
SBED Weekly Update 14-Jan-16

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 

48 SFDA website
1/4/2016 1/10/2016

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: WU163

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

Evita V500 Ventilator and 

Babylog VN500 Ventilator

1/4/2016 Draeger Medical 

Systems Inc

1 http:Draeger Arabia Co. Ltd.New

Oxylog Ventilators 1/5/2016 Draeger Medical Systems Inc 1 AttachedDraeger Arabia Co. Ltd.# New

WaterPAP Positive Airway 

Pressure Device

1/4/2016 Airways Development 

LLC

2 http:N/ANew

Assistive products for persons with disability

Contender Post-op-Knee 

Brace Lite

1/10/2016 Corflex 2 http:husn al Emirat Est.New

Dental devices

ART 1036 Radiographic 

Transparency

1/5/2016 Biomet 3i Inc 2 http:Asnan Medical ServicesNew

http://www.sfda.gov.sa
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8723
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8718
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8759
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8729



[Critical Priority ] - A25537 : Draeger—Oxylog Ventilators: Poti Unplugged Error May Occur, Potentially Causing Ventilation to Fail


[Critical Priority ] - A25537 : Draeger—Oxylog Ventilators: Poti Unplugged Error May Occur,
Potentially Causing Ventilation to Fail
Medical Device Ongoing Action
Published: Wednesday, December 30, 2015


UMDNS Terms:
•  Ventilators, Transport [18098]


Product Identifier:
Oxylog Ventilators (1) 2000 plus (2) 3000, (3) 3000 plus [Capital Equipment]


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


Manufacturer(s): Draeger Medical Deutschland GmbHMoislinger Allee 53-55, Luebeck,  D-23558, Germany


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Pediatrics, Pulmonology/Respiratory
Therapy


Problem: In a December 21, 2015, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Draeger states that increased
electrical contact resistance of the controllers (adjustment potentiometers) for the above ventilators can result in an oxide layer on the controllers, which
can accumulate over time, potentially causing the error message "poti unplugged". This oxide layer can only accumulate if the controllers are rarely
adjusted. In cases where the "poti unplugged" error has occurred, an acoustic and visual alarm was generated, the breathing system released pressure, and
the ventilation function stopped operating. Draeger states that it has received no reports of adverse events related to this problem. The manufacturer has
not confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. If you have any affected product, verify that you have received the December 21, 2015, Urgent Medical
Device Recall letter and supplement to the instructions for use (IFU) from Draeger. To clean any oxide layer that may have accumulated on the contact of
the controller, switch the affected device off and rotate all controllers at least 10 times to the left and right stop (minimum and maximum value).
Additionally, with the error "device malfunction—poti unplugged," performing the above function can resolve the condition and allow the unit to be put
back into operation after passing the device check. Include a copy of the IFU supplement (part number 9055466) with the Oxylog IFU. To order
additional copies of the supplement at no charge, contact Draeger by telephone at (800) 543-5047 (select option 4). Inform all relevant personnel of the
information in the Urgent Medical Device Recall letter.  For Further Information:
Michael Kelhart, Draeger
Tel.: (800) 543-5047 (select option 1, then 2, then 32349)


For questions about operation and/or servicing Oxylog ventilators 
Draeger technical support department
Tel.: (800) 543-5047 (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.


Source(s):


● 2015 Dec 24. Member Hospital. Draeger letter submitted by ECRI Institute member hospital Download
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http://www.draeger.com/sites/enus_us/Pages/Company/Contact_Searchresult.aspx?Country=US&amp;language=en&amp;ContactType=&amp;Zip=&amp;Division=2&amp;FreeText=&amp;BA=&amp;default=true

www.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Living%20Document.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/126677/20150221DraegerOxylogVentilatorsClientRedacted.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Diagnostic and therapeutic radiation devices

Dressit-X 1/4/2016Rainbow Specialty & Health Products 2http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8727N/ANew

Mavig Monitor 

Suspension Arms Used 

with Various Fluoroscopic 

Imaging Systems

1/5/2016 GE Healthcare 2 Attac

hed

GE Healthcare# New

Superconducting Magnets 1/5/2016 SIEMENS 2 AttachedSiemens Medical Solutions# New

Various ​Duodenoscopes 1/5/2016 FUJIFILM Medical Systems 2 AttachedFAROUK, MAAMOUN TAMER & COMPANY# New

Electro mechanical medical devices

Battery Oscillator II, 

handpiece.

1/6/2016 Synthes Inc FSN http:Isam Economic Co.New

CNSystems TASK FORCE 

MONITOR 3040i

1/10/2016 CNSystems 

Medizintechnik AG

2 http:Almarfa MedicalNew

INNOVANCE PFA P2Y 1/6/2016 SIEMENS FSNhttp://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8735Siemens Medical SolutionsNew

Liberty Cycler Machines 1/5/2016 Fresenius Medical Care 2 AttachedSaudi Renal Services Ltd.# New

Merge Hemo and Merge 

Cardio

1/4/2016 Merge Healthcare Corp. 2 http:N/ANew

Powerheart G3 

defibrillation electrodes

1/6/2016 Cardiac Science 

Corporation

FSN http:Mohammed 

Binmahfouz Trading Est 

New

Remote Patient 

Monitoring System

1/10/2016 Vidco, Inc. 2 http:N/ANew

Symbiq Infusion Pump 

System Pole Clamp 

Assemblies

1/5/2016 Hospira Inc 2 Attac

hed

AL-KAMAL Import# New

http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8727
http://Attached
http://Attached
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8743
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8758
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8735
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8725
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8731
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8762
http://Attached



[High Priority ] - A25538 : GE—�Mavig Monitor Suspension Arms Used with Various Fluoroscopic Imaging Systems: Monitor Assembly May Fall


[High Priority ] - A25538 : GE—�Mavig Monitor Suspension Arms Used with Various Fluoroscopic
Imaging Systems: Monitor Assembly May Fall
Medical Device Ongoing Action
Published: Wednesday, December 30, 2015


UMDNS Terms:
•  Facility Booms, Ceiling-Mounted [22613]


Product Identifier:
�Mavig Monitor Suspension Arms used with the following Fluoroscopic Imaging Systems: (1) Advantx LCA, (2) Advantx LCLP+, (3) Advantx LCN+,
(4) Advantx LCV+, (5) INNOVA 2000, (6) INNOVA X100/IQ, (7) INNOVA X1X1IQ [Capital Equipment]
Units manufactured before January 2009


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


Manufacturer(s): GE Healthcare USA 9900 Innovation Dr, Wauwatosa, WI 53226, United States (fluoroscopic imaging systems)
MAVIG GmbH Stahlgruberring 5, D-81829 Muenchen, Germany (suspension arms)


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


Problem:
�In a December 18, 2015, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, GE states that the above suspension
arms with monitor assemblies may fall, potentially resulting in harm. GE also states that it has received no reports of injury associated with 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 December 18, 2015, Urgent Medical
Device Correction letter from GE. Avoid placing the monitor over the patient, user, or other auxiliary personnel. If you observe any unusual movement
or looseness of the suspension, contact your local GE representative. Follow the precautions below before continuing use of the monitors:


1. Position the monitor suspension in the most frequently used position, and limit further movement as much as possible.
2. Clearly inform (e.g. through signage and verbal instructions) users and auxiliary personnel who may come into contact with the system


that they should not move the monitor suspension once it is in position.
A GE representative will contact your facility to arrange to inspect suspensions and correct the problem at no cost. Notify all relevant personnel at your
facility of the information in the letter.
For Further Information:
GE
Tel.: (800) 437-1171
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):


● 2015 Dec 28. Member Hospital. GE letter submitted by ECRI Institute member hospitals; GE Reference No. 12239 Download
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http://www3.gehealthcare.com/en/global_gateway

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/126740/20151218GEMavigSuspensionArmsCLIENT.pdf



AFHajlan
(A25538) GE-Mavig.pdf




[High Priority ] - A25489 : Siemens—Superconducting Magnets: �Quench Lines May Not Have Been Properly Installed


[High Priority ] - A25489 : Siemens—Superconducting Magnets: �Quench Lines May Not Have Been
Properly Installed
Medical Device Ongoing Action
Published: Monday, December 28, 2015
Last Updated: Thursday, December 31, 2015


UMDNS Terms:
•  Magnetic Resonance Imaging Coils, Surface [17542]


Product Identifier:
�Superconducting Magnets [Capital Equipment]


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


Manufacturer(s): Siemens Healthcare GmbH Henkestrasse 127, D-91052 Erlangen, Germany


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging


Problem:
�In a December 3, 2015, Customer Safety Advisory Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Siemens states that the quench line for the above magnets may not have been properly installed, potentially causing the quench line to blow helium gas
directly into the magnet room or other areas. This problem may lead to a displacement of oxygen, potentially causing burns and or increasing risk to users
and patients. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the December 3, 2015, Customer Safety
Advisory Notice letter and fax form from Siemens. If Siemens was contracted to install your quench line, contact your local Siemens representative to
perform a site inspection. If you have a magnetic resonance (MR) maintenance contract with Siemens, your quench line will be inspected during the next
scheduled maintenance visit. If you contracted a third party to install your quench line, contact them to arrange for product inspection. Siemens further
states that facilities should follow any guidelines outlined in the system owner manual, including ensuring that you have an emergency plan in place in
the event that helium gas escapes into the magnet room or other rooms. Complete the fax form, and return it to Siemens.
For Further Information:
Siemens
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Siemens Healthcare: All applicable Siemesn MR systems with


sueprconducting magnets [online. London: Department of Health; 2015 Dec 14 [cited 2015 Dec 22]. (Field safety notice; reference no.
2015/012/004/601/005). 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):


● 2015 Dec 22. MHRA FSN. 2015/012/004/601/005 Download
● 2015 Dec 22. MHRA FSN. (includes reply form) Download
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http://www.siemens.com/contact/en/business.htm

https://www.gov.uk/drug-device-alerts/field-safety-notices-7-to-11-december-2015

https://www.gov.uk/drug-device-alerts/field-safety-notices-7-to-11-december-2015

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/126879/20151214SiemensSuperocnductingMagenetsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/126880/20151203SiemensQuenchlinesMRsystemsMHRA.pdf



AFHajlan
(A25489) Siemens-Superconducting Magnets.pdf




[High Priority ] - A25539 : Fujifilm—Various �Duodenoscopes: Manufacturer Issues Revised Manual Reprocessing Instructions


[High Priority ] - A25539 : Fujifilm—Various �Duodenoscopes: Manufacturer Issues Revised Manual
Reprocessing Instructions
Medical Device Ongoing Action
Published: Tuesday, December 29, 2015
Last Updated: Thursday, December 31, 2015


UMDNS Terms:
•  Duodenoscopes [11359]
•  Duodenoscopes, Video [17654]


Product Identifier: Duodenoscopes: (1) ED-530XT, (2) ED-250XT5, (3) ED-250XL5, (4) ED-450XT5, (5) ED-450XL5 [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): FUJIFILM Europe GmbHHeesenstrasse 31, Duesseldorf D-40549, Germany


Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Risk Management/Continuous Quality Improvement,
Gastroenterology, Central Sterilization Reprocessing


Problem: In a December 23, 2015, Safety Communication, FDA states that Fujifilm has issued revised, validated manual reprocessing instructions for
the above duodenoscopes to replace the instructions provided in the original device labeling. 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 reviewed the December 23, 2015, Safety
Communication from FDA. Key changes in the reprocessing procedures include:
(1) Precleaning


● During immersion of the scope tip in detergent solution, move the forceps elevator back and forth and aspirate detergent solution while the
forceps elevator is raised and while lowered.


(2) Manual Cleaning
● Additional brushing of the distal tip, forceps elevator, and elevator recess first using the existing Fujifilm valve cylinder cleaning brush


(model number WB11002FW2) and then using the new disposable cleaning brush (model number WB1318DE).
● Additional flushing of detergent and rinse water onto the forceps elevator/recess while the elevator is both raised and lowered.
● Additional flushing steps and increased channel flushing volumes of detergent and rinse water.


(3) Manual High-Level Disinfection
● Additional flushing of disinfectant and rinse water onto the forceps elevator/recess while the elevator is both raised and lowered. Additional


raising and lowering of the elevator while immersed in disinfectant solution and rinse water.
● Additional flushing steps and increased flushing volumes of disinfectant and rinse water through the duodenoscope’s internal channels.


FDA further recommends the following for facilities and staff that use and reprocess the above duodenoscopes:
● Implement the manufacturer’s revised cleaning and high level disinfection procedures for the above duodenoscopes while validation testing


continues for those models.
● Train appropriate staff on revised reprocessing instructions and implement them as soon as possible.
● Contact your Fuji Endoscopy Division sales representative if you have any questions or concerns regarding the updated duodenoscope


reprocessing instructions.
● Contact Fuji’s senior manager of clinical education and product coordination at (316) 281-5625 or by email at fmsuesdin-


service@fujifilm.com  to schedule a site visit with Fuji clinical sales specialists (CSS) for an in-service training regarding these updated
duodenoscope reprocessing instructions.


FDA states that it will provide updates as appropriate. Device manufacturers and user facilities must comply with the applicable Medical Device
Reporting (MDR) regulations .  FDA encourages healthcare providers who suspect bacterial contamination of an endoscope to file a voluntary report
through MedWatch, the FDA Safety Information and Adverse Even Reporting program .
For Further Information:
Fujifilm 
Website: Click here


�References:
United States:


● Food and Drug Administration. MedWatch. ED-530XT duodenoscopes by FUJIFILM Medical Systems, U.S.A.: safety
communication—FUJIFILM Medical Systems validates revised reprocessing instructions [online]. 2015 Dec 23 [cited 2015 Dec 28].
Available from Internet: Click here .


● Food and Drug Administration. FUJIFILM Medical Systems, U.S.A., Inc. validates revised reprocessing instructions for model ED-530XT
duodenoscopes: FDA safety communication [online]. 2015 Dec 23 [cited 2015 Dec 28]. Available from Internet: Click here.


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
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mailto:fmsuesdin-service@fujifilm.com

mailto:fmsuesdin-service@fujifilm.com

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/ReportingAdverseEvents/ucm2005737.htm

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/ReportingAdverseEvents/ucm2005737.htm

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/ReportingAdverseEvents/ucm2005737.htm

http://www.fda.gov/Safety/MedWatch/HowToReport/ucm2007306.htm

http://www.fda.gov/Safety/MedWatch/HowToReport/ucm2007306.htm

http://www.fujifilm.com/contact/

http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm478949.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm478949.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

http://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm478290.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

http://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm478290.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

http://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm478290.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery





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):


● 2015 Dec 28. FDA. MedWatch Download
● 2015 Dec 28. FDA. Safety Communication 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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/126926/20151223FuijifilmDuodenscopesMedWatch.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/126927/20151223FuijifilmDuodenscopesFDA.pdf
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[High Priority ] - A25542 : �Fresenius—Liberty Cycler Machines: Door Latch May Not Fully Close, Potentially Leading to Unexpected Door Opening


[High Priority ] - A25542 : �Fresenius—Liberty Cycler Machines: Door Latch May Not Fully Close,
Potentially Leading to Unexpected Door Opening
Medical Device Ongoing Action
Published: Wednesday, December 30, 2015
Last Updated: Thursday, December 31, 2015


UMDNS Terms:
•  Peritoneal Dialysis Units [11226]


Product Identifier:
�Liberty Cycler Machines [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): Fresenius Medical Care North AmericaReservoir Woods, Waltham, MA 02451-1457, United States


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


Problem:
In a December 14, 2015, Important Product Notification letter submitted by an ECRI Institute member hospital, Fresenius states that the door latch on the
above cycler machines may not fully close, potentially leading to the door unexpectedly opening. If this occurs, the door may make physical contact with
anything near it. Fresenius also states that if the door opens while you are performing increased intraperitoneal volume (IIPV) treatments, overfill may oc
cur under the following conditions:


● During treatment
● PD cycler is above the level of the patient's abdomen
● Patient does not hear alarm


Fresenius further states that because most of the fluid is likely to flow out of the drain line, overfill is unlikely to occur. IIIPV is caused by too much fluid
in the abdomen, which results from inadequate drainage and potentially results in serious injury or death. Some overfill symptoms include:


● Discomfort or pressure in the abdomen
● Shortness of breath
● Chest pain
● Vomiting or spitting up
● Leakage of fluid from the PD catheter exit site


Fresenius also states that it has received no reports of overfill related to the door opening unexpectedly. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the December 14, 2015, Important Product
Notification letter and Reply Form from Fresenius. If the door opens unexpectedly at any time, contact the Fresenius technical services department using
the information below. If a patient experiences IIPV or any of the above symptoms, stop the treatment and do the following:


● Clamp the catheter line
● Initiate a manual drain as instructed by the PD nurse
● Once the fluid is completely drained from the abdomen, contact the doctor or nurse


Complete the Reply Form, and return it to Fresenius using the information on the form. Fresenius will contact your facility when a solution becomes
available.
  
For Further Information:
Fresenius technical services department (reference field action number FA-2015-10-W)
Tel.: (800) 227-2572
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):


● 2015 Dec 28. Member Hospital. Fresenius reference no. FA-2015-10-W (includes reply form) Download
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[High Priority ] - A25536 : Hospira—Symbiq Infusion Pump System Pole Clamp Assemblies: Rubber Stop Pad May Be Missing


[High Priority ] - A25536 : Hospira—Symbiq Infusion Pump System Pole Clamp Assemblies: Rubber
Stop Pad May Be Missing
Medical Device Ongoing Action
Published: Thursday, December 31, 2015


UMDNS Terms:
•  Infusion Pumps, Analgesic, Patient-Controlled [16924]
•  Intravenous Poles [12177]


Product Identifier:
Symbiq Infusion System Pole Clamp Assemblies [Capital Equipment]
Part No.: HSP3313-E12; Lot No. 481976; Serial Nos.: 16026-xx-xx, 16027-xx-xx


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


Manufacturer(s): Hospira Inc275 N Field Dr, Lake Forest, IL 60045, United States


Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing,
Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Home Care, Pain Clinic, IV Therapy


Problem: In a December 22, 2015, Urgent Medical Device Correction letter, Hospira states that some of the above pole clamp assemblies used as spare
parts or used for repair may be missing the rubber stop pad. A Symbiq infuser attached to an IV pole with a missing pole clamp assembly rubber stop pad
may slip, delaying therapy, causing physical trauma, or leading to minor blood loss. 


Action Needed:
Identify any affected assemblies in your inventory. If you have affected assemblies, verify that you have received the December 22, 2015, Urgent
Medical Device Correction letter and reply form from Hospira. The firm recommends that you inspect the assemblies for missing robber stop pads. If you
find pole assemblies without rubber stop pads, contact the Hospira Advanced Knowledge Center by telephone at (800) 241-4002 (select option 4) to
receive a replacement pole clamp assembly or to be directed to a field service engineer who will replace the assembly. Notify all relevant personnel at
your facility of the information in the Urgent Medical Device Correction letter. Hospira will consider the Symbiq infusion system retired as of December
31, 2015, and will no longer support Symbiq products. Complete the reply form, and return it to Hospira using the information on the form. U.S.
customers should report any problems as described in the advisory to FDA’s MedWatch Adverse Event Reporting program by fax at (800) 332-0178; by
mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852-9787; or online
at the MedWatch website .
For Further Information:
To report adverse events or product complaints:
Hospira global complaint management department
Tel.: (800) 441-4100, 8 a.m. to 5 p.m. Central time, Monday through Friday
E-mail: productcomplaintspp@hospira.com
For additional information or technical assistance:
Hospira Advanced Knowledge Center
Tel.: (800) 214-4002 (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):


● 2015 Dec 23. Manufacturer Letter. Hospira Reference No. FA512-02(1) (includes reply form) Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

TLC Self-Retaining 

Retractor Frames, TLC 

Self-Retaining Retractor 

Systems, and Wilson 

Penile Implantation 

Systems

1/5/2016 Abeon Medical 2 Attac

hed

N/A# New

VAPR TRIPOLAR 90" 

Degree Suction Electrodes

1/4/2016 DePuy International Ltd 2 http:FAROUK, MAAMOUN 

TAMER & COMPANY

New

Healthcare facility products and adaptations

TruLight 3000, TruLight 

5000, iLED 3, iLED 5 and 

TruVidia Lighting and 

Video Systems

1/7/2016 Trumpf Medical 

Systems, Inc.

2 http:

//nc

mdr.

Medical regulations 

gate

New

Hospital hardware

Concerto & Basic shower 

trolley

1/7/2016 Arjo Huntleigh FSN http:Al-Faisaliah Medical 

System

New

In vitro diagnostic devices

API ZYM B 1/7/2016 bioMerieux Inc 2http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8739Al-Jeel Medical & Trading Co. LTDNew

AQURE system 1/6/2016 Radiometer America Inc FSNhttp://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8734Salehiya Trading Est.New

BD BBL Vancomycin 

Screen Agar

1/4/2016 Becton Dickinson & Co. 

(BD)

FSN http:Becton Dickinson B.V.Update

CAPILLARYS 3 TERA 1/10/2016 SEBIA FSNhttp://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=8756Dar Al-Zahrawi Medical Co. LLCNew

DensiCHEK Plus Units 

Used with VITEK 2 

Systems

1/5/2016 bioMerieux Inc 2 Attac

hed

Al-Jeel Medical & 

Trading Co. LTD

# New

FB Broth 1/4/2016 Hardy Diagnostics 2http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8724N/ANew

ImmunoCAP Specific 

IgG/IgG4 i1 Control H

1/7/2016 Phadia Ltd FSN http:ABDULREHMAN AL 

GOSAIBI GTB

New

http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8722
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8742
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8745
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8739
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8734
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=8720
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=8756
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8724
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8752



[High Priority ] - A25557 : Abeon—TLC Self-Retaining Retractor Frames, TLC Self-Retaining Retractor Systems, and Wilson Penile Implantation
Systems: Sterility May Be Compromised


[High Priority ] - A25557 : Abeon—TLC Self-Retaining Retractor Frames, TLC Self-Retaining Retractor
Systems, and Wilson Penile Implantation Systems: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Thursday, December 31, 2015


UMDNS Terms:
•  Retractors [13373]
•  Retractors, Surgical [33134]
•  Prostheses, Penile [13167]


Product Identifier:
Sterile Single-Use Retractor Devices: (1) TLC Self-Retaining Retractor Frames, (2) TLC Self-Retaining Retractor Systems, (3) Wilson Penile
Implantation Systems [Consumable]
Product Nos.: Lot Nos.:


M0068201750,
M0068201761


14112171 EXP NOV 2017, 14112177 EXP NOV 2017, 14120576 EXP MAY 2017, 14120578
EXP NOV 2017, 14120579 EXP NOV 2017, 14121661 EXP DEC 2017, 14121861 EXP DEC 2017,
14121862 EXP DEC 2017, 14121863 EXP DEC 2017, 15010199 EXP DEC 2017, 15010200 EXP
DEC 2017, 15011528 EXP JAN 2018, 15011529 EXP JAN 2018, 15011530 EXP JAN 2018,
15011531 EXP JAN 2018, 15012621 EXP DEC 2017, 15012638 EXP DEC 2017, 15012640 EXP
NOV 2017, 15013724 EXP NOV 2017, 15013728 EXP DEC 2017, 15013788 EXP JAN 2018,
15013789 EXP JAN 2018, 15013790 EXP JAN 2018, 15013791 EXP JAN 2018, 15020046 EXP
JAN 2018, 15020047 EXP DEC 2017, 15020048 EXP JAN 2018, 15020050 EXP SEP 2017,
15021047 EXP JAN 2018, 15021048 EXP JAN 2018, 15021049 EXP JAN 2018, 15021050 EXP
JAN 2018, 15021472 EXP FEB 2018, 15021473 EXP FEB 2018, 15021474 EXP FEB 2018,
15024336 EXP JAN 2018, 15030309 EXP JAN 2018, 15030310 EXP NOV 2017, 15030317 EXP
JAN 2018, 15030318 EXP JAN 2018, 15032367 EXP JAN 2018, 15032370 EXP JAN 2018,
15032507 EXP MAR 2018, 15032508 EXP MAR 2018, 15034955 EXP MAR 2018, 15035013
EXP MAR 2018, 15040424 EXP FEB 2018, 15040425 EXP JAN 2018, 15040426 EXP JAN 2018,
15040428 EXP FEB 2018, 15040681 EXP APR 2018, 15040682 EXP APR 2018, 15041220 EXP
APR 2018, 15041281 EXP APR 2018, 15042333 EXP MAR 2018, 15045081 EXP APR 2018,
15050026 EXP JAN 2018, 15050027 EXP MAR 2018, 15050029 EXP MAR 2018, 15050030 EXP
JAN 2018, 15061724 EXP APR 2018, 15061725 EXP APR 2018, 15061726 EXP DEC 2017,
15082274 EXP APR 2018, 15082325 EXP APR 2018, 15082326 EXP MAY 2018, 15082837 EXP
AUG 2018, 15082838 EXP AUG 2018, 15082839 EXP AUG 2018, 15084674 EXP AUG 2018,
15084675 EXP AUG 2018, 15084676 EXP AUG 2018, 15084745 EXP AUG 2018, 15084945
EXP AUG 2018, 15084946 EXP AUG 2018, 15084947 EXP AUG 2018, 15090461 EXP AUG
2018, 15090470 EXP AUG 2018, 15090472 EXP AUG 2018, 15090479 EXP AUG 2018,
15090480 EXP AUG 2018, 15090653 EXP SEP 2018, 15092097 EXP SEP 2018, 15092098 EXP
SEP 2018, 15092099 EXP SEP 2018, 15092487 EXP AUG 2018, 15092488 EXP AUG 2018,
15092498 EXP SEP 2018, 15092499 EXP AUG 2018, 15092500 EXP SEP 2018, 15100350 EXP
SEP 2018


TLC200, TLC5042,
TLC5042-I


14121931 EXP DEC 2017, 14121932 EXP DEC 2017, 15010126 EXP JAN 2018, 15013122 EXP
JAN 2018, 15013123 EXP JAN 2018, 15021046 EXP JAN 2018, 15021051 EXP JAN 2018,
15023295 EXP JUN 2017, 15024395 EXP FEB 2018, 15024396 EXP FEB 2018, 15031873 EXP
MAR 2018, 15032061 EXP DEC 2017, 15033220 EXP FEB 2018, 15034503 EXP OCT 2017,
15040515 EXP JUN 2017, 15040520 EXP FEB 2018, 15041108 EXP DEC 2017, 15042815 EXP
JAN 2018, 15044161 EXP DEC 2017, 15044716 EXP APR 2018, 15044717 EXP APR 2018,
15050167 EXP DEC 2017, 15050175 EXP JAN 2018, 15051473 EXP MAY 2018, 15051474 EXP
MAY 2018, 15051950 EXP APR 2018, 15054517 EXP MAY 2018, 15062728 EXP DEC 2017,
15062732 EXP APR 2018, 15070461 EXP FEB 2018, 15070483 EXP JAN 2018, 15070485 EXP
JAN 2018, 15070515 EXP FEB 2018, 15074959 EXP JUL 2018, 15075862 EXP JAN 2018,
15076498 EXP JUL 2018, 15080211 EXP JAN 2018, 15080251 EXP JAN 2018, 15080317 EXP
JAN 2018, 15080659 EXP APR 2018, 15081546 EXP JAN 2018, 15082266 EXP APR 2018,
15090148 EXP JUL 2018, 15090422 EXP MAR 2018, 15092264 EXP JAN 2018, 15093692 EXP
JAN 2018, 15094993 EXP JAN 2018, 15095115 EXP JUL 2018, 15095135 EXP MAR 2018,
15095190 EXP DEC 2017, 15095598 EXP SEP 2018, 15100494 EXP OCT 2018, 15102039 EXP
MAY 2018, 15103106 EXP SEP 2018, 15103112 EXP SEP 2018, 15110293 EXP JUN 2018
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TLC300


14122483 EXP DEC 2017, 15010125 EXP JAN 2018, 15010989 EXP DEC 2017, 15023291 EXP
OCT 2017, 15033742 EXP MAR 2018, 15034288 EXP MAR 2018, 15034509 EXP DEC 2017,
15042675 EXP MAR 2018, 15053401 EXP DEC 2017, 15054441 EXP JAN 2018, 15062598 EXP
JUN 2018, 15062599 EXP JUN 2018, 15064578 EXP JAN 2018, 15070470 EXP MAR 2018,
15070490 EXP MAR 2018, 15081541 EXP MAR 2018, 15082695 EXP MAR 2018, 15090147
EXP JUN 2018, 15095188 EXP JUN 2018, 1511046 EXP JUN 2018, 15110476 JUN 2018


Units distributed between January 5 and November 3, 2015


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


Manufacturer(s): Abeon Medical 4650 W Streetsboro Rd, Richfield, OH 44286, United States


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


Problem:
In a December 17, 2015, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Abeon states that the sterile pouches
containing the above retractor devices may have open seals, potentially leading to postoperative infection. Abeon also states that it has received reports of
this problem and that in each case, the pouch opening was obvious and discovered before use of the device in a surgical procedure. Abeon further states
that it has received no reports of injuries associated with this problem. Abeon states that the population most at risk are patients unable to resist infection.
Abeon also states that the hazard associated with the use of a device with an open pouch is limited and that the probability of a serious health risk or a
medically reversible health risk are unlikely. The manufacturer has not confirmed the information provided in the source material.
 


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the December 17, 2015, Urgent Medical
Device Recall letter and Customer Recall Notification Acknowledgment form from Abeon. Abeon recommends that you visually inspect of affected
product for an open or damaged seal by doing the following:
(1) Open the outer box.
(2) Remove the sterile pouch.
(3) Visually inspect the straight pouch seal opposite the chevron seal.
Do not use any device with a pouch seal that is open or appears damaged. Complete the Recall Notification Acknowledgment form, and return it to
Abeon using the instructions on the form. Return any affected product with open pouches or damaged pouch seals to Abeon (all available packaging and
labeling should be returned with the device). Abeon will provide your facility with replacement product or refund. Devices with pouch seals that pass a
visual inspection are sterile and may be used. Continue to inspect and prepare devices before use according to the device's standard operating procedures
and good medical practices.
 
For Further Information:
Abeon customer service department
Tel.: (440) 262-6000, 8:30 a.m. to 5 p.m., Eastern time
E-mail: recall@abeonmedical.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):


● 2015 Dec 29. Member Hospital. Abeon letter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A25558 : bioMerieux—DensiCHEK Plus Units Used with VITEK 2 Systems: May Yield Erroneous Results


[High Priority ] - A25558 : bioMerieux—DensiCHEK Plus Units Used with VITEK 2 Systems: May Yield
Erroneous Results
Medical Device Ongoing Action
Published: Wednesday, December 30, 2015


UMDNS Terms:
•  Analyzers, Laboratory, Microbiology, Blood Culture, Automated [15973]
•  Analyzers, Laboratory, Microbiology, Susceptibility, Automated [15306]


Product Identifier:
�DensiCHEK Plus Units used with VITEK 2 Systems [Capital Equipment]
VITEK 2 Software Version 7.01


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


Manufacturer(s): bioMerieux Inc 100 Rodolphe St, Durham, NC 27712, United States


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


Problem: In a December 22, 2015, Product Correction Notice letter submitted by an ECRI Institute member hospital, bioMerieux states that it has
identified a discrepant inoculum density range for the Neisseria-Haemophilus (NH) identification (ID) test card in the VITEK 2 7.01 product information
document (reference number 514740-1EN1). In Section 6—Procedure for NH Card Specimen Preparation (step 3), the documented DensiCHEK Plus
inoculum density range is incorrectly listed as 1.80 to 2.20. All other references to the NH ID inoculum density range are correct. The NH Product
Information Culture Requirements Table (Table 47) correctly indicates that the DensiCHEK Plus inoculum density range is 2.70 to 3.30. In the
DensiCHEK Plus User Manual (reference number S10808-1XX1), the Organism Suspension Range Table (Table 1-2) correctly indicates that the
DensiCHEK Plus inoculum density range is 2.70 to 3.30. Refer to the illustrations in the letter . The NH ID card may be processed with an inoculum
density less than intended. Factors including Good Laboratory Practices, performance of periodic quality control (QC), confirmation of identification
using an alternative method, access to the correct information, availability of clinical information to confirm identification, and initiation of empiric
therapy before the identification result may mitigate the discrepancy. The manufacturer has not confirmed the information provided in the source
material.


Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the December 22, 2015,
Product Correction Notice letter from bioMerieux. Notify all relevant personnel at your facility of the information in the letter. Confirm use of the proper
inoculum density range for the VITEK 2 NH ID card (2.70 to 3.30 McFarland). Retain a copy of the letter for your records.
For Further Information:
bioMerieux
Clinical customer service department
Tel.: (800) 682-2666
Industry customer service department
Tel.: (800) 634-7656
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):


● 2015 Dec 30. Member Hospital. bioMerieux letter submitted by ECRI Institute member hospital Download


www.ecri.org . Printed from Health Devices Alerts on Tuesday, January 5, 2016 Page 1


©2016 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/126827/20151222bioMerieuxDensiCHEKPlusClientRedactedr.pdf?option=80F0607

http://www.biomerieux-diagnostics.com/contact

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/126840/20151222bioMerieuxDensiCHEKPlusClientRedactedr.pdf



AFHajlan
(A25558) bioMerieux-DensiCHEK.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

SPOTCHEM II Reagent 

Test Strips

1/5/2016 ARKRAY 2 AttacZimmo Trading 

Establishment.

# New

VITROS Chemistry 

Products Calibrator Kit 9

1/7/2016 Ortho-Clinical 

Diagnostics

1 http:Samir Photographic 

Supplies Co. Ltd.

Update

Non-active implantable devices

 ala purple 1/6/2016 alamedics GmbH & Co. KG FSNhttp://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8730Saad Al BashirNew

CARDIOSAVE Hybrid and 

CARDIOSAVE Rescue 

Intra-Aortic Balloon 

Pumps

1/5/2016 MAQUET Cardiovascular 

LLC

2 http:

//nc

mdr.

Al-Jeel Medical & 

Trading Co. LTD

# New

Hip Preservation System 

Signature PreBent Burs

1/7/2016 ConMed Corporation FSN http:Saudi Import Co. BanajaNew

PFNA Nails 1/7/2016 DePuySynthes 2http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8740Isam Economic Co.New

sterile pack. Guide wires, 

K-Wires , Metaizeau pin

1/6/2016 Stryker Communications FSN http:Al-Faisaliah Medical 

System

New

Total Toe Instrument Kit 1/4/2016 Arthrosurface, Inc. 2http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8719N/ANew

VariAx 2 3.5 mm screws, 

Included in VariAx 

Compression EPS system 

tray

1/7/2016 Stryker Communications 2 http:

//nc

mdr.

Al-Faisaliah Medical 

System

New

Vortek - Single Loop 

Ureteral Stent

1/6/2016 Coloplast FSN http:janat al arab tradingNew

Zilver 518RX Vascular 

Stent

1/6/2016 Cook Inc, FSN http:NAFA MedicalNew

Zimmer Universal Locking 

System.

1/6/2016 Zimmer inc FSN http:Ebrahim M. Al-Mana & 

Bros. Co. Ltd.

New

Reusable devices

http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8750
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8730
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=8755
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8747
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8740
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8736
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8719
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8741
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8732
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8733
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8738



[High Priority ] - A25541 : Arkray�—SPOTCHEM II Reagent Test Strips: Lowered Reaction Rate May Occur


[High Priority ] - A25541 : Arkray�—SPOTCHEM II Reagent Test Strips: Lowered Reaction Rate May
Occur
Medical Device Ongoing Action
Published: Thursday, December 31, 2015


UMDNS Terms:
•  IVD Test Reagent/Kits, Clinical Chemistry, Rapid Test, Whole Blood, Glucose, Strip [17419]


Product Identifier:
�
SPOTCHEM II Reagent Test
Strips


MedTest
Part Nos.: Lot Nos.:


Basic PANEL 1 77484 PN5C26
Glucose 77424 EA4M78


[Consumable]


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


Manufacturer(s): ARKRAY USA Inc 5198 W 76th St, Edina, MN 55439, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a December 17, 2015, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Arkray states that a lowered reaction
rate may occur with the above test strips in the reagent pad for glucose. Arkray states that glucose values above the claimed upper limit of 416 mg/dL
should not provide a displayed result on the SPOTCHEM EZ analyzer and display the message "Over." However, the above strips may display a result of
approximately 300 to 400 mg/dL for any glucose values that exceed the upper limit of 416 mg/dL. Arkray also states that the above strips may produce
results with a negative bias of 18.5 % for glucose levels above 265 mg/dL. This problem may prevent healthcare professionals from recognizing
symptoms of hyperglycemia, including diabetic ketoacidosis and hyperosmolar hyperglycemic syndrome, and they may fail to treat elevated blood
glucose levels. Arkray states that it has received no report of illness or injury as the result of 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 December 17, 2015, Urgent Medical
Device Recall letter and return form from Arkray. To arrange for product return and replacement, contact Lesty Jaranilla by telephone at (877) 538-8872,
ext. 3243. Arkray will replace affected product free of charge. Complete the return form, and return it to Arkray using the instructions on the form.
For Further Information:
Lesty Jaranilla, Arkray sales support coordinator
Tel.: (952) 646-3243
E-mail: JaranillaL@arkrayusa.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):


● 2015 Dec 28. Member Hospital. Arkray letter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A25514 : MAQUET—CARDIOSAVE Hybrid and CARDIOSAVE Rescue Intra-Aortic Balloon Pumps: Scroll Compressor May Be Out of
Specification for Output Pressure or Vacuum


[High Priority ] - A25514 : MAQUET—CARDIOSAVE Hybrid and CARDIOSAVE Rescue Intra-Aortic
Balloon Pumps: Scroll Compressor May Be Out of Specification for Output Pressure or Vacuum
Medical Device Ongoing Action
Published: Thursday, December 31, 2015


UMDNS Terms:
•  Circulatory Assist Units, Cardiac, Intra-Aortic Balloon  [10846]


Product Identifier:
�CARDIOSAVE Intra-Aortic Balloon Pumps (IABPs): (1) Hybrid, (2) Rescue [Capital Equipment]
U.S. Part Nos.: (1 ) 0998-00-0800-53, 0998-UC-0800-53, (2) 0998-00-0800-83, 0998-UC-0800-83
Outside U.S. Part Nos.: 0998-00-0800-XX, 0998-UC-0800-XX
Units distributed between in the U.S. between March 6, 2012, and October 19, 2015; Units distributed outside the U.S. between March 6, 2012, and
October 20, 2015


Geographic Regions: Worldwide


Manufacturer(s): Datascope Angioplasty Div Datascope Corp153 Bauer Dr, Oakland, NJ 07436, United States


Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, OR/Surgery,
Internal Medicine, Perfusion


Problem:
In a December 16, 2015, Urgent Product Recall Medical Device Field Correction letter submitted by ECRI Institute member hospitals, and a December
17, 2015, Urgent Product Recall Medical Device Field Correction letter, MAQUET states that it has received 38 reports related to failure of the scroll
compressor of the above IABP systems to meet specifications for output pressure or vacuum. MAQUET also states that none of the product complaints
identified resulted in patient harm or adverse event. When the scroll compressor fails, the IABP display will show a high priority alarm (either "Autofill
Failure" or "IAB Catheter Restriction"), and patient therapy could be interrupted.


Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the December 16, 2015,
Urgent Product Recall Medical Device Field Correction letter and Response Form from MAQUET. A MAQUET service representative will contact your
facility to schedule a software update and provide a revised CARDIOSAVE IABP operating instructions manual. Affected product can still be used while
awaiting maintenance. The WARNINGS section of the CARDIOSAVE IABP operating/user instructions instructs clinicians not to leave patients
unattended during IABP therapy. A hazard associated with a sudden shutdown is related to the static condition (no inflating or deflating) of the balloon
during therapy interruption. Inactive balloons should not remain in the patient for more than 30 min because of the potential for thrombus formation. If
this occurs, transfer to the patient to an alternative IABP. If an alternative IABP is unavailable, manually inflate the intra-aortic balloon (IAB) with air or
helium and immediately aspirate. Refer to the Manually Inflating and Deflating a Catheter section of the IAB instructions for use. Complete the Response
Form, and return it to MAQUET using the instructions on the form.
For Further Information:
MAQUET technical support department
U.S. Tel.: (800) 777-4222


(select option 3), 8 a.m. to 6 p.m. Eastern time, Monday through Friday
Website: Click here


�References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Maquet: Cardiosave Hybrid/Rescue IABP [online]. London: Department
of Health; 2015 Dec 29 [cited 2015 Dec 29]. (Field safety notice; reference no. 2015/012/022/292/006). 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):


● 2015 Dec 22. Member Hospital. December 16, 2015, MAQUET letter submitted by ECRI Institute member hospitals (includes reply 
form) Download


● 2015 Dec 29. MHRA FSN. 2015/012/022/292/006 Download
● 2015 Dec 29. MHRA FSN. December 17, 2015 MAQUET letter posted by MHRA Download
● 2015 Dec 31. Manufacturer. Manufacturer confirmed information.
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http://www.maquet.com/us/Contact

https://www.gov.uk/drug-device-alerts/field-safety-notices-21-to-25-december-2015#maquet-cardiosave-hybridrescue-iabp

https://www.gov.uk/drug-device-alerts/field-safety-notices-21-to-25-december-2015#maquet-cardiosave-hybridrescue-iabp

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/126970/20151216MAQUETCARDIOSAVEHybridIntraAorticBalloonPumpsCLIENTRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/126971/20151229MAQUETCardiosaveMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/126972/20151217MAQUETCardiosaveMHRA.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Disposable Kwik Fix short 

service sling – DHECL

1/7/2016 Silvalea FSN http:N/ANew

Enteral feeding sets: 

Compat Gravity; Compat 

Standard

1/10/2016 CEDIC SRL FSN http:

//nc

N/ANew

Single-use devices

Cardinal Health Tiny Toes 1/4/2016 Philips Healthcare 2http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8726Philips Healthcare Saudi Arabia Ltd.New

Citra-Lock 5 4% 1/7/2016 Medisp Produtos Hospitalares FSNhttp://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8748N/ANew

CME Syringe Extension 

sets for use with the CME 

T34/T60 pumps

1/7/2016 CME America, LLC FSN http:

//nc

N/ANew

Green and Black  Mamba 

Suture Passer

1/4/2016 Biomet Inc 2 http:Al Amin Medical 

Instruments Co. Ltd.

New

NS2 6FR DEHP Free PVC 

tube 75CM XRO

1/6/2016 Vygon UK Ltd FSN http:Al-Jeel Medical & 

Trading Co. LTD

New

PiCSO® Impulse System 1/7/2016 Miracor Medical Systems FSNhttp://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8749Medical Technology EstablishmentNew

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 EC

http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8744
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=8757
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8726
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8748
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8746
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8721
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8737
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8749
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
AFHajlan
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