
SBED Weekly Update 13-Sep-17

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

29 SFDA website
9/4/2017 9/10/2017

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

Ref: WU1737

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

Fortify, Fortify Assura, 

Quadra Assura, Quadra 

Assura MP, Unify, Unify 

Assura and Unify Quadra

9/4/2017 St. Jude Medical Inc FSN https

://nc

mdr.

Al-Jeel Medical & 

Trading Co. LTD

Update

Anaesthetic and respiratory devices

MR-Conditional Cylinders 9/10/2017 Newmatic 2 AttachedN/A# New

SERVO-air.. 9/6/2017 Maquet Critical Care AB FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11493Gulf Medical Co.New

Unomedical Oxygen 

Masks,

9/7/2017 ConvaTec 2 httpsSalehiya Trading Est.Update

Assistive products for persons with disability

Iris Hi Lo Bed 9/9/2017 Pride Mobility Products Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11510alsandross internationalNew

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11483
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11493
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11499
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11510



[Critical Priority ] - A29153 : Newmatic—MR-Conditional Cylinders: May Not Be Safe for Use in Magnetic Resonance Environments


[Critical Priority ] - A29153 : Newmatic—MR-Conditional Cylinders: May Not Be Safe for Use in
Magnetic Resonance Environments
Medical Device Ongoing Action
Published: Thursday, September 7, 2017


UMDNS Terms:
•  Medical Gas Cylinders  [16501]


Product Identifier:
4.5 x 25-Inch, 7.3 lb, 679 L, 2,015 psi (Wrench Valve) Size E MR-Conditional Cramer Decker Medical Cylinders [Consumable]
SKU Nos.: 11482, ECYL
Units distributed beginning January 1, 2011


Geographic Regions: U.S.


Distributor(s): •  Newmatic Medical 6850 Southbelt Dr, Caledonia, MI 49316, United States 


Suggested Distribution: Critical Care, Nursing, Pulmonology/Respiratory Therapy, Diagnostic Imaging, Materials Management


Problem:
In a July 13, 2017, Urgent Safety Notice letter submitted by an ECRI Institute member hospital, Newmatic states that it has received two reports
regarding magnetic attraction and the above cylinders. Newmatic also states that the above cylinders were tested in 2007 by an accredited testing firm and
rated magnetic resonance (MR)-conditional; however, when contacted about the reported incidents, the manufacturer stated that the above cylinders were
not marketed or represented as MR-conditional. The distributor has contacted all customers to whom the cylinders were distributed by U.S. mail.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the July 13, 2017, Urgent Safety Notice letter
from Newmatic. Discontinue use of and remove affected product from areas where magnetic attraction is a problem. No problems are associated with use
of affected product in non-MRI areas. To obtain replacement MR-conditional rated cylinders at no cost, contact the Newmatic customer service
department by telephone at (800) 228-1428. 
 
For Further Information:
Gregory Jazdzyk, Newmatic director of quality assurance and regulatory affairs
Tel.: (616) 656-4631
E-mail: GregJ@Marketlab.com
Website: Click here
Comments:


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


Source(s):


● 2017 Aug 30. Member Hospital. Newmatic letter submitted by an ECRI Institute member hospital. Download
● 2017 Sep 6. Manufacturer. The manufacturer confirmed the information in the source material.
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mailto:GregJ@Marketlab.com

http://www.newmaticmedical.com/service/a/Resource-Center/

http://www.newmaticmedical.com/service/a/Resource-Center/

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/159572/20170713NewmaticMRIConditionalCylindersCLIENT_Redacted.pdf



AFHajlan
(A29153) Newmatic-MR-Conditional Cylinders.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

JHI-303 Reserve 

Battery/Charger

9/7/2017 Jarvik Heart Inc FSN httpsN/ANew

Permobil powered 

wheelchair C300, C350, 

C400, and C500 with 

seats Corpus II, Corpus II 

LR,

Corpus KB and Base Only

9/6/2017 Permobil AB FSN https

://nc

mdr.

sfda.

gov.s

N/ANew

Diagnostic and therapeutic radiation devices

Artis one system with DP 

Transceiver below

9/4/2017 Siemens Medical 

Solutions

2 httpsSiemens Medical 

Solutions

New

Merge Unity software 9/9/2017 Merge Healthcare Corp. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11508N/ANew

Ultimax Digital 

Fluoroscopic XRay System

9/9/2017 Toshiba Medical 

Systems Corporation

2 httpsGulf Medical Co.New

Electro mechanical medical devices

AT-4000 Series Advanced 

Wire Tracer Kits

9/4/2017 Amprobe 2 AttacN/A# New

Bullfrog Micro-Infusion 

Device

9/6/2017 Mercator MedSystems, 

Inc.

FSN httpsN/ANew

Graseby 3300 Pump and 

Graseby 3000 Series 

Accessories

9/9/2017 Smiths Medical ASD Inc.. 2 https

://nc

MEDICARE DRUG 

STORE COMPANY

New

In vitro diagnostic devices

ABX PENTRA HbA1c WB 

Cal

9/7/2017 Horiba ABX SAS FSN httpsAbdulrauf Ibrahim 

Batterjee & Bros. 

New

Epiclone Anti N BGR - 

Immunohaematology 

Reagent.

9/4/2017 Seqirus Pty Ltd 2 https

://nc

N/ANew

FLUOROCELL PLT. 9/7/2017 Sysmex Europe GmbH. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11506FAROUK, MAAMOUN TAMER & COMPANYNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11502
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11495
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11489
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11508
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11509
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11494
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11511
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11501
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11488
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11506



[High Priority ] - A29149 : �Amprobe—AT-4000 Series Advanced Wire Tracer Kits: May Cause Electric Shock


[High Priority ] - A29149 : �Amprobe—AT-4000 Series Advanced Wire Tracer Kits: May Cause
Electric Shock
Medical Device Ongoing Action
Published: Thursday, August 31, 2017


UMDNS Terms:
•  Voltmeters [14389]


Product Identifier:
AT-4000 Series Advanced Wire Tracer Kit
Component Models:


Amprobe Part Nos.: Grainger Part Nos.:


T-4000, Transmitter for the AT-4000 Series 2733553 Not listed
T-4000-A, Transmitter for the AT-4000 Series 4425261 Not listed
AT-4001-A, Advanced Wire Tracer, w/ Soft 
Case


4416052 Not listed


AT-4001-A/WWG, Advanced Wire Tracer, w/
Soft Case


4487621 30PJ80


AT-4001CON, Advanced Wire Tracer, w/ Soft 
Case


2734238 Not listed


AT-4003-A, Advanced Wire Tracer, w/ Hard 
Case


4416065 Not listed


AT-4003-A/WWG, Advanced Wire Tracer, w/
Hard Case


4487639 30PJ81


AT-4003CON, Advanced Wire Tracer, w/ Hard 
Case


2734245 Not listed


AT-4004-A, Advanced Wire Tracer, w/ Hard
Case and Clamp-on Transmitter


4416076 Not listed


AT-4004-A/WWG, Advanced Wire Tracer, w/
Clamp-on Transmitter


4487642 30PJ82


AT-4004CON, Advanced Wire Tracer, w/ Hard
Case and Clamp-on Transmitter


2734250 Not listed


AT-4005-A, Advanced Wire Tracer, w/ Hard
Case/Transmitter/BPI Recharger/Converter


4416083 Not listed


AT-4005-A/WWG, Advanced Wire Tracer, w/ 
Transmitter/Recharger/Converter


4487656 30PJ83


AT-4005CON, Advanced Wire Tracer, w/ Hard 
Case/Transmitter/BP/Recharger/Converter


2734261 Not listed


[Capital Equipment]


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


Manufacturer(s): AmprobePO Box 9090, Everett, WA 98206, United States


Suggested Distribution: Clinical/Biomedical Engineering, Facilities/Building Management


Problem: In an August 2017 letter submitted by an ECRI Institute member hospital, Amprobe states that when the above transmitters are connected to
hazardous voltage (T-4000 up to 600 V and T-4000-A up to 300 V), that voltage may appear on the exposed pin of the battery backup terminal or the
backup battery (refer to the illustrations in the letter ) if connected. Both the center pin and the battery terminal are accessible to being touched. 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. If you have any affected product, verify that you have
received the August 2017 letter from Amprobe. Request replacement product (your choice of either AT-2005-A or AT-7030) and a postage-paid return
mailer for returning affected product by following the instructions available online  or by telephone at (888) 753-5853. Upon receipt of affected product,
the manufacturer will mail you replacement product at no cost. Detailed information about replacement product can be found online .
For Further Information:
Amprobe
Website: Click here
Comments:


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


Source(s):


● 2017 Aug 30. Member Hospital. Amprobe letter submitted by ECRI Institute member hospital Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158996/201708AmprobeT4000TransmittersClientRedacted.pdf?option=80F0607

http://www.amprobe.com/Amprobe/usen/Service/Safety/at4000recall.htm?trck=at4000recall

http://www.amprobe.com/Amprobe/usen/Service/Safety/at4000recall.htm?trck=at4000recall

http://www.amprobe.com/Amprobe/usen/Service/Contact/default.htm

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158996/201708AmprobeT4000TransmittersClientRedacted.pdf



AFHajlan
(A29149) Amprobe-AT-4000 Series Advanced Wire Tracer Kits.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Streptex Rapid Latex 

Agglutination Test.

9/6/2017 Thermo Fisher Scientific 

Inc.

2 httpsMedical supplies & 

Services Co.Ltd 

Update

TM0268 GC Sugar Set 9/9/2017ThermoFisher Scientific Microbiology Perth 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11512Fuad Abdul Jalil Al Fadhli & SonsNew

VITROS 

Immunodiagnostic 

Products Signal Reagent

9/4/2017 Ortho-Clinical 

Diagnostics

2 https

://nc

Samir Photographic 

Supplies Co. Ltd.

New

Non-active implantable devices

Essure Permanent Birth 

Control.

9/6/2017 Bayer Healthcare LLC. 2 httpsAL-KAMAL ImportNew

Persona Tibial Plate 

Provisionals and Tibial 

Sizing Plates

9/6/2017 Zimmer, INC…. FSN https

://nc

Medical Regulations 

Gate

New

Polarstem Cardan for 

21000438

9/4/2017 Smith & Nephew inc 2 httpsSmith & Nephew incUpdate

RIO THA System 9/4/2017Stryker Howmedica Osteonics Corp 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11491Zimmo Trading Establishment.Update

Turon Glenoid Reamer 9/4/2017 Encore Medical, Lp 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11485Al Ewan Medical CompanyNew

Single-use devices

AXS Offset Delivery Assist 

Catheters

9/4/2017 Stryker Neurovascular 2 httpsFAROUK, MAAMOUN 

TAMER & COMPANY

# New

Bridge Occlusion Balloons. 9/7/2017 Spectranetics Corporation 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11505Almarfa MedicalUpdate

Ring Transjugular 

Intrahepatic Access Set

9/7/2017 Cook Inc, FSN httpsNAFA MedicalNew

Sterile Water, Saline and 

Eye Wash

9/7/2017 Smiths Medical 

International Limited

FSN httpsalmadar medical Est.New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11497
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11512
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11487
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11492
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11498
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11490
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11491
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11485
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11496
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11505
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11500
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11507


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Vacutainer K2 EDTA 3.6 

mg Blood Collection 

Tubes

9/4/2017 Becton Dickinson & Co. 

(BD)

2 Attac

hed

Becton Dickinson B.V.# New

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

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

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

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

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

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

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



[High Priority ] - A29152 : �BD—Vacutainer K2 EDTA 3.6 mg Blood Collection Tubes: May Have Been Manufactured with Insufficient K2 EDTA Additive


[High Priority ] - A29152 : �BD—Vacutainer K2 EDTA 3.6 mg Blood Collection Tubes: May Have Been
Manufactured with Insufficient K2 EDTA Additive
Medical Device Ongoing Action
Published: Thursday, August 31, 2017


UMDNS Terms:
•  Tubes, Blood Collection [14183]


Product Identifier:
13 x 75 mm x 2 mL Vacutainer K2 Ethylenediaminetetraacetic Acid (EDTA) 3.6 mg Blood Collection Tubes [Consumable]
Catalog No. 367841; UDI No. DI (01)30382903678410 PI (17)180131(10)6279849(30)0100; Lot No. 6279849 EXP JAN 31 2018
Units distributed beginning December 16, 2016


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


Manufacturer(s): BD 1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States


Suggested Distribution: Clinical Laboratory/Pathology, Nursing, Phlebotomy, Materials Management


Problem:
In an August 25, 2017, Urgent Product Removal Recall letter submitted by an ECRI Institute member hospital, BD states that the above blood collection
tubes may have been manufactured with less than the required amount of K2 EDTA additive (an anticoagulant), potentially leading to erroneous results
necessitating specimen recollection, a delay of treatment, or misdiagnosis/mismanagement of treatment and serious complications, such as failure to
detect thrombocytosis or postponing surgery. BD also states that it has received no reports of adverse events related to this problem. The manufacturer
has not confirmed the information provided in the source material.


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the August 25, 2017, Urgent
Product Removal Recall letter and Customer Recall Response Form from BD. Regardless of whether you have affected product, complete the Customer
Recall Response Form and return it to BD using the instructions on the form. Return affected product to BD using the packaging instructions included
with the letter. Upon receipt of affected product, BD will provide your facility with replacement product. 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 (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:
BD
Tel.: (855) 215-4992, 8 a.m. to 5 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):


● 2017 Aug 30. Member Hospital. BD letter submitted by ECRI Institute member hospital (includes reply form) Download
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https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

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

http://www.bd.com/ds/contactUs/index.asp

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/159141/20170825BDVacutainerK2EDTAK2EBloodCollectionTubesClient_Redacted.pdf



AFHajlan
(A29152) BD-Vacutainer K2 EDTA 3.6 mg Blood Collection Tubes.pdf


