
SBED Weekly Update 05-Dec-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 

52 SFDA website
11/28/2017 12/3/2017

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

Ref: WU1749

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

Computer Assisted 

Surgical Device.

11/30/2017 Zimmer Biomet 2 httpsAl Amin Medical 

Instruments Co. Ltd.

New

ComputerAssisted 

Surgical Device.,

11/30/2017 Zimmer Biomet 2 httpsAl Amin Medical 

Instruments Co. Ltd.

New

Rechargeable Li-Ion 

Batteries with incorrect 

firmware used in Puritan 

Bennett 980 Ventilators

11/30/2017 Medtronic SA 2 https

://nc

mdr.

Medtronic Saudi ArabiaNew

ROSA Spine 1.0.2 11/30/2017 Zimmer Biomet 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11828Al Amin Medical Instruments Co. Ltd.New

Southmedic ETCO2 

OxyMask Oxygen Masks

11/29/2017 Vyaire Medical 2 AttacN/A# New

Assistive products for persons with disability

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11830
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11829
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11825
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11828
http://Attached



[High Priority ] - A29519 : Vyaire—Southmedic ETCO2 OxyMask Oxygen Masks: CO2 Diffuser May Be Loose or Missing


[High Priority ] - A29519 : Vyaire—Southmedic ETCO2 OxyMask Oxygen Masks: CO2 Diffuser May Be
Loose or Missing
Medical Device Ongoing Action
Published: Wednesday, November 15, 2017
Last Updated: Friday, November 17, 2017


UMDNS Terms:
•  Masks, Air-Oxygen [12448]


Product Identifier: �Southmedic End Tidal CO2 (ETCO2) OxyMask Oxygen Masks/Vyaire OxyMask End-Tidal CO2 with 7-ft Tubing [Consumable
]
Part No. OM-2125-8; Lot Nos.: W40056, W40161, W40162, W40317, W40556, W40645, W40668


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


Distributor(s): •  Vyaire Medical Inc100 S Saunders Rd Unit 150, Lake Forest, IL 60045, United States


Manufacturer(s): Southmedic Inc50 Alliance Blvd, Barrie, ON L4M 5K3, Canada


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


Problem:
�In an October 17, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Southmedic states that that above
oxygen masks may have loose or missing CO2 diffusers, potentially resulting in a nonfunctioning mask. In a November 6, 2017, Urgent Medical Device
Recall letter submitted by an ECRI Institute member hospital, Vyaire initiated a subrecall of the above oxygen masks, which are manufactured by
Southmedic. The manufacturer and distributor have 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 November 6, 2017, Urgent
Medical Device Recall letter and copy of the Southmedic October 17, 2017, Urgent Medical Device Recall letter from Vyaire. To request credit or
replacement product, and to obtain a return goods authorization (RGA), contact the Vyaire customer service department by telephone at (800) 323-9088
(select option 1, then option 1) from 8 a.m. to 5 p.m. Central time, Monday through Friday, and have your purchase order number available. Return
affected product to Owens & Minor, 6201 Global Distribution Way, Louisville, KY 40228, United States. Vyaire states that you are not required to return
a Confirmation Form as referenced in the Southmedic communication. Inform all relevant personnel at your facility of the information in the letters and
forward a copy of the letters to any facility to which you have further distributed affected product.
 
For Further Information:
Lindy Schenning, Vyaire
Tel.: (872) 757-0109
E-mail: lindy.schenning@vyaire.com
Website: Click here  
Southmedic
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 Nov 14. Member Hospital. Vyaire/Southmedic letters submitted by ECRI Institute member hospital Download
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mailto:lindy.schenning@vyaire.com

http://www.vyaire.com/contact/

http://www.vyaire.com/contact/

http://southmedic.com/

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/163806/20171106VyaireSouthmedicETCO2OxyMasksClientRedacted.pdf



AFHajlan
(A29519) Vyaire-Southmedic ETCO2 OxyMask.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Molnlycke Sundance 

Solutions Z-Flo Fluidized 

Positioners

12/3/2017 Medline Industries Inc…. 2 Attac

hed

Ikar Establishment# New

Wheelchair models 

Skater, Trend, Jump 

alpha/ beta, Vector

11/28/2017 SORG Rollstuhltechnik FSN https

://nc

N/ANew

Dental devices

Various Dental Products 11/28/2017 Zimmer inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11802Ebrahim M. Al-Mana & Bros. Co. Ltd.New

Diagnostic and therapeutic radiation devices

BRAINLAB EXACTRAC 

VERO

11/30/2017 Brainlab AG 2 httpsAl-Jeel Medical & 

Trading Co. LTD

New

CosyCrib Neonatal 

Nursing Systems

11/30/2017 Inspiration Healthcare 

Group PLC

2 AttacAlwiam Medical 

Company

# New

Integrity 1.2 11/30/2017Elekta Business Area Software Systems IMPAC Medical Systems Inc. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11827Medical Regulations GateUpdate

IntelliSpace 

Cardiovascular and 

Xcelera Systems

11/30/2017 Philips Healthcare 2 Attac

hed

Philips Healthcare 

Saudi Arabia Ltd.

# New

Millennium VG, Discovery 

VH, VariCam

11/28/2017 GE Healthcare FSN httpsGE HealthcareNew

Model 8110 Alaris 

Syringe and Model 8120 

Alaris PCA Modules

11/30/2017 CareFusion Alaris A BD 

Co

2 Attac

hed

Becton Dickinson B.V.# New

Presource Kits Containing 

Skytron/Ecolab 

Disposable Camera 

Covers

11/30/2017 Cardinal Health.. 2 Attac

hed

Medical Technology 

Establishment

# New

RayStation and RayPlan 12/3/2017 RaySearch Laboratories AB 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11837N/ANew

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11800
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11802
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11831
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11827
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11808
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11837



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


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


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


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


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


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


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


Suggested Distribution: Nursing, NICU, Materials Management


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


Action Needed: Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the Immediate
Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected product, complete the
Urgent Remedial Action Response Form and return it to Medline using the information on the form. Upon receipt of the form, Medline will provide your
facility with shipping labels (if applicable). Upon receipt of affected product, Medline will provide your facility with credit. Forward a copy of the letter
to any facility to which you have further distributed affected product.
 
For Further Information:
Medline
Tel.: (866) 359-1704
Website: Click here
Molnlycke customer service department
Tel.: (800) 843-8497
Website: Click here
Comments:


 


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


Source(s):


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

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

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

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

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

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

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



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




[High Priority ] - A29555 : �Inspiration—CosyCrib Neonatal Nursing Systems: Power Cable May Wear Excessively When Attached to Frame, Potentially
Resulting in Exposed Power Cable Wires


[High Priority ] - A29555 : �Inspiration—CosyCrib Neonatal Nursing Systems: Power Cable May Wear
Excessively When Attached to Frame, Potentially Resulting in Exposed Power Cable Wires
Medical Device Ongoing Action
Published: Wednesday, November 22, 2017


UMDNS Terms:
•  Infant Care Stations, Radiant Warming [33720]


Product Identifier:
CosyCrib Neonatal
Nursing Systems:


Product 
Nos.:


Standard IDM-
CCS001


Wide IDM-
CCS002


[Capital Equipment]
All lot numbers


Geographic Regions: Australia, Belgium, China, Czech Republic, Finland, France, Japan, Latvia, Luxembourg, The Netherlands, Norway, Poland,
Portugal, &#160;Russia, Saudi Arabia, South Africa, Spain, Sweden, Turkey, &#160;U.K., United Arab Emirates


Manufacturer(s): Inspiration Healthcare Ltd  Gildor House West Street, Earl Shilton, Leicestershire LE9 7EJ, England


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


Problem:
�In a September 11, 2017, Urgent Field Safety Corrective Action letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Inspiration states that the power cable on the above neonatal nursing systems may wear excessively when attached to the frame, potentially
resulting in exposed power cable wires. Inspiration also states that this problem may result in electrical current being transmitted to the metal frame of the
CosyCrib, possibly causing electrical arcing.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the September 11, 2017, Urgent Field
Safety Corrective Action letter from Inspiration. Inspiration recommends that you remove the potential risk of the above problem, remove the power cord
from the affected systems; if the power cord is removed, you may continue to use the system. Inspiration will contact your facility to arrange to repair the
device to prevent this problem from occurring. Inspiration states that all affected devices in the U.K. have been repaired and that it has sent repair
instructions to all distributors outside the U.K. 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:
Inspiration
E-mail: info@inspiration-healthcare.com
Website: Click here
References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Inspiration Healthcare: CosyCrib neonatal nursing system [online].
London: Department of Health; 2017 Nov 20 [cited 2017 Nov 22]. (Field safety notice; reference no. 2017/009/005/601/005). 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 Nov 22. MHRA FSN. 2017/009/005/601/005 Download
● 2017 Nov 22. MHRA FSN. MHRA Reference  No. FA2017-3 Download
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mailto:info@inspiration-healthcare.com

https://www.inspiration-healthcare.com/contact-us

https://www.gov.uk/drug-device-alerts/field-safety-notice-13-to-17-november-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-13-to-17-november-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/164038/20171120InspirationCosyCribMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164039/20170911InspirationCosyCribMHRA.pdf



AFHajlan
(A29555) Inspiration-CosyCrib.pdf




[High Priority ] - A29535 : Philips—�IntelliSpace Cardiovascular and Xcelera Systems: Manufacturer Provides Information Regarding Cybersecurity Vulnerability


[High Priority ] - A29535 : Philips—�IntelliSpace Cardiovascular and Xcelera Systems: Manufacturer
Provides Information Regarding Cybersecurity Vulnerability
Medical Device Ongoing Action
Published: Tuesday, November 21, 2017
Last Updated: Wednesday, November 22, 2017


UMDNS Terms:
•  Information Systems, Data Management, Cardiology, Electrocardiography [22499]


Product Identifier:
Cardiac Image and Information Management Systems: (1) IntelliSpace Cardiovascular, (2) Xcelera [Capital Equipment]
Versions: (1) Version 2.3.0 and below, (2) R4.1L1 and below


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


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


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


Problem:
In a November 13, 2017, Philips Customer Information on IntelliSpace Cardiovascular and Xcelera Vulnerabilities posting and a November 14, 2017,
Control Systems Cyber Emergency Response Team (ICS-CERT) Advisory, Philips and ICS-CERT state that the following vulnerability has been
identified in the above systems:


● Insufficiently Protected Credentials (CWE-522): Credentials are stored in cleartext in system files that may allow an attacker with elevated
privileges to gain unauthorized access to data, including patient health information and system resources, and to misuse connected assets.


ICS-CERT states this vulnerability could be exploited remotely and that that successful exploitation of this vulnerability may allow an attacker to gain
unauthorized access to sensitive information stored on the system, modify device configuration, and gain access to connected devices. ICS-CERT also
states that the effect on individual organizations depends on many factors that are unique to each organization. ICS-CERT further states that no known
public exploits specifically target this vulnerability. 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 November 13, 2017, Philips Customer
Information on IntelliSpace Cardiovascular and Xcelera Vulnerabilities  post and the November 14, 2017, ICS-CERT Advisory . Philips is producing
software hotfix updates for all IntelliSpace Cardiovascular and the latest Xcelera versions, some of these are available upon request, while others are in
the process of development and are expected to be completed by the end of 2017. Philips has also initiated a voluntary medical device correction in
connection with IntelliSpace Cardiovascular proactive field change order reference FCO83000202, which will be issued as IntelliSpace Cardiovascular
updates become available. ICS-CERT recommends that organizations evaluate the effect of this vulnerability based on their operational environment and
specific clinical usage. ICS-CERT also recommends that users do the following:


● Minimize network exposure for all medical 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.
● When remote access is required, use secure methods, 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 VPNs are only as secure as the connected
devices.


You may also refer to the ICS-CERT security recommended practices . Additional mitigation guidance and recommended practices are also available in
the ICS-CERT Technical Information Paper . Follow the established internal procedures of your organization if you observe any suspected malicious
activity, and report the findings to ICS-CERT for tracking and correlation against other incidents.
For Further Information:
Philips
Website: Click here


�References:
● Philips. Customer information on IntelliSpace Cardiovascular and Xcelera vulnerabilities [online]. 2017 Nov 13 [cited 2017 Nov 16].


Available from Internet: Click here .
● United States. Department of Homeland Security. Industrial Control Systems Cyber Emergency Response Team. Advisory. Philips


IntelliSpace Cardiovascular system and Xcelera system vulnerability [online]. 2017 Nov 14 [cited 2017 Nov 16]. Available from Internet: 
here .


Source(s):


● 2017 Nov 16. Philips Security Archive Download
● 2017 Nov 16. ICE-CERT Advisory Download


www.ecri.org . Printed from Health Devices Alerts on Thursday, November 30, 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.



https://www.usa.philips.com/healthcare/about/customer-support/product-security

https://www.usa.philips.com/healthcare/about/customer-support/product-security

https://ics-cert.us-cert.gov/advisories/ICSMA-17-318-01#footnoteb_lknsymm

https://ics-cert.us-cert.gov/advisories/ICSMA-17-318-01#footnoteb_lknsymm

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

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

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

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

https://www.usa.philips.com/healthcare/about/customer-support/product-security

https://www.usa.philips.com/healthcare/about/customer-support/product-security

https://www.usa.philips.com/healthcare/about/customer-support/product-security

https://ics-cert.us-cert.gov/advisories/ICSMA-17-318-01#footnoteb_lknsymm

https://ics-cert.us-cert.gov/advisories/ICSMA-17-318-01#footnoteb_lknsymm

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164016/20171113PhilipsSecurityArchiveIntellieSpaceandXcelera.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164017/20171114ICSCERTPhilipsIntelliSpaceXcelera.pdf
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[High Priority ] - A29539 : BD—�Model 8110 Alaris Syringe and Model 8120 Alaris PCA Modules: Plunger Grippers May Not Automatically Close around Plunger Press


[High Priority ] - A29539 : BD—�Model 8110 Alaris Syringe and Model 8120 Alaris PCA Modules:
Plunger Grippers May Not Automatically Close around Plunger Press
Medical Device Ongoing Action
Published: Tuesday, November 21, 2017


UMDNS Terms:
•  Infusion Pumps, Multitherapy [13215]


Product Identifier:
Alaris Pump Modules: (1) Model 8110 Syringe, (2) Model 8120 Patient-Controlled Analgesia (PCA) [Capital Equipment]
Units manufactured between May 1, 2013, and April 30, 2017
Units serviced between May 1, 2013, and April 30, 2017, that received Part No. TC10002874
Units shipped between May 1, 2013, and April 30, 2017, with the following part numbers:
Parts: Part Nos.:
BOM HOUSING ASSY SERVICE 10010997
KIT DRIVE HOUSING ASSY PCA/SYR ROHS 49000213
KIT LOWER HSG/CARRIAGE BLOCK ASSY ROHS 49000226
KIT LOWER HOUSING/CARRIAGE BLOCK ASSY 148188-100 


  
For a complete list of affected serial numbers, refer to Attachment A in the letter sent to your facility.


Geographic Regions: Australia, Canada, European Union, New Zealand, South Africa, &#160;U.S.


Manufacturer(s): CareFusion Alaris A BD Co10020 Pacific Mesa Blvd, San Diego, CA 92121, United States


Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Nursing, OR/Surgery, Pain Clinic, Pharmacy, IV Therapy


Problem:
�In a November 17, 2017, Medical Device Safety Notification letter, BD states that the syringe plunger grippers on the above pump modules may fail to
automatically close around the syringe plunger press when the gripper control knob has been closed (see Figure 1 in the letter ). BD also states that the
syringe plunger gripper can be manually closed by the user. If the user follows the Alaris System user manual and ensures that the syringe plunger
gripper is closed (see Figure 2 in the letter ), there is no risk of harm to the patient; however, if the gripper is not closed around the syringe, there is a
negligible risk of siphoning. Under worst case conditions, if the gripper is not closed around the syringe, siphoning could occur after syringe installation
if the clinician does not follow the user manual with regard to head height and instrument positioning. If the clinician follows the user manual with regard
to head height and instrument positioning, there is no risk of siphoning even if the gripper is not closed around the syringe. BD further states that it has
received no reports of injury or death related to this problem.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the November 17, 2017, Medical Device
Safety Notification letter and Customer Response Card from BD. If you experience this problem, contact the BD support center to schedule device
service using the information below. BD states that you may continue to use affected devices following the Alaris System user manual for proper loading
of the syringe. In accordance with the user manual, clinicians should ensure that the plunger grippers lock and hold the syringe plunger in place.
Biomedical engineering personnel can detect if the device has this problem by rotating the plunger gripper control knob clockwise 90�. Under normal
conditions, when the knob is released from the 90� position, the gripper will automatically spring closed. Under the defect condition, when the gripper is
released from the 90� position, the gripper will not automatically spring closed and will remain in the open position until the user manually closes the
gripper. Complete the Customer Response Card, and return it to BD using the instructions on the form. 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:
For recall-related inquiries:
BD support center
Tel.: (888) 562-6018, 7 a.m. to 4 p.m. Pacific time, Monday through Friday
E-mail: supportcenter@carefusion.com
For adverse event reports:
BD customer advocacy department
Tel.: (800) 812-3266
E-mail: customerfeedback@bd.com
For technical inquiries:
BD technical support department
Tel.: (888) 812-3229, 5 a.m. to 5 p.m. Pacific time, Monday through Friday
E-mail: DL-US-INF-TechSupport@bdcom
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 Nov 17. Manufacturer. BD letter Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/163804/20171117BDAlarisModulesMfr.pdf?option=80F0607
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http://www.fda.gov/Medwatch/getforms.htm

http://www.fda.gov/MedWatch/report.htm
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mailto:supportcenter@carefusion.com

mailto:customerfeedback@bd.com

mailto:DL-US-INF-TechSupport@bdcom
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● 2017 Nov 17. Manufacturer. User Manual Download
● 2017 Nov 21. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A29563 : �Cardinal Health—Presource Kits Containing Skytron/Ecolab Disposable Camera Covers: Camera Cover Sterile Packaging May Be Compromised


[High Priority ] - A29563 : �Cardinal Health—Presource Kits Containing Skytron/Ecolab Disposable
Camera Covers: Camera Cover Sterile Packaging May Be Compromised
Medical Device Ongoing Action
Published: Monday, November 20, 2017


UMDNS Terms:
•  Covers, Camera [15765]


Product Identifier:
Presource Kits containing Ecolab Disposable Light Handle Covers [Consumable]
Camera Cover Product No. B1-715-65


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


Distributor(s): •  Skytron LLC5085 Corporate Exchange Blvd SE, Grand Rapids, MI 49512, United States


Manufacturer(s): Ecolab Inc370 N Wabasha St, St Paul, MN 55102-2233, United States (camera cover manufacturer)
Cardinal Health Medical Products & Services Group1450 Waukegan Rd, McGaw Park, IL 60085-3975, United States (kits manufacturer)


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


Problem:
In a November 9, 2017, Urgent Product Recall letter submitted by an ECRI Institute member hospital, Cardinal Health states that the above kits contain
the above camera covers, which were recalled by Ecolab because their sterile packaging may contain gaps in the seal of the pouch. The manufacturer has
not confirmed the information provided in the source material.


Action Needed:
Identify and isolate any affected kits in your inventory. If you have affected kits, verify that you have received the November 9, 2017, Urgent Product
Recall letter, Recall Acknowledgment Form and copy of the Skytron letter from Cardinal Health. Complete the Recall Acknowledgment Form and return
it to Cardinal Health using the instructions on the form. Affix a warning label to the front of each kit instructing clinicians to remove and discard affected
camera covers. Notify all relevant personnel at your facility of the information in the Urgent Product Recall letter and forward a copy of the letter to any
facility to which you have further distributed affected product. To request additional labels, contact Cardinal Health by e-mail at 
gmb-FieldCorrectiveAction@cardinalhealth.com . If you do not want to accept overlabeled product, or overlabel the product in your possession, contact
the Presource sales operations department by telephone at (800) 766-0706 or your sales representative for further instruction. To obtain credit or
replacement product, contact the Cardinal Health customer service department by telephone at (866) 551-0533 (U.S. hospital customers), or (800) 444-
1166 (U.S. federal government facilities).
For Further Information:
Leena Sims, Cardinal Health regulatory management specialist
Tel.: (800) 292-9332
Website: Click here
Skytron
Website: Click here  
Ecolab
Website: Click here
Comments:


● For information on the actions initiated by Skytron and Ecolab, see Alert A29455 .
● �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 Nov 20. Member Hospital. Cardinal Health letter submitted by an ECRI Institute member hospital. Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Spot Vision Screener 100 

Devices

11/29/2017 Welch Allyn Protocol Inc 2 AttacABDULREHMAN AL 

GOSAIBI GTB

# New

TomoTherapy Treatment 

System.

11/30/2017 Accuray Inc FSN httpsGulf Medical Co.New

Electro mechanical medical devices

LUCAS 2 Chest 

Compression Systems

11/30/2017 Physio Control Inc 2 AttacAl-Jeel Medical & 

Trading Co. LTD

# New

PureFlow-B Solution . 11/30/2017 NxStage Medical, Inc. 2 AttachedREDWAN MEDICAL SERVICES# New

In vitro diagnostic devices

Antistreptolysin O FS 11/28/2017DiaSys Diagnostic Systems GmbH. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11811ALGhuyum Scientific TradingNew

Atellica 1500 Automated 

Urine Sediment Analyser

11/30/2017 Siemens Healthcare 

Diagnostics

FSN httpsAbdulrauf Ibrahim 

Batterjee & Bros. 

New

Atellica COAG 360 11/28/2017Siemens Healthcare Diagnostics FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11804Abdulrauf Ibrahim Batterjee & Bros. CompanyNew

DCA Vantage Analyzer 

and CLINITEK Status 

Connect System 

Handheld Barcode 

Reader Kits

11/30/2017 Siemens Healthcare 

Diagnostics

2 Attac

hed

Abdulrauf Ibrahim 

Batterjee & Bros. 

Company

# New

DI-60, CellaVision DM96, 

CellaVision DM1200, 

CellaVision DM9600

11/28/2017 CellaVision AB FSN https

://nc

FAROUK, MAAMOUN 

TAMER & COMPANY

New

Epiclone Anti-M Blood 

Grouping Reagent

11/30/2017 Seqirus Pty Ltd 2 httpsN/ANew

Epiclone Anti-M Blood 

Grouping Reagent.

11/30/2017 Seqirus Pty Ltd 2 httpsN/ANew

Foetal Haemoglobin 

Monoclonal Antibody 

(HBF-1).

11/30/2017 Life Technologies 

Limited.

2 https

://nc

Integrated 

Gulfbiosystems

New

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11818
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11811
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11815
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11804
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11801
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11820
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11821
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11822



[High Priority ] - A29482 : Welch Allyn—Spot Vision Screener 100 Devices: Patient Age May Be Calculated Incorrectly under Certain Conditions�


[High Priority ] - A29482 : Welch Allyn—Spot Vision Screener 100 Devices: Patient Age May Be
Calculated Incorrectly under Certain Conditions�
Medical Device Ongoing Action
Published: Monday, November 13, 2017


UMDNS Terms:
•  Analyzers, Physiologic, Visual Function [14382]


Product Identifier:
�Spot Vision Screener 100 Devices [Capital Equipment]
Software Versions 3.0.04.07 and below


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


Manufacturer(s): Welch Allyn Inc4341 State Street Rd, Skaneateles Falls, NY 13153, United States


Suggested Distribution: Clinical/Biomedical Engineering, Pediatrics, Information Technology, Ophthalmology


Problem:
�In an October 4, 2017, Important Product Update letter submitted by an ECRI Institute member hospital, Welch Allyn states that if the above devices
are not used or charged every five months, the coin cell battery that maintains the system clock may become depleted, causing the system clock to reset to
a date in the past (e.g., date of the last installed software release), potentially causing the patient age to be calculated incorrectly. Welch Allyn also states
that the patient age is used to determine referral criteria for anisometropia, myopia, astigmatism, and hyperopia. An incorrect patient age may result in an
incorrect referral recommendation. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected devices in your inventory. If you have affected devices, verify that you have received the October 4, 2017, Important Product
Update letter from Welch Allyn. Regularly charge and utilize affected devices, and check the date associated with the system clock to ensure that the date
is correct. The date in the top right-hand corner of the display should display today's date. If the date is incorrect, manually set the date using the
instructions provided in the letter . Retain the instructions for setting the system clock with the user's guide. Welch Allyn states that the patient referral
recommendation is intended to help the healthcare professional assess whether the patient should be referred to an eye care specialist for further
evaluation or simply monitored at future screenings. The screening is not intended to replace a full eye examination. 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:
Welch Allyn
Tel.: (800) 535-6663
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 Nov 7. Member Hospital. October 4, 2017, Important Product Update letter Download
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[High Priority ] - A29565 : �Physio-Control—LUCAS 2 Chest Compression Systems: Internal Cable May Be Damaged, Potentially Resulting in Loss of
Function of User Control Panel Buttons


[High Priority ] - A29565 : �Physio-Control—LUCAS 2 Chest Compression Systems: Internal Cable
May Be Damaged, Potentially Resulting in Loss of Function of User Control Panel Buttons
Medical Device Ongoing Action
Published: Wednesday, November 22, 2017


UMDNS Terms:
•  Resuscitators, Cardiac [13361]


Product Identifier:
�LUCAS 2 Chest Compression Systems [Capital Equipment]
Serial Nos.: 3014A000 through 3015B530
Units manufactured between September 2014 and April 2015


Geographic Regions: Australia, Austria, Bahrain, Belgium, Canada, Canary Islands, Chile, China, Croatia, Czech Republic, Denmark, Estonia,
Faroe Islands, Finland, France, Germany, Greece, Greenland, Hong Kong, Hungary, Iceland, India, Ireland, Israel, Italy, Japan, Kenya, Kosovo,
Lithuania, Luxembourg, Malaysia, Malta, Morocco, The Netherlands, Norway, Poland, Portugal, Qatar, Romania, Russia, Slovakia, Slovenia, South
Africa, Spain, Sweden, Switzerland, Taiwan, Turkey, United Arab Emirates, U.K., U.S.


Manufacturer(s): Physio-Control Inc11811 Willows Rd NE, Redmond, WA 98052, United States


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, EMS/Transport


Problem:
In a November 2017 Medical Device Correction letter submitted by ECRI Institute member hospitals, Physio-Control states that the user control panel
cable in the above devices may become damaged by rubbing against an adjacent cable connector, potentially resulting in the loss of function of one or
more of the following user control panel buttons: ACTIVE (continuous), ACTIVE (30:2), PAUSE. If this problem occurs, the device may exhibit one of
the following:


● The device does not change from one ACTIVE mode to the other.
● The device does not begin compressions.
● The device does not temporarily stop and lock in the Start Position when the PAUSE button is pressed.


 


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the November 2017 Medical Device
Correction letter from Physio-Control. As stated in sections 3.8 and 5.4 of the instructions for use (IFU), if there are interruptions, if the compressions are
not sufficient, or if something unusual occurs during operation: push ON/OFF for 1 second to stop LUCAS and remove the device from the patient.
Immediately start manual chest compressions. Physio-Control will replace an internal cable on affected devices to prevent future damage to the user
control panel. To arrange for device correction, contact your Physio-Control local representative or the Physio-Control technical services department
using the information below. Inform all relevant personnel at your facility, and forward a copy of the letter to any facility to which you have further
distributed affected product.
For Further Information:
Physio-Control technical services department
Tel.: (800) 442-1142 (select option 4) 
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 Nov 22. Member Hospital. Physio-Control letter submitted by ECRI Institute member hospital Download
● 2017 Nov 22. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A29526 : NxStage—PureFlow-B Solution: Use of Multiple Premixed Bags When One or More Bags Has Restricted Flow May Cause Electrolyte Imbalance�


[High Priority ] - A29526 : NxStage—PureFlow-B Solution: Use of Multiple Premixed Bags When One
or More Bags Has Restricted Flow May Cause Electrolyte Imbalance�
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Friday, November 17, 2017
Last Updated: Tuesday, November 21, 2017


UMDNS Terms:
•  Dialysate, Hemodialysis  [16641]
•  Hemodialysis Units [11218]


Product Identifier:
�PureFlow-B Premixed Dialysate Solution for use with NxStage System One Cycler and Cartridge [Consumable, Capital Equipment]


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


Manufacturer(s): NxStage Medical Inc 350 Merrimack St, Lawrence, MA 01843, United States


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Dialysis/Nephrology, Nursing, Home Care, Materials Management


Problem:
�In a November 10, 2017, Urgent Product Safety Notice letter submitted by an ECRI Institute member hospital, NxStage states that using multiple
premixed bags of different formulations of the above dialysate when one or more of the bags has restricted flow may cause unintended electrolyte
imbalance, potentially leading to serious patient injury or death. NxStage also states that patient risk is highest if RFP-402 with a 0 mEq/L potassium
concentration is used in combination with a solution of a higher potassium concentration. NxStage further states that it has received one report of a
patient undergoing continuous veno-venous hemodialysis (CVVHD) in a critical care unit who experienced premature ventricular contractions (PVCs).
Use of more than one fluid type at a time is not an intended use of the NxStage System One or PureFlow B Solution. There is no patient risk when only
one dialysate formulation is used. 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 received the November 10, 2017, Urgent Product Safety
Notice letter and Field Safety Notice Reply Form from NxStage. Complete the form, and return it to NxStage using the instructions on the form. When
using premixed formulations, ensure that fluid is flowing freely from all bags. Do not use bags containing different fluid formulations at the same time.
NxStage is updating the instructions for use to include the following warning:


● Do not use bags containing different fluid formulations at the same time. The NxStage Cycler and Cartridge are not intended to mix multiple
bags of different fluid formulations and do not check whether the fluid composition is correct. Use of bags with different fluid formulations
at the same time can cause electrolyte imbalance and result in a serious injury or death.


Notify relevant personnel at your facility of the information in the letter.
For Further Information:
NxStage customer service
Tel.: (866) 697-8243
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 Nov 15. Member Hospital. (includes reply form) Download
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[High Priority ] - A29320 : �Siemens—DCA
Vantage Analyzer and CLINITEK Status Connect System Handheld Barcode Reader Kits: May Have Been Shipped with Incorrect Cable


[High Priority ] - A29320 : �Siemens—DCA
Vantage Analyzer and CLINITEK Status Connect System Handheld Barcode Reader Kits: May Have
Been Shipped with Incorrect Cable
Medical Device Ongoing Action
Published: Wednesday, November 15, 2017


UMDNS Terms:
•  Analyzers, Point-of-Care, Whole Blood/Urine, Multianalyte, Diabetes  [20386]


Product Identifier:
�DCA Vantage Analyzer and CLINITEK Status Connect System Handheld Barcode Reader Kits [Capital Equipment] Siemens Material No. 10282579


Geographic Regions: Argentina, Austria, Canada, Costa Rica, Ireland, Japan, Malaysia, Singapore, United Arab Emirates, U.K., U.S.


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


Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Nursing, Diabetes Education/Coordination, Point-of-
Care Coordination


Problem: Ina September 2017 Urgent Field Corrective Action letter posted by the U.K.Medicines and Healthcare Products Regulatory Agency
(MHRA), Siemens states thatthe above kits may have been shipped with an incorrect cable. Although theincorrect cable will physically connect the
barcode reader to the instrument,the barcode reader will not be operational. Siemens states that the risk tohealth is negligible. The analyzer is still
operational and customers are ableto enter information manually.


Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the September 2017
Urgent Field Corrective Action letter and Product Replacement Form from Siemens. You may identify the incorrect cable by the presence of ferrite beads
located at each end of the cable (refer to Figure 1 in the letter ). If you received the incorrect cable in your handheld barcode reader kit, complete the
Product Replacement Form, and return it to Siemens using the instructions on the form to request free-of-charge replacement product. Forward a copy of
the letter to any facility to which you have further distributed affected product, and retain a copy of the letter for your records.
For Further Information:
Siemens customer care center or local technical support representative
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Siemens [online]. London: Department of Health; 2017 Oct 2 [cited


2017 Nov 8]. (Field safety notice; reference no. 2017/009/022/601/009). 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 Nov 8. MHRA FSN. 2017/009/022/601/009 Download
● 2017 Nov 8. MHRA FSN. POC 17-017.A.OUS (includes reply form) Download
● 2017 Nov 14. Manufacturer. Manufacturer confirmed information contained in source material
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

gabControl Spice Test 11/28/2017 gabmed FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11809N/ANew

Humatex ASO 11/30/2017HUMAN Gesellschaft für Biochemica und Diagnostica GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11816N/ANew

iChem VELOCITY 

Chemistry Strips

11/28/2017 Beckman Coulter FSN httpsAl-Jeel Medical & 

Trading Co. LTD

New

Measles IgM ELISA 11/28/2017VIROTECH Diagnostics GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11805N/ANew

Medical software

IntelePACS with software 

versions 4-3-1 and up

12/3/2017 Intelerad Medical 

Systems Inc..

2 httpsN/ANew

Non-active implantable devices

Autoplex and Hivac 

Cement Inject

11/30/2017 Stryker Instruments. FSN httpsZimmo Trading 

Establishment.

New

Cardioband Mitral 

Reconstruction System

11/30/2017 Edwards Lifesciences FSN httpsArabian Health Care 

Supply Co. (AHCSC)

New

GENERIC Femoral Stems 11/29/2017 Amplitude GmbH 2 AttachedN/A# New

Lifeseal Surgical Sealant 11/28/2017 duomed FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11810N/ANew

METS Principal Shaft 11/30/2017Stryker Howmedica Osteonics Corp 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11819Zimmo Trading Establishment.New

METS Principal Shafts 11/29/2017Stanmore Implants Worldwide Ltd. 2 AttachedZimmo Trading Establishment.# New

Ophthalmic and optical devices

Beaver Xstar Safety Knives 11/30/2017Beaver Visitec International Ltd 2 AttachedAl Amin Medical Instruments Co. Ltd.# New

Pentacam AXL 11/28/2017OCULUS Optik Geräte GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11807N/ANew

Reusable devices

First Step EP-4 Pouches 11/29/2017 Cygnus Medical LLC 2 AttachedN/A# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11809
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11816
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11812
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11805
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11836
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[High Priority ] - A29524 : �Amplitude—GENERIC Femoral Stems: Packaging May Contain Incorrect Size Stem


[High Priority ] - A29524 : �Amplitude—GENERIC Femoral Stems: Packaging May Contain Incorrect
Size Stem
Medical Device Ongoing Action
Published: Thursday, November 16, 2017


UMDNS Terms:
•  Prostheses, Joint, Hip, Femoral Component  [16095]


Product Identifier:
GENERIC Femoral
Stem Cement
Taper 10/12:


Reference 
Nos.:  Lot Nos.:


Size 3 1-0100203 259789
Size 4 1-0100204 259252


[Consumable]


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


Manufacturer(s): AMPLITUDE11 cours Jacques Offenbach, F-26000 Valence, France


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a September 29, 2017, letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Amplitude states that the packaging of
the above product may contain the incorrect size stems. Amplitude also states that if the error is not identified before or during implantation, surgery
delay, postoperative instability, femur breakage, or sinking of the femoral stem within the femur may occur. Amplitude further states that the information
regarding the size that is engraved on the femoral stem is correct. 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 September 29, 2017, letter and
Acknowledge Receipt form from Amplitude. Complete the Acknowledge Receipt form, and return it to Amplitude. Forward a copy of the letter to any
facility to which you have further distributed affected product.
For Further Information:
Amplitude
E-mail: vigilance@amplitude-ortho.com
Website: Click here


�References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for GENERIC femoral stem by Amplitude S.A.S.


[online]. 2017 Nov 8 [cited 2017 Nov 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):


● 2017 Nov 14. BfArM (Germany). 09934/17 Download
● 2017 Nov 14. BfArM (Germany). Download
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[High Priority ] - A29487 : �Stanmore Implants—METS Principal Shafts: Outer Pouch May Be Missing


[High Priority ] - A29487 : �Stanmore Implants—METS Principal Shafts: Outer Pouch May Be Missing
Medical Device Ongoing Action
Published: Monday, November 13, 2017


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


Product Identifier:
Size msfshft/150 METS Principal Shafts [Consumable]
Lot No. B10562


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


Manufacturer(s): Stanmore Implants Worldwide Ltd210 Centennial Avenue Centennial Park, WD6 3SJ Elstree, England


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


Problem:
�In an Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Stanmore Implants states
that the outer pouch of the above products may be missing. Stanmore Implants also states that this problem may result in infection or a delay in surgery of
up to 15 minutes while a new product is obtained. Stanmore Implants further states that it is likely that any damage to the packaging will be obvious to
the end user and that the common practice of inspection and verification that the packaging is acceptable before transferring the device to the sterile field
may mitigate risk. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify and isolate any affected products in your inventory. If you have affected product, verify that you have received the Urgent Field Safety Notice
letter and Acknowledgment Form from Stanmore Implants. Regardless of whether you have affected product, complete the Acknowledgment Form, and
return it to Stanmore Implants using the instructions on the form. Inform Stanmore Implants of any adverse events related to this problem. Inform all
relevant personnel at your facility of the information in the letter, forward a copy of the letter to any facility to which you have further distributed affected
product, and inform Stanmore Implants of the transfer. Retain a copy of the letter with your records.
For Further Information:
Stanmore Implants
Website: Click here
References:


● Great Britain. Medicines and Healthcare Products Regulatory Agency. Stanmore: METS principal shaft [online]. London: Department of
Health; 2017 Nov 7 [cited 2017 Nov 13]. (Field safety notice; reference no. 2017/010/030/291/003). 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 Nov 13. MHRA FSN. 2017/010/030/291/003 Download
● 2017 Nov 13. MHRA FSN. PR 1610201 Download
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[High Priority ] - A29534 : Beaver-Visitec—Beaver Xstar Safety Knives: Protective Shield May Be Retracted upon Receipt


[High Priority ] - A29534 : Beaver-Visitec—Beaver Xstar Safety Knives: Protective Shield May Be
Retracted upon Receipt
Medical Device Ongoing Action
Published: Monday, November 20, 2017


UMDNS Terms:
•  Knives, Surgical, Eye [27559]


Product Identifier:


Beaver Xstar Safety Knives: Item Nos.:


EdgeAhead Sideport 0.60 mm (23 G) MVR with Safety 378233
EdgeAhead Sideport 1 mm Angled with Safety 378210
EdgeAhead Sideport 1.15 mm Angled (20 G) MVR with Safety 378231
EdgeAhead Sideport 1.2 mm Angled with Safety 378212
Crescent Bevel Up 2.5 mm Angled 55° 378234
KOJO Slit Single Bevel 2.5 mm Angled 45° 373025
KOJO Slit Single Bevel 3.2 mm Angled 45° 373032
Optimum 15° Straight with Safety 378235
Optimum 22.5° Straight with Safety 378236
Optimum 30° Straight with Safety 378237
Optimum 45° Straight with Safety 378238
Slit Single Bevel 1.4 mm Angled 45° 378214


Slit Single Bevel 1.5 mm Angled 45°  378215
Slit Single Bevel 1.7 mm Angled 45° 378217
Slit Single Bevel 1.8 mm Angled 45° 378218
Slit Single Bevel 2 mm Angled 45° 378220
Slit Single Bevel 2.2 mm Angled 45° 378222
Slit Double Bevel  2.2 mm Angled 45° 378822
Slit Single Bevel 2.3 mm Angled 45° 378223
Slit Single Bevel 2.4 mm Angled 45° 378224
Slit Double Bevel 2.4 mm Angled 45° 378824
Slit Single Bevel 2.5 mm Angled 45°  370145
Slit Double Bevel 2.5 mm Angled 45°  378825
Slit Single Bevel 2.6 mm Angled 45°  370146
Slit Double Bevel 2.65 mm Angled 45°  378826
Slit Single Bevel 2.75 mm Angled 45°  378227
Slit Double Bevel 2.75 mm Angled 45°  378827
Slit Single Bevel 2.8 mm Angled 45° 378228
Slit Double Bevel 2.8 mm Angled 45° 378828
Slit Double Bevel 2.85 mm Angled 45° 378829
Slit Single Bevel 3 mm Angled 45° 378230
Slit Double Bevel 3 mm Angled 45° 378830
Slit Single Bevel 3.2 mm Angled 45° 378232
Slit Double Bevel 3.2 mm Angled 45° 378832


 [Consumable]
All lot numbers manufactured between November 6, 2016, and November 6, 2017
Units distributed individually and contained in the following kits: (1) CustomEyes, (2) Readypak


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


Manufacturer(s): Beaver-Visitec International Inc411 Waverley Oaks Rd, Waltham, MA 02452, United States


Suggested Distribution: OR/Surgery, Ophthalmology, Materials Management


Problem:
In a November 6, 2017, Field Safety Notice letter submitted by an ECRI Institute member hospital, Beaver-Visitec (BVI) states that it has received 20
reports of the protective shield on the above knives being retracted (i.e., deactivated) upon receipt, exposing the blade. BVI also states that the position of
the shield (i.e., activated in place covering the blade or retracted) can be seen through the clear cover of the tray that holds the knife. BVI further states
that this problem can result in inadvertent cuts to the user. BVI states that it has received two reports of incidents involving the above knives that resulted
in minor injuries. For details on BVI's analysis and the reported rates for retracted shield failures and injuries that may have been related to a retracted
field, see the letter . The manufacturer has not confirmed the information provided in the source material.
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Action Needed:
Identify any affected knives in your inventory. If you have affected knives, verify that you have received the November 6, 2017, Field Safety Notice
letter and Field Safety Notice Form from BVI. Before opening the Tyvek tray containing affected knives, visually confirm that the plastic shield is not
retracted and that the activation slider is fully engaged (for an image of a fully engaged activation slider, see Figure 2 in the letter ). BVI states that even
if you observe the shield in the retracted position, the knife remains fully functional for its intended use. Complete the Field Safety Notice Form, and
return it to BVI using the instructions on the form.
 
For Further Information:
BVI customer service department
Tel.: (866) 906-8080, 8 a.m. to 6 p.m. Eastern time
E-mail: ClaimsUS@beaver-visitec.com
Website: Click here
Comments:


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


Source(s):


● 2017 Nov 16. Member Hospital. Beaver-Visitec letter submitted by an ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A29499 : Cygnus—First Step EP-4 Pouches: May Exceed Microbial Limits�


[High Priority ] - A29499 : Cygnus—First Step EP-4 Pouches: May Exceed Microbial Limits�
Medical Device Ongoing Action
Published: Friday, November 10, 2017


UMDNS Terms:
•  Disinfectors, Liquid Germicide, Flexible Endoscope [11279]


Product Identifier:
First Step
Pouches: Lot Nos.:


EP-4 EXP20171209A,
EXP20180512A


EP-4D EXP20180520A


[Consumable]


Geographic Regions: U.S.


Manufacturer(s): Cygnus Medical LLC965 W Main St, Branford, CT 06405, United States


Suggested Distribution: Infection Control, OR/Surgery, Central Sterilization Reprocessing, Materials Management


Problem:
�In a November 3, 2017, letter submitted by an ECRI Institute member hospital, Cygnus states that the above pouches may have exceeded their
microbial limits.


Action Needed:
�Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the
November 3, 2017, letter and Customer Product Return Form from Cygnus. Regardless of whether you have affected product, complete the Customer
Product Return Form and return it to Cygnus using the instructions on the form. Upon receipt of the form, Cygnus will provide a return goods
authorization, call tag, and/or FedEx/UPS account number for product return, if applicable. Forward a copy of the letter to any facility to which you have
further distributed affected product.
For Further Information:
Cygnus customer service department or quality control department
Tel.: (800) 990-7489 or (203) 488-4554, ext. 105, 8:30 a.m. to 5 p.m. Eastern time, Monday through Friday, 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):


● 2017 Nov 10. Member Hospital. (includes reply form) Download
● 2017 Nov 10. Member Hospital. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A29483 : �Owen Mumford—5 mm Unifine Pentips Pen Needles: May Have Been Exposed to Water, Potentially Compromising Sterility


[High Priority ] - A29483 : �Owen Mumford—5 mm Unifine Pentips Pen Needles: May Have Been
Exposed to Water, Potentially Compromising Sterility
Medical Device Ongoing Action
Published: Friday, November 10, 2017
Last Updated: Tuesday, November 14, 2017


UMDNS Terms:
•  Injectors, Medication/Vaccine [12504]


Product Identifier:
5 mm
Unifine
Pentips
Pen
Needles
:


Produ
ct
Nos.:


Lot
No.:


Batch
Nos.:


NDC
Nos.:


UPC
Nos.:


Units
Distribu
ted
Beginni
ng:30


Count
(708
boxes
distribut
ed)


AN
1150


17057
22


170572
2.T098


08470-
1150-01


3-
847011
5001-2


OCT 4
2017


100
Count
(2,660
boxes
distribut
ed)


AN
3550


17057
22


170572
2.S846


08470-
3550-01


3-
847035
5001-8


AUG 23
2017


[Consumable]


Geographic Regions: U.S.


Manufacturer(s): Owen Mumford Inc 1755 W Oak Commons Ct, Marietta, GA 30062, United States


Suggested Distribution: Infection Control, Home Care, Pharmacy, Materials Management


Problem:
�In a November 6, 2017, Urgent Medical Device Recall Notification letter, Owen Mumford states that the above pen needles may have been
compromised by water, potentially leading to compromised sterility. Owen Mumford also states that discoloration or yellowing of the device's protective
seal may be indicative of water damage. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the
November 6, 2017, Urgent Medical Device Recall Notification letter and Inventory Recall Form from Owen Mumford. Regardless of whether you have
affected product, complete the form and return it, along with a list of contacts to whom you may have distributed affected product, to Owen Mumford
using the instructions on the form. To arrange for return of affected product, contact Owen Mumford Customer Service at (800) 421-6936 to obtain a
Return Material Authorization number (RMA#) or information for a dedicated FedEx account. Upon receipt of affected product, Owen Mumford will
send replacement product or issue your faciity a credit. Forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Patty Cronan, Owen Mumford
Tel.: (800) 421-6936 x13
E-mail: pcronan@owenmumfordinc.org
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 Nov 8. Distributor. (includes reply form) Download
● 2017 Nov 13. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A29552 : Fresenius Kabi—Freka Intestinal Tubes: May Disconnect from Freka Click Adapter


[High Priority ] - A29552 : Fresenius Kabi—Freka Intestinal Tubes: May Disconnect from Freka Click
Adapter
Medical Device Ongoing Action
Published: Wednesday, November 22, 2017


UMDNS Terms:
•  Procedure Kit/Trays, Feeding, Enteral [11677]


Product Identifier:


Freka Intestinal
Tubes:


Article 
Nos.: 


9 Fr, ENFit 7755646
12 Fr ENFit 7755647


[Consumable]


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


Manufacturer(s): Fresenius Kabi AB (Sweden) Bredgraend 14 5 tr, Uppsala,  SE-753 20, Sweden


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Home Care, Gastroenterology, Materials Management


Problem: �In a November 15, 2017, Field Safety Corrective Action letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Fresenius Kabi states that the above tubes may disconnect from the Freka click adaptor. Fresenius Kabi also states that it has received a report
of an incident in which the intestinal tube detached from the metal pin of the ENFit connector and slipped into the patient's stomach/intestine; however,
the firm received no report of adverse patient events related to this problem. 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 November 15, 2017, Safety Corrective
Action letter and Response Form from Fresenius Kabi. To reduce the risk of dislocation, Fresenius Kabi recommends that you follow the instructions for
use, specifically the following precautions and actions:


● The metal pin of the ENFit connector and the external end of the tube must be clean, dry and free from grease before the connection.
● The intestinal tube must be pushed as far as possible onto the metal pin of the ENFit connector.
● Both parts of the ENFit connector must be screwed completely together. A reopening should not be possible.
● Only the bottom part of the screwing connection should be rotated during fixation to prevent the twisting of the intestinal tube.
● If the ENFit connector opens inadvertently, a new connector must be used because a proper connection cannot be generated again.


For additional information, including how to combine the feeding tubes, see the letter . Complete the Response Form, and return it to Fresenius Kabi
using the information on the form. �Inform all relevant personnel of the information in the letter.
 
For Further Information:
Fresenius Kabi scientific affairs department
Tel.: (01928) 533516
E-mail: scientific.affairsUK@fresenius-kabi.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Fresenius: Freka intestinal tubes ENFit [online]. London:


Department of Health; 2017 Nov 20 [cited 2017 Nov 21]. (Field safety notice; reference no. 2017/011/001/291/001). 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 Nov 21. MHRA FSN. (includes reply form) Download
● 2017 Nov 22. MHRA FSN. 2017/011/001/291/001 Download
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https://www.gov.uk/drug-device-alerts/field-safety-notice-13-to-17-november-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-13-to-17-november-2017

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/163955/20171115FreseniusKabiFrekaIntestinalTubesMHRA.pdf
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[High Priority ] - A29533 : Busse—Kits Containing Medline Aplicare Povidone Iodine Prep Pads: Pads May Not Meet Iodine Assay Level Requirements to
Support 36-Month Expiration Dating


[High Priority ] - A29533 : Busse—Kits Containing Medline Aplicare Povidone Iodine Prep Pads: Pads
May Not Meet Iodine Assay Level Requirements to Support 36-Month Expiration Dating
Medical Device Ongoing Action
Published: Wednesday, November 22, 2017


UMDNS Terms:
•  Procedure Kit/Trays [28961]


Product Identifier:
�Busse Kits containing Medline Aplicare Povidone Iodine Prep Pads [Consumable]
SKU Nos.: P-1001-8S, P-1011, P-1011-8S; Catalog Nos.: 723, 724, 726, 729, 744, 754, 755, 756, 758, 820
Refer to the letter  for a list of affected lots


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


Manufacturer(s): Busse Hospital Disposables 75 Arkay Dr, Hauppauge, NY 11788, United States
The Clorox Co1221 Broadway, Oakland, CA 94612, United States (prep pad manufacturer)


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


Problem: �In an October 24, 2017, Product Recall Notification letter submitted by an ECRI Institute member hospital, Busse states that a routine
review of stability samples indicated that the above pads may not meet the iodine estimate levels required to support 36-month expiration dating. Aplicare
has determined that the affected product will instead support a 24-month expiration period. 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 24, 2017,
Product Recall Notification letter and Response Form from Busse. Refer to the letter for a list of updated expiration dates. Kits manufactured by Busse
are not affected and can be used without risk, when used without the above prep pads. Complete the Response Form, and return it to Busse using the
instructions on the form. Contact the firm for a Return Goods Authorization number and to obtain credit. Credit will not be given for unreturned product.
Use any unaffected product by the newly revised expiration date. Contact Busse if you would like the firm to provide your facility with labels with
revised expiration dates.
For Further Information: 
Busse Hospital Disposables
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 Nov 21. Member Hospital. Busse letter submitted by ECRI Institute member hospital (includes reply form); 034-2084-144 Download
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[High Priority ] - A29486 : �HTL-STREFA: Microdot Droplet Pen Needles: Instructions for Use Lack Steps to Remove and Replace Protective Caps


[High Priority ] - A29486 : �HTL-STREFA: Microdot Droplet Pen Needles: Instructions for Use Lack
Steps to Remove and Replace Protective Caps
Medical Device Ongoing Action
Published: Tuesday, November 14, 2017
Last Updated: Thursday, November 16, 2017


UMDNS Terms:
•  Syringes, Plunger, Insulin, Fixed Needle  [20275]


Product Identifier:
�4 mm x 32 G Type 810 Microdot Droplet Pen Needles [Consumable]
Catalog No. 8065, Lot No. X46J1
Units distributed in shelf boxes containing quantities of 200


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


Manufacturer(s): HTL-STREFA SA Adamowek 7, PL-95035 Ozorkow, Poland


Suggested Distribution: Nursing, Diabetes Education/Coordination, Home Care, Endocrinology, Materials Management


Problem:
�In an October 12, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), HTL-
STREFA states that that it has received a report from a patient describing the above needles as “bent and unsafe to use.” HTL-STREFA also states that
this defect cannot be generated during manufacture and that the most likely cause of the defect was incorrect removal of the cap or multiple recapping
performed by the user. HTL-STREFA further states that the current instructions for use (IFU) for the above needles do not contain the necessary steps to
remove and replace the protective caps; the IFU shows six steps for using the device, but the step related to correct removal of the inner and outer cap is
not included. 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 12, 2017, Urgent Field Safety
Notice letter from HTL-STREFA. HTL-STREFA will revise the IFU with two additional steps (3 and 7) for proper instructions for removal and
replacement of protective caps and will also make changes to the packaging and description of use of the device (for images of the six steps listed in the
current IFU and of the eight total steps in the corrected IFU, see the letter ). HTL-STREFA will include a leaflet containing the revised IFU in its next
shipments. Pay specific attention to proper steps according to the revised IFU. 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. Retain a copy of the letter with your records.
For Further Information:
Aleksandra Pra�mowska-Wilanowska, HTL-STREFA quality assurance and regulatory affairs director or Irena Sierocka, HTL-STREFA customer
complaint manager
Tel.: �48 (42) 270016 or 48 (42) 270005, respectively
E-mail: ola.prazmowska-wilanowska@htl-strefa.pl  or irena.sierocka@htl-strefa.pl , respectively
Website: Click here
References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. HTL-Strefa: Microdot Droplet pen needle 4mm x 32G [online]. London:
Department of Health; 2017 Nov 7 [cited 2017 Nov 14]. (Field safety notice; reference no. 2017/010/023/291/010). Available from Internet: Cl
ick 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 Nov 14. MHRA FSN. FSCA ZJ-S 379/2017 Download
● 2017 Nov 14. MHRA FSN. 2017/010/023/291/010 Download
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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
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[High Priority ] - A29564 : Stryker—Various Disposable Products: Bioburden Levels May Be Higher than Is Acceptable


[High Priority ] - A29564 : Stryker—Various Disposable Products: Bioburden Levels May Be Higher
than Is Acceptable
Medical Device Ongoing Action
Published: Wednesday, November 22, 2017


UMDNS Terms:
•  Suction Tips [13848]
•  Aspirator/Irrigators, Endoscopy [17424]


Product Identifier:


Products: Part Nos.: Lot Nos.:


9 × 25
mm
Universal
Wedge
Screw


234-010-
056 17278AG2


ACL
Disposabl
e Pack
Bone-
Tendon-
Bone


234-020-
280 17299AG2


AHTO
Tube Set
Packaging


250-070-
600


17284FG2,
17291FG2,
17300FG2


AHTO
Tube Set
with Tip
Packaging


250-070-
620


17275FG2,
17279FG2,
17280FG2,
17282FG2,
17283FG2,
17284FG2,
17285FG2,
17286FG2,
17289FG2,
17291FG2,
17292FG2,
17293FG2,
17297FG2,
17298FG2,
17299FG2


StrykeFlo
w 2 with
Tip


250-070-
520


17282FG2,
17283FG2,
17286FG2,
17289FG2,
17290FG2,
17292FG2,
17293FG2,
17294FG2,
17296FG2,
17297FG2,
17298FG2,
17299FG2,
17300FG2,
17301FG2,
17302FG2
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StrykeFlo
w S/I Tips


250-070-
505 17294FG2


Suction/Ir
rigator 2
Assemblie s


250-070-
500


17275FG2,
17276FG2,
17277FG2,
17278FG2,
17279FG2,
17280FG2,
17283FG2,
17284FG2,
17285FG2,
17286FG2,
17289FG2,
17290FG2,
17291FG2,
17292FG2,
17293FG2,
17294FG2,
17297FG2,
17299FG2,
17301FG2


[Consumable]
Units distributed between October 30 and November 9, 2017


Geographic Regions: Australia, Mexico, U.S.


Manufacturer(s): Stryker Endoscopy 5900 Optical Ct, San Jose, CA 95138, United States 


Suggested Distribution: Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Orthopedics, Gastroenterology, Materials
Management


Problem:
In a November 17, 2017, Urgent Medical Device Recall Notification letter submitted by ECRI Institute member hospitals, Stryker states that bioburden
levels in the above products were higher than internally acceptable, potentially resulting in infection if the products are used in a procedure. Stryker also
states that it has received no reports of serious injuries related to 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 November 17, 2017, Urgent Medical Device Recall Notification letter from Stryker. Regardless of whether you have affected product,
complete the acknowledgment form on the Stryker Endoscopy recall website , using the account number and ZIP code in the letter. To arrange for
product return and replacement or credit, contact the Stryker customer service department by telephone at (800) 624-4422 (select option 3) or by e-mail at
endocustomersupport@stryker.com . Report adverse events associated with the use of affected product to Stryker Endoscopy by telephone at (800) 624-


4422. U.S. customers should also report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch
Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available 
here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website . Notify all relevant
personnel at your facility of the information in the letter.
For Further Information:
Stryker
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 Nov 20. Member Hospital. Stryker letter submitted by ECRI Institute member hospitals. Download
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● 2017 Nov 20. Manufacturer. The manufacturer confirmed the information in the source material.
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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

