
SBED Weekly Update 16-May-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 

43 SFDA website
5/8/2017 5/14/2017

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: WU1720

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

Dale Medical Stabilock 

Endotracheal Tube 

Holder, Adhesive Base

5/9/2017 Dale Medical Products, 

Inc.

2 https

://nc

mdr.

Medical Oasis 

Establishment

New

Model V60 Ventilators  ,. 5/10/2017 Philips Healthcare 2 AttachedPhilips Healthcare Saudi Arabia Ltd.# New

MONNAL T50 5/11/2017 Air Liquide Medical Systems FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11019N/ANew

TB2000 Disposable t-

piece infant resuscitation 

circuit with adjustable 

PEEP,

5/10/2017 Parker Healthcare 2 https

://nc

mdr.

sfda.

N/ANew

Assistive products for persons with disability

Flexx HD Wheelchairs , 5/14/2017 Karma Mobility Limited 2 AttachedN/A# New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10995
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11019
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11003
http://Attached
AFsaif


AFsaif





[High Priority ] - A28516 : Philips—Model V60 Ventilators: Internal Cable May Become Displaced, Potentially Resulting in Ventilator Shut Down


[High Priority ] - A28516 : Philips—Model V60 Ventilators: Internal Cable May Become Displaced,
Potentially Resulting in Ventilator Shut Down
Medical Device Ongoing Action
Published: Wednesday, May 3, 2017


UMDNS Terms:
•  Ventilators [15613]


Product Identifier:
�Model V60 Ventilators [Capital Equipment]
Units manufactured on or before September 15, 2015


Geographic Regions: Worldwide


Manufacturer(s): Philips Respironics Inc1010 Murry Ridge Ln, Murrysville, PA 15668-8525, United States


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


Problem: In an April 20, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Philips states that over time, low-
frequency vibrations on the above ventilators may cause the pins within the female connectors on the internal Motor Controller to Data Acquisition Board
ribbon cable to become partially displaced, which causes momentary high resistance that interferes with data transfer, potentially causing the ventilator to
fail the power on self-testing (POST) or cause the continuous built in test (CBIT) to detect a fault and cause a ventilator shut down with alarm during use
or during intrahospital transport. Philips further states that if the ventilator shuts down for any Vent Inop condition and is operating on battery power, an
audible high priority alarm will sound continuously for at least 2 min. If the ventilator is connected to AC power (mains supply), the alarm will continue
to sound until an operator intervenes. If the ventilator is connected to a remote alarm system, the alarm system will be activated until action is taken by
the operator. The device may display an error code 100A, 1006, 1007, or 1008 on the screen. Displaying one of these error codes indicates that the
ventilator has had a communication failure that may be caused by the cable. If a Vent Inop event occurs when a patient is connected, pressure support and
02 delivery may cease. Such cessation may cause the patient's Sp02 to drop and, if the alarm is not attended to promptly, may lead to hypoxemia or
hypercarbia.


Action Needed:
Identify any affected product in your inventory. To identify affected ventilators, locate the label with the serial number and date of manufacturing on the
back of the ventilator, as shown in the letter . If you have affected product, verify that you have received the April 20, 2017, Urgent Medical Device
Recall letter and Confirmation Form from Philips. Complete the Confirmation Form and return it to Philips using the instructions on the form. Philips
states that affected ventilators can continue to be used because the incidence of failure is low. To minimize risk of illness or injury, operate the ventilator
as directed in the operator's manual:


● Promptly attend to all alarms.
● Use an external 02 monitor/analyzer and set the alarm thresholds appropriately.
● Ensure that the correct circuits and masks identified in the operator’s manual are used with the ventilator.
● Wherever possible, connect the ventilator to a remote call system.
● If the ventilator shuts down, alarms and displays Error Codes 100A, 1006, 1007, or 1008, turn the ventilator off, discontinue use, and use an


alternative ventilator. Contact your customer service representative and report the failure referencing FCO86600037A.
A Philips engineer will contact your facility to arrange to install a new cable on affected ventilators at no cost. U.S. customers should report adverse
events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 
332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information: 
Philips
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 May 2. Member Hospital. FCO86600037A (includes reply form) Download
● 2017 May 3. Manufacturer. Manufacturer confirmed source documents
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152609/20170420PhilipsV60VentilatorsClient_Redacted.pdf?option=80F0607

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

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

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

http://www.usa.philips.com/healthcare/about/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/152699/20170420PhilipsV60VentilatorsClient_Redacted.pdf



(A28516) Philips-Model V60 Ventilators.pdf




[High Priority ] - A28467 : Karma—Flexx HD Wheelchairs: Casters May Break during Use


[High Priority ] - A28467 : Karma—Flexx HD Wheelchairs: Casters May Break during Use
Medical Device Ongoing Action
Published: Friday, April 28, 2017


UMDNS Terms:
•  Wheelchairs, Mechanical [16949]


Product Identifier:
Flexx HD Wheelchairs [Capital Equipment]
Serial Nos.: TM14-A15426 through TM14-A15430, TM14-A15431 through TM14-A15435, TM14-A15436 through TM14-A15440, TM14-A15441
through TM14-A15445, TM14-A15446 through TM14-A15450, TM14-A15451 through TM14-A15455, TM15-A02900 through TM15-A02904, TM15-
A02905 through TM15-A02909, TM15-A02910 through TM15-A02914, TM15-A02915 through TM15-A02919, TM15-A02920 through TM15-
A02924, TM15-A02925 through TM15-A0292, TM15-A10969 through TM15-A10973
Units purchased before August 1, 2015


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


Manufacturer(s): Karma Mobility LtdUnit 6 Target Park, Shawband Road, Redditch B98 8YN England


Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Facilities/Building Management, Home Care, Physical Therapy/Rehabilitation


Problem:
In a March 31, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Karma states
that the casters supplied with the above wheelchairs may break during use. The manufacturer has not confirmed the information provided in the source
material.
 


Action Needed:
Identify any affected wheelchairs in your inventory. If you have affected wheelchairs, verify that you have received the March 31, 2017, Urgent Field
Safety Notice letter from Karma. Karma states that it has contacted retailers with affected wheelchairs and provided them with replacement parts. To
determine whether your wheelchair has been modified with the replacement parts, contact Karma using the information below. Notify all relevant
personnel at your facility of the information in the letter. Contact Karma to confirm that you have received the letter using the information below.
 
For Further Information
Karma
Tel.: (0845) 6303436
E-mail: info@karmamobility.co.uk
Website: Click here


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


Health; 2017 Apr 24 [cited 2017 Apr 26]. (Field safety notice; reference no. 2017/004/003/299/011). 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 Apr 26. MHRA FSN. 2017/004/003/299/011 Download
● 2017 Apr 26. MHRA FSN. Download
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mailto:info@karmamobility.co.uk

http://karmamobility.co.uk/contact-us/

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-april-to-21-april-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-april-to-21-april-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/152504/20170424KarmaFlexxHDWheelchairsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152505/20170331KarmaFlexxHDWheelchairsMHRA.pdf



(A28467) Karma-Flexx HD Wheelchairs.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Stealth Flip Down Stems 5/14/2017 Stealth Products Inc. 2 AttachedN/A# New

Table and attachments, 

operating-room

5/11/2017 The Anspach Effort, Inc. 2 https

://nc

Al-Nozha Medical EstNew

Dental devices

Linear Straight Broach 

Handle, (Rasp Handle) EZ 

Clean" Linear Broach 

Handle

5/11/2017 Greatbatch Medical. 2 https

://nc

mdr.

sfda.

Al-Jeel Medical & 

Trading Co. LTD

New

Microfil Composite 

Instruments

5/14/2017 Almore International Inc 2 https

://nc

N/ANew

Diagnostic and therapeutic radiation devices

MEDHOT MTI 2000 

THERMAL IMAGING 

SYSTEMMed

5/11/2017 Med-Hot Thermal 

Imaging, Inc

2 https

://nc

mdr.

N/ANew

NDI P7 Position Sensor, 

Stereotaxic Instrument

5/11/2017 Orthosoft, Inc 2 https

://nc

N/ANew

Sensis system , 5/8/2017 SIEMENS 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=10986Siemens Medical SolutionsNew

SOMATOM Force with 

software version VA50A

5/10/2017 SIEMENS 2 https

://nc

Siemens Medical 

Solutions

New

Electro mechanical medical devices

1,000 mL Canisters with 

Gel Used with InfoV.A.C. 

and V.A.C.ULTA Therapy 

Systems

5/14/2017 KCI USA Inc 2 Attac

hed

Al-Jeel Medical & 

Trading Co. LTD

# New

Caliber Inflation Device , 5/9/2017 C R Bard Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10991C.R. BARD Saudi ArabiaNew

JETSTREAM 5/9/2017 Boston Scientific. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10992Thimar Al Jazirah Healthcare Co.New

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11010
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11011
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11022
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11012
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11009
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=10986
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11004
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10991
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10992
AFsaif
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[High Priority ] - A28132 : �BES—Stealth Flip Down Stems: Nuts and Bolts May Not Be Secure


[High Priority ] - A28132 : �BES—Stealth Flip Down Stems: Nuts and Bolts May Not Be Secure
Medical Device Ongoing Action
Published: Wednesday, May 3, 2017


UMDNS Terms:
•  Headrests [11964]


Product Identifier:
�Stealth Flip Down Stems - Mounting Hardware [Capital Equipment]
Model Nos.: TWB480-17FDM, TWB486-17FDM, TWB480-1FDM
Units distributed beginning May 2015


Geographic Regions: Ireland, U.K.


Distributor(s): •  BES Rehab Ltd131 South Liberty Lane, Bristol,  BS3 2SZ, England


Manufacturer(s): Stealth Products Inc 104 John Kelly Dr, Burnett, TX, 78611, United States


Suggested Distribution: Clinical/Biomedical Engineering, Home Care, Physical Therapy/Rehabilitation


Problem:
�In a February 8, 2017, Advisory Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), BES states that the
nuts and bolts within the stem of the above headrests may not be fully secure. 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 February 8, 2017, Advisory Notice
letter from BES. BES recommends that you check that the bolt end is flush with the outside of the nut on the stem. If the bolt is not flush with the nut or
if it is loose, BES will supply and, if required, fit new bolts and nuts on affected stems.
For Further Information:
Nikki ter Haar, BES quality assurance manager
Tel.: (01179) 666 761
Email: nth@bescorporate.net
Website: Click here


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


2017 Feb 20 [cited 2017 Apr 12]. (Field safety notice; reference no. 2017/002/009/601/001). 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 Apr 12. MHRA FSN. BES Advisory Notice Download
● 2017 Apr 12. MHRA FSN. 2017/002/009/601/001 Download
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mailto:nth@bescorporate.net

http://www.bescorporate.net/bes-corporate/contact-us

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

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

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/151733/2Aug2017BESCorporateStealthFlipDownStemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/151734/8Febraury2017BESCorporateStealthMHRACover.pdf



(A28132) BES-Stealth Flip Down Stems.pdf




[High Priority ] - A28561 : �KCI—1,000 mL Canisters with Gel Used with InfoV.A.C. and V.A.C.ULTA Therapy Systems: Sterility May Be Compromised


[High Priority ] - A28561 : �KCI—1,000 mL Canisters with Gel Used with InfoV.A.C. and V.A.C.ULTA
Therapy Systems: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Thursday, May 11, 2017


UMDNS Terms:
•  Negative-Pressure Wound Therapy Systems  [20395]


Product Identifier:
�1,000 mL Canisters with Gel used with the following Therapy Systems: (1) InfoV.A.C., (2) V.A.C.ULTA [Consumable]
Canister Part No. M8275093/5; Canister Lot Nos.: 51020446, 51020448, 51020449, 51020750, 51020751, 51020752, 51020753, 51020856, 51021472,
51021936, 51021938, 51021939, 51021940, 51022283, 51022440, 51022441, 51022719


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


Manufacturer(s): Kinetic Concepts Inc (KCI) An Acelity Co12930 Interstate 10, West San Antonio, TX 78265, United States


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


Problem:
�In a May 4, 2017, Urgent Voluntary Medical Device Field Notification letter submitted by an ECRI Institute member hospital, KCI states that the
sterile barrier of the pouches for the above canisters may be breached. KCI also states that it has received no reports of patient injury as a result of this
problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify and isolate any affected canisters in your inventory. For images showing how to locate the lot number on the device packaging, see the letter
. If you have affected canisters, verify that you have received the May 4, 2017, Urgent Voluntary Medical Device Field Notification letter and Field
Notification Acknowledgment form from KCI. Complete the Field Notification Acknowledgment form, and return it to KCI using the instructions on the
form. To arrange for product return and replacement, contact your KCI local representative or the KCI customer technical support department by
telephone at (800) 275-4524 (select option 3). Forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
KCI
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 May 11. Member Hospital. (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152968/20170504KCIInfoV.A.C.andV.A.C.UltaCLIENT.pdf?option=80F0607

http://www.acelity.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/152968/20170504KCIInfoV.A.C.andV.A.C.UltaCLIENT.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Med X Change DRSHD 

1080P High Definition 

Recording Systems

5/11/2017 ConMed Corporation. 2 Attac

hed

ProMedEx# New

Mederi Stretta Catheter 

and Accessory Kit

5/11/2017 Mederi Therapeutics, Inc 2 https

://nc

FAROUK MAAMOUN 

TAMER and COMPANY

New

Monica Novii Wireless 

Patch Systems

5/10/2017 GE Healthcare 2 Attac

hed

GE Healthcare# New

Monopolar HF Resection 

Electrodes

5/10/2017 Olympus 2 https

://nc

Salehiya Trading Est.New

Phagenyx Base Station 

Treatment Cables

5/14/2017 Phagenesis Ltd 2 Attac

hed

N/A# New

Visum LED Surgical 

Lighting system

5/10/2017 Stryker Communications 2 https

://nc

Al-Faisaliah Medical 

System

New

In vitro diagnostic devices

ETEST OX 256 5/11/2017 bioMerieux Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11015Al-Jeel Medical & Trading Co. LTDNew

Sysmex XN Series 

Automated Hematology 

Analyzers

5/9/2017 Sysmex America Inc 2 https

://nc

mdr.

FAROUK, MAAMOUN 

TAMER & COMPANY

New

Uni-Gold H. pylori 

Antigen Kits

5/14/2017 Trinity Biotech plc. 2 Attac

hed

AL OSOOL MEDICAL 

TRADING COMPANY

# New

VIDAS FT4 5/11/2017 bioMerieux Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11020Al-Jeel Medical & Trading Co. LTDNew

Xpert CT/NG 5/11/2017 Cepheid FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11018ABDULLA FOUAD HOLDING COMPANYNew

Non-active implantable devices

Cook Biodesign 1-Layer 

Tissue Graft and Cook 

Biodesign 4-Layer Tissue 

Graft

5/10/2017 Cook Inc, 2 https

://nc

mdr.

sfda.

NAFA MedicalNew

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11007
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11002
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11005
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11015
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10997
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11020
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11018
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11000
AFsaif











[High Priority ] - A28512 : �CONMED—Med X Change DRSHD 1080P High Definition Recording Systems: Internal Cable May Be Defective, Potentially
Causing It to Heat, Melt Plastic, and Produce Smoke


[High Priority ] - A28512 : �CONMED—Med X Change DRSHD 1080P High Definition Recording
Systems: Internal Cable May Be Defective, Potentially Causing It to Heat, Melt Plastic, and Produce
Smoke
Medical Device Ongoing Action
Published: Thursday, May 4, 2017


UMDNS Terms:
•  Monitors, Video, High Definition [28170]
•  Recorders, Video [34641]


Product Identifier:
�Med X Change DRSHD 1080P High Definition Recording Systems [Capital Equipment]
  


Model
Nos.:


Med X Change Serial 
Nos.:  System Serial Nos.: 


Work
Order 
Nos.: 


C-LDRS.6 DRSHD-0213-030C 70045451365388 8618


C-LDRS.6 DRSHD-0213-001C 70045604680265 8546


C-LDRS.6 DRSHD-0213-002C 70045451365307 8546


C-LDRS.6 DRSHD-0213-003C 70045451365371 8546


C-LDRS.6 DRSHD-0213-031 C 70045451365387 8618


C-LDRS.6 DRSHD-0413-045C 70045451365308 8762


C-LDRS.6 DRSHD-0413-046C 70045604680264 8762


C-LDRS.6 DRSHD-0413-047C 70045443317807 8776


C-LDRS.6 DRSHD-0713-010C 80045489963379 9117


C-LDRS.6 DRSHD-0913-019C 80045490176988 9369


LDRS.6 DRSHD-0213-013C 70045451365312 8580


LDRS.6 DRSHD-0213-017C 70045451365314 8580


LDRS.6 DRSHD-0313-007C 00039724576556 8670


LDRS.6 DRSHD-0213-026C 00039723788797 8580
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LDRS.6 DRSHD-0213-028C 70045451365304 8580


LDRS.6 DRSHD-0313-013C 00039724576553 8674


LDRS.6 DRSHD-0313-014C 00039725814663 8674


LDRS.6 DRSHD-0513-002C 70045460154681 8730


LDRS.6 DRSHD-0513-003C 00039724576555 8730


LDRS.6 DRSHD-0413-036C 00039722316981 8729


LDRS.6 DRSHD-0413-014C 00039710281436 8686


LDRS.6 DRSHD-0413-009C 70045467775172 8686


LDRS.6 DRSHD-0213-006C 02219007711996 8580


LDRS.6 DRSHD-0213-007C 70045451365315 8580


LDRS.6 DRSHD-0313-003C 00039710281381 8670


LDRS.6 DRSHD-0313-004C 70045459220559 8670


LDRS.6 DRSH D-0313-005C 70045459220534 8670


LDRS.6 DRSHD-0313-006C 70045459220533 8670


LDRS.6 DRSHD-0313-009C 70045459220556 8670


LDRS.6 DRSHD-0313-012C 70045459220557 8674


LDRS.6 DRSHD-0413-001 C 70045467775167 8686


LDRS.6 DRSHD-0413-002C 70045467775113 8686


LDRS.6 DRSHD-0413-008C 70045467775115 8686


LDRS.6 DRSHD-0413-011C 70045467775116 8686
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LDRS.6 DRSHD-0413-012C 70045467775164 8686


LDRS.6 DRSHD-0413-015C 00039725814580 8687


LDRS.6 DRSHD-0413-017C 70045467775171 8687


LDRS.6 DRSHD-0413-018C 70045467775178 8687


LDRS.6 DRSHD-0413-019C 70045467775176 8687


LDRS.6 DRSHD-0413-021 C 70045467775181 8687


LDRS.6 DRSHD-0413-022C 00039710281377 8690


LDRS.6 DRSHD-0413-025C 70045467775179 8712


LDRS.6 DRSHD-0413-026C 70045467775170 8712


LDRS.6 DRSHD-0413-028C 70045467775177 8712


LDRS.6 DRSHD-0413-031 C 70045459220536 8728


LDRS.6 DRSHD-0413-032C 00039722316954 8728


LDRS.6 DRSHD-0413-033C 00039725814655 8728


LDRS.6 DRSHD-0413-034C 00072231695539 8728


LDRS.6 DRSHD-0413-035C 00039705464941 8728


LDRS.6 DRSHD-0413-037C 00039725814657 8729


LDRS.6 DRSHD-0413-039C 70045459220566 8729


LDRS.6 DRSHD-0413-040C 00039725814658 8729


LDRS.6 DRSHD-0413-041 C 00039723788998 8729


LDRS.6 DRSHD-0413-042C 70045459220561 8729
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LDRS.6 DRSHD-0413-044C 00039710281370 8729


LDRS.6 DRSHD-0513-001 C 70045460154708 8730


LDRS.6 DRSHD-0513-011 C 70045451364900 8885


LDRS.6 DRSHD-0513-013C 00039735355831 8901


LDRS.6 DRSHD-0513-015C 70045451364915 8901


LDRS.6 DRSHD-0513-016C 70045451364921 8901


LDRS.6 DRSHD-0513-017C 00039735355939 8901


LDRS.6 DRSHD-0513-018C 00039705464911 8892


LDRS.6 DRSHD-0513-019C 00039725814653 8892


LDRS.6 DRSHD-0513-020C 00039722316952 8892


LDRS.6 DRSHD-0513-021 C 00039722316975 8892


LDRS.6 DRSHD-0513-022C 00039705464905 8892


LDRS.6 DRSHD-0513-023C 70045451364910 8892


LDRS.6 DRSHD-0513-024C 70045451364923 8892


LDRS.6 DRSHD-0513-025C 70045451364901 8892


LDRS.6 DRSHD-0513-026C 70045451364913 8892


LDRS.6 DRSHD-0513-027C 70045451364912 8892


LDRS.6 DRSHD-0513-028C 70045451364904 8892


LDRS.6 DRSHD-0513-029C 70045451364916 8892


LDRS.6 DRSHD-0613-001 C 70045447041134 8902
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LDRS.6 DRSHD-0613-002C 00039719234850 8902


LDRS.6 DRSHD-0613-003C 70045447041130 8902


LDRS.6 DRSHD-0613-004C 70045447041642 8902


LDRS.6 DRSHD-0613-005C 00039719234931 8902


LDRS.6 DRSHD-0613-006C 70045451364903 8902


LDRS.6 DRSHD-0613-007C 70045451364899 8902


LDRS.6 DRSHD-0613-008C 00039710281350 8903


LDRS.6 DRSHD-0613-009C 00039710281407 8903


LDRS.6 DRSHD-0613-012C 00039710281398 8903


LDRS.6 DRSHD-0613-013C 00039710281399 8903


LDRS.6 DRSHD-0613-014C 70045447041637 8903


LDRS.6 DRSHD-0613-015C 00039705464914 8904


LDRS.6 DRSHD-0613-016C 00039710281358 8904


LDRS.6 DRSHD-0613-018C 02219007711993 8904


LDRS.6 DRSHD-0613-019C 02219007711994 8904


LDRS.6 DRSHD-0613-021C 70045447041643 8904


LDRS.6 DRSHD-0613-022C 70045447041645 8904


LDRS.6 DRSHD-0613-023C 70045447041136 8905


LDRS.6 DRSHD-0613-025C 70045447041132 8905


LDRS.6 DRSHD-0613-027C 70045447041644 8905
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LDRS.6 DRSHD-0613-028C 00039722316948 8905


LDRS.6 DRSHD-0613-029C 00039722316950 8905


LDRS.6 DRSHD-0613-030C 80045489963375 8905


LDRS.6 DRSHD-0613-033C 02219024796264 8921


LDRS.6 DRSHD-0713-001 C 80045489963358 8998


LDRS.6 DRSHD-0713-004C 80045489963371 8998


LDRS.6 DRSHD-0713-005C 80045489963372 8998


LDRS.6 DRSHD-0713-006C 00039724576554 8998


LDRS.6 DRSHD-0713-007C 80045489963374 8998


LDRS.6 DRSHD-0713-008C 70045482667193 9068


LDRS.6 DRSHD-0713-009C 80045489963353 9105


LDRS.6 DRSHD-0713-011 C 80045489963367 9167


LDRS.6 DRSHD-0813-002C 00039722316901 9139


LDRS.6 DRSHD-0813-003C 00039725814656 9139


LDRS.6 DRSHD-0813-005C 80045489963355 9139


LDRS.6 DRSHD-0813-006C 80045489963357 9139


LDRS.6 DRSHD-0813-007C 80045489963373 9139


LDRS.6 DRSHD-0813-008C 02219011122951 9139


LDRS.6 DRSHD-0813-009C 00039729867118 9139


LDRS.6 DRSHD-0813-01 OC 80045489963351 9139
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LDRS.6 DRSHD-0813-011 C 00039722316957 9157


LDRS.6 DRSHD-0813-012C 80045489963303 9157


LDRS.6 DRSHD-0813-013C 80045489963350 9157


LDRS.6 DRSHD-0813-014C 00039725814584 9157


LDRS.6 DRSHD-0813-015C 00039725814650 9157


LDRS.6 DRSHD-0813-016C 80045489963324 9157


LDRS.6 DRSHD-0813-017C 00039722316953 9157


LDRS.6 DRSHD-0813-018C 00039725814652 9157


LDRS.6 DRSHD-0813-019C 80045489963325 9208


LDRS.6 DRSHD-0813-020C 80045489963305 9209


LDRS.6 DRSHD-0813-021 C 80045489912753 9207


LDRS.6 DRSHD-0813-022C 00039723788953 9211


LDRS.6 DRSHD-0813-023C 00039723788958 9211


LDRS.6 DRSHD-0813-024C 00039705464901 9211


LDRS.6 DRSHD-0813-026C 00039723788957 9211


LDRS.6 DRSHD-0813-027C 00039723788959 9211


LDRS.6 DRSHD-0813-028C 00039723788954 9211


LDRS.6 DRSHD-0813-029C 00039723788955 9211


LDRS.6 DRSHD-0813-030C 00039719234854 9230


LDRS.6 DRSHD-0813-031 C 80045489912750 9230
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LDRS.6 DRSHD-0813-033C 80045489912761 9230


LDRS.6 DRSHD-0813-034C 80045489912762 9230


LDRS.6 DRSHD-0813-035C 80045489912763 9230


LDRS.6 DRSHD-0813-036C 80045489912764 9230


LDRS.6 DRSHD-0813-037C 80045489912756 9230


LDRS.6 DRSHD-0813-038C 00039724576550 9230


LDRS.6 DRSHD-0813-039C 00039710281388 9230


LDRS.6 DRSHD-0813-040C 80045489963296 9244


LDRS.6 DRSHD-0813-041 C 80045489963437 9244


LDRS.6 DRSHD-0813-042C 00039675824357 9244


LDRS.6 DRSHD-0813-043C 80045489963290 9244


LDRS.6 DRSHD-0813-044C 00039710281344 9272


LDRS.6 DRSHD-0813-045C 00039710281379 9272


LDRS.6 DRSHD-0813-046C 00039710281341 9272


LDRS.6 DRSHD-0813-047C 00039710281340 9272


LDRS.6 DRSHD-0813-048C 00039675824381 9272


LDRS.6 DRSHD-0813-049C 80045489963436 9272


LDRS.6 DRSHD-0813-050C 00039710281345 9272


LDRS.6 DRSHD-0813-051C 80045489963276 9272


LDRS.6 DRSHD-0813-052C 00039710281343 9272
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LDRS.6 DRSHD-0813-053C 80045489963438 9272


LDRS.6 DRSHD-0813-054C 00039735355829 9272


LDRS.6 DRSHD-0813-056C 80045489912771 9272


LDRS.6 DRSHD-0813-057C 00039723788794 9272


LDRS.6 DRSHD-0813-058C 80045489912773 9272


LDRS.6 DRSHD-0813-059C 00039735355937 9272


LDRS.6 DRSHD-0813-060C 80045489912776 9273


LDRS.6 DRSHD-0813-061C 80045489912775 9273


LDRS.6 DRSHD-0813-062C 80045489912777 9273


LDRS.6 DRSHD-0813-063C 80045489912778 9273


LDRS.6 DRSHD-0813-064C 80045489963295 9273


LDRS.6 DRSHD-0813-065C 80045489963285 9273


LDRS.6 DRSHD-0813-066C 80045489963289 9273


LDRS.6 DRSHD-0813-067C 80045489963293 9273


LDRS.6 DRSHD-0813-068C 80045489963272 9273


LDRS.6 DRSHD-0813-069C 80045489963439 9273


LDRS.6 DRSHD-0813-070C 80045489963288 9273


LDRS.6 DRSHD-0813-071 C 80045489963280 9273


LDRS.6 DRSHD-0813-072C 80045489963347 9273


LDRS.6 DRSHD-0813-073C 80045489963283 9273
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LDRS.6 DRSHD-0813-074C 80045489912700 9273


LDRS.6 DRSHD-0813-075C 80045489912701 9273


LDRS.6 DRSHD-0913-001 C 00039719234937 9274


LDRS.6 DRSHD-0913-002C 80045489912799 9274


LDRS.6 DRSHD-0913-003C 00039725814583 9274


LDRS.6 DRSHD-0913-004C 00039725814579 9274


LDRS.6 DRSHD-0913-005C 02219024796269 9274


LDRS.6 DRSHD-0913-007C 00039723788724 9274


LDRS.6 DRSHD-0913-009C 80045490176963 9274


LDRS.6 DRSHD-0913-01 OC 80045490176970 9274


LDRS.6 DRSHD-0913-011 C 80045490176971 9274


LDRS.6 DRSHD-0913-013C 80045490176973 9274


LDRS.6 DRSHD-0913-015C 02219007711998 9274


LDRS.6 DRSHD-0913-017C 02219007711995 9274


LDRS.6 DRSHD-0913-018C 80045490176978 9274


LDRS.6 R&D_DRSHD-1213-001 C70045451365300 8619


  
  


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


Distributor(s): •  CONMED Corp525 French Rd, Utica, NY 13502, United States


Manufacturer(s): Med X Change, Inc.525 8th Street West, Bradenton, FL 34205, United States
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Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Information Technology, Staff Education


Problem:
In an April 24, 2017, Voluntary Recall Notice letter submitted by an ECRI Institute member hospital, CONMED states that Med X Change is recalling
the above recording systems because of a defective internal cable that may heat up and melt the plastic, producing smoke. The manufacturer and
distributor have not confirmed the information provided in the source material.


Action Needed:
�Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the April 24, 2017,
Voluntary Recall Notice letter, copy of the Med X Change April 18, 2017, letter, and Business Reply Form from CONMED. Regardless of whether you
have affected product, complete the Business Reply Form and return it to CONMED using the instructions in the letter. You may either arrange to have
affected product serviced at your facility or return affected product to CONMED. Follow the instructions provided in the letter to arrange for either
option.
 
For Further Information:
CONMED field action support team
Tel.: (800) 237-0169
E-mail: largodrshd@conmed.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 May 4. Member Hospital. CONMED letter submitted by ECRI Institute member hospital (includes reply form) Download
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http://www.conmed.com/conmed-customer-service-menu.php
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(A28512) CONMED-Med X Change DRSHD 1080P High Definition Recording.pdf




[High Priority ] - A28518 : GE—Monica Novii Wireless Patch Systems: Prolonged Charging May Lead to Battery Damage and Excess Heat, Potentially
Causing Fire, Charring, Smoke, or Sparking�


[High Priority ] - A28518 : GE—Monica Novii Wireless Patch Systems: Prolonged Charging May Lead
to Battery Damage and Excess Heat, Potentially Causing Fire, Charring, Smoke, or Sparking�
Medical Device Ongoing Action
Published: Wednesday, May 3, 2017


UMDNS Terms:
•  Detectors, Fetal Heart, Ultrasonic  [11696]
•  Physiologic Monitoring Modules, Fetal [33559]
•  Monitors, Physiologic, Uterine Activity [34447]


Product Identifier:
Monica Novii Wireless Patch
System Parts: Part Nos.: Serial Nos.:


Interface 107-PT-001 TA0200 through TA1325


Pod 107-PT-003 AA0200 through AA3884


[�Capital Equipment]


Geographic Regions: U.K., U.S.


Manufacturer(s): GE Healthcare9900 Innovation Dr, Wauwatosa, WI 53226, United States


Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Obstetrics/Gynecology/Labor and Delivery, Information Technology,
Materials Management


Problem:
�In an April 28, 2017, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, GE states that prolonged, continuous
charging of the above systems while unattended and not in clinical use for days or weeks may lead to pod battery damage and excess heat, potentially
resulting in fire, charring, smoking, and sparking, which may cause thermal injury. GE also states that it has received no reports of injuries as a result of
this problem.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the April 28, 2017, Urgent Medical Device
Correction letter from GE. Unplug affected systems from the wall electrical outlet when the pods are fully charged and not in clinical use. A GE
representative will contact your facility to arrange for system correction at no cost.
For Further Information:
GE service department
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):


● 2017 May 2. Member Hospital. GE Reference No. 32053 Download
● 2017 May 2. Manufacturer. The manufacturer confirmed the information provided in the source material.
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www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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(A28518) GE-Monica Novii Wireless Patch Systems.pdf




[High Priority ] - A28434 : �Phagenesis—Phagenyx Base Station Treatment Cables: Outer Connector Cover May Become Loose or Disconnected


[High Priority ] - A28434 : �Phagenesis—Phagenyx Base Station Treatment Cables: Outer Connector
Cover May Become Loose or Disconnected
Medical Device Ongoing Action
Published: Monday, May 1, 2017


UMDNS Terms:
•  Stimulators, Electrical, Neuromuscular, Dysphagia [23916]


Product Identifier:
Phagenyx Products: Product Codes: Serial Nos.:
Base Stations EPSB X0**
Treatment Cables EPSA Not listed


[Capital Equipment, Consumable]


Geographic Regions: Austria, Germany, U.K.


Manufacturer(s): Phagenesis LtdUnit 18 Enterprise House Manchester Science Park, Manchester M15 6SE, England


Suggested Distribution: Clinical/Biomedical Engineering, Gastroenterology, Physical Therapy/Rehabilitation, Neurology, Materials Management


Problem: In an April 2017 Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Phagenesis states that, since 2012, it has received 7 reports of the outer connector covers of the above base station treatment cables becoming loose or
disconnecting from the treatment cable. If the connector disconnects from the treatment cable, a user, if not wearing gloves, could make contact with the
electrical connectors of the treatment cable and be exposed to an electric shock; however, the firm has received no reports of any user or patient injury
related to the problem.


Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the April 2017 Urgent
Field Safety Notice letter and Confirmation of Receipt form from Phagenesis. The manufacturer modified the manufacturing process of the treatment
cables by adding a thread locking glue to the connector. It will replace the existing treatment cables installed on customers' base stations with treatment
cables manufactured with this modification, and will provide users with instructions on the disconnection of the treatment cable from the catheter (refer to
Appendix 2 of the letter ). Complete the Confirmation of Receipt form, and return it to Phagenesis using the instructions on the form. Notify all relevant
personnel at your facility of the information and instructions in the letter. You may continue to use the Phagenyx system, ensuring that you follow the
connection and disconnection instructions. Notify the manufacturer of any treatment cable in which the outer connector cover has become loose or
disconnected.
For Further Information:
Phagenesis
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Phagenesis: Phagenyx [online]. London: Department of Health; 2017


Apr 18 [cited 2017 Apr 27]. (Field safety notice; reference no. 2017/004/010/701/023). 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 Apr 27. MHRA FSN. 2017/004/010/701/023 Download
● 2017 Apr 27. MHRA FSN. (includes reply form) Download
● 2017 May 1. Manufacturer. Manufacturer confirmed information contained in source material
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http://www.phagenesis.com/contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-10-april-to-14-april-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-10-april-to-14-april-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/152535/20170418MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152536/201704PhagenesisPhagenyxBaseStationTreatmentCablesMHRA.pdf



(A28434) Phagenesis-Phagenyx Base Station Treatment Cables.pdf




[High Priority ] - A28485 : Trinity Biotech—Uni-Gold H. pylori Antigen Kits:� May Yield False-Positive Results


[High Priority ] - A28485 : Trinity Biotech—Uni-Gold H. pylori Antigen Kits:� May Yield False-Positive
Results
Medical Device Ongoing Action
Published: Friday, April 28, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Serology, Bacteria, Helicobacter pylori, Antigen [19347]


Product Identifier:
�Uni-Gold H. pylori Antigen Kits [Consumable]
Assay Product No. 1206650; Lot Nos.: 9250K EXP FEB 2016, 9251K-E EXP FEB 2017, 9527-E EXP DEC 2017, 9602K EXP APR 2018


Geographic Regions: Europe&#160;


Manufacturer(s): MarDx Diagnostics Inc, A Trinity Biotech Company5919 Farnsworth Ct., Carlsbad, California 92008, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a March 3, 2017, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Trinity Biotech
states that the above kits may yield false-positive results for patients. Trinity Biotech also states that a weak pink/red line may appear in the test line
region with a negative sample that may be interpreted as positive for H. pylori. Some of the above lots are expired and therefore should not be used
according to Good Laboratory Practice.


Action Needed:
�Identify, isolate, and destroy any affected product in your inventory. If you have affected product, verify that you have received the March 3, 2017,
Urgent Field Safety Notice letter and Faxback Form from Trinity Biotech. Complete the Faxback form, and return it to Trinity Biotech using the
instructions on the form. Upon receipt of the Faxback Form, Trinity Biotech will provide your facility with credit for any destroyed product. Notify all
relevant personnel at your facility of the information in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to which you
have further distributed affected product.
For Further Information:
Trinity Biotech infectious disease technical support team
Tel.: 353 (1) 2769800
E-mail: infectiousdisease.techsupport@trinitybiotech.com
Website: Click here


�References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Uni-Gold H. pylori antigen by Mardx Diagnostics


Inc. a Trinity Biotech company [online]. 2017 Apr 24 [cited 2017 Apr 26]. 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 Apr 26. BfArM (Germany). 02290/17 Download
● 2017 Apr 26. BfArM (Germany). (includes reply form) Download
● 2017 Apr 28. Manufacturer. The manufacturer confirmed the information provided in the source material.
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(A28485) Trinity Biotech-Uni-Gold H. pylori Antigen Kits.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Halo Vest/Lil Angel Halo 
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5/11/2017 Ossur 2 https
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Al Ewan Medical 
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PAK NEEDLE BEVELED 

AND TROCAR TIPS

5/11/2017 Medtronic SA 2 https

://nc

Medtronic Saudi ArabiaNew

PERILOC VOLAR DISTAL 

RADIUS RIGHT 3H STD 

HEAD LOCKING PLATE

5/9/2017 Smith & Nephew inc 2 https

://nc

mdr.

Smith & Nephew incNew

Various Trauma Implants  

,

5/10/2017 Zimmer inc 2 Attac

hed

Ebrahim M. Al-Mana & 

Bros. Co. Ltd.

# New

Ophthalmic and optical devices

EZ-Load Lens Delivery 

System

5/10/2017 Valeant 

Pharmaceuticals 

1 https

://nc

Medical Regulations 

Gate

New

Healon Ophthalmic 

Viscoelastic Devices

5/14/2017 Abbott Medical Optics 

Inc.

2 https

://nc

Gulf Medical Co.Update

neoBLUE blanket LED 

Phototherapy Systems ,

5/10/2017 Natus Medical Inc. 2 https

://nc

Saudi Health Services 

Co. Ltd.

New

Reusable devices

Brennen Skin Graft 

Mesher

5/11/2017 Molnlycke Health Care 

AB.

FSN https

://nc

Branch of Molnlycke 

Health Care AB
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Richardson and Kelly 

Retractors ,

5/11/2017 Rudolf Medical GmbH 

& Co. KG

2 Attac
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Omar Saeed Al-

Amoudi Sons Co. 

# New

Single-use devices

BodyGuard Pump IV 

Administration Set

5/10/2017 Caesarea Medical 

Electronics Ltd

2 https

://nc

N/ANew

Covidien 5 mm Endo 

Peanut Devices

5/14/2017 Medtronic SA 2 Attac
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Medtronic Saudi Arabia# New
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11013
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=10999
http://Attached









[High Priority ] - A28526 : Zimmer Biomet—Various Trauma Implants: Packaging May Be Damaged during Distribution and Shipping, Potentially Compromising Product Sterility


[High Priority ] - A28526 : Zimmer Biomet—Various Trauma Implants: Packaging May Be Damaged
during Distribution and Shipping, Potentially Compromising Product Sterility
Medical Device Ongoing Action
Published: Thursday, May 4, 2017


UMDNS Terms:
•  Nails, Bone [16078]


Product Identifier:
Trauma Implants: Item Nos.:
4.5 Broad SCP PLT 26-H STER 47494502601


10 mm D x 38 cm Left FEM IM Nail  00225738000


10 mm D x 38 cm Right FEM IM Nail  00225738010


10 mm D x 40 cm Left FEM IM Nail  00225740000


10 mm D x 40 cm Right FEM IM Nail  00225740010


10 mm D x 42 cm Left FEM IM Nail  00225742000


10 mm D x 42 cm Right FEM IM Nail  00225742010


10 mm D x 44 cm Left FEM IM Nail  00225744000


10 mm D x 44 cm Right FEM IM Nail  00225744010


10 mm D x 46 cm FEM IM Nail  00225246010


10 mm D x 46 cm Left FEM IM Nail  00225746000


10 mm D x 46 cm Right FEM IM Nail  00225746010


10 mm D x 48 cm FEM IM Nail  00225248010


10 mm D x 48 cm Left FEM IM Nail  00225748000


10 mm D x 48 cm LG R-F IM Nail  00224001048


10 mm D x 48 cm Right FEM IM Nail  00225748010


10 mm D x 50 cm Left FEM IM Nail  00225750000


10 mm D x 50 cm Right FEM IM Nail  00225750010


11 mm D x 34 cm Left FEM IM Nail  00225734001


11 mm D x 34 cm Right FEM IM Nail  00225734011


11 mm D x 36 cm Left FEM IM Nail  00225736001


11 mm D x 36 cm Right FEM IM Nail  00225736011


11 mm D x 38 cm Left FEM IM Nail 00225738001


11 mm D x 38 cm Right FEM IM Nail  00225738011


11 mm D x 40 cm FEM IM Nail  00225240011


11 mm D x 40 cm Left FEM IM Nail  00225740001


11 mm D x 40 cm Right FEM IM Nail  00225740011


11 mm D x 42 cm FEM IM Nail  00225242011


11 mm D x 42 cm Left FEM IM Nail  00225742001


11 mm D x 42 cm R-F IM Nail  00224001142


11 mm D x 42 cm Right FEM IM Nail  00225742011


11 mm D x 44 cm FEM IM Nail  00225244011


11 mm D x 44 cm Left FEM IM Nail  00225744001


11 mm D x 44 cm R-F IM Nail  00224001144


11 mm D x 44 cm Right FEM IM Nail  00225744011


11 mm D x 44 cm Tibial l/M Nail   00225344011


11 mm D x 46 cm FEM IM Nail  00225246011


11 mm D x 46 cm Left FEM IM Nail  00225746001


11 mm D x 46 cm LG R-F IM Nail  00224001146


11 mm D x 46 cm Right FEM IM Nail  00225746011


11 mm D x 46 cm Tibial l/M Nail  00225346011


11 mm D x 48 cm FEM IM Nail   00225248011


11 mm D x 48 cm Left FEM IM Nail  00225748001


11 mm D x 48 cm LG R-F IM Nail  00224001148


11 mm D x 48 cm Right FEM IM Nail  00225748011


11 mm D x 50 cm Left FEM IM Nail  00225750001


11 mm D x 50 cm Right FEM IM Nail  00225750011


12 mm D x 36 cm Left FEM IM Nail  00225736002
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12 mm D x 36 cm Right FEM IM Nail  00225736012


12 mm D x 38 cm Left FEM IM Nail  00225738002


12 mm D x 38 cm Right FEM IM Nail  00225738012


12 mm D x 40 cm Left FEM IM Nail  00225740002


12 mm D x 40 cm Right FEM IM Nail  00225740012


12 mm D x 42 cm FEM IM Nail  00225242012


12 mm D x 42 cm Left FEM IM Nail  00225742002


12 mm D x 42 cm Right FEM IM Nail  00225742012


12 mm D x 44 cm FEM IM Nail  00225244012


12 mm D x 44 cm Left FEM IM Nail  00225744002


12 mm D x 44 cm Right FEM IM Nail  00225744012


12 mm D x 46 cm FEM IM Nail  00225246012


12 mm D x 46 cm Left FEM IM Nail  00225746002


12 mm D x 46 cm LG R-F IM Nail  00224001246


12 mm D x 46 cm Right FEM IM Nail  00225746012


12 mm D x 46 cm Tibial l/M Nail  00225346012


12 mm D x 48 cm FEM IM Nail  00225248012


12 mm D x 48 cm Left FEM IM Nail  00225748002


12 mm D x 48 cm LG R-F IM Nail  00224001248


12 mm D x 48 cm Right FEM IM Nail  00225748012


12 mm D x 50 cm Left FEM IM Nail  00225750002


12 mm D x 50 cm Right FEM IM Nail  00225750012


13 mm D x 32 cm Left FEM IM Nail  00225732003


13 mm D x 32 cm Right FEM IM Nail  00225732013


13 mm D x 34 cm Left FEM IM Nail  00225734003


13 mm D x 34 cm Right FEM IM Nail  00225734013


13 mm D x 36 cm Left FEM IM Nail  00225736003


13 mm D x 36 cm Right FEM IM Nail  00225736013


13 mm D x 38 cm Left FEM IM Nail  00225738003


13 mm D x 38 cm Right FEM IM Nail  00225738013


13 mm D x 40 cm FEM IM Nail  00225240013


13 mm D x 40 cm Left FEM IM Nail  00225740003


13 mm D x 40 cm R-F IM Nail  00224001340


13 mm D x 40 cm Right FEM IM Nail  00225740013


13 mm D x 40 cm Tibial l/M Nail   00225340013


13 mm D x 42 cm FEM IM Nail  00225242013


13 mm D x 42 cm Left FEM IM Nail  00225742003


13 mm D x 42 cm R-F IM Nail  00224001342


13 mm D x 42 cm Right FEM IM Nail  00225742013


13 mm D x 42 cm Tibial l/M Nail  00225342013


13 mm D x 44 cm FEM IM Nail   00225244013


13 mm D x 44 cm Left FEM IM Nail  00225744003


13 mm D x 44 cm R-F IM Nail  00224001344


13 mm D x 44 cm Right FEM IM Nail  00225744013


13 mm D x 44 cm Tibial l/M Nail  00225344013


13 mm D x 46 cm FEM IM Nail   00225246013


13 mm D x 46 cm Left FEM IM Nail  00225746003


13 mm D x 46 cm LG R-F IM Nail  00224001346


13 mm D x 46 cm Right FEM IM Nail  00225746013


13 mm D x 46 cm Tibial l/M Nail  00225346013


13 mm D x 48 cm FEM IM Nail  00225248013


13 mm D x 48 cm Left FEM IM Nail  00225748003


13 mm D x 48 cm LG R-F IM Nail  00224001348


13 mm D x 48 cm Right FEM IM Nail  00225748013


13 mm D x 50 cm FEM IM Nail  00225250013


13 mm D x 50 cm Left FEM IM Nail  00225750003


13 mm D x 50 cm Righ FEM IM Nail t 00225750013
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14 mm  x 44 cm UNIV Z Nail Tibia  47249544014


14 mm D x 30 cm Left FEM IM Nail  00225730004


14 mm D x 30 cm RightFEM IM Nail 00225730014


14 mm D x 32 cm FEM IM Nail  00225232014


14 mm D x 32 cm Left FEM IM Nail  00225732004


14 mm D x 32 cm Right FEM IM Nail  00225732014


14 mm D x 32 cm Tibial l/M Nail  00225332014


14 mm D x 34 cm FEM IM Nail  00225234014


14 mm D x 34 cm Left FEM IM Nail  00225734004


14 mm D x 34 cm R-F IM Nail  00224001434


14 mm D x 34 cm Right FEM IM Nail  00225734014


14 mm D x 34 cm Tibial l/M Nail   00225334014


14 mm D x 36 cm FEM IM Nail  00225236014


14 mm D x 36 cm Left FEM IM Nail  00225736004


14 mm D x 36 cm R-F IM Nail  00224001436


14 mm D x 36 cm Right FEM IM Nail  00225736014


14 mm D x 36 cm Tibial l/M Nail   00225336014


14 mm D x 38 cm FEM IM Nail  00225238014


14 mm D x 38 cm Left FEM IM Nail 00225738004


14 mm D x 38 cm R-F IM Nail 00224001438


14 mm D x 38 cm Right FEM IM Nail  00225738014


14 mm D x 38 cm Tibial l/M Nail  00225338014


14 mm D x 40 cm FEM IM Nail  00225240014


14 mm D x 40 cm Left FEM IM Nail  00225740004


14 mm D x 40 cm R-F IM Nail  00224001440


14 mm D x 40 cm Right FEM IM Nail  00225740014


14 mm D x 40 cm Tibial l/M Nail  00225340014


14 mm D x 42 cm FEM IM Nail  00225242014


14 mm D x 42 cm Left FEM IM Nail  00225742004


14 mm D x 42 cm R-F IM Nail  00224001442


14 mm D x 42 cm Right FEM IM Nail  00225742014


14 mm D x 42 cm Tibial l/M Nail  00225342014


14 mm D x 44 cm FEM IM Nail  00225244014


14 mm D x 44 cm Left FEM IM Nail  00225744004


14 mm D x 44 cm R-F IM Nail  00224001444


14 mm D x 44 cm Right FEM IM Nail  00225744014


14 mm D x 44 cm Tibial l/M Nail   00225344014


14 mm D x 46 cm FEM IM Nail  00225246014


14 mm D x 46 cm Left FEM IM Nail  00225746004


14 mm D x 46 cm LG R-F IM Nail  00224001446


14 mm D x 46 cm Right FEM IM Nail  00225746014


14 mm D x 48 cm FEM IM Nail  00225248014


14 mm D x 48 cm LG R-F IM Nail  00224001448


14 mm D x 50 cm FEM IM Nail  00225250014


14 mm x 38 cm UNIV Z Nail Tibia  47249538014


14 mm x 40 cm UNIV Z Nail Tibia  47249540014


14 mm x 42 cm UNIV Z Nail Tibia  47249542014


14 mm x 46 cm Left Z Nail GT  47249246114


14 mm x 46 cm Right Z Nail GT  47249246014


14 mm x 46 cm UNIV Z Nail PF  47249146014


15 mm D x 26 cm Tibial l/M Nail  00225326015


15 mm D x 28 cm Tibial l/M Nail  00225328015


15 mm D x 30 cm FEM IM Nail  00225230015


15 mm D x 30 cm Tibial l/M Nail  00225330015


15 mm D x 32 cm FEM IM Nail  00225232015


15 mm D x 32 cm Tibial l/M Nail  00225332015


15 mm D x 34 cm FEM IM Nail  00225234015
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15 mm D x 34 cm Tibial l/M Nail  00225334015


15 mm D x 36 cm FEM IM Nail  00225236015


15 mm D x 36 cm Tibial l/M Nail  00225336015


15 mm D x 38 cm FEM IM Nail  00225238015


15 mm D x 38 cm Tibial l/M Nail  00225338015


15 mm D x 40 cm FEM IM Nail  00225240015


15 mm D x 40 cm Tibial l/M Nail   00225340015


15 mm D x 42 cm FEM IM Nail  00225242015


15 mm D x 42 cm Tibial l/M Nail  00225342015


�16 mm D x 30 cm FEM IM Nail  �00225230016


�16 mm D x 32 cm FEM IM Nail  �00225232016


�16 mm D x 34 cm FEM IM Nail  �00225234016


�90 D x 16 H Versa-F x ll SC Tube PLT �00119309016


95 D x 16 H Versa-F x ll SC Tube PLT  00119309516


95 D x 18 H Versa-F x ll SC Tube PLT  00119309518


95 D x 20 H Versa-F x ll SC Tube PLT  00119309520


95 D x 22 H Versa-F x ll SC Tube PLT  00119309522


130 D x 16 H Versa-F x II STD Tube  00119313016


130 D x 18 H Versa-F x II STD Tube  00119313018


130 D x 20 H Versa-F x II STD Tube  00119313020


135 D x 16 H Versa-F x II STD Tube  00119313516


135 D x 18 H Versa-F x II STD Tube  00119313518


135 D x 20 H Versa-F x II STD Tube  00119313520


140 D x 16 H Versa-F x II STD Tube  00119314016


140 D x 18 H Versa-F x II STD Tube  00119314018


140 D x 20 H Versa-F x II STD Tube  00119314020


145 D x 16 H Versa-F x II STD Tube  00119314516


145 D x 18 H Versa-F x II STD Tube  00119314518


145 D x 20 H Versa-F x II STD Tube  00119314520


�150 D x 16 H Versa-F x II STD Tube  �00119315016


�150 D x 18 H Versa-F x II STD Tube  �00119315018


�150 D x 20 H Versa-F x II STD Tube  00119315020�


�[Consumable]
All lots that expire before May 2027


Geographic Regions: Worldwide


Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States


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


Problem:
�In an April 28, 2017, Urgent Medical Device Recall Removal letter submitted by ECRI Institute member hospitals, Zimmer Biomet states that multiple
test samples of the above implants failed simulated distribution and shipping tests, indicating that damage could occur to the packaging of the implants
during distribution and shipping. Zimmer Biomet also states that this problem may lead to an extension of surgery or infection if compromised packaging
is not detected before or during surgery. Zimmer Biomet further states that it is likely that damage to the carton box and/or the outer tray would be
detected before surgery.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the  April 28, 2017,
Urgent Medical Device Recall Removal letter and Certificate of Acknowledgment form from Zimmer Biomet. Complete the Certificate of
Acknowledgment form, and return it to Zimmer Biomet using the instructions on the form. Zimmer Biomet states that no specific patient monitoring
instructions related to this problem are required beyond your existing surgical followup protocol. Do not use any products that have damaged carton
boxes or outer trays. For images showing damaged packaging, see the letter . Notify all relevant personnel at your facility of the information in the
Urgent Medical Device Recall Removal letter. Report any adverse events associated with affected product to Zimmer Biomet by e-mail at 
zimmer.per@zimmerbiomet.com . U.S. customers should report adverse events or product quality problems relating to the use of affected product to
FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form
3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information:
Zimmer Biomet
Tel.: (574) 371-3071, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail:  corporatequality.postmarket@zimmerbiomet.com
Website: Click here
Comments:
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152658/20170428ZimmerBiometTraumaImplantsClient.pdf?option=80F0607

mailto:zimmer.per@zimmerbiomet.com

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

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

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

mailto:corporatequality.postmarket@zimmerbiomet.com

http://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.html





● �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 May 3. Member Hospital. ZFA No. 2017-139 (includes reply form) Download
● 2017 May 4. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A28503 : �Rudolf—Richardson and Kelly Retractors: May Be Difficult to Clean; Reprocessing Instructions May Be Insufficient for Cleaning


[High Priority ] - A28503 : �Rudolf—Richardson and Kelly Retractors: May Be Difficult to Clean;
Reprocessing Instructions May Be Insufficient for Cleaning
Medical Device Ongoing Action
Published: Thursday, May 4, 2017


UMDNS Terms:
•  Retractors, Surgical [33134]


Product Identifier:
Retractors: Product Nos.:


Kelly RU 4554-00, RU 4554-01,
RU 4554-02, RU 4554-03


Richardson RU 4552-11, RU 4552-12,
RU 4552-13, RU 4552-14


[Consumable]


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


Manufacturer(s): Rudolf Medical GmbH & Co KGZollerstrasse 1, D-78567 Fridingen, Germany


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


Problem:
�In a March 23, 2017, Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Rudolf states that the
above retractors may be difficult to clean and that the cleaning process described in the reprocessing instructions may not lead to the desired results,
potentially causing patient harm if not all the dirt is removed from the retractor. 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 March 23, 2017, Field Safety Notice
letter and reply form from Rudolf. Complete the reply form, and return it to Rudolf using the instructions on the form. Rudolf has updated the instructions
for use (IFU) with the following advice: "In particular, the cavity between handle and working end should be cleaned with a plastic brush �11 mm,
RUDOLF RU 8865-59 or similar." Notify all relevant personnel at your facility of the information in the Field Safety Notice letter, and forward a copy of
the letter to any facility to which you have further distributed affected product.
For Further Information:
Rudolf
E-mail: complaint@rudolf-med.com
Website: Click here


�References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Wundhaken Richardson, Wundhaken Kelly by


Rudolf Medical GmbH & Co. KG [online]. 2017 Apr 28 [cited 2017 May 1]. 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 May 1. BfArM (Germany). 02898/17 Download
● 2017 May 1. BfArM (Germany). (includes reply form) Download
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[High Priority ] - A28560 : Medtronic—Covidien 5 mm Endo Peanut Devices: Cotton Tip May Disengage


[High Priority ] - A28560 : Medtronic—Covidien 5 mm Endo Peanut Devices: Cotton Tip May
Disengage
Medical Device Ongoing Action
Published: Thursday, May 11, 2017


UMDNS Terms:
•  Carriers, Surgical, Cotton/Sponge/Swab, Endoscopic [21406]


Product Identifier:
Covidien 5 mm Endo Peanut Devices [Consumable]
Item No. 173019; Lot Nos. M5K04X through M7A01X EXP OCT 2020 through JAN 2022


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


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


Suggested Distribution: Nursing, OR/Surgery, Materials Management


Problem:
�In a May 9, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Medtronic states that the cotton tip of the above
devices may disengage because of insufficient adhesive application during the manufacturing process. If the tip disengages during use, it may necessitate
extension of operating room time or unintended radiation exposure by x-ray for detection of the foreign body. Medtronic states that it has received 4
reports indicating that patients required an intraoperative x-ray to locate a disengaged tip and, in one case, the tip was not retrieved subsequent to the x-
ray; however, the firm has received no reports of patient injury or impairment related to 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 May 9, 2017, Urgent
Medical Device Recall letter and Recalled Product Return Form from Medtronic. Regardless of whether you have affected product, complete the
Recalled Product Return Form and return it to Medtronic using the instructions in the letter. If you purchased affected product directly from Medtronic, to
obtain a return goods authorization (RGA) number, contact the Medtronic customer service department by telephone using the information below. Return
affected product using the RGA number by mail to Medtronic, Attn: Field Returns Department, at 195 McDermott Rd, North Haven, CT 06473, United
States. If you purchased affected product through a distributor, contact them for instructions on returning affected product. Inform all relevant personnel
at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
Report any quality problems experienced with the use of affected product to the Medtronic postmarket vigilance department by e-mail at 
quality.assurance@covidien.com . U.S. customers should report adverse events or quality problems with affected product to FDA's MedWatch Adverse
Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; or online at the MedWatch website .
 
For Further Information:
Medtronic customer service department
Tel.: 800) 962-9888 (select option 2)
Website: Click here
Comments:


 


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


Source(s):


● 2017 May 10. Member Hospital. Medtronic letter submitted by ECRI Institute member hospitals (includes reply form) Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Pleur-Evac Connectors, 5/11/2017 Teleflex Medical. 2 AttachedArabian Trade House Est.# New

Resuscitation Devices  ,. 5/11/2017 Vyaire Medical 2 AttachedN/A# New

Various Products,., 5/11/2017 Cook Medical 2 AttachedNAFA Medical# New

Venture RX, OTW and CS 

Catheters

5/11/2017 Vascular Solutions Inc 2 Attac

hed

Medical Technology 

Establishment

# Update

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

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

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

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

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

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

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













[High Priority ] - A28511 : Teleflex—Pleur-Evac Connectors: Labeling Does Not Include Sterilization Method, Languages Other than English, or
Expiration Date, Potentially Leading to Use of Expired Product


[High Priority ] - A28511 : Teleflex—Pleur-Evac Connectors: Labeling Does Not Include Sterilization
Method, Languages Other than English, or Expiration Date, Potentially Leading to Use of Expired
Product
Medical Device Ongoing Action
Published: Tuesday, May 2, 2017
Last Updated: Monday, May 8, 2017


UMDNS Terms:
•  Drainage Systems, Pleural [10817]


Product Identifier:
Pleur-Evac Connectors [Consumable]


Product Nos.: Lot Nos.:


PE100
02F0801115, 02F0901859, 02G0802748,
02G0900814, 02H0900192, 02K0900567,
02L0900163, 02M0901006, 7481500137,
7481502714, 74A1601695, 74M1400489


PE101


02A1100078, 02A1403418, 02B0900484,
02B1201332, 02C1002327, 02C1101252,
02D0802669, 02D0803967, 02D1101333,
02D1101975, 02D1201492, 02E0900909,
02F0800279, 02F1101765, 02G0802046,
02G0900106, 02G0902856, , 02G1302277,
02H0001652, 02H0902003, 02H1103939,
02K0900568, 02K1000269, 02K1001997,
02K1103123, 02K1301033, 02L0701464,
02L0901521, 02L1002578, 02L1003527,
74A1601696, 74C1601057, 74E1000942,
74E1602825, 74F1401270, 74H1001378,
74J1502624, 74L1500554
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 PE102


02A1101041, , 02B1102552, 02C1001258,
02C1003795, 02C1101253, , 02C1104114,
02D0802870, 02D0803968, 02D1000682,
02D1002136, 02D1101334, 02E1001502,
02E1100384, 02F0800281, 02F1000667,
02F1002368, 02F1101766, 02F1102607,
02F1103754, 02G1000322, 02G1001538,
02H0801670, 02H0803375, , 02H1000732,
02H1103023, 02H1103940, 02J1000236,
02J1001515, 02J1002609, 02J1003237,
02J1101199, 02J1102143, 02K1000270,
02K1001993, 02K1100519, 02K1103124,
02K1301613, 02L0701463, 02L0701958,
02L0702675, 02L1000763, 02M0700783,
02M1001319, 74A1600225, 74A1600226,
74B1601947, 74B1601948, 74D1600917, ,
74F1401859, 74F1502294, 74F1502573,
74F1602371, 74H1601152, 74J1601641,
74K1601590, 74L1500555


PE103


02B1300991, 02B1402029,  02C1301654,
02E1201155, 02H1302224, 02K1100520,
02K1103125, 02K1200732, 02K1202165,
02L0701959, 02L0701959, 02L1201668,
02L1203112, 02M1201149, 74A1601005,
74F1400876
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Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


Manufacturer(s): Teleflex Medical2917 Weck Drive, Research Triangle Park, NC 27709, United States 


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


Problem:
In an Urgent Medical Device Recall 1st Notification letter submitted by an ECRI Institute member hospital, Teleflex states that the labeling of the above
connectors does not include the expiration date, sterilization method, or languages other than English. Teleflex also states that because the expiration date
is not stated on the labeling, it is possible that expired product may be used. Teleflex further states that no data supports the continued sterility of the
connectors past their expiration date; therefore, the potential for injury from using expired product is unknown. The manufacturer has not confirmed the
information provided in the source material.
 


Action Needed:
�Identify, isolate, and discontinue use of any affected connectors in your inventory. If you have affected connectors, verify that you have received the
Urgent Medical Device Recall Notification letter and Recall Acknowledgment Form from Teleflex. Regardless of whether you have affected product, co
mplete the Recall Acknowledgment Form and return it to Teleflex using the instructions on the form. Upon receipt of the form, a Teleflex customer
service representative will contact your facility to arrange for product return (if applicable). 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:
Teleflex customer service department
Tel.: (866) 246-6990
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 May 1. Member Hospital. Teleflex letter submitted by an ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A28515 : Vyaire Medical—�Resuscitation Devices: May Exhibit Sticking Condition


[High Priority ] - A28515 : Vyaire Medical—�Resuscitation Devices: May Exhibit Sticking Condition
Medical Device Ongoing Action
Published: Thursday, May 4, 2017
Last Updated: Monday, May 8, 2017


UMDNS Terms:
•  Resuscitators, Pulmonary, Exhaled Air, Mask [18798]
•  Resuscitators, Pulmonary, Manual, Disposable [17592]


Product Identifier:
�


Products: Vyaire Medical Part Nos.:  Armstrong Medical
Part Nos.:  Lot Nos.: 


Resuscitator, Pediatric with 3 Masks, 40-
Inch Tubing P/O 2K8008BR AE 4709(S)


0000890354, 0000890352,
0000940373, 0000979974,
0000994500


Resuscitator, Infant with 3 Masks, 40-
Inch Tubing P/O 2K8010BR AE 4708(S)


0000890355, 0000890357,
0000890358, 0000940369,
0000994501


Broselow Hinkle Kits 7730ALS AE-4700


0000993426, 0000994766,
0000996685, 0001011762,
0001011763, 0001017478,
0001026192, 0001026868,
0001028306, 0001031760,
0001032932, 0001048406


Broselow Hinkle Kits 7730IALS (outside U.S.) None listed 000996572, 0001011800


Replacement Kits for Outer Shells 7730POCH
AE-4703, PBL-PC-9A
(contains part number
7730POCH)


000993427


[Consumable]
Lot Number of 2K8008BR Resuscitator packaged in Broselow and Replacement Kits: 0000994500
Lot Number of 2K8008BR Resuscitator packaged in Broselow and Replacement Kits: 0000994501


Geographic Regions: Canada, Europe, Mexico, Philippines, United Arab Emirates, U.S.


Distributor(s): •  Armstrong Medical Industries Inc575 Knightsbridge Pkwy, Lincolnshire, IL 60069-0700, United States


Manufacturer(s): Vyaire Medical Inc26125 North Riverwoods Blvd., Mettawa, IL 60045, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Pediatrics, Pulmonology/Respiratory Therapy, NICU, EMS/Transport,
Materials Management


Problem:
�In an April 27, 2017, Urgent Recall Notice letter submitted by ECRI Institute member hospitals, Vyaire Medical states that the above resuscitation
devices may exhibit a sticking condition that may result in difficulty or inability to disconnect the mask from the elbow of the resuscitator (see illustration
A in the letter ). If this problem occurs, it may delay or prevent ventilation of the patient after placement of the airway (tracheal or tracheostomy tube). 


Action Needed:
�Identify and destroy any affected product in your inventory. If you have affected product, verify that you have received the April 27, 2017, Urgent
Recall Notice letter and Customer Response Form from Vyaire Medical. Complete the Customer Response Form, and return it to Vyaire Medical using
the information on the form. To obtain replacement product, contact Armstrong Medical by telephone at (800) 323-4220 ext. 129.
 
For Further Information:
Kristina Scheppa, Vyaire Medical customer advocacy analyst
Tel.: (224) 706-6829
E-mail: kristina.scheppa@carefusion.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),
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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 May 4. Member Hospital. Vyaire Medical letter submitted by ECRI Institute member hospitals (includes reply form) Download
● 2017 May 4. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A28514 : Cook—Various Products: Reprocessing Instructions May Be Inadequate


[High Priority ] - A28514 : Cook—Various Products: Reprocessing Instructions May Be Inadequate
Medical Device Ongoing Action
Published: Thursday, May 4, 2017


UMDNS Terms:
•  Catheters, Vascular, Guiding [17846]


Product Identifier:
  
Products:  Catalog Nos.: 


Endoscopic Curved Needle
Drivers


096511, J-ENH-033100, J-ENH-
053100, J-ENH-053120, J-ENH-
053130


LapSac Introducers J-LSI-102500
LapSac Introducer Sets 054300
Willscher Vas Reapproximator
Plates 092002


Willscher Vas Reapproximator
Sets 092000


Willscher Vas Skewers 092001


[Consumable]
All lot numbers


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


Manufacturer(s): Cook Medical 700 Daniels Way, PO Box 489, Bloomington, IN 47402-1608, United States


Suggested Distribution: Infection Control, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Central Sterilization Reprocessing, Materials
Management


Problem:
�In an April 28, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Cook states that the reprocessing instructions
for the above products may not provide sufficiently detailed information for cleaning, disinfection, and sterilization. Cook's preliminary investigation
indicates that validation data related to the reprocessing of these devices does not meet the current guidance. Cook also states that it has received no
reports of adverse reactions related to inadequate cleaning, disinfection, or sterilization of these devices; however, if the devices are not adequately
reprocessed, adverse events ranging from localized surgical site infection to deeper organ space infection and/or chemical residue exposure may occur.
The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the April 28, 2017, Urgent
Medical Device Recall letter and Acknowledgment and Receipt Form from Cook. Regardless of whether you have affected product, complete
the Acknowledgment and Receipt Form and return it to Cook using the information in the letter. Return or discard affected product using the information
on the form. Report any adverse events related to the use of affected product to the Cook Medical customer relations department using the information
below. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have
further distributed affected product. U.S. customers should report adverse events or product quality problems relating to the use of affected product to
FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088


; by fax at (800) 332-0178


; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787;
or online at the MedWatch website .
For Further Information:
Cook Medical customer relations department
Tel.: (800) 457-4500 or (812) 339-2235


, 7:30 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: CustomerRelationsNA@cookmedical.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 May 3. Member Hospital. Cook letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A28500 : Vascular Solutions—Venture Catheters: May Contain Excess Material at the Distal Tip


[High Priority ] - A28500 : Vascular Solutions—Venture Catheters: May Contain Excess Material at
the Distal Tip
Medical Device Ongoing Action
Published: Monday, May 1, 2017


UMDNS Terms:
•  Catheters, Vascular, Guiding [17846]
•  Catheters, Vascular, Guiding, Coronary Artery [18674]


Product Identifier:
Venture
Catheters:


Model
Nos.:


Coronary
Sinus (CS)


5822
Over-the-
Wire
(OTW)


5821


Rapid
Exchange
(RX)


5820


[Consumable]
Lot Nos.: 581713, 582455, 582588, 583022, 583409, 583410, 584469, 584470, 584471, 585180, 585458, 585459, 585787, 586408, 586972, 587035,
587036, 587408, 587775, 588097, 588098, 588099, 588100, 588794, 589268, 589754, 589885, 589886, 590172, 590404, 590562, 590776, 591196,
591197, 591198, 592080, 592081, 592526, 592924, 593080, 593519, 593520, 593720, 594204, 594421, 595195, 595196, 595418, 595419, 596020,
597293, 597294, 597771, 597905, 597967, 598903, 599045, 599466, 599650, 599903, 601196, 601745, 601746, 602260, 603987, 603988, 603990,
603991, 604049, 604500, 604862, 605617


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


Manufacturer(s): Vascular Solutions Inc6464 Sycamore Ct, Minneapolis, MN 55369, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Diagnostic Imaging, IV Therapy, Materials
Management


Problem:
In an April 24, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Vascular Solutions (VSI) states that there is a
potential for excess material to remain within the inner lumen of the distal tip on the above catheters. If excess material separates from the catheter during
a procedure, an embolism could occur. VSI 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 and isolate any affected product in your inventory. If you have affected product, verify that you have received the April 24, 2017, Urgent
Medical Device Recall letter and Account Inventory Form from VSI. Complete the Account Inventory Form, and return it to VSI using the instructions
on the form. Upon receipt of the form, a VSI customer service representative will contact your facility with a return authorization (RA) number. Return
affected product to VSI using the RA number. VSI will provide credit for returned product.
For Further Information:
Vascular Solutions
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 Apr 28. Member Hospital. Vascular Solutions letter submitted by an ECRI Institute member hospital (includes reply form) Download
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