532,
RECP2311


S3173355P REBP1023, REBQ2590, REBT0101, REBT0737,
REBT1801, REBT1948, REBU0082, REBU0714,
REBU1265


S3274108 REBT1884


S3274108D REBQ1886, REBQ1276, REBQ2476, REBU0297,
REBY0834, REBX2246, RECN2679, RECQ0417,
REBY2517, REBZ0839, RECP0591, RECN0023


S3274108PD REBP1471, REBT2364, REBR1401, REBT0233,
REBT1403


S3274118 REBV1104


S3274335 REBP1580, REBQ1885, REB50574, REBT0805,
REBT1585, REBY0879, RECN0888, REBZ0681


S3274335P REBP1583, REBQ1890, REB50534


S3274355 REBP1581, REBQ1884, REBR1259, REBT1802,
REBU0083, REBU0734, REBV0533, RECP0846,
REBZ0494, REBZ1826


S3274355P REBP1582, REB50026, REB51557, REB52011,
REB52550, REBT0168, REBT0204, REB50843


S9173108 REBT1883


S91731080 REBN2332, REBQ2475, REBU1640


S9173108PD REBP1020, REBT0234, REBU2255, REBZ0816


S9173118 REBV1103


S9274108 REBT1885


S9274108D REBN2336, REBQ1892, REBQ2477, REBT0754,
REBU0059, REBU0691, REBU1639, RECP0358,
RECN0084, RECN1403


S9274108PD REBQ1888, REBN2379, REBT1446, REBT1340,
REBU0694, REBZ0815, RECP1511


S9274118 REBU0001, REBU0002


Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
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Distributor(s): •  Concordance Healthcare Solutions3901 W 34th St N, Sioux Falls, SD 57107, United States


Manufacturer(s): Bard Access Systems Inc., a BD company605 N 5600 W, Salt Lake City, UT 84116, United States


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


Summary:
�This Alert provides information on a Concordance subrecall of the above products based on an April 24, 2018, Urgent Medical Device Recall letter
submitted by an ECRI Institute member hospital. The distributor has not confirmed the information provided in the source material. For information on
the action initiated by Bard, see Alert A30398 .
Problem:
�In an April 11, 2018, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Bard states that the above catheters may leak
at the hub, potentially leading to the following:


● Leakage of infusate
● Disruption/inability to power inject or deliver therapeutic infusates
● Air embolism
● Blood exposure
● Underdosing of the patient
● Ingress of air or pathogenic microorganisms
● Blood loss


Bard also states that the severity of potential harm is negligible to moderate and that potential injuries include discomfort, minor nonpermanent injury,
and/or temporary disability.


Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. For an example of a product label, see the letter . If you have affected
product, verify that you have received the April 24, 2018, Urgent Medical Device Recall letter and copy of the April 11, 2018, Bard Urgent Medical
Device Recall letter from Concordance. To arrange for product return and to receive credit, contact a Concordance customer service representative.
For Further Information:
Concordance
Website: Click here
Bard recall coordinator
Tel.: (800) 290-1689, 8 a.m. to 5 p.m. Mountain 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):


● 2018 Jun 13. Member Hospital. April 24, 2018, Concordance letter (includes reply form) Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634214

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634214

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174820/20180424ConcordanceBD3FrSingleLumenAnd4FrDualLumenPowerPICCProvenaCathetersClient_Redacted.pdf?option=80F0607

https://www.concordancehealthcare.com/contact-us

https://www.crbard.com/en-US/Contacts

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/174820/20180424ConcordanceBD3FrSingleLumenAnd4FrDualLumenPowerPICCProvenaCathetersClient_Redacted.pdf



AFHajlan
(A30398 01)  Concordance-Bard 3 Fr Single.pdf




[High Priority ] - A30785 03 : ICU Medical—Hospira Flexible Intravenous Containers Containing Dextrose and Sodium Chloride: May Leak


[High Priority ] - A30785 03 : ICU Medical—Hospira Flexible Intravenous Containers Containing
Dextrose and Sodium Chloride: May Leak
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Monday, June 11, 2018


UMDNS Terms:
•  Intravenous Fluid Containers [12172]


Product Identifier:
[Consumable]


Note: The lot number on the shipping carton label may be followed by additional digits (e.g., 85-023-JT-XX). Product was distributed between January
24 and May 16, 2018.


Product ICU Medical Inc
NDC Lot No. Expiration Date


250 mL Hospira Dextrose 5% Solution
USP


0409-7922-02 86-033-JT 2019 Aug 1


100 mL Hospira Sodium Chloride 0.9%
Solution USP


0409-7984-37 85-021-JT 2020 Jan 1


0409-7984-37 86-001-JT 2020 Feb 1


0409-7984-23 85-016-JT 2020 Jan 1


250 mL Hospira Sodium Chloride 0.9%
Solution USP


0409-7983-02 85-018-JT, 85-031-JT 2020 Jan 1


100 mL Hospira Sodium Chloride 0.45%
Solution USP


0409-7730-37 85-023-JT 2019 Jul 1


Geographic Regions: Guam U.S.


Manufacturer(s): ICU Medical Inc 951 Calle Amanecer, San Clemente, CA 92673, United States 


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


Summary: Update Reason: Additional Product Identifier information, U.S. and Guam distribution. This Alert provides additional information based on
a June 6, 2018, Urgent Drug Recall letter submitted by an ECRI Institute member hospital regarding Alert A30785 . Additional information is provided
in the Product Identifier field; the U.S. has been added to the Geographic Distribution field.
Problem: In a May 31, 2018, Urgent Drug Recall Type 1 letter submitted by an ECRI Institute member hospital, ICU Medical states that the above
solution bags may leak, potentially leading to delay or interruption of therapy, infusion of biologic and nonbiologic contamination, spillage, skin and
mucous membrane exposure to allergenic or hazardous substances, and/or inadequate or inconsistent solution/medication dosing. ICU Medical has
received no reports of adverse events associated with this problem.


Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. For examples of affected labels, see the illustrations in the letter . If you
have affected product, verify that you have received the June 6, 2018, Urgent Drug Recall Type, Response Form, and shipping label from ICU Medical.
The following actions are those listed in Alert A30785 . Regardless of whether you have affected product, complete the Response Form and return it to
ICU Medical using the information on the form. 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 or ask them to contact Stericycle by telephone using the information below to
obtain a response form. Using the single-use return label and the instructions on the label, return affected product to Stericycle. To obtain additional
labels, contact Stericycle using the information below. 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 
website .
 
For Further Information:
Stericycle
Tel.: (877) 377-5122, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
Website: Click here
To report adverse events:
ICU Medical global complaint management department
Tel.: (844) 654-7780
E-mail: productcomplaintspp@icumed.com
ICU Medical drug safety department
Tel.: (844) 654-7780
E-mail: drugsafety@icumed.com
For medical inquiries:
ICU Medical medical information department
Tel.: (800) 241-4002 (select option 6)
E-mail: medinfo_us@icumed.onmicrosoft.com
Website: Click here
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634953

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634953

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174619/20180606ICUMedicalDextroseandNaCLCLIENT_Redacted.pdf?option=80F0607

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634953

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634953

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

https://www.stericycle.com/contact-us

mailto:productcomplaintspp@icumed.com

mailto:drugsafety@icumed.com

mailto:medinfo_us@icumed.onmicrosoft.com

http://www.icumed.com/contact-us.asp





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):


● 2018 Jun 11. Member Hospital. ICU Medical letter submitted by an ECRI Institute member hospital (includes reply form) Download
● 2018 Jun 11. Member Hospital. May 31, 2018, ICU Medical letter submitted by an ECRI Institute member hospital (includes reply 


form) Download
● 2018 Jun 11. Manufacturer Letter. Download
● 2018 Jun 11. Manufacturer. The manufacturer confirmed the information in the source material
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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/174641/20180606ICUMedicalDextroseandNaCLCLIENT_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174642/20180531ICUMedicalDextroseandNaCLCLIENT_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174643/20180606ICUMedicalDextroseandNaCLMFR.pdf



AFHajlan
(A30785 03) ICU Medical-Hospira Flexible.pdf


