
SBED Weekly Update 13-Nov-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 

31 SFDA website
11/5/2018 11/11/2018

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: WU1846

Hospital Name

MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Active Implantable Devices

SQ-RX™ Pulse Generator 11/6/2018 Boston Scientific Ltd FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13457FAROUK, MAAMOUN TAMER & COMPANYNew

Dental devices

3M Fast Release Varnish 11/7/2018 3M Health Care Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=134593M companyNew

IMPAK ELASTIC ACRYLIC 

RESIN LIQUID

11/5/2018 CMP Industries, Llc 2 httpsN/ANew

ParaPost Plus Posts 11/7/2018 Coltene Whaledent Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13461Asnan Medical ServicesNew

Diagnostic and therapeutic radiation devices

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13457
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13459
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13446
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13461


MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Centricity Universal 

Viewer with PACSIW 

foundation 6.0.x, entricity 

PACSIW with Universal 

Viewer version 5.0.x with 

PACSIW foundation

11/7/2018 GE Healthcare 2 https

://nc

mdr.

sfda.

gov.s

GE HealthcareNew

D2RS / DX-D800 / 

Visionary DRF

11/5/2018 Stephanix S.A. FSN httpsEbrahim M. Al-Mana & 

Bros. Co. Ltd.

New

Matemal and Fetal 

Monitor

11/6/2018 Sunray Medical 

Apparatus Co., Ltd..

FSN httpsN/ANew

SP4S, SP4S option AT, 

SP4S option AP

11/11/201

8

Stephanix S.A. FSN httpsEbrahim M. Al-Mana & 

Bros. Co. Ltd.

New

Telemis-Medical 

Software     ,

11/11/201

8

Telemis S.A. FSN httpsN/ANew

Vereos PET/CT, Software 

version 2.0.1.

11/6/2018 Philips Healthcare 2 httpsPhilips Healthcare 

Saudi Arabia Ltd.

New

Xsense DR ##########General Medical Merate SpA.. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13468Bio StandardsNew

Ysio and Ysio MAX 

systems and Multix 

Fusion Analog , Multix 

Fusion Digital Portable , 

Multix Fusion Digital 

Integrated and Multix 

Fusion Digital Wireless

11/5/2018 SIEMENS FSN https

://nc

mdr.

sfda.

gov.s

a/Sec

Siemens Medical 

Solutions

Update

Electro mechanical medical devices

Philips Prodiva MRI 

System

11/5/2018 Philips Healthcare 2 httpsPhilips Healthcare 

Saudi Arabia Ltd.

New

Volumat MC Agilia 11/7/2018 Fresenius Kabi Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13462Gulf Medical Co.New

In vitro diagnostic devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13463
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13448
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13454
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13473
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13472
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13452
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13468
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13445
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13449
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13462


MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

ARCHITECT Free T3 

Reagent Kit, ARCHITECT 

Total T3 Reagent Kit  v  ,

11/5/2018 Abbott FSN https

://nc

Medical supplies & 

Services Co.Ltd 

Mediserv

Update

ClinRep Complete Kit for 

Antiepileptics in Serum / 

Plasma with UHPLC

11/11/201

8

Recipe Chemicals & 

Instruments GMBH

FSN https

://nc

NAIZAK GLOBAL 

ENGINEERING LAB 

SYSTEMS

Update

CoaguChek XS Test Strips 

INST 48CT

11/7/2018 Roche Diagnostics Corp FSN httpsFAROUK, MAAMOUN 

TAMER & COMPANY

Update

Hematek Wright-Giesma 

Stain Paks and Modified 

Wright Stain Paks

11/11/201

8

Siemens Healthcare 

Diagnostics Product

FSN https

://nc

AL-KAMAL ImportUpdate

Human IgM Kit for use on 

SPAPLUS   ,

11/11/201

8

The Binding Site FSN httpsFAROUK, MAAMOUN 

TAMER & COMPANY

New

LinkSeq HLA ########## Linkage Biosciences Inc. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13471Farabi Trading EstablishmentNew

VITROS 3600, 4600, 5600, 

7600 & 5,1FS   ,

11/11/201

8

Ortho-Clinical 

Diagnostics

FSN httpsSamir Photographic 

Supplies Co. Ltd.

New

Non-active implantable devices

Avenir Muller Stem 

(Std./Lateral)

11/11/201

8

Zimmer, INC…. 2 httpsMedical Regulations 

Gate

New

Cervical locking cage + 

Lumbar locking cage

11/6/2018 EUROSPINE SARL 2 httpsN/ANew

Ophthalmic and optical devices

Plex Elite 9000                 , 11/5/2018 Carl Zeiss Meditec Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13443Gulf Medical Co.New

Reusable devices

CODAN Guard V86, V86-R 11/5/2018CODAN Medizinische Geraete GmbH & Co KG 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13450Alwan Alnoor Trading Est.New

Endoform Dermal 

Template

11/7/2018 Aroa Biosurgery 2 httpsN/ANew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13444
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13467
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13464
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13466
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13470
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13471
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13469
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13474
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13455
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13443
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13450
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13460


MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Single-use devices

4-Way Stopcock w/MLL, 

Adapter DBL Male and 

Female LL

11/7/2018 Argon Medical Devices 2 https

://nc

Al Amin Medical 

Instruments Co. Ltd.

New

ATRIUM PVC Thoracic 

Catheter

11/5/2018 Atrium Medical 

Corporation

FSN httpsGulf Medical Co.New

NOVOSYN VIOLET 

3/0(2)4X70CM HR22TO

11/5/2018 B Braun Surgical SA FSN httpsGulf Medical Co.New

Protexis Neoprene 

Surgical Gloves

11/8/2018 Cardinal-Health FSN AttacMEDICARE DRUG 

STORE COMPANY

# New

Transbronchial Aspiration 

Needle SU

11/6/2018 ENDO-FLEX GmbH FSN httpsFirst Gulf Co.New

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

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

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

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

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

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

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13458
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13441
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13451
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13456
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A31687 : Cardinal Health—Protexis Neoprene Surgical Gloves: Label May Contain Incorrect Breakthrough Time Information


[High Priority ] - A31687 : Cardinal Health—Protexis Neoprene Surgical Gloves: Label May Contain
Incorrect Breakthrough Time Information
Medical Device Ongoing Action
Published: Thursday, November 1, 2018


UMDNS Terms:
•  Gloves, Surgical  [11883]


Product Identifier:
[Consumable]


Product
Cardinal Health Medical Products &
Services Group
Product No.


Lot No.


Size 5.5 Protexis Neoprene Surgical Gloves 2D73DP55 TS18060249, TS18070244, TS18080021, TS18080344,
TS18090280


Size 6 Protexis Neoprene Surgical Gloves 2D73DP60 TS18060125, TS18060250, TS18060328, TS18070031,
TS18070245, TS18070392, TS18080025, TS18080345,
TS18080444, TS18090119, TS18090281


Size 6.5 Protexis Neoprene Surgical Gloves 2D73DP65 TS18050409, TS18060149, TS18060240, TS18060312,
TS18070036, TS18070106, TS18070306, TS18070371,
TS18080026, TS18080348, TS18080445, TS18090113,
TS18090159, TS18090212, TS18090282


Size 7 Protexis Neoprene Surgical Gloves 2D73DP70 TS18050417, TS18060144, TS18060234, TS18060314,
TS18070120, TS18070307, TS18070379, TS18080022,
TS18080349, TS18080446, TS18090120, TS18090155,
TS18090211, TS18090288


Size 7.5 Protexis Neoprene Surgical Gloves 2D73DP75 TS18060009, TS18060145, TS18060251, TS18060322,
TS18070037, TS18070122, TS18070312, TS18070380,
TS18080033, TS18080350, TS18090125, TS18090154,
TS18090213, TS18090290


Size 8 Protexis Neoprene Surgical Gloves 2D73DP80 TS18060134, TS18060230, TS18060323, TS18070039,
TS18070313, TS18070372, TS18080027, TS18080351,
TS18090164, TS18090218, TS18090289


Size 8.5 Protexis Neoprene Surgical Gloves 2D73DP85 TS18060015, TS18060329, TS18070121, TS18070314,
TS18080034, TS18080352, TS18090219


Size 9 Protexis Neoprene Surgical Gloves 2D73DP90 TS18060016, TS18070126, TS18070315, TS18080353,
TS18090220


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 Medical Products & Services Group1450 Waukegan Rd, McGaw Park, IL 60085-3975, United States


Suggested Distribution: Emergency/Outpatient Services, Nursing, Oncology, OR/Surgery, Pharmacy, Materials Management


Problem:
In an October 31, 2018, Urgent Product Correction Notice letter submitted by an ECRI Institute member hospital, Cardinal Health states that the
breakthrough (i.e., permeation) times for two chemotherapy drugs (carmustine and thiotepa) stated on the "wallet" (primary packaging) of the above
surgical gloves may be incorrect. Additionally, breakthrough times for mitomycin were added to the same label in error. See the table in the letter  for a
technical data comparison. Cardinal Health also states that the incorrect permeation times for carmustine and thiotepa poses the potential risk of chemical
exposure to users. In addition to localized skin irritation, blistering, and burn-like effects, systemic symptoms can occur with prolonged or repeated
exposure. Cardinal Health further states that it has received no reports related to this problem. The manufacturer has not confirmed the information
provided in the source material.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the October 31, 2018, Urgent Product
Correction Notice letter, Acknowledgment Form, and warning labels from Cardinal Health. To mitigate the risk associated with this problem,
clinicians should assess drug toxicity and exposure time before handling. Cardinal Health recommends that two common clinical practice standards
be used: double gloving and changing gloves every 30 minutes. Affix the warning labels to the principle display panel on affected dispenser packs. If
wallets are removed from the dispenser pack into another storage location at your facility, the warning label or the letter should accompany the affected
product to inform users of the correct breakthrough times. If additional labels are needed, contact Cardinal Health by telephone at (800) 292-9332 or
by e-mail at gmb-FieldCorrectiveAction@CardinalHealth.com . Complete the Acknowledgment Form, and return it to Cardinal Health by using the
information on the form. Forward a copy of the letter to any facility to which you have further distributed affected 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 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:
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/182293/20181031CardinalHealthProtexisClient.pdf?option=80F0607

mailto:gmb-FieldCorrectiveAction@CardinalHealth.com

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

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

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





Cardinal Health
U.S. hospital customers:
Tel.: (800) 964-5227
U.S. federal government facilities:
Tel.: (800) 444-1166
All other U.S. customers:
Tel.: (888) 444-5440
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. 


Source(s):


● 2018 Nov 1. Member Hospital. Cardinal Health letter submitted by ECRI Institute member hospital. Cardinal Health reference no. 
2018-01754 Download


● 2018 Nov 1. Member Hospital. (includes reply form) Download
● 2018 Nov 1. Member Hospital. Warning labels Download
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https://www.cardinalhealth.com/en.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/182293/20181031CardinalHealthProtexisClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/182294/20181031CardinalHealthProtexisClientAcknowledgmentForm.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/182295/20181031CardinalHealthProtexisClientWarningLabels.pdf



AFHajlan
(A31687) Cardinal Health.pdf


