
SBED Weekly Update 03-Apr-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 

70 SFDA website
3/26/2018 4/1/2018

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: WU1814

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

Tec 7 Vaporizer, Aisys 

CS2 Aladin Cassette

3/28/2018 GE Healthcare 2 https

://nc

GE HealthcareNew

Terumo Advanced 

Perfusion System 1 - 

Heart-Lung Machine.

3/29/2018 Terumo Cardiovascular 

Systems Corporation

FSN https

://nc

mdr.

ABDULREHMAN AL 

GOSAIBI GTB

Update

Complementary therapy devices

Rotating IV Pole 3/28/2018 Ohmeda Medical 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12375N/ANew

Dental devices

17° Multi-Unit Abutment 

Conical Connection NP 

2.5mm

3/26/2018 Nobel Biocare Services 

AB

FSN https

://nc

mdr.

Medical Regulations 

Gate

New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12377
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12381
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12375
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12353


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

simplyInterActive Implant 

5.0mmD x 10mmL SBM: 

3.4mmD Platform

3/28/2018 Implant Direct Sybron 

Manufacturing,LLC

FSN https

://nc

mdr.

Ahmad Abdullah 

Alzoman Est. for 

trading

New

Diagnostic and therapeutic radiation devices

BU IGT Systems, 

MultiDiagnost-Eleva

3/29/2018 Philips Healthcare FSN https

://nc

Philips Healthcare 

Saudi Arabia Ltd.

New

Integra CUSA Clarity 

Footswitch packaged 

with CUSA Clarity 

Console (Ref C7000

4/1/2018 Integra LifeSciences FSN Attac

hed

Bio Standards# Update

LOGIQ 9, LOGIQ E9, Vivid 

7, Vivid E7, Vivid E9, Vivid 

E80, Vivid E90, and Vivid 

E95

3/26/2018 GE Healthcare FSN https

://nc

mdr.

sfda.

GE HealthcareNew

SOMATOM GO.UP and 

SOMATOM go.Now..

4/1/2018 SIEMENS FSN https

://nc

Siemens Medical 

Solutions

New

Syngo.via software 4/1/2018 Siemens Medical Solutions 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12386Siemens Medical SolutionsNew

TCM modules: TCM4 

Combi, TCM CombiM 

and TCM Tosca

4/1/2018 Radiometer America Inc FSN https

://nc

mdr.

Salehiya Trading Est.New

Electro mechanical medical devices

ARROW ENDURANCE" 

Extended Dwell 

Peripheral Catheter 

System

4/1/2018 Arrow International Inc 2 https

://nc

mdr.

sfda.

Gulf Medical Co.New

ARROW, ARROWGARD 

AND ARROWGARD BLUE 

PLUS PRESSURE 

INJECTABLE CENTRAL 

VENOUS CATHETER

3/26/2018 Arrow International Inc 2 https

://nc

mdr.

sfda.

gov.s

Gulf Medical Co.New

BetterBladder 3/26/2018 Circulatory Technology Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12363N/ANew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12369
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12382
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12348
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12396
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12386
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12397
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12392
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12360
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12363



[High Priority ] - A29317 01 : *�Integra—CUSA Clarity Footswitches: Unintended Ultrasonic Fragmentation Activation May Occur [Update]


[High Priority ] - A29317 01 : *�Integra—CUSA Clarity Footswitches: Unintended Ultrasonic
Fragmentation Activation May Occur [Update]
Medical Device Ongoing Action
Published: Wednesday, March 14, 2018


UMDNS Terms:
•  Ultrasound Therapy Systems, Tissue Ablation  [18825]


Product Identifier:
[Capital Equipment]


Product Integra LifeSciences Corp
Model Catalog No. Lot No.


Ultrasonic Tissue Ablation Systems CUSA Clarity Consoles C7000 N/A


Footswitches CUSA Clarity C7002 1885744


Geographic Regions: Australia, Canada, Germany, Greece, Hong Kong, Italy, The Netherlands, South Africa, Sweden, U.K., U.S.


Manufacturer(s): Integra LifeSciences CorpIDA Business &amp; Technology Park, Sragh, Tullamore, County of Offaly, Ireland


Suggested Distribution: Clinical/Biomedical Engineering, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Orthopedics,
Gastroenterology, Neurology


Summary:
�Update Reason: New lot number; This Alert provides additional information based on FDA's Centers for Devices and Radiological Health (CDRH)
source material regarding Alert A29317 . New Information is provided in the Product Identifier field.
Problem:
In a September 25, 2017, Urgent Field Safety Notice Recall Notification letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA) and the German Federal Institute for Drugs and Medical Devices (BfArM), Integra states that a manufacturing error may result in the above
footswitches causing unintended ultrasonic fragmentation activation. Integra also states that ultrasonic fragmentation may be activated after setup is
complete and the user goes to the main screen of the console (without the footswitch pressed) or it may remain activated during surgical use once the
footswitch amplitude pedal is disengaged.


Action Needed:
The following actions are those listed in Alert A29317 . Identify and isolate any affected product in your inventory (see the letter  for an example label).
If you have affected product, verify that you have received the September 25, 2017, Urgent Field Safety Notice Recall Notification letter and Recall
Acknowledgment and Return Form from Integra. Integra will replace affected product. Complete the Recall Acknowledgment and Return Form, and
return it to Integra using the information on the form. Notify all relevant personnel at your facility of the information in the Urgent Field Safety Notice
Recall Notification letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Retain a copy of the letter
with your laboratory records.
For Further Information:
Integra
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Integra: CUSA Clarity (footswitch) [online]. London: Department of


Health; 2017 Oct 2 [cited 2017 Oct 16]. (Field safety notice; reference no. 2017/009/027/701/012). Available from Internet: Click here .
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for CUSA Clarity (footswitch) by Integra


LifeSciences (Ireland) Ltd. [online]. 2017 Oct 11 [cited 2017 Oct 17]. Available from Internet: Click here .
● United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall footswitch accessory


[online]. 2018 Feb 23 [cited 2018 Mar 2]. 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 Mar 2. FDA CDRH Database. Class II. Z-0694-2018 Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632074

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632074

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632074

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632074

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/161824/20170925IntegraLifesciencesFootswitchMHRA.pdf?option=80F0607

https://www.integralife.com/contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-25-to-29-september-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-25-to-29-september-2017

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/19/2017/09732-17_kundeninfo_en.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/19/2017/09732-17_kundeninfo_en.html

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=161507

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=161507

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/168855/20180223IntegraCUSAFootswitchesFDACDRH.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

da Vinci X Patient Side 

Cart Arm Controller Joint 

Circuit Boards

3/29/2018 Intuitive Surgical Inc 2 Attac

hed

Gulf Medical Co.# Update

Entroy 3/28/2018 Arjo Huntleigh FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12372Al-Faisaliah Medical SystemNew

First Step Flexible 

Endoscope Bedside 

PreClean Kit, EP4.

3/28/2018 Madison Polymeric 

Engineering

2 https

://nc

mdr.

N/ANew

HEMASHIELD Knitted 

Double Velour 

Cardiovascular Fabric

3/26/2018 Maquet 

Cardiovascular,LLC.

2 https

://nc

mdr.

Saudi Sicli CompanyNew

Medfusion 3010 and 

301A Syringe Infusion 

Pumps    .

3/29/2018 Smiths Medical ASD Inc.. 2 Attac

hed

MEDICARE DRUG 

STORE COMPANY

# New

OTESUS OR table 3/26/2018 MAQUET Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12350Gulf Medical Co.New

PadPro MiniInfant 

Multifunction Electrodes 

2602 Series

3/27/2018 ConMed Corporation. 2 https

://nc

mdr.

ProMedExNew

Rythmic Evolution 3/28/2018 Micrel Medical Devices S.A. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12373Techno-Orbits EstablishmentNew

Syramed μSP6000 and 

Volumed μVP7000    .

3/28/2018 Arcomed AG FSN https

://nc

Al-Faisaliah Medical 

System

New

Trumpf Medical T3 

Spinal Tabletop Systems

3/26/2018 Allen Medical Systems 2 Attac

hed

Reem Alwasat for 

Trading Company.

# New

Healthcare facility products and adaptations

Getinge Sterilizer     , 4/1/2018 Getinge Disinfection AB 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12405Gulf Medical Co.New

Hospital hardware

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12372
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12376
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12364
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12350
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12366
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12373
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12380
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12405



[High Priority ] - A30157 : Intuitive—da Vinci Surgical Systems: Patient Side Cart Arm Controller Joint Circuit Boards May Exhibit Premature
Failure, Potentially Resulting in System Faults


[High Priority ] - A30157 : Intuitive—da Vinci Surgical Systems: Patient Side Cart Arm Controller
Joint Circuit Boards May Exhibit Premature Failure, Potentially Resulting in System Faults
Medical Device Ongoing Action
Published: Tuesday, March 13, 2018


UMDNS Terms:
•  Telemanipulation Systems, Surgical, Minimally Invasive [18600]


Product Identifier:
[Capital Equipment]


Product Intuitive Surgical Inc
Model Serial No.


Surgical Systems da Vinci X SL0008, SL0012, SL0013, SL0015, SL0016,
SL0017, SL0018, SL0019, SL0020, SL0021,
SL0028, SL0034, SL0035, SL0036, SL0037,
SL0038, SL0039, SL0040, SL0041, SL0042,
SL0043, SL0044, SL0045, SL0046, SL0047,
SL0048, SL0052, SL0053, SL0055, SL0056,
SL0060, SL0063, SL0070, SL0071, SL0073


Geographic Regions: Australia, Austria, Finland, France, Germany, Italy, The Netherlands, Spain, U.K., U.S.


Manufacturer(s): Intuitive Surgical Inc1266 Kifer Rd Bldg 101, Sunnyvale, CA 94086-5304, United States


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Risk Management/Continuous Quality Improvement, Information
Technology


Problem:
In a March 7, 2018, Field Safety Notice Urgent Medical Device Recall letter, Intuitive states that the patient side cart arm controller joint circuit boards of
the above systems are susceptible to premature failures, potentially resulting in system faults. Intuitive also states that, as indicated in the user manual, if
an arm-specific fault occurs on a system during a procedure and the fault cannot be recovered, the affected arm can be disabled and the procedure may be
continued with three arms. If a fault that is not arm-specific occurs, restarting the system may clear the fault; however, the fault may recur. The user may
then decide to abort the da Vinci procedure or convert to an alternative surgical method. Intuitive further states that if an affected arm can be disabled and
the procedure can be continued with three arms, risk to the patient is related to the delay in the procedure as a result of troubleshooting the problem. If the
decision is made to convert a da Vinci procedure to an alternative surgical method because of the error, the patient may be at higher risk of surgical
complications, depending on the alternative surgical method used. Intuitive states that it has received no reports of adverse events related to this problem.
 


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the March 7, 2017, Field Safety Notice
Urgent Medical Device Recall letter and Acknowledgment Form from Intuitive. An Intuitive representative will contact your facility to schedule a site
visit to replace the affected arm controller joint circuit board(s). Ensure that surgeons and patient side assistants read and understand the contents of the
letter. Notify all relevant personnel at your facility of the information in the letter. Complete the Acknowledgment Form, and return it to Intuitive using
the instructions on the form. Retain a copy of the letter and Acknowledgment Form with your records.
 
For Further Information:
Intuitive local clinical sales representative, or
Intuitive Surgical customer service department
North America and South America:
Tel.: (800) 876-1310 (select option 3), 4 a.m. to 5 p.m. Pacific time
E-mail: customerservice@intusurg.com
Europe, Middle East, Asia, and Africa:
Tel.: (800) 08212020 or 41 (21) 8212020, 8 a.m. to 6 p.m. Central European time
E-mail: ics@intusurg.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 Mar 9. Manufacturer Letter. Intuitive letter submitted by the manufacturer: ISIFA2018-02-C (includes reply form) Download
● 2018 Mar 13. Manufacturer. Intuitive confirmed the information provided in the source material.
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[High Priority ] - A30162 : Smiths—Medfusion 3010 and 301A Syringe Infusion Pumps: May Not Recognize Syringes or Syringe Size, Potentially Leading
to Interruption of Therapy or Over- or Underinfusion


[High Priority ] - A30162 : Smiths—Medfusion 3010 and 301A Syringe Infusion Pumps: May Not
Recognize Syringes or Syringe Size, Potentially Leading to Interruption of Therapy or Over- or
Underinfusion
Medical Device Ongoing Action
Published: Wednesday, March 14, 2018
Last Updated: Thursday, March 15, 2018


UMDNS Terms:
•  Infusion Pumps, Multitherapy, Syringe [13217]


Product Identifier:
[Capital Equipment]


Product Smiths Medical ASD Inc
Model Serial No. Distribution Date


Syringe Pump Medfusion 3010 (formerly"Protégé"), Medfusion
3010A


M02385, M02396, M02780,
M02890, M03055, M03075,
M03245, M03335, M03592,
M03599, M03727, M03817,
M04406, M04568, M04778,
M04870, M05494, M05587,
M05762, M05766, M05768,
M06244, M07153, M07159,
M07335, M07361, M07443,
M08153, M08168, M08736,
M08820, M08853, M08871,
M08878, M09038, M09057,
M09992, M10229, M10270,
M10325, M10342, M10347,
M10353, M10366, M10589,
M10879, M10896, M11875,
M11877, M11898, M11900,
M11918, M11919


May 2015 to Nov 2017


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


Manufacturer(s): Smiths Medical ASD Inc 1265 Grey Fox Rd, St Paul, MN 55112, United States 


Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery,
Information Technology, NICU, IV Therapy


Problem: In a February 16, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Smiths states that the above
pumps (serviced between May 2015 and November 2017) may not recognize loaded medication syringes or may misidentify syringe size, potentially
leading to an inability to complete pump programming or delay or interruption of infusion or under- or overdelivery of medication, if the clinician does
not notice the pump’s misidentification of the syringe before starting an infusion. Smiths states that Medfusion Model Series 3500 and 4000 pumps
(including certain discontinued Model 3010 and 3010A pumps that were converted to 3500 by a software update) were assembled with a barrel clamp
guide that contained a manufacturing defect. This defect could potentially lead to spring slippage, resulting in the inability of the pump to recognize a
syringe or the pump may misidentify the size of syringe loaded. Smiths has received one report of serious injury associated with this problem. 


Action Needed:
Identify, isolate, and discontinue use of any affected pumps in your inventory. If you have affected pumps, verify that you have received the February 16,
2018, Urgent Medical Device Recall Notice letter and Response Form from Smiths. Smiths states that because production of Medfusion 3010 and 3010A
pumps was discontinued in 2010, service/repair is no longer being performed on these devices. Smiths will contact your facility to provide options for
pump replacement. To initiate your replacement, contact your Smiths sales representative or the Smiths customer service center by telephone at (800)
258-5361 (select option 1, then option 1 to place an order). 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. Regardless of whether you have affected product, complete the
Response Form and return it to Stericycle by e-mail at SmithsMedical3033@stericycle.com .
For Further Information:
Smiths Medical
Website: Click here
Comments:


● For information on a related action, see Alerts A29811  and A29811 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 Mar 13. Member Hospital. Smiths letter submitted by an ECRI Institute member hospital (includes reply form) Download
● 2018 Mar 13. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A30095 : Allen Medical—Trumpf Medical T3 Spinal Tabletop Systems: Leg Support Rail Section Clamps May Fail


[High Priority ] - A30095 : Allen Medical—Trumpf Medical T3 Spinal Tabletop Systems: Leg Support
Rail Section Clamps May Fail
Medical Device Ongoing Action
Published: Monday, March 5, 2018


UMDNS Terms:
•  Tables, Operating [13961]


Product Identifier:
[Capital Equipment]


Product
Allen Medical Systems
Inc
Model


Model No. Manufacture Date


Tabletop Systems T3 Spinal F-T3SYSTEM March 2009 to November 2016


Geographic Regions: Australia, Asia, Europe, North America


Manufacturer(s): Allen Medical Systems Inc 100 Discovery Way, Acton MA 01720, United States 


Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, Facilities/Building Management


Problem:
In a February 21, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Allen Medical states that the rail
section clamps (product number F-T3RAILSC) used to attach the leg support of the above operating tables may fail during use, potentially resulting in
critical harm to the patient. Allen Medical also states that the clamps are designed and labeled for use with arm boards but were shipped to be used with
the leg support and the instructions for use (IFU; D-720595-A3) incorrectly guides the user to connect the top rail section clamp to the leg support. Allen
Medical further states that it has received three reports of this problem occurring without patient injury.


Action Needed:
Identify any affected tabletops in your inventory. If you have affected tabletops, verify that you have received the February 21, 2018, Urgent Medical
Device Correction letter from Allen Medical. For help in identifying affected rail section clamps, see the images in the letter . Inform users that the T3
top rail section clamps are for arm board use only and not to be used with the leg support of affected tabletops. Notify all relevant personnel at your
facility of the information in the Urgent Medical Device Correction letter. Retain a copy of the letter with your records. Allen Medical  will provide your
facility with replacement rail section clamps when they become available, along with revised IFU. U.S. customers should report serious adverse events or
product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088;
by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane,
Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information:
Allen Medical customer service department
Tel.: (978) 266-4286, 8:30 a.m. to 5 p.m. Eastern time
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 Feb 28. Member Hospital. Allen letter submitted by an ECRI Institute member hospital. Reference No. MOD 1279 Download
● 2018 Mar 1. Manufacturer. The manufacturer confirmed the information in the source material.
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

IMRIS ORT100 and 

ORT300 Operating Room 

Tables

4/1/2018 Deerfield Imaging 2 https

://nc

mdr.

Gulf Medical Co.Update

IMRIS ORT300 

Removable Operating 

Room Table

4/1/2018 Deerfield Imaging 2 https

://nc

mdr.

Gulf Medical Co.New

Model 6390 Power-

LOAD Cot Fasteners

3/29/2018 Stryker 2 Attac

hed

Al-Jeel Medical & 

Trading Co. LTD

# New

In vitro diagnostic devices

0.8% Surgiscreen 

Reagent Red Blood Cells

3/29/2018 Ortho-Clinical 

Diagnostics

2 Attac

hed

Samir Photographic 

Supplies Co. Ltd.

# New

32 mg/L AUGMENTIN 

Plates     .

4/1/2018 MAST International Ltd 2 Attac

hed

Al Nahir Trading Co# New

Artisan Link and LinkPro 

Automated Slide Stainers

4/1/2018 Agilent Technologies, 

Inc.

2 Attac

hed

N/A# Update

Atellica COAG 360. 3/28/2018Siemens Healthcare Diagnostics Product FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12371AL-KAMAL ImportNew

AutoMate 2500 Family 3/26/2018 Beckman Coulter… 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12361Beckman Coulter Saudi Arabia Co LtdNew

BD Vacutainer EDTA 

Tubes

3/26/2018 Becton Dickinson & Co. 

(BD)

2 https

://nc

Becton Dickinson B.V.New

cobas c 6000 MODULAR 

Series System e 601

4/1/2018 Roche Diagnostics Corp 2 https

://nc

FAROUK, MAAMOUN 

TAMER & COMPANY

New

Common Diabetes Kits, 

No Spiro Kits, No Spiro 

Diabetes Kits and 

Common Kits

3/26/2018 Cardinal-Health 2 Attac

hed

MEDICARE DRUG 

STORE COMPANY

# New

CP3000 System 3/28/2018 Sekisui Diagnostics FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12379Medical supplies & Services Co.Ltd MediservNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12391
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12389
http://Attached
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12371
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12361
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12362
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[High Priority ] - A30195 : Stryker—Model 6390 Power-LOAD Cot Fasteners: Floor Plate Attachment Bracket May Be Broken


[High Priority ] - A30195 : Stryker—Model 6390 Power-LOAD Cot Fasteners: Floor Plate Attachment
Bracket May Be Broken
Medical Device Ongoing Action
Published: Thursday, March 15, 2018
Last Updated: Friday, March 16, 2018


UMDNS Terms:
•  Stretchers, Mobile, Ambulance [16630]


Product Identifier:
[Capital Equipment]


Product Stryker Medical
Model Model No. Manufacture Date


Cot Fasteners Model 6390 Power-LOAD 6390-000-000 1 Jan 2016 to 31 Dec 2016


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


Manufacturer(s): Stryker Medical 3800 E Centre Ave, Portage, MI 49002, United States 


Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, EMS/Transport


Problem: In a March 12, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Stryker states that after the
installation of the above fasteners, the floor plate attachment bracket (part number 6390-101-108), which allows the anchor to be secured to the floor
plate, may be found to be broken after the anchor is removed. Stryker also states that while this problem could result in serious patient harm, including
death, it has received no reports of injury as a result of this problem.


Action Needed: Identify any affected fasteners in your inventory. If you have affected fasteners, verify that you have received the March 12, 2018,
Urgent Medical Device Correction letter and Business reply form from Stryker. Complete the Business reply form, and return it to Stryker by fax at (269)
488-8691 or by e-mail at productfieldaction@stryker.com . Upon receipt of the form, a Stryker representative will contact your facility to arrange for
replacement of the floor plate attachment brackets. Forward a copy of the letter to any facility to which you have further distributed affected product, and
notify Stryker of the transfer. Notify Stryker of systems that are no longer in use. U.S. customers should report serious adverse events or product quality
problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by fax at (800) 332-0178; by mail (using
postage-paid FDA Form 3500, available here ) at Food and Drug Administration, P.O. Box 3002, Rockville, MD 20847-3002; or online at the MedWatc
h website .
 
For Further Information:
Stryker customer service department
Tel.: (800) 327-0770, 8 a.m. to 6 p.m. Eastern 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 Mar 15. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital (includes reply form) Download
● 2018 Mar 16. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A30178 : Ortho Clinical Diagnostics—0.8% Surgiscreen Reagent Red Blood Cells: Bar Code May Contain Error


[High Priority ] - A30178 : Ortho Clinical Diagnostics—0.8% Surgiscreen Reagent Red Blood Cells:
Bar Code May Contain Error
Medical Device Ongoing Action
Published: Wednesday, March 14, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunohematology, Blood Grouping [19294]


Product Identifier:
[Consumable]


Product
Ortho-Clinical Diagnostics
Inc
Product No.


UDI Lot No. Expiration Date


0.8% Surgiscreen Reagent
Red Blood Cells


6902316 10758750007660 VSS981 27 Mar 2018


Geographic Regions: U.S.


Manufacturer(s): Ortho-Clinical Diagnostics Inc1001 Rt 202, Raritan, NJ 08869, United States


Suggested Distribution: Clinical Laboratory/Pathology, Immunohematology/Blood Bank, Materials Management


Problem:
�In a March 9, 2018, Urgent Product Correction Notification letter submitted by an ECRI Institute member hospital, Ortho Clinical Diagnostics (Ortho)
states that the Cell 2 vials included with the above product may contain a barcode labeling error. Under some conditions, during automated testing only
(i.e., on ORTHO VISION, ORTHO VISION Max analyzers, and ORTHO Pro Vue analyzers), if multiple sets of the above product are loaded on the
analyzer at the same time, an affected Cell 2 vial mislabeled with an incorrect barcode may be read as Cell 1, and Cell 1 antigens may be missed in
testing. Ortho also states that this problem cannot occur when testing is performed in manual method, because the barcode is not used, and the contents
and readable labels are correct on all vials. The problem of misreading Cell 2 as Cell 1 will not occur on ORTHO VISION, ORTHO VISION Max, or
ORTHO Pro Vue Analyzers if only one set of 0.8% Surgiscreen cells is loaded on an instrument at any one time. The system will alert the user of a
problem if the internal barcode scanner detects a duplicate Cell 1 barcode and will not proceed with testing. Ortho further states that if Cell 1 is not read
by the system and Cell 1 antigens (i.e., C, K, Jkb, S) are missed in testing, erroneous patient results may be reported. The firm also states that Cells 1 and
3 are appropriately labeled and that the contents of the product are correct (i.e., Cell 2 vial contains the red cells from the correct donor 307401 as
indicated on the antigram). The readable designation of Cell 2 on the vial is also correct. 


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the March 9, 2018, Urgent Product
Correction Notification letter and Confirmation of Receipt form from Ortho. Ortho will replace affected product. If you use only manual method for
testing, continue to use the product. Ortho will replace your remaining inventory upon request. If you use the product in automated testing (i.e., using
ORTHO VISION, ORTHO VISION MAX and/or ORTHO ProVue analyzer), unitl you receive your replacement order, load only one set of affected
product at any one time on the system until you receive your replacement order. Complete the Confirmation of Receipt form, and return it to Ortho using
the instructions on the form. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to
which you have further distributed affected product.
For Further Information:
Ortho Care technical solutions center
Tel.: (800) 421-3311
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 Mar 13. Member Hospital. Ortho letter submitted by ECRI Institute member hospital (includes reply form). Ortho reference no. 
CL2017-067 Download


● 2018 Mar 14. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A30088 : Mast Group�—32 mg/L AUGMENTIN Plates: May Yield Sporadic False Susceptibility to Amoxicillin-Clavulanic Acid


[High Priority ] - A30088 : Mast Group�—32 mg/L AUGMENTIN Plates: May Yield Sporadic False
Susceptibility to Amoxicillin-Clavulanic Acid
Medical Device Ongoing Action
Published: Monday, March 12, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Rapid Test, Tumor Marker, Urinary Bladder [19946]


Product Identifier:
[Consumable]


Product MAST Group Ltd
Lot No.


32 mg/L AUGMENTIN Plates 398336, 399021, 399282, 399685, 399990, 400172, 400348,
400617, 401642, 402193, 402531, 402863


Geographic Regions: Hungary, Ireland, U.K.


Manufacturer(s): MAST Group Ltd Mast House, Derby Rd Bootle , Merseyside L20 1EA, United Kingdom


Suggested Distribution: Clinical Laboratory/Pathology, Obstetrics/Gynecology/Labor and Delivery, Urology, Materials Management


Problem:
�In a February 16, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Mast
states that the above plates may yield sporadic false susceptibility to amoxicillin-clavulanic acid. Mast also states that false susceptibility results to
amoxicillin-clavulanic acid of a causative isolate of a urinary tract infection (UTI) may result in a patient being administered amoxicillin-clavulanic acid
which will be ineffective. Mast further states that UTI infections typically respond within a few days of treatment, and that if an infection persists, an
alternative antibiotic is normally prescribed. The above problem may cause a potential delay in resolution of the infection.


Action Needed:
�Identify any affected product in your inventory. Plates from November 13, 2017, may be affected. If you have affected product, verify that you have
received the February 16, 2018, Urgent Field Safety Notice letter from Mast. Until further notification, any susceptible results from MPM-AUG32 should
be confirmed using alternative susceptibility testing methods, such as EUCAST disc diffusion testing; continued use of this product will indicate accurate
resistant results. Mast recommends that data generated using affected plates be reviewed for evidence of unexpected susceptibility to amoxicillin-
vlavulanic acid occurring in either patient isolates or control cultures and, where appropriate, retesting be undertaken. 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:
Mast customer service department
Tel.: 44 (151) 4721444
E-mail: sales@mastgrp.com
Website: Click here
References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Mast Group Ltd: MPM-AUG32 Mast uri plates [online]. London:
Department of Health; 2018 Feb 26 [cited 2018 Mar 12]. (Field safety notice; reference no. 2018/002/020/601/005). Available from Internet: C
lick 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 Mar 12. MHRA FSN. 2018/002/020/601/005 Download
● 2018 Mar 12. MHRA FSN. Mast Group letter Download
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[High Priority ] - A29835 01 : Dako—Artisan Link and LinkPro Automated Slide Stainers: �Emission of Formaldehyde May Exceed Threshold Limits


[High Priority ] - A29835 01 : Dako—Artisan Link and LinkPro Automated Slide Stainers: �Emission
of Formaldehyde May Exceed Threshold Limits
Medical Device Ongoing Action
Published: Wednesday, March 14, 2018


UMDNS Terms:
•  Slide Stainers [15599]


Product Identifier:
[Capital Equipment]


Product Agilent Technologies
Model Model No.


Automated Slide Stainers Artisan Classic AR100


Artisan Link AR210


Artisan Link Pro AR310


Geographic Regions: Bahrain, Belgium, Canada, China, Denmark, Finland, Germany, Hong Kong, Ireland, Israel, Japan, Korea, Kuwait, Malaysia,
Netherlands, Peru, Poland, Portugal, Russia, Singapore, Spain, Sweden, Switzerland, &#160; United Arab Emirates


Manufacturer(s): Agilent Technologies6392 Via Real, Carpinteria, CA 93013, United States


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


Summary:
�Update Reason: Geographic Regions, Problem, and Action Needed. This Alert provides additional information based on a February 2018 Field Safety
Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM) regarding  Alert A29835 .
Problem:
�In a February 2018 Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Agilent states that a
fume test conducted on the above instruments showed that the emission of formaldehyde exceeds the threshold limits set by some countries. Agilent also
states that the risk of formaldehyde exposure from the above instruments is difficult to assess because of factors such as laboratory configuration, how
long the user is near the instrument, the ventilation of the laboratory, and which assays are run. Agilent further states that prolonged user exposure to
formaldehyde could increase the risk of user harm. The following five Artisan assays produce these fumes:


● AR166 Artisan Gomori's Green Trichrome Stain Kit
● AR167 Artisan Gomori's Blue Trichrome Stain Kit
● AR173 Artisan Masson's Trichrome Stain Kit
● AR179 Artisan Reticulin/Nuclear Fast Red Stain Kit
● AR182 Artisan Reticulin/No Counterstain Stain Kit


 
Agilent also states that it has received no customer complaints regarding this problem.


Action Needed:
Identify any affected instruments in your inventory. If you have affected instruments, verify that you have received the February 2018 Field Safety Notice
and Return Form from Agilent. Complete the Return Form, and return it to Agilent using the instructions on the form. Agilent states that the instruments
can still be used; however, users should place instruments in a highly ventilated area until a solution is implemented. If it is not possible to place
the instruments in a highly ventilated area, do not run the above protocols/kits. Agilent also states that no solution will be developed for the Artisan
Classic because this product was discontinued. If you have an active Artisan Classic instrument in your laboratory, Agilent recommends that you follow
the above guidelines and place the instrument in a highly ventilated area while in use. An Agilent representative will contact your facility when solutions
to this problem are available. Inform all relevant personnel at your facility of the information in the Field Safety Notice, and forward a copy of the letter
to any facility to which you have further distributed affected product.
For Further Information:
Asger Dahlgaard, Agilent complaint and vigilance manager
E-mail: dako.dkvigilance@agilent.com
Website: Click here
References:


Health Canada. Recalls and safety alerts. Artisan—automated slide stainer, Link and Link Pro [online]. 2018 Jan 8 [cited 2018 Jan 15].
Available from Internet: Click here .


Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Artisan by Agilent Technologies Denmark ApS
[online]. 2018 Mar 6 [cited 2018 Mar 14]. Available from Internet: Click here .


Comments:


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


● 2018 Mar 14. BfArM (Germany). 02400/18 Download
● 2018 Mar 14. BfArM (Germany). Reference No. CAPA00728 Download
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[High Priority ] - A30083 : �Cardinal Health—Various Kits: Gatorade Pouches May Leak


[High Priority ] - A30083 : �Cardinal Health—Various Kits: Gatorade Pouches May Leak
Medical Device Ongoing Action, Food Products Ongoing Action
Published: Tuesday, March 6, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Diabetes [19125]


Product Identifier:
[Consumable]


Product Cardinal Health
Product No. Lot No.


Common Diabetes Kits SP1692448A 820353, 821937, 822523, 826984,
827083, 828090, 830102


SP1692448B 849805


No Spiro Kits SP3692448A 820351, 821944, 822521, 828183


SP3692448B 851604


No Spiro Diabetes Kits SP4692448A 820354, 821943, 826374, 833181


SP4692448B 849841, 855450


Common Kits SPK692448A 820352, 821938, 822522, 825665,
826987, 839110


SPK692488B 841315, 841803


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


Manufacturer(s): Cardinal Health 7000 Cardinal Pl, Dublin, OH 43017, United States


Suggested Distribution: Clinical Laboratory/Pathology, Critical Care, Emergency/Outpatient Services, Infection Control, Diabetes
Education/Coordination, Home Care, Endocrinology, Materials Management


Problem: In a February 21, 2018, Urgent Product Recallletter submitted by an ECRI Institute member hospital, Cardinal Health statesthat the seal of the
Gatorade pouch contained in the above kits may bedefective, causing the Gatorade to leak within the kits, potentially causingmicrobial growth and/or
affecting the other components contained in the kit.Cardinal Health has received no reports of injury related to the problem. Themanufacturer has not
confirmed the information provided in the source material.


Action Needed: Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have
received the February 21, 2018, Urgent Product Recall letter and acknowledgment form from Cardinal Health. Return any affected kits to Cardinal
Health. Complete the acknowledgment form, and return it to Cardinal Health using the instructions on the form. Forward a copy of the letter to any
facility to which you have further distributed affected product. To arrange for product return and to receive credit, contact the Cardinal Health customer
service group by telephone at (800) 964-5227.
For Further Information: �
Cardinal Health customer advocacy
Tel.: (800) 292-9332
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 Feb 28. Member Hospital. Cardinal Health letter submitted by ECRI Institute member hospital Download
● 2018 Feb 28. Member Hospital. Cardinal Health reply form submitted by ECRI Institute member hospital Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Dimension Vista Drug of 

Abuse Controls    ,

4/1/2018 Siemens Healthcare 

Diagnostics GmbH

2 UCAABDULREHMAN AL 

GOSAIBI GTB

# New

HbA1c HIT917 4/1/2018invicon diagnostic concepts GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12400N/ANew

iQ200 Series Urine 

Microscopy Analyzer

3/28/2018 Beckman Coulter FSN https

://nc

Al-Jeel Medical & 

Trading Co. LTD

New

onal Mouse, Anti-

Pneumocystis J. & Anti 

Human

4/1/2018 Dako Denmark A/S FSN https

://nc

mdr.

Dar Al-Zahrawi 

Medical Co. LLC

New

PERSONA THE 

PERSONALIZED KNEE 

SYSTEM…

4/1/2018 Zimmer Biomet, Inc. 2 https

://nc

mdr.

Isam Economic Co.New

Sofia 2 3/28/2018 Quidel Corporation 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12374ABDULLA FOUAD HOLDING COMPANYNew

Thermo Scientific Oxoid 

Mueller-Hinton Broth.

3/26/2018 Thermo Fisher Scientific 

Inc.

FSN https

://nc

Medical supplies & 

Services Co.Ltd 

New

VIDAS FSH 3/28/2018 bioMerieux Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12370Al-Jeel Medical & Trading Co. LTDNew

VIKIA Malaria Ag Pf/Pan 4/1/2018 bioMerieux Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12403Al-Jeel Medical & Trading Co. LTDNew

Non-active implantable devices

AltiVate Reverse, 

HUMERAL SOCKET 

SHELL TRIAL, STANDARD

4/1/2018 Encore Medical, Lp 2 https

://nc

mdr.

AL EWAN MEDICAL 

COMPANY

New

Autoplex and Hivac 

Cement Inject

4/1/2018 Stryker Instruments. FSN https

://nc

Zimmo Trading 

Establishment.

Update

BeGraft Peripheral Stent 

Graft System.

3/28/2018 Bentley InnoMed GmbH FSN https

://nc

Ameesa Medical 

Instruments

New

http://UCA
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12400
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12368
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12401
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12383
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12374
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12355
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12370
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12403
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12388
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12385
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12367
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[High Priority ] - A29869 : Siemens—Dimension Vista Drug of Abuse Controls: May Exhibit Lowered Phencyclidine Analyte


[High Priority ] - A29869 : Siemens—Dimension Vista Drug of Abuse Controls: May Exhibit Lowered
Phencyclidine Analyte
Medical Device Ongoing Action
Published: Wednesday, March 14, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Control, Drug-of-Abuse [20139]


Product Identifier:
[Consumable]


Product Siemens Healthcare
Catalog No. Lot No.


Dimension Vista Drug of Abuse Controls KC515 7CQP15


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


Manufacturer(s): Siemens Healthcare 40 Liberty Blvd, Malvern, PA 19355-9998, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem: Health Canada states that the above controls may recover phencyclidine (PCP) lower than expected or yield a negative result, while other
analytes may recover appropriately. Health Canada further states that Siemens initiated a correction on December 21, 2017. 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 been contacted by Siemens.
For Further Information:
Siemens
Website: Click here


�References:
● Health Canada. Recalls and safety alerts. Dimension Vista—drugs of abuse controls [online]. 2018 Jan 12 [cited 2018 Mar 13]. 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 Mar 13. Health Canada Recall Listings. Type III. RA-65682 Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Charcot Osteotome 

Chisel (Trauma & Foot 

and Ankle instruments)

3/26/2018 Zimmer Biomet, Inc. FSN https

://nc

mdr.

Isam Economic Co.New

Comprehensive 

Segmental Revision 

System

3/27/2018 Zimmer Biomet, Inc. 2 https

://nc

mdr.

Isam Economic Co.New

Epoca Stem Extractors 

and Connection Screws

4/1/2018 Synthes GmbH. FSN https

://nc

Johnson & Johnson 

Medical Saudi Arabia 

New

FLEX ARM INSTRUMENT 4/1/2018 Synthes GmbH. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12395Johnson & Johnson Medical Saudi Arabia LimitedNew

Phoenix Nail System 4/1/2018 Zimmer Biomet, Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12384Isam Economic Co.New

REVITAN prox. spout 75 3/26/2018 Zimmer Biomet, Inc. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12359Isam Economic Co.New

Torque Limiter 10Nm, 

Org.

3/26/2018 Silony Medical FSN https

://nc

Saudi Imas Company 

For Medical Products

New

Ophthalmic and optical devices

Spot Vision Screener 

100       ,

4/1/2018 Welch Allyn Protocol Inc 2 https

://nc

ABDULREHMAN AL 

GOSAIBI GTB

New

StoneBreaker Pneumatic 

Lithotripter

4/1/2018 Cook Medical Europe 

Limited

FSN https

://nc

Majal Care for Trading 

Est.

New

Reusable devices

GETINGE Aperlan Poka-

Yoke Agent A

3/26/2018 Getinge Disinfection AB FSN https

://nc

Gulf Medical Co.New

TANZO TOUCH TT+23 3/26/2018Woson Medical Instrument Co., Ltd. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12357Saudi overseas marketing and trading company somatcoNew

Single-use devices

Dialysate Sacks      , 3/27/2018 NxStage Medical, Inc. 2 AttachedREDWAN MEDICAL SERVICES# Update

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12358
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12365
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12394
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12395
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12384
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12359
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12354
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12404
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12402
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12349
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12357
http://Attached
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[High Priority ] - A30048 01 : NxStage—Dialysate Sacks: May Contain Endotoxin Levels That Exceed ANSI/AAMI Quality Standard Specifications�


[High Priority ] - A30048 01 : NxStage—Dialysate Sacks: May Contain Endotoxin Levels That Exceed
ANSI/AAMI Quality Standard Specifications�
Medical Device Ongoing Action
Published: Monday, March 5, 2018
Last Updated: Thursday, March 8, 2018


UMDNS Terms:
•  Dialysate, Hemodialysis  [16641]


Product Identifier:
[Consumable]


Product NxStage Medical Inc
Lot No. UDI Expiration Date


SAK-301 Dialysate Sack
Concentrate


70879245 M535SAK3010 11 Jul 2019


SAK-302 Dialysate Sack
Concentrate


71079056 M535SAK3020 30 Jul 2019


SAK-303 Dialysate Sack
Concentrate


70879181, 70879224 M535SAK3030 Not listed


SAK-304 Dialysate Sack
Concentrate


70779236, 70879045, 70879105,
70879220, 70979066


M535SAK3040 8 Jul 2019


SAK-306 Dialysate Sack
Concentrate


70979110 M535SAK3060 24 Jul 2019


SAK-307 Dialysate Sack
Concentrate


70879187, 71079144 M535SAK3070 27 Aug 2019


SAK-402 Dialysate Sack
Concentrate


70879235 M535SAK4020 11 Jul 2019


SAK-405 Dialysate Sack
Concentrate


70779202, 70879233 M535SAK4050 9 Jul 2019


SAK-406 Dialysate Sack
Concentrate


70979253 M535SAK4060 29 Jul 2019


SAK-407 Dialysate Sack
Concentrate


70879236 M535SAK4070 11 Jul 2019


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


Manufacturer(s): NxStage Medical Inc 439 S Union St 5th Floor, Lawrence, MA 01843, United States


Suggested Distribution: Dialysis/Nephrology, Nursing, Home Care, Materials Management


Summary: Update Reason: U.S. and Spain added to Geographic Regions field, and UDI and additional lot numbers added to the Product Identifier
field; This Alert provides additional information based on FDA's Center for Devices and Radiological Health (CDRH) source material regarding Alert 
A30048 . New Information is provided in the Product Identifier and Geographic Regions fields.
Problem:
�In a January 29, 2018, Medical Device Product Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), NxStage states that the above dialysate may contain endotoxin levels that exceed the ISO quality standard for ultrapure dialysis fluid of less
than 0.03 EU/mL when used to prepare a dialysate batch with the PureFlow SL. The endotoxin levels of the affected lots range from 0.03 EU/mL to 0.28
EU/mL when the concentrate is fully diluted, which is well within the ISO quality standard for Standard Dialysis Fluid of less than 0.5 EU/mL. Because
dialysate meeting only Standard Dialysis Fluid requirements is routinely used safely worldwide, NxStage states that the likelihood of any serious adverse
health consequences is extremely unlikely at the endotoxin levels currently tested. NxStage also states that it was made aware of the problem from
customer reports of elevated endotoxin levels identified through routine dialysate testing. NxStage further states that no adverse health consequences or
medical interventions have been reported related to this problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. The following actions are those listed in Alert A30048 . If you have
affected product, verify that you have received the January 29, 2018, Medical Device Product Safety Notice letter and Field Safety Notice Reply Form
from NxStage. Regardless of whether you have affected product, complete the form, and return it to NxStage using the instructions on the form. To
arrange for product exchange, contact your NxStage Clinical Educator.
For Further Information:
NxStage customer care department
Tel.: (866) 697-8243
Website: Click here
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References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. NxStage Medical: NxStage PureFlow SL SAK [online]. London:


Department of Health; 2018 Feb 19 [cited 2018 Feb 19]. (Field safety notice; reference no. 2018/002/014/291/007). Available from Internet:
Click here . 


● United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall subsystem, proportioning
[online]. 2018 Mar 1 [cited 2018 Mar 2]. 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 Mar 2. FDA CDRH Database. Class II. Z-0811-2018 Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

First Step Kits, Draco 

Enzymatic Deep Cleaning 

Pads, 4-Inch Button 

Brushes and Travel Kits

3/29/2018 Cygnus Medical LLC 2 Attac

hed

N/A# New

Intro-Flex Automatic 

Hemostasis Valve 

Introducer

4/1/2018 Edwards Lifesciences 2 Attac

hed

Arabian Health Care 

Supply Co. (AHCSC)

# Update

LIFE 18 - Theraline pro 

Tubing set

3/26/2018 Miltenyi Biotec GmbH FSN https

://nc

Enjaz Medical Modern 

Company

New

MICROPLAS plasmafilters 4/1/2018 Bellco Canada FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12398Medtronic Saudi ArabiaNew

Mölnlycke Procedure 

trays, Cannula Needle, 

100mm, 18G

3/26/2018 Molnlycke Health Care 

AB.

FSN https

://nc

mdr.

Branch of Molnlycke 

Health Care AB

New

Multi-lumen Altius 

Central Venous Catheter 

kit

4/1/2018 Kimal Plc. FSN https

://nc

mdr.

First Medical co. Ltd.New

Nasogastric Sump Tubes 

with ENFit Connector

3/29/2018 Bard Pcripheral 

Vascular (BPV)

2 Attac

hed

C.R. BARD Saudi Arabia# New

Norm-Ject Tuberkulin 

Syringes

3/28/2018 Cook Medical Europe 

Limited

2 https

://nc

Majal Care for Trading 

Est.

Update

TRO-DONORSET 3/26/2018 Troge Medical GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12356Abdullah Baghaffar Sons Co.,Ltd.New

http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12351
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12398
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12352
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12399
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12378
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12356
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[High Priority ] - A30155 : �Cygnus—Various Products: May Have Bacterial Growth


[High Priority ] - A30155 : �Cygnus—Various Products: May Have Bacterial Growth
Medical Device Ongoing Action
Published: Friday, March 9, 2018
Last Updated: Wednesday, March 28, 2018


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


Product Identifier:
[Consumable]


Product Cygnus Medical LLC
Product No. Lot No.


First Step Kits EP-4 EX20181220P, EX20181221P, EX20181222P,
EX20181226P, EX20181227P, EX20181228P,
EX20181229P, EX20190102P, EX20190103P,
EX20190105P, EX20190111P, EX20190112P


EP-6 EX20181220P, EX20181221P, EX20181222P,
EX20181226P, EX20181228P, EX20190103P,
EX20190105P


EP-3 EX20190105P, EX20190108P, EX20190109P,
EX20190110P


Draco Enzymatic Deep Cleaning Pads HY0305Z EX20181226P, EX20181227P, EX20181228P,
EX20181229P, EX20190102P


4-Inch Button Brushes EP-4B EX20190103P


Travel Kits TW200(W) EX20190103P, EX20190105P, EX20190111P,
EX20190112P, EX20181220P, EX20181227P,
EX20181228P, EX20181229P


Geographic Regions: U.S.


Manufacturer(s): Cygnus Medical LLC965 W Main St, Branford, CT 06405, United States
Animas Corp A Johnson & Johnson Co965 Chesterbrook Blvd, Wayne, PA 19087, 


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


Problem:
�In a March 6, 2018, letter submitted by an ECRI Institute member hospital, Cygnus states that the above kits may have bacterial growth, which may
have a foul odor. Cygnus identified the bacterial growth as Yarrowia lipolytica, which is the natural occurrence of species in food, particularly cheese,
other dairy products, and meat. The species can cause rare opportunistic infections in severely immunocompromised or seriously ill people with other
underlying diseases or conditions. Cygnus also states that this problem does not prevent the product from working as intended because contaminants in
the solutions would be rinsed away. Cygnus further states that the free rinsing effect of detergent and the subsequent cleaning and high-level disinfection
should have achieved the necessary 6 log reduction.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, contact Cygnus to arrange for product return and replacement.
For Further Information:
Cygnus
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 Mar 8. Member Hospital. March 6, 2018, Cygnus letter Download
● 2018 Mar 19. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A30137 : �Edwards—Intro-Flex Automatic Hemostasis Valve Introducers: Sheath Inner Diameter May Be too Small


[High Priority ] - A30137 : �Edwards—Intro-Flex Automatic Hemostasis Valve Introducers: Sheath
Inner Diameter May Be too Small
Medical Device Ongoing Action
Published: Wednesday, March 14, 2018


UMDNS Terms:
•  Needles, Catheter Introduction  [20244]


Product Identifier:
[Consumable]


Product Edwards Lifesciences Corp
Model No. Lot No.


Intro-Flex Automatic Hemostasis Valve
Introducers


I300F85 60377826, 60377827, 60377828, 60377829,
60385727, 60385728, 60385729, 60393697,
60393698, 60393699, 60393701, 60393702,
60393703


Geographic Regions: Australia, Bangladesh, China, Germany, India, Italy, Singapore, Spain, Taiwan, U.K.


Manufacturer(s): Edwards Lifesciences CorpOne Edwards Way, Irvine, CA 92780, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery,
EMS/Transport


Problem:
�In an Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Edwards states that the
above introducers may be out of specification; specifically, the sheath inner diameter may be too small, potentially resulting in difficulty inserting the
dilator or catheter into the introducer. This problem may cause a delay in procedure because the clinician would need to change out the device over a
guidewire.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the Urgent Field Safety Notice letter and
Acknowledgment Form from Edwards. To arrange for product return and replacement, contact the Edwards customer service department to receive a
return goods authorization (RGA) number. Return affected product to Edwards. Notify all relevant personnel at your facility of the information in the
letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Complete the Acknowledgment Form, and
return it to Edwards using the instructions on the form.
For Further Information:
Edwards
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Edwards Lifesciences LLC: Intro-Flex percutaneous sheath


introducers [set] [online]. London: Department of Health; 2018 Mar 5 [cited 2018 Mar 5]. (Field safety notice; reference no.
2017/011/024/228/006). Available from Internet: Click here .


Comments:


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


Source(s):


● 2018 Mar 5. MHRA FSN. 2017/011/024/228/006 Download
● 2018 Mar 5. MHRA FSN. FCA-86 (includes reply form) Download
● 2018 Mar 9. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A30158 : Bard—Nasogastric Sump Tubes with ENFit Connector�: Tubing and ENFit Connector May Be Ineffectively Fused


[High Priority ] - A30158 : Bard—Nasogastric Sump Tubes with ENFit Connector�: Tubing and ENFit
Connector May Be Ineffectively Fused
Medical Device Ongoing Action
Published: Monday, March 12, 2018
Last Updated: Thursday, March 15, 2018


UMDNS Terms:
•  Tubes, Nasogastric, Feeding [27125]


Product Identifier:
[Consumable]


Product Bard Medical
Product No. Lot No. Expiration Date


8 Fr Tubes, Feeding, Adult/Pediatric with
the ENFit Connector Length 42 Inch


EN0036420 NGAY4533, NGAX3534 31 Dec 2019


NGARX206 31 Jul 2019


8 Fr Tubes, Feeding, Infant with the ENFit
Connector Length 15 Inch with 1 cm
Depth Markings


EN0036410 NGARX207 31 Jul 2019


NGAX3462 31 Dec 2019


5 Fr Tubes, Feeding, Premature Infant with
the ENFit Connector Length 15 Inch with
1 cm Depth Markings


EN0036400 NGAXX216 31 Oct 2019


NGAVX224 26 Sep 2021


NGBN2861 31 Jan 2020


5 Fr Tubes, Feeding, Premature Infant with
the ENFit Connector Length 36 Inch


EN0036430 NGBN2862 31 Jan 2020


NGAXX217 31 Oct 2019


NGAVX225 29 Sep 2021


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


Manufacturer(s): Bard Medical8195 Industrial Blvd, Covington, GA 30014, United States


Suggested Distribution: Critical Care, Nursery, Nursing, Pediatrics, Gastroenterology, NICU, Materials Management


Problem:
In a February 27, 2018, Urgent Medical Device Product Recall letter submitted by an ECRI Institute member hospital, Bard states that the above tubing
and ENFit connectors may be ineffectively fused, potentially causing a delay in the onset of feeding, medicating, and/or irrigating if replacement is
required. Bard also states that the above products still work as intended to prevent bloating from fluid or air in the stomach because they can be connected
to a standard suction tubing. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory (see the letter  for example labels). If you have affected product, verify
that you have received the February 27, 2018, Urgent Medical Device Product Recall letter and Recall and Effectiveness Check Form from Bard.
Complete the Recall and Effectiveness Check Form, and return it to Bard using the information on the form. Upon receipt of completed Recall and
Effectiveness Check Form and if necessary, Bard will issue a return authorization number for return of affected product. Return affected product to Bard
using the instructions on the form. Forward a copy of the Urgent Medical Device Product Recall letter to any facility to which you have further
distributed affected product.
For Further Information:
Bard
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 Mar 9. Member Hospital. Bard letter submitted by an ECRI Institute member hospital (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/169203/20180227BardNasogastricSumpTubesClient_Redacted.pdf?option=80F0607

http://m.bardmedical.com/about/contact-us.aspx

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/169546/20180227BardNasogastricSumpTubesClient_Redacted.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

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

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

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

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

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

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

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

