
SBED Weekly Update 15-May-18

Dear,                   
SBED team is pleased to inform you that                   new FSCA/recalls posted on 
(Please note:  below list of FSCA/ recalls for the period of                                to 
In order to view more details, click the links and for ECRI alerts see the attachments 

46 SFDA website
5/7/2018 5/13/2018

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

Ref: WU1820

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

INGEVITY MRI

extendable/retractable 

(active fixation) pacing 

lead

5/10/2018 Boston Scientific 

Cardiac Rhythm 

Management Group

FSN https

://nc

mdr.

FAROUK, MAAMOUN 

TAMER & COMPANY

Update

Medtronic HeartWare™ 

HVAD™ System

5/9/2018 HeartWare Inc. FSN httpsMedtronic Saudi ArabiaNew

Anaesthetic and respiratory devices

Aluminum Dewars 5/13/2018 Chart Inc. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12607N/ANew

Nitrous Oxide/Oxygen 

Analgesic Gas Mixing and 

Delivery System

5/9/2018 O-Two Medical 

Technologies, Inc

2 https

://nc

Dar Al Najat Medical 

Tech.

New

Assistive products for persons with disability

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12589
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12581
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12607
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12587


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Nanosil Spray Gel 5/7/2018 Conseal International, Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12580N/ANew

Dental devices

Straumann Emdogain 5/9/2018Straumann Manufacturing, Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12584Thimar Al Jazirah Healthcare Co.New

Diagnostic and therapeutic radiation devices

ARTIS pheno systerns.. 5/10/2018 SIEMENS FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12591Siemens Medical SolutionsNew

Artis zee/Q/Q.zen 

systems with Large 

Display DSC 5608-DC

5/10/2018 SIEMENS FSN https

://nc

Siemens Medical 

Solutions

New

MiroCam Capsule 

Endoscope Syste

5/7/2018 IntroMedic Co., Ltd.. 2 httpsMedical supplies & 

Services Co.Ltd 

New

Syngo Plaza 5/9/2018 Siemens Medical Solutions 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12583Siemens Medical SolutionsNew

Electro mechanical medical devices

3T Heater-Cooler 

Devices       ,

5/7/2018 LivaNova PLC 2 Attaccigalah group# New

Clip Gun Magazines 5/7/2018 Medtronic SA 2 AttachedMedtronic Saudi Arabia# New

EXACTAMIX Inlets     , 5/7/2018 Baxter Healthcare 2 AttachedBaxter AG# New

IntelliVue MX40      , 5/7/2018 Philips Healthcare FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12577Philips Healthcare Saudi Arabia Ltd.New

LIFEPAK® 15  and 

LIFEPAK® 12 with

End-Tidal CO2 option

5/9/2018 Physio Control Inc FSN https

://nc

Al-Jeel Medical & 

Trading Co. LTD

New

OmniDiagnost-Eleva and 

OmniDiagnost-Classic ,

5/7/2018 Philips Healthcare FSN httpsPhilips Healthcare 

Saudi Arabia Ltd.

New

PODOLOG MOON 

PROFESSIONAL

5/13/2018 HELLMUT RUCK GmbH FSN httpsN/ANew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12580
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12584
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12591
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12590
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12579
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12583
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12577
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12582
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12576
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12604



[High Priority ] - A30481 : �LivaNova—3T Heater-Cooler Devices: Manufacturer Announces U.S. Availability of Deep-Cleaning Services


[High Priority ] - A30481 : �LivaNova—3T Heater-Cooler Devices: Manufacturer Announces U.S.
Availability of Deep-Cleaning Services
Medical Device Ongoing Action
Published: Tuesday, May 1, 2018


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


Product Identifier:
[Capital Equipment]


Product LivaNova Deutschland GmbH
Model


Heater-Cooler Systems 3T


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


Manufacturer(s): LivaNova Deutschland GmbHLindberghstrasse 25, D-80939 Muenchen, Germany


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Infection Control, Nursing,
OR/Surgery, Risk Management/Continuous Quality Improvement, Perfusion, Central Sterilization Reprocessing


Problem: In an April 20, 2018, Medical Device Correctionletter submitted by an ECRI Institute member hospital, LivaNova states that adeep-cleaning
service is now available for U.S. customers to clean 3THeater-Cooler devices suspected of contamination and/or containing visiblebiofilm. The service
allows the return of eligible heater-cooler units for fullcleaning, disinfection, and replacement of connectors and tubing. Thedeep-cleaning process will
remove visible biofilm and reduce microbial levelsto �100 CFUs/mL (heterotrophic plate count, HPC) and �1 CFU/100 mL(nontuberculosis
mycobacteria [NTM]) in the devices. The manufacturer has notconfirmed 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 April 20, 2018,
Medical Device Correction letter and Customer Response Form from LivaNova. LivaNova will perform the service at no cost. The service will be
available for all 3T devices less than 10 years old (the expected device lifetime), and LivaNova will prioritize the availability of the deep-cleaning service
according to the following criteria:
(1) 3T Heater-Cooler devices known or suspected to be contaminated with NTM, based on your facility's testing program or other information known to
you;
(2) 3T Heater-Cooler devices manufactured before September 2014; then
(3) 3T Heater-Cooler devices manufactured after September 2014 and not known or suspected to be contaminated with NTM.
Older devices will not be subject to the deep-cleaning process and will continue to be handled through the company's medical necessity and ongoing
loaner programs. LivaNova will return any product that successfully completes the deep-cleaning process. Product that does not successfully complete
the process will not be returned to you, and you will be notified. For directions on how to return your devices for the deep-cleaning service, further
information about the deep-cleaning service, and/or other information related to the problem, visit the LivaNova website . Continue to maintain the 3T
according to the operating instructions and June 2015 Field Safety Notice, specifically the sections relating to cleaning and disinfecting. Complete the
Customer Response Form, and return it to LivaNova using the instructions on the form. Notify all relevant personnel at your facility of the information in
the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Report adverse events or product quality
problems to LivaNova by e-mail at customerquality@livanova.com . U.S. customers should also report adverse events or product quality problems
relating to the use of affected product to LivaNova by e-mail at customerquality@livanova.com  or 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:
LivaNova
Tel.: (800) 986-4702
E-mail: USFSN@livanova.com
Website: Click here
Comments:


● ��For actions covered in Health Devices Alerts related to this issue, see the following: 
● The A24508 series of Alerts that culminated in  A24508 03
● The S0287 series of Special Reports that culminated in  S0287 02
● Hazard Report Accession No. H0284
● Hazard Report Accession No. H0343
● Alerts A27411  and A27411 01 .


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


Source(s):


● 2018 Apr 27. Member Hospital. LivaNova letter submitted by an ECRI Institute member hospital (includes reply form) Download


www.ecri.org . Printed from Health Devices Alerts on Monday, May 7, 2018 Page 1


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



http://www.livanova.sorin.com/products/cardiac-surgery/perfusion/hlm/3t#product_download_area

mailto:customerquality@livanova.com

mailto:customerquality@livanova.com

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

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

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

mailto:USFSN@livanova.com

http://www.sorin.com/locations

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1626993

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1626993

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628331

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628331

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1624258

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628081

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628342

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628503

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628503

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/172231/20180420LivaNova3tHeaterCoolersClientRedacted.pdf



AFHajlan
(A30481) LivaNova-3T Heater-Cooler Device.pdf




[High Priority ] - A30523 : Medtronic—Clip Gun Magazines: Sterility May Be Compromised


[High Priority ] - A30523 : Medtronic—Clip Gun Magazines: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Thursday, May 3, 2018


UMDNS Terms:
•  Clip Appliers, Vascular, Disposable, Scalp [21270]


Product Identifier:
[Consumable]


Product Medtronic Neurosurgery
Model No. Lot No.


Clip Gun Magazines, 5 Pack CM8902 54984, 57188, 59558, 66312, 67988


Geographic Regions: Australia, Germany, Greece, Russia, South
Africa, U.S.


Manufacturer(s): Medtronic Neurosurgery125 Cremona Dr, Goleta, CA 93117-3083, United States


Suggested Distribution: Emergency/Outpatient Services, Infection Control, OR/Surgery, Neurology, Materials Management


Problem: In a May 3, 2018, Urgent Medical Device Recall letter, Medtronic states that the above products may not meet the requirement of post-sterile
seal integrity. Medtronic's testing showed that the packaging sterile barrier of the above devices does not comply with the applicable packaging standard
for terminally sterilized medical devices, and that the devices do not meet the requirement of post-sterile seal integrity as outlined in ISO-11607.
Medtronic further states that while the instructions for use (IFU) state "Do not use if package has been previously opened or damaged," a user may be
unable to detect the seal breach. Medtronic also states that it has received no reports related to sterile breach or infection that could be related to sterile
breach.


Action Needed:
�Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the May 3,
2018, Urgent Medical Device Recall letter, Customer Acknowledgment Response Form, and Customer Confirmation Form from Medtronic. Complete
the Customer Confirmation Form, accounting for any used or discarded products, and return it to Medtronic using the information on the form. Monitor
any patients who have been treated with affected product to determine whether there are any signs of infection. If there are signs of infection, advise the
patient to immediately seek medical attention. Complete the Customer Acknowledgment Response Form, and return it to Medtronic using the
information in the letter. 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:
Kirk Kauffman, Medtronic engineering director, quality administration
Tel.: (805) 571-8725
E-mail: kirk.kauffman@medtronic.com
Website: Click here
Comments:


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


Source(s):


● 2018 May 3. Manufacturer. Medtronic letter Download


www.ecri.org . Printed from Health Devices Alerts on Monday, May 7, 2018 Page 1


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



mailto:kirk.kauffman@medtronic.com

http://www.medtronic.com/contact-us/index.htm

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/172607/20180503MedtronicClipGunMfr.pdf



AFHajlan
(A30523) Medtronic-Clip Gun Magazines.pdf




[High Priority ] - A30504 : Baxter—EXACTAMIX Inlets: May Be Incorrectly Over-Labeled


[High Priority ] - A30504 : Baxter—EXACTAMIX Inlets: May Be Incorrectly Over-Labeled
Medical Device Ongoing Action
Published: Monday, April 30, 2018


UMDNS Terms:
•  Intravenous Solution Compounders [17459]
•  Liquid-Dispensing Systems, Pharmaceutical [16807]


Product Identifier:
[Consumable]


Product Baxter Healthcare Corp
Product No. Lot No.


Non-Vented High-Volume EXACTAMIX Inlets H938173 802277, 802278, 802383, 802384,
802385


Vented High-Volume EXACTAMIX Inlets H938174 802279, 802280, 802281


Vented Micro-Volume EXACTAMIX Inlets H938175 802282, 802283


EXACTAMIX Syringe Inlets H938176 802284, 802285, 802286


Geographic Regions: Worldwide


Manufacturer(s): Baxter Healthcare Corp1 Baxter Pkwy, Deerfield, IL 60015-4625, United States


Suggested Distribution: Infection Control, Nursing, Pharmacy, IV Therapy, Materials Management


Problem:
In an April 25, 2018, Urgent Product Recall letter submitted by an ECRI Institute member hospital, Baxter states that the over-labeling of the above inlets
was performed incorrectly, resulting in the inlets being over-labeled with a blank label or with a label containing an extended expiration date. Baxter also
states that if the inlet is used beyond the expiration date, sterility of the device cannot be ensured. Baxter further states that use of an inlet that has lost its
sterility may result in bloodstream infection or other serious adverse health consequences. Baxter states that it has received no reports of serious injury
associated with this problem.
 


Action Needed:
�Locate and remove any affected product in your inventory. The product code and lot number can be found on the individual product or shipping
carton. For the incorrect over-labeled expiration dates and the correct expiration dates associated with each affected lot, see the table in the letter . To
arrange for product return and to receive credit, contact the Baxter Healthcare Center for Service by telephone using the information below with your
ship-to account number, product number, lot number, and quantity of product to be returned. If you received the Customer Reply Form directly from
Baxter, complete and return it to Baxter using the instructions on the form. If you did not receive a letter and reply form directly from Baxter, do not
return a reply form to Baxter. 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. Report any adverse events associated with the use of affected product to Baxter by telephone at
(800) 437-5176 or by e-mail at corporate_product_complaints_round_lake@baxter.com ( click here ). U.S. customers should also 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:
Baxter Healthcare Center for Service
Tel. (888) 229-0001, 7 a.m. to 6 p.m. Central time, Monday through Friday
Website: Click here
Comments:


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


Source(s):


● 2018 Apr 30. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FA-2018-013 Download
● 2018 Apr 30. Manufacturer. Baxter confirmed the information provided in the source material.


www.ecri.org . Printed from Health Devices Alerts on Monday, May 7, 2018 Page 1


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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/172338/20180428BaxterEXACTAMIXInletsClientRedacted.pdf?option=80F0607

mailto:corporate_product_complaints_round_lake@baxter.com

mailto:corporate_product_complaints_round_lake@baxter.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

http://www.baxter.com/country-selector.page

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/172338/20180428BaxterEXACTAMIXInletsClientRedacted.pdf



AFHajlan
(A30504) Baxter-EXACTAMIX Inlets.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Prismaflex Control 

Units      ,

5/7/2018 Baxter Healthcare 2 AttacBaxter AG# New

In vitro diagnostic devices

ABL9 sensor cassette 5/13/2018 Radiometer Medical FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12608Salehiya Trading Est.New

ADVIA Centaur CA 125II 

Assay

5/9/2018 Siemens Healthcare 

Diagnostics

2 AttacAbdulrauf Ibrahim 

Batterjee & Bros. 

New

ADVIA Centaur®, ADVIA 

Centaur®XP, ADVIA 

Centaur®XPT, and ADVIA 

Centaur®CP     .

5/13/2018 Siemens Healthcare 

Diagnostics GmbH

FSN https

://nc

mdr.

ABDULREHMAN AL 

GOSAIBI GTB

New

cMYC (MYC) Breakapart 5/10/2018 CYTOCELL LTD FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12596Fawaz Abdulrahman Linjawi Establishment for Medical Equipments & ToolsNew

Dimension® clinical 

chemistry system and 

Dimension Vista® 

System, Alkaline 

Phosphatase Calibrator 

(ALPI CAL)

5/7/2018 Siemens Healthcare 

Diagnostics GmbH

FSN https

://nc

mdr.

sfda.

gov.s

ABDULREHMAN AL 

GOSAIBI GTB

New

MicroVue CIC-C1q EIA 

and SC5b-9 Plus EIA Kits

5/7/2018 Diagnostic Hybrids Inc 2 AttacN/A# New

NeoBase Succinylacetone 

Assay Solution

5/7/2018 PerkinElmer Life and 

Analytical Sciences

2 httpsABDULREHMAN AL 

GOSAIBI GTB

New

OXOID AST DISC 

CT0159B – Oxacillin OX1

5/9/2018 Oxoid Ltd Div Thermo 

Fisher Scientific Inc

2 httpsMedical supplies & 

Services Co.Ltd 

New

PATHFAST CKMB, 

Myoglobin and 

NTproBNP

5/10/2018 Lsi Medience 

Corporation

FSN https

://nc

Alinfrad Trading Est.New

Non-active implantable devices

8 x 25 mm PLGA Full 

Thread Gentle Threads 

Interference Screws

5/8/2018 Zimmer Biomet, Inc. 2 https

://nc

Isam Economic Co.# New

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12608
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12610
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12596
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12574
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12578
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12588
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12594
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12551



[High Priority ] - A30506 : Baxter—Prismaflex Control Units: May Exhibit Failure Mode with Pump Module Electronics, Potentially Resulting in
"Voltage Out of Range" Malfunction Alarm with Subsequent "Safe State" and Inoperability


[High Priority ] - A30506 : Baxter—Prismaflex Control Units: May Exhibit Failure Mode with Pump
Module Electronics, Potentially Resulting in "Voltage Out of Range" Malfunction Alarm with
Subsequent "Safe State" and Inoperability
Medical Device Ongoing Action
Published: Tuesday, May 1, 2018


UMDNS Terms:
•  Apheresis Units, Therapeutic, Platelet/Plasma Exchange [32815]
•  Hemodialysis Units, Renal, Continuous Replacement Therapy [23426]


Product Identifier:
[Capital Equipment]


Product Baxter Healthcare Corp
Model Product No. Serial No. Distribution Date


Dialyzer Systems Prismaflex System 107493 All 15 June 2006 to 17 November 2015


Prismaflex System 5.10 (U.S.) 113081 All 2 January 2006 to 16 March 2016


Prismafelx System 7.XX ROW
(Outside U.S.)


114870 All 5 November 2015 to 6 June 2017


Prismaflex System 7.XX (U.S.) 115269 All 19 November 2015 to 1 December
2017


Prismaflex System 7.20 (U.S.) 955542 All 19 October 2017 to 5 April 2018


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


Manufacturer(s): Baxter Healthcare Corp1 Baxter Pkwy, Deerfield, IL 60015-4625, United States


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


Problem:
In an April 24, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Baxter states that the above units may
exhibit a failure mode with the pump module electronics, which may result in a "Voltage Out of Range" malfunction alarm, causing the device to enter a
"safe state" and become inoperable until it is serviced. Baxter also states that the "Voltage Out of Range" malfunction alarm causes the unit to enter a
"safe state" by stopping all pumps and closing the return line clamp. Baxter further states that this failure mode can occur at any time during use and may
result in an interruption and/or delay in therapy. Baxter states that patient harm is not expected because the blood can be manually returned to the patient.
Baxter also states that it has received no reports of serious injury associated with this problem.
 


Action Needed:
Baxter will be releasing a new firmware that will prevent this malfunction from occurring. Operators may continue to safely use Prismaflex units that
have not exhibited the "Voltage Out of Range" malfunction. A Baxter local service representative will contact your facility to determine the correction
plan and schedule the firmware upgrade at no cost. If you received the Customer Reply Form directly from Baxter, complete and return it to Baxter using
the instructions on the form. If you did not receive a letter and reply form directly from Baxter, do not return a reply form to Baxter. 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. Report any adverse events associated with the use of affected product to Baxter by telephone at (800) 437-5176 or by e-mail at
corporate_product_complaints_round_lake@baxter.com ( click here ). U.S. customers should also 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:
Baxter Corporate Product Surveillance department
Tel.: (800) 437-5176, 8 a.m. to 5 p.m. Central time, Monday through Friday
Website: Click here
Comments:


 


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


Source(s):


● 2018 May 1. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FA-2018-014 Download
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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.baxter.com/baxter_worldwide.html

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/172366/20180424BaxterPrismaflexClientRedacted.pdf





● 2018 May 1. Manufacturer. Baxter confirmed the information provided in the source material.
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[High Priority ] - A30467 : Diagnostic Hybrids—MicroVue �CIC-C1q EIA and SC5b-9 Plus EIA Kits: May Be Contaminated


[High Priority ] - A30467 : Diagnostic Hybrids—MicroVue �CIC-C1q EIA and SC5b-9 Plus EIA Kits:
May Be Contaminated
Medical Device Ongoing Action
Published: Monday, April 30, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Autoimmune, Rheumatism, Circulating Immune Complex [17326]


Product Identifier:
[Consumable]


Product Diagnostic Hybrids Inc
Model No. Lot No.


MicroVue CIC-C1q EIA Kits A001 051076


MicroVue SC5b-9 Plus EIA Kits A029 052419


MicroVue SC5b-9 Plus EIA for research use only
(RUO) Kits


A020 052418


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


Manufacturer(s): Diagnostic Hybrids Inc2005 E State St Suite 100, Athens, OH 45701, United States


Suggested Distribution: Clinical Laboratory/Pathology, Infection Control, Materials Management


Problem:
�FDA's Center for Devices and Radiological Health (CDRH) states that a component of the above kits may be contaminated. FDA's CDRH also states
that the manufacturer initiated a recall by letter on November 3, 2015. The manufacturer has not confirmed the information provided in the source
material.


Action Needed:
�Identify and discard any affected product in your inventory. If you have affected product, verify that you have received the letter and the certificate of
destruction from Diagnostic Hybrids. To obtain replacement product, contact Diagnostic Hybrids. Complete the certificate of destruction, and return it to
Diagnostic Hybrids.
For Further Information:
Ronald H. Lollar, Diagnostic Hybrids
Tel.: (740) 589-3300
Website: Click here


References:
United States:


● Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall MicroVue CICC1q EIA [online]. 2018
Apr 24 [cited 2018 Apr 27]. Available from Internet: Click here .


● Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall MicroVue SC5b9 Plus EIA
(CEIVD) [online]. 2018 Apr 24 [cited 2018 Apr 27]. Available from Internet: Click here .


● Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall MicroVue SC5b9 Plus EIA (RUO)
[online]. 2018 Apr 24 [cited 2018 Apr 27]. Available from Internet: Click here .


Comments:


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


Source(s):


● 2018 Apr 27. FDA CDRH Database. Class II. Z-1497-2018; Z-1498/1499-2018 Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Cardica C-Port xA & Flex-

A PLUS Anastomosis

5/10/2018 AesDex, LLC FSN httpsN/ANew

GII Tibial Punch  . 5/13/2018 Smith & Nephew inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12609Smith & Nephew incNew

Mako Onlay Insert 

Extractor

5/9/2018 Stryker Orthopaedics FSN AttacZimmo Trading 

Establishment.

# Update

microTargeting Depth 

Stop Adapter

5/13/2018 FHC Inc… FSN httpsAl Amin Medical 

Instruments Co. Ltd.

New

Sharp Curved Osteotome 5/10/2018 DePuy Ireland UC 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12600Johnson & Johnson Medical Saudi Arabia LimitedNew

Reusable devices

ReNew brand Disposable 

Scissor and Dissector Tips

5/10/2018 Microline Surgical Inc 2 httpsDawha MedicalNew

Single-use devices

All Arterial Cannulae and 

Customized Tubing Packs

including the 3/8” Vent 

plug

5/10/2018 Maquet 

Cardiopulmonary AG

FSN https

://nc

mdr.

Al-Faisaliah Medical 

System

New

Centeze Centesis Catheter 5/13/2018 Galt Medical Corp FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12605N/ANew

Covidien Endo GIA™ 

Articulating Loading Units

5/7/2018 Medtronic SA FSN httpsMedtronic Saudi ArabiaNew

Custom Tubing Pack with 

Bioline Coating.

5/10/2018 Datascope Corp 2 httpsAl-Jeel Medical & 

Trading Co. LTD

New

Easyflex PVC empty bags 5/10/2018 Macopharma SAS FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12593Dar ALKarmelNew

HARMONIC ACE + 

Shears with Adaptive 

Tissue Technology

5/9/2018 Ethicon Inc. 1 https

://nc

Johnson & Johnson 

Medical Saudi Arabia 

Limited

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12597
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12609
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12606
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12600
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12601
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12595
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12605
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12575
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12599
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12593
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12586



[High Priority ] - A29915 02 : *Stryker—Mako Onlay Insert Extractors: Hinge Pin May Disassociate [Update]


[High Priority ] - A29915 02 : *Stryker—Mako Onlay Insert Extractors: Hinge Pin May Disassociate
[Update]
Medical Device Ongoing Action
Published: Tuesday, May 1, 2018


UMDNS Terms:
•  Prosthesis Implantation Instruments, Orthopedic [13180]


Product Identifier:
[Consumable]


Product Stryker Mako Surgical Corp
Item No. Lot No.


Mako Onlay Insert Extractors 160430 19461016, 26110512, 26120512, 26330712,
26340312


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


Manufacturer(s): Stryker Mako Surgical Corp 2555 Davie Rd, Ft Lauderdale, FL 33317, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Summary:
Update Reason: Additional lot numbers. �This Alert provides information based on an April 25, 2018, Update Urgent Medical Device Removal letter
submitted by an ECRI Institute member hospital regarding Alerts A29915  and A29915 01 . Stryker expanded the recall to include five new lot
numbers, listed above. For previously listed product, see A29915 01 .
Problem:
In a January 19, 2018, Urgent Medical Device Removal letter submitted by an ECRI Institute member hospital and a January 26, 2018, Urgent Field
Safety Notification letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Stryker states that it has received one report
that a hinge pin disassociated from the above Onlay insert extractors. In the reported case, the pin was discovered before the extractor was used in surgery
and a backup device was used to complete the procedure. Stryker also states that should the hinge pin disassociate, the following harms or hazards may
occur:


● The pin may be left in the wound.
● Excessive metal wear debris may be present.
● Surgery may be prolonged.
● The prosthesis may perform poorly.
● Adverse local tissue reaction and/or inflammatory response may result.
● Pain and/or poor soft tissue (i.e., muscle, tendon) function may necessitate revision surgery if the pin is left in the surgical wound.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the April 25, 2018, Update Urgent Medical
Device Removal letter and Business Reply Form from Stryker. The following actions are those listed in A29915 01 . Stryker recommends the following
risk mitigation:
  
(1) Do not use the extractor. Use of the extractor is optional; a similar instrument may be used to lift the removal holes at the front of the trial insert for
extraction.
(2) Inspect the extractor before use, as per Stryker's recommendations in "Instructions for Cleaning, Sterilization, Inspection and Maintenance of
Reusable Medical Devices."
(3) Perform surgical lavage steps, which could remove an unnoticed hinge pin left in the surgical wound, mitigating the hazards of foreign object
retention and excessive metal wear debris in the wound. For a return label, contact Stryker by e-mail at 
SO_M_Product_Field_Action_Response@stryker.com . Using the return label, return affected product to Stryker Orthopaedics/PFA Product Returns,
Attn: Distribution Inventory Team, 325 Corporate Drive, Dock M-East, Mahwah, NJ 07431, United States, citing Reference No. PFA 1657945. Notify all
relevant personnel at your facility of the information in the Urgent Medical Device Removal letter. U.S. customers should complete the Business Reply
Form and return it to Stericycle by fax at (888) 912-2184 or by e-mail at strykerortho6299@stericycle.com . Customers outside the U.S. should complete
the Acknowledgment form regardless of whether you have affected product and return it to Stryker, along with affected product.
For Further Information:
Clayton Odor, Stryker senior quality assurance director
Tel.: (954) 628-0502
E-mail: Clayton.Odor@stryker.com
Website: Click here


�References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Restoris® MCK onlay insert extractor by MAKO


Surgical Corporation [online]. 2018 Jan 30 [cited 2018 Feb 1]. Available from Internet: Click here .
● Great Britain. Medicines and Healthcare Products Regulatory Agency. MAKO Surgical (Stryker): Restoris® MCK onlay insert extractor


[online]. London: Department of Health; 2018 Feb 19 [cited 2018 Feb 19]. (Field safety notice; reference no. 2018/001/026/701/013).
Available from Internet: Click here .
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http://www.stryker.com/en-us/corporate/ContactUs/index.htm
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Comments:


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


Source(s):


● 2018 Apr 30. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Reference No. 1657945 (includes reply
form) Download


● 2018 Apr 30. MHRA FSN. 2018/001/026/701/013 Download
● 2018 Apr 30. MHRA FSN. Stryker Reference No. RA2018-1657945 (includes reply form) Download
● 2018 Apr 30. BfArM (Germany). 01040/18 Download
● 2018 Apr 30. BfArM (Germany). Stryker Reference No. RA2018-1657945 (includes reply form) Download
● 2017 Apr 30. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Reference No. 1657945 (includes reply 


form) Download
● 2018 Apr 30. Manufacturer. The manufacturer confirmed the information in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/172382/20180130StrykerMakoOnlayInsertExtractorBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/172383/20180126StrykerMakoOnlayInsertExtractorBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/172384/20180119StrykerMakoOnlayInsertExtractorClient_Redacted.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

LYNDA + Amplya Acute 

Multitherapeutic System 

and CPFA Coupled 

Plasma Filtration 

Adsorption therapy

5/10/2018 Medtronic SA FSN https

://nc

mdr.

sfda.

Medtronic Saudi ArabiaNew

Medtronic Covidien 

Shiley Adult Flexible 

Tracheostomy Tubes

5/7/2018 Medline Industries Inc 2 Attac

hed

Thimar Al Jazirah 

Healthcare Co.

# New

Needle Counters      , 5/7/2018 Medline Industries Inc 2 AttachedThimar Al Jazirah Healthcare Co.# New

PICC Insertion Tray 5/9/2018 Vygon UK Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12585Al-Jeel Medical & Trading Co. LTDNew

SAM XT Extremity 

Tourniquet

5/13/2018 SAM Medical Products FSN httpsDallah Healthcare 

Company

New

Yankauer Suction Tubing, 

Penrose Tubing, Trocar 

Catheter, Thoracic 

Catheter

5/10/2018 Cardinal Health.. FSN https

://nc

mdr.

Medical Technology 

Establishment

New

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

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

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

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

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

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

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12592
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12585
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12603
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12598
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A30511 : Medline—Medtronic Covidien Shiley Adult Flexible Tracheostomy Tubes: May Be Mislabeled


[High Priority ] - A30511 : Medline—Medtronic Covidien Shiley Adult Flexible Tracheostomy Tubes:
May Be Mislabeled
Medical Device Ongoing Action
Published: Thursday, May 3, 2018


UMDNS Terms:
•  Cuffs, Tracheostomy Tube [14094]
•  Tubes, Tracheostomy/Laryngectomy [26700]


Product Identifier:
[Consumable]


Product Medtronic Inc
Item No. Medline Item No. Lot No.


6.5 mm Covidien Shiley Adult Flexible
Trachoestomy Tube, Cuffless


4UN65H COV4UN65H, SWD4UN65H 16H0665JZX


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


Distributor(s): •  Medline Industries Inc Three Lakes Drive, Northfield, IL 60093, United States


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


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


Problem: In an April 24, 2018, Medical Device Alert letter submitted by an ECRI Institute member hospital, Medline states that it is initiating a
subrecall of the above tracheostomy tubes, which were recalled by Medtronic, because they may be mislabeled with an incorrect item code on the inner
carton's green bar label. Medline also states that the correct item code appears on all other labels for affected product. Medline further states that it has
received no reports of serious injury related to this problem. The manufacturer and distributor have not confirmed the information provided in the source
material.


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the April 24, 2018, Medical
Device Alert letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected product, complete the Urgent
Remedial Action Response Form and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will send return labels, if
applicable, to your facility for product return. Return affected product to Medline using the return labels. Medline will credit your account upon receipt of
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.
For Further Information:
Medline
Tel.: (866) 359-1704
Website: Click here
Comments:


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


Source(s):


● 2018 May 2. Distributor. April 24, 2018 Medline letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A30508 : �Medline—Needle Counters: Sterility May Be Compromised


[High Priority ] - A30508 : �Medline—Needle Counters: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Tuesday, May 1, 2018


UMDNS Terms:
•  Counters, Needle [12724]


Product Identifier:
[Consumable]


Product Medline Industries Inc
Item No. Lot No.


Needle Counters DYNJNC100F 67016114502, 67017014501, 67017024503,
67017034501, 67017044504, 67017054501,
67017054504, 67017064503, 67017074501,
67017074502, 67017084502, 67017094501,
67017104501, 67017114501


DYNJNC40A 67016114501, 67016114502, 67016114503,
67016124501, 67016124503, 67016124504,
67017024501, 67017024502, 67017024503,
67017024504, 67017034503, 67017064503,
67017084503, 67017094501, 67017094502,
67017104501, 67017104502


DYNJNC40F 67016114501, 67016114502, 67016114503,
67016124502, 67016124503, 67016124504,
67017014501, 67017024501, 67017024502,
67017024503, 67017024504, 67017034501,
67017034503, 67017044503, 67017044504,
67017044505, 67017054501, 67017054502,
67017054503, 67017054504, 67017064501,
67017064502, 67017064503, 67017064504,
67017074501, 67017074502, 67017084501,
67017084502, 67017104501


NC100FBR 67016114502, 67016124501, 67016124502,
67016124507, 67017014501, 67017024502,
67017034501, 67017034503, 67017064502,
67017074502, 67017084502, 67017084503,
67017094501, 67017094503, 67017094505,
67017104501, 67017114501, 67017114502


NC40FBR 67016114502, 67017014501, 67017024502,
67017054501


NC40FBRGS 67016114502, 67016124502, 67017014501,
67017024502, 67017064502, 67017064503,
67017074501, 67017074502, 67017084502,
67017084503, 67017104501


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


Manufacturer(s): Medline Industries IncOne Medline Pl, Mundelein, IL 60060, United States


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


Problem:
�In an April 24, 2018, Urgent Recall letter submitted by ECRI Institute member hospitals, Medline states that the above needle counters may exhibit seal
creep, potentially causing gaps to be created in the seals of the packaging and compromising product sterility. 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, 2018, Urgent
Recall letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected product, complete the Urgent
Remedial Action Response Form and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will send your facility
return labels, if applicable. Return affected product to Medline using the return labels. Upon receipt of the returned product, Medline will provide your
facility with credit. 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:
Medline
Tel.: (866) 359-359-1704
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
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determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 May 1. Member Hospital. R-18-052 (includes reply form) Download
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