
SBED Weekly Update 08-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 

39 SFDA website
4/30/2018 5/3/2018

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: WU1819

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

INGEVITY MRI

extendable/retractable 

(active fixation) pacing 

lead

5/3/2018 Boston Scientific 

Cardiac Rhythm 

Management Group

FSN https

://nc

mdr.

FAROUK, MAAMOUN 

TAMER & COMPANY

New

Anaesthetic and respiratory devices

Dräger Carina Ventilator 5/3/2018 Draeger Medical Systems Inc 1https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12564Draeger Arabia Co. Ltd.New

Assistive products for persons with disability

Malte, Malte-Outdoor, 

Marcy

5/1/2018 Schuchmann GmbH & 

Co. KG

FSN httpsN/ANew

Complementary therapy devices

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12567
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12564
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12554


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

MediVac(TM) Flex 

Advantage(TM) Suction 

Canister Liner

5/1/2018 Cardinal-Health 2 https

://nc

MEDICARE DRUG 

STORE COMPANY

New

Diagnostic and therapeutic radiation devices

Brilliance 64 Computed 

Tomography Systems      ,

4/30/2018 Philips Healthcare 2 AttacPhilips Healthcare 

Saudi Arabia Ltd.

# New

Diagnostic X-ray system 

GC80

5/3/2018 SAMSUNG MEDISON 

CO.,LTD

FSN httpsEl Seif CompanyNew

FUJIFILM General X-ray 

System FDR Smart f series

4/30/2018 FUJIFILM Medical 

Systems

2 httpsFAROUK, MAAMOUN 

TAMER & COMPANY

New

MR Surgical Suite Table 

Transfer Release

5/1/2018 GE Healthcare FSN httpsGE HealthcareNew

Revolution EVO & 

Optima CT660, CT670, 

CT680, CT540 Internal 

Electrical Cable     ,

4/30/2018 GE Healthcare FSN https

://nc

mdr.

GE HealthcareNew

SOMATOM ... 

verschiedene Typen mit 

Somaris 5

5/1/2018 SIEMENS FSN https

://nc

Siemens Medical 

Solutions

Update

Electro mechanical medical devices

AbViser AutoValve 

Pressure Monitoring 

Device

5/3/2018 ConvaTec FSN https

://nc

Salehiya Trading Est.New

Apple-Hunt Secondary 

Cannula/Pyramidal Tip 

Trocar

5/3/2018 Cooper Surgical, Inc. 2 https

://nc

Cure Development 

International Ltd

New

CARTO 3 Navigation 

Systems

4/30/2018 Biosense Webster Inc. 2 AttacJohnson & Johnson 

Medical Saudi Arabia 

# New

Laser Handpiece 5/3/2018 Beijing Syntech Laser Co., Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12572N/ANew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12561
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12565
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12545
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12557
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12550
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12562
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12568
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12569
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12572
afsaif
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[High Priority ] - A30422 : Philips—�Brilliance 64 Computed Tomography Systems: May Not Initialize Surview Scan with Tube Current Lower than 30 mA


[High Priority ] - A30422 : Philips—�Brilliance 64 Computed Tomography Systems: May Not Initialize
Surview Scan with Tube Current Lower than 30 mA
Medical Device Ongoing Action
Published: Wednesday, April 25, 2018


UMDNS Terms:
•  Scanning Systems, Computed Tomography, Axial, Full-Body [15956]
•  Scanning Systems, Computed Tomography, Axial, Head [15955]
•  Scanning Systems, Computed Tomography, Electron Beam [16899]
•  Scanning Systems, Computed Tomography, Spiral  [18443]


Product Identifier:
[Capital Equipment]


Product Philips Healthcare
Model Model No. Serial No. Software Version


Computed Tomography Systems Brilliance 64 728231 9134, 9667, 9738,
9788, 9923, 10773,
95263, 95669


4.1.7 XX026


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


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


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology


Problem:
�FDA's Center for Devices and Radiological Health (CDRH) states that when the tube current is lower than 30 mA, the above systems may be unable to
initialize a surview scan. FDA's CDRH also states that the manufacturer initiated a recall by Customer Information letter on February 21, 2018. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems in your inventory, verify that you have received the Customer Information
letter from Philips. Adhere to the instructions for use (IFU) recommendations for surview scans.
For Further Information:
Philips customer care solutions center
Tel.: (800) 722-9377
Website: Click here


�References:
● United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Philips Healthcare


Brilliance 64 [online]. 2018 Apr 17 [cited 2018 Apr 20]. 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 20. FDA CDRH Database. Class II. Z-1396-2018 Download
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https://www.usa.philips.com/healthcare/about/contact

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=163255

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=163255

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/171782/20180417PhilipsBrilliance64FDACDRH.pdf



(A30422) Philips-Brilliance 64 Computed Tomography Syste.pdf




[High Priority ] - A30393 : Biosense Webster—CARTO 3 Navigation Systems: Manufacturer Issues Software Update to Address Operating System Vulnerability


[High Priority ] - A30393 : Biosense Webster—CARTO 3 Navigation Systems: Manufacturer Issues
Software Update to Address Operating System Vulnerability
Medical Device Ongoing Action
Published: Wednesday, April 25, 2018


UMDNS Terms:
•  Stereotactic Systems, Image-Guided, Cardiac Mapping/Ablation [18607]
•  Software, Stereotactic System, Image-Guided Cardiac Mapping/Ablation [26973]


Product Identifier:
[Capital Equipment]


Product Biosense Webster Inc
Model Version Manufacture Date


Navigation Systems CARTO 3 4 < Apr 2018


Geographic Regions: Worldwide


Manufacturer(s): Biosense Webster Inc3333 Diamond Canyon Rd, Diamond Bar, CA 91765, United States


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


Problem: In a letter submitted by an ECRI Institute member hospital, Biosense Webster states that it has released a new software version (version 6)
that, in addition to new functionalities, will also include operating system (OS) patches and antivirus signature updates to close known vulnerabilities in
the OSs of the above systems. Biosense Webster also states that if the affected system is networked, the network interface of the above systems is
sufficiently restricted by a software firewall to provide customers reasonable assurance that the system will not be exploited remotely or by
malware/ransomware. If an attacker has persistent physical access to the above systems, the attacker could exploit system-level vulnerabilities, accessing
information stored in the device, affecting device integrity, or denying device availability. Additionally, an attacker with persistent physical access may
also be able to access other systems in the facility network if the above systems are networked. Biosense Webster further states that these vulnerabilities
cannot be exploited remotely. Even if the above system is networked, its network interface is restricted by a software firewall. These vulnerabilities
require physical access to the CARTO 3 V4 system to exploit.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have reviewed the Biosense Webster advisory. The firm
will contact your facility to arrange to apply the software update as it receives regulatory clearance for software version 6. For a list of vulnerabilities that
will be patched, click here . 
 
For more information:
Biosense Webster
Website: Click here


References:
● Johnson & Johnson. Security Advisories: Product security notification for Biosense Webster CARTO® 3 [online]. 2018 Apr 9 [cited 2018


Apr 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 Apr 13. Member Hospital. Biosense Webster letter submitted by an ECRI Institute member hospital. Download
● 2018 Apr 24. Manufacturer. The manufacturer confirmed the information in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/171244/CARTO3v4-Advisory-040918.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/171244/CARTO3v4-Advisory-040918.pdf?option=80F0607

http://www.biosensewebster.com/contact.php

http://www.productsecurity.jnj.com/advisories.html

http://www.productsecurity.jnj.com/advisories.html

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/171244/CARTO3v4-Advisory-040918.pdf



(A30393) Biosense Webster-CARTO 3 Navigation Systems Manufacturer Issues Software Update to Address Operating System Vulnerability.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Model 8100 Alaris Pump 

Modules.

5/1/2018 Becton, Dickinson And 

Company

2 AttacMedical Regulations 

Gate

# Update

WETFIELD OSHER 

THERMODOT MARKER, 

25GA FINE TIP, CURVED

4/30/2018 Beaver Visitec 

International Ltd

2 https

://nc

Al Amin Medical 

Instruments Co. Ltd.

New

Hospital hardware

6381 M1 and 6376 M1 

Cot Fastener

5/3/2018 Stryker Communications 

Corp

2 httpsAl-Jeel Medical & 

Trading Co. LTD

New

In vitro diagnostic devices

Accelerate PhenoTest BC 

kit

4/30/2018 Accelerate Diagnostics 

Inc

2 httpsCreative Healthcare 

Establishment

New

CELLSEARCH Circulating 

Tunor Cell Kit (Epithelial)

4/30/2018 Menarini Silicon 

Biosystems

2 httpsN/ANew

MagNA Pure 24 System 5/3/2018 Roche Diagnostics Corp FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12566FAROUK, MAAMOUN TAMER & COMPANYNew

NEOselect/NEOliquid - 

POST PCR Box (-20°C 

storage)

5/1/2018 New Oncology GmbH FSN https

://nc

N/ANew

PTS Panels CHOLGLU 

Test Strips

4/30/2018 Polymer Technology 

Systems, Inc…

2 httpsAbdulrauf Ibrahim 

Batterjee & Bros. 

New

VITEK® MS 5/1/2018 bioMerieux Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12560Al-Jeel Medical & Trading Co. LTDNew

Non-active implantable devices

BIB/Orbera/Orbera365 

Intragastric Balloon 

Systems

5/1/2018 Apollo Endosurgery Inc. FSN https

://nc

Al-Nozha Medical EstNew

Biomet Hip System 4/30/2018 Zimmer Biomet, Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12536Isam Economic Co.New

Cascadia Interbody 

System

5/1/2018 K2M Inc. FSN httpsBio StandardsNew

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12548
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12571
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12549
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12539
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12566
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12555
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12546
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12560
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12558
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12536
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12556
afsaif





[High Priority ] - A29173 01 : *BD—Model 8100 Alaris Pump Modules: Posts Connecting Frame to Bezel Assembly May Separate, Potentially Leading to Over-
or Underinfusion [Update]


[High Priority ] - A29173 01 : *BD—Model 8100 Alaris Pump Modules: Posts Connecting Frame to
Bezel Assembly May Separate, Potentially Leading to Over- or Underinfusion [Update]
Medical Device Ongoing Action
Published: Tuesday, April 24, 2018


UMDNS Terms:
•  Controllers, Infusion Pump Systems, Programmable [26655]
•  Infusion Pumps, Multitherapy [13215]
•  Infusion Pumps, Multitherapy, Large Volume [28057]


Product Identifier:
[Capital Equipment, Consumable]


Pump Modules manufactured between November 4, 2011, and April 3, 2012 with Mechanical Assemblies manufactured with date codes of September
2011 through December 2011; Pump Modules serviced with LVP Mechanism Sub Assembly between November 4, 2011, and April 6, 2012; Bezel Kit
Assemblies distributed between November 4, 2011, and April 30, 2012
For a list of newly affected pumps and kits, see attachment A of the letter sent to your facility.


Product CareFusion
Model Date Codes Part No. Manufacture Date


Pump Modules Alaris 8100 with Bezel Kit
Assembly


Not listed 10964559 Not listed


Alaris 8100 with LVP
Mechanism Sub Assembly


Not listed 10942012 Not listed


Alaris 8100 (Large Volume
Pump)


September 2011 to
December 2011


Not listed 4 Nov 2011 to 30 Apr 2012


Geographic Regions: Canada, U.S.


Manufacturer(s): CareFusion10020 Pacific Mesa Blvd, San Diego, CA 92121, United States


Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, IV
Therapy, Materials Management


Summary:
�Update Reason: Additional affected product. This Alert provides new information based on an April 13, 2018, Urgent Medical Device Recall
Notification letter submitted by ECRI Institute member hospitals regarding Alert A29173 . BD states that it is expanding the recall to include Alaris
pump module assemblies manufactured with dates codes of September 2011 through December 2011.
Problem:
�In a September 1, 2017, Urgent Medical Device Recall Notification letter submitted by ECRI Institute member hospitals, BD states that one or more of
the posts that connect the mechanism frame of the above pumps to the bezel assembly may separate, potentially preventing the device from delivering an
accurate amount of fluid flow through the pumping cycle, resulting in an over- or underinfusion condition. BD also states that this problem may prevent
the pump from alarming for an upstream or downstream occlusion condition. The separation of one or more posts is not visible to the end user. Six posts
are located on the innermost side of the mechanical assembly and are not visible from the exterior of the pump (see Figure 1 in the letter ). BD further
states that an over- or underinfusion may lead to injuries requiring medical intervention.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the April 13, 2018, Urgent Medical
Device Recall Notification letter, Customer Response Card, FAQs, and Attachment A from BD. The following actions are those listed in Alert A29173 .
BD states that you may still use affected product until the problem is fixed; however, clinicians should remove the pump from service if it shows signs of
infusion at an unexpected rate. Use nonaffected devices in high risk areas if possible. Consider having additional devices as backup until affected devices
are remediated. If a device exhibits the problem described above, isolate and discontinue use of the device, and notify the BD support center by telephone
or by e-mail using the information below. BD will contact your facility to arrange to replace the mechanical assembly on the affected devices at no cost.
Complete the Customer Response Card, and return it to BD using the instructions on the form. U.S. customers should report serious adverse events or
product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088;
by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane,
Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information:
For recall-related and general follow-up questions:
BD support center
Tel.: (888) 562-6018, 7 a.m. to 4 p.m. Pacific time, Monday through Friday
E-mail: supportcenter@carefusion.com
For clinical inquiries, product complaints, and clinical troubleshooting:
BD customer advocacy department
Tel.: (888) 812-3266
E-mail: customerfeedback@bd.com
For technical inquiries:
BD technical support department
Tel.: (888) 812-3229, 5 a.m. to 5 p.m. Pacific time, Monday through Friday
E-mail: DL-US-INF-TechSupport@bd.com  
Website: Click here  
Comments:
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631610

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631610

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/159315/20170901BDModel8100AlarisPumpModulesClient.pdf?option=80F0607

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631610

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631610

http://www.fda.gov/Medwatch/getforms.htm

http://www.fda.gov/MedWatch/report.htm

http://www.fda.gov/MedWatch/report.htm

mailto:supportcenter@carefusion.com

mailto:customerfeedback@bd.com

mailto:DL-US-INF-TechSupport@bd.com

http://www.bd.com/support/contact/

http://www.bd.com/support/contact/





● �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 20. Member Hospital. BD letter submitted by ECRI Institute member hospitals Download
● 2018 Apr 24. Manufacturer. Manufacturer confirmed information
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www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/171778/20180413BDAlaris8100ClientRedacted.pdf



(A29173 01) BD-Model 8100 Alaris Pump Modules.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Hinge Coupling 

Hoffmann LRF

4/30/2018 Stryker Europe 2 httpsAl-Faisaliah Medical 

System

New

Linx Reflux Management 

System

5/1/2018 Torax Medical FSN httpsN/ANew

Nitinol Staples

Elastic Staples - Large 

and Small Symmetrical

4/30/2018 TriMed Ortho 2 https

://nc

mdr.

N/ANew

SHERIC bipolar cup- Size 

56/28

5/1/2018 Amplitude GmbH FSN httpsN/ANew

WHIPKNOT Soft Tissue 

Cinch

4/30/2018 Smith & Nephew inc 2 httpsSmith & Nephew incNew

Ophthalmic and optical devices

CLARUS 500 5/1/2018 Carl Zeiss Meditec Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12563Gulf Medical Co.New

Widefield OCT software 4/30/2018HEIDELBERG ENGINEERING GmbH 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12540Saudi Services & Health Care Co. Ltd.New

Reusable devices

Aequalis Humeral Nail 

Drill Bit   ,

4/30/2018 Wright Medical 

Technology ,Inc..

2 httpsArabian Health Care 

Supply Co. (AHCSC)

New

Single-use devices

Askina Calgitrol Paste, 

Askina Gel

4/30/2018 B Braun Medical Inc FSN httpsMedical supplies & 

Services Co.Ltd 

New

DeRoyal(R) SURGI 

MATE(R) Electrosurgical 

Pencil, Button Switch

5/3/2018 DeRoyal Industries Inc. 2 https

://nc

Alhaya medical co.New

Evicel Accessory Device 4/30/2018 Ethicon Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12541Johnson & Johnson Medical Saudi Arabia LimitedNew

Medicina Nasogastric 

Tubes

4/30/2018 Medicina 2 httpsAl Hammad Medical 

Services

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12537
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12553
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12543
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12559
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12538
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12563
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12540
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12542
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12535
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12570
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12541
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12544


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

NovaLine / Tubing Sets 

for Hemodialysis

5/1/2018 Vital Healthcare 

Sdn.Bhd.

FSN httpsBaxter AGNew

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=12552
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

