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NCMDR Weekly Update

.	الإشعارات	المظللة	بالأصفر	تشير	الى	سحب	او	إتلاف	جهاز	طبي	•

الموزعين	في	هذا	التقرير	قد	يختلفون	عن	الممثلين/الممثلين	القانونين	•	

.الموزعين	الذين	تتعاملون	معهم/القانونين

في	الجهة	اليسرى	من	التقرير	تشير	إلى	ان	اشعار	(#)	هذه	العلامة		•

.(ECRI)انذار	السلامة	من	منظمة	

.	لمعرفة	الطراز	او	الارقام	التسلسلية	افتح	الروابط	او	المرفقات	•

WU1929Report Reference Number: WU1929:للتقرير المرجعي الرقم

عزيزي،

يقوم	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	الطبية

بإرسال	تقرير	اسبوعي	عن	آخر	اشعارات	إنذارات	السلامة

الاستدعاءات	للأجهزة	والمستلزمات	الطبية	المنشورة	على/	

موقع	الهيئة	العامة	للغذاء	والدواء

Dear,
NCMDR team send a weekly update every week 
containing the latest Field Safety Corrective 
Action/Recalls of medical devices/products on 
SFDA website. 

* Role of NCMDR officer:

• 	Disseminate and share the information with other 
Departments within healthcare facility and Ensuring 
that the healthcare facility is free of any affected 
device/product.
• 	Communicate with NCMDR Team and Authorized 
Representative of the manufacturer if there is any 
affected device/product.

Hospital name:

Date:

Hospital affected by any medical device/product in this 
report: Yes
              No

•	 The yellow highlights Indicates that medical devices 
subject to removal and/ or destroyed action.
•	 NCMDR Team Recommend ensuring the listed Authorized 
representative/Distributer in this report as they may differ 
from the Authorized representative/Distributer you are 
dealing with
•	 The sign (#) on the left side of the FSN's indicates that the 
source of this FSN is ECRI.
•	 Open the links or attachments to find the affected product 
identifier, models, serial numbers or codes.

:مسؤولية	ضابط	الاتصال*	

الأقسام	المختلفة	داخل	المنشأة	الصحية/	التعميم	على	الإدارات		•

مستلزم	طبي	متأثر	بأي	من/والتأكد	من	خلوها	من	أي	جهاز

.إشعارات	إنذارات	السلامة

التواصل	مع	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	•

الطبية	ومع	الممثل	القانوني	للمصنع	في	حالة	وجود

.مستلزم	طبي	متأثر	بأي	من	إشعارات	إنذارات	السلامة/جهاز

16-Jul-19

نأمل الرد على تقرير المركز الوطني لبلاغات الاجهزة و* 

.المنتجات الطبية في حالتي التأثر أو عدم التأثر

* Kindly respond to the NCMDR weekly report in 
both cases either you are affected or not affected.
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Dear, 
NCMDR team is pleased to inform you that        new FSCA/recalls for medical devices and 
products posted on                         for the period of                           to                                In order 
to view more details, click the links or attachments 

 

SFDA website

الدواء و للغذاء العامة الهيئة موقع

36

16-Jul-19NCMDR Weekly Update

08-Jul-1914-Jul-19

36

08-Jul-19 14-Jul-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Diagnostic and therapeutic radiation devices

Azurion 

Interventional 

Fluoroscopic X-

ray System   ,

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

Azurion 

Interventional 

Fluoroscopic X-

ray system.

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

LANTIS Oncology 

Information 

System Server..

SIEMENS Siemens Medical Solutions https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Monaco      . Elekta Inc Medical Regulations Gatehttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14540

Ultrasonic 

Diagnostic 

Apparatus WS80A 

and HS70A

Samsung Electronics Ebrahim M. Al-Mana & Bros. Co. 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Ultrasound Probe 

RIC59D and 

Repair RIC59ARS

GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Electro mechanical medical devices

Boston Scientific 

Extractor Pro RX-

S Retrieval 

Balloon Catheter

Boston Scientific Gulf Medical Co. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14558
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14556


MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

MAC VU360 

systems    ,

GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s

Pulsavac® Plus 

Wound 

Debridement 

Systems

Zimmer, INC…. Medical Regulations Gate https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

Respiratory 

Products Using 

Remote Desktop 

Services for 

Microsoft 

Windows 

Operating 

Systems

Vyaire Medical, Inc.. Bio Standards#

In vitro diagnostic devices

 RX Analyser 

Series      ,

Randox Laboratories 

Ltd.

Bio Standards https://ncmdr.sfda.gov.s

Alere DDS2 Test 

Kits

Alere LTD Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

Elecsys Anti-CCP 

assay used in 

cobas e 411 / 

601/ 602/ 801 

systems

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

536

FTD ACEFast Track Diagnostics Luxembourg S.à.r.l.Integrated Gulfbiosystemshttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14544

FTD Neuro 9Fast Track Diagnostics Luxembourg S.à.r.l.Integrated Gulfbiosystemshttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14555

FTlyo diverseFast Track Diagnostics Luxembourg S.à.r.l.Integrated Gulfbiosystemshttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14554

ORTHO AutoVue 

Innova Ultra & 

VISION or VISION 

Max

Ortho-Clinical 

Diagnostics

Samir Photographic Supplies Co. 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Phadia 1000 

instrument    ,

Phadia Ltd ABDULREHMAN AL GOSAIBI GTB https://ncmdr.sfda.gov.s

Non-active implantable devices

Basic insert for 

load drill guide, 

LOQTEQ® 4.5, 

round hole

aap Implantate AG. Cure Development International 

Ltd

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Broach Handle Amplitude GmbH N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14531
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14538
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14539
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14535
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14546
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14536
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14544
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14555
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14554
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14553
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14543
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14548
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14531



[High Priority ] - A32963 : Vyaire—Respiratory Products Using Remote Desktop Services for Microsoft Windows Operating Systems: Bluekeep
Vulnerability May Allow Attacker Access


[High Priority ] - A32963 : Vyaire—Respiratory Products Using Remote Desktop Services for
Microsoft Windows Operating Systems: Bluekeep Vulnerability May Allow Attacker Access
Medical Device Ongoing Action
Published: Tuesday, July 2, 2019


UMDNS Terms:
•  Software, Workstation Management [26818]
•  Monitoring Systems  [20195]


Product Identifier:
[Capital Equipment]


Windows-Based Respiratory Products using affected Operating Systems


Product Microsoft
Model


Operating Systems Windows 7 SP1, Windows Server 2003, Windows Server 2008, Windows Server 2008
R2, Windows XP


Geographic Regions: Worldwide


Manufacturer(s): Microsoft1 Microsoft Way, Redmond, WA 98052-6399, United States (operating system manufacturer)
Vyaire Medical Inc26125 N Riverwoods Blvd, Mettawa, IL 60045, United States 


Suggested Distribution: Clinical/Biomedical Engineering, Information Technology


Problem:
In a May 21, 2019, Product Security Bulletin, Vyaire states that Microsoft recently issued a notification of a potential security vulnerability, known as
BlueKeep (CVE-2019-0708), in the Remote Desktop Protocol (RDP) in the above operating systems. Vyaire states that a remote code execution
vulnerability exists in Remote Desktop Services (formerly known as Terminal Services) when an unauthenticated attacker connects to the target system
using RDP and sends specially crafted requests. This vulnerability is pre-authentication and requires no user interaction. An attacker who successfully
exploits this vulnerability could execute arbitrary code on the target system. An attacker could then install programs, view, change, or delete data, or
create new accounts with full user rights. For more information regarding the vulnerability and Microsoft's affected products and responses, click here .
Proof of Concept exploit code has been authored but is not yet publicly available.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the May 21, 2019, Product Security Bulletin
from Vyaire. Microsoft strongly recommends that all affected systems are patched as soon as possible. The Microsoft notification and applicable updates
are available here  and here . Ensure that the patches have been applied to the operating system on your facility's computers. Vyaire also recommends
that you ensure that your data has been backed up and stored according to your individual process and that your disaster recovery procedures are in place.
Update your antivirus and malware protection where available. For more information on Vyaire's proactive approach to product security and vulnerability
management, click here .
 
For Further Information:
Vyaire
Website: Click here  
Comments:


● For related information regarding this problem, see Hazard Report H0516 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Jul 1. Manufacturer. Vyaire Product Security Bulletin Download
● 2019 Jul 2. Manufacturer. Manufacturer confirmed information
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https://blogs.technet.microsoft.com/msrc/2019/05/14/prevent-a-worm-by-updating-remote-desktop-services-cve-2019-0708/

https://blogs.technet.microsoft.com/msrc/2019/05/14/prevent-a-worm-by-updating-remote-desktop-services-cve-2019-0708/

https://portal.msrc.microsoft.com/en-US/security-guidance/advisory/CVE-2019-0708

https://support.microsoft.com/en-us/help/4500705/customer-guidance-for-cve-2019-0708

http://www.vyaire.com/productsecurity

http://www.vyaire.com/productsecurity

http://www.vyaire.com/contact/

http://www.vyaire.com/contact/

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?Nav=T&amp;AId=1638965

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195493/20190521VyaireBlueKeepMfr.pdf



(A32963) Vyaire-Respiratory Products Using Remote Desktop Services for.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Edwards 

CENTERA 

Transcatheter 

Heart Valve 

System

Edwards Lifesciences Arabian Health Care Supply Co. 

(AHCSC)

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=14

529

GTS Trunnion 

Rasp

Zimmer, INC…. Medical Regulations Gate https://ncmdr.sfda.gov.s

NB797K - 

E.MOTION UC/PS 

TIB.PLAT.C'LESS 

µCAP T7R

Aesculap Gulf Medical Co. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Ophthalmic and optical devices

Morcher Capsular 

Tension Rings 

Type 13 Right, 

Type 13A Right 

and Type 13B 

Right

Morcher GmbH albasar for medical supplies https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4542

Reusable devices

TITANIUM TIP 

EASYTIP 2.2MM 

30°

Oertli Instrumente AG Medicals International Saudi 

Arabia for Maintenance & Repair

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

UltraCheck ABP 

Blood Pressure 

Cuffs

Statcorp Medical Gulf Medical Co. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Single-use devices

Advincula 

Delineator 

Uterine 

Manipulators with 

Soft Koh-

Efficient    ,

Cooper Surgical, Inc. Cure Development International 

Ltd

#

Andover Sterile 

CoFlex 

Products     ,

Medline Industries 

Inc......

Spectromed#

BD Connecta 

Plus3 White (3 

way stopcock)    .

BD Biosciences Becton Dickinson B.V. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

ElectroMistPharmaceutical Innovations, Inc.MEDICAL SUPPLY & SERVICE CO.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14559

GRIPPER and 

PORT-A-CATH 

Needles

Smiths Medical 

International Limited

almadar medical Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14529
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14549
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14547
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14542
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14528
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14537
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14541
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14559
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14550



[High Priority ] - A32979 : �CooperSurgical—Advincula Delineator Uterine Manipulators with Soft Koh-Efficient: Excessive Compression May Cause Cup to Crack


[High Priority ] - A32979 : �CooperSurgical—Advincula Delineator Uterine Manipulators with Soft
Koh-Efficient: Excessive Compression May Cause Cup to Crack
Medical Device Ongoing Action
Published: Wednesday, July 3, 2019


UMDNS Terms:
•  Manipulator/Elevators, Uterine [15677]


Product Identifier:
[Consumable]


Product CooperSurgical Inc
Part No. Lot No.


2.5 cm Advincula Delineator Uterine Manipulators
with Soft Koh-Efficient


AD750SC-KE25 017-19


3 cm Advincula Delineator Uterine Manipulators with
Soft Koh-Efficient


AD750SC-KE30 021-19


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


Manufacturer(s): CooperSurgical Inc 95 Corporate Dr, Trumbull, CT 06611, United States 


Suggested Distribution: Emergency/Outpatient Services, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Materials Management


Problem: In a June 3, 2019, Urgent Medical Device Recallletter submitted by an ECRI Institute member hospital, CooperSurgical statesthat the soft,
flexible cup of the above manipulators may crack when subjectedto excessive compression during use, potentially resulting in serious healthconsequences
such as lacerations. The problem does not apply to any other softcup part number or version of the Advincula Delineator. The firm has receivedno reports
of adverse events or complaints related to the problem. Themanufacturer has not confirmed the information provided in the source material.


Action Needed: Identify and isolate any affected product inyour inventory. If you have affected product, verify that you have received theJune 3, 2019,
Urgent Medical Device Recall letter and Acknowledgment andReceipt Form from CooperSurgical. Regardless of whether you have affectedproduct,
complete the Acknowledgment and Receipt Form and return it toCooperSurgical using the instructions on the form. Upon receipt of the form,the firm
will arrange for product return and replacement, if requested.
For Further Information:
CooperSurgical
Tel.: (203) 601-5200, ext. 3300
Website: Click here
Comments:


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


Source(s):


● 2019 Jul 3. Member Hospital. CooperSurgical letter submitted by ECRI Institute member hospital (includes reply form) Download
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https://www.coopersurgical.com/Contact-Us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195663/20190603CooperSurgicalAdvinculaDelineatorCLIENTRedacted.pdf



( A32979) CooperSurgical-Advincula Delineator Uterine Manipulators with Soft.pdf




[High Priority ] - A32976 : �Medline—Andover Sterile CoFlex Products: Sterility May Be Compromised


[High Priority ] - A32976 : �Medline—Andover Sterile CoFlex Products: Sterility May Be
Compromised
Medical Device Ongoing Action
Published: Wednesday, July 3, 2019


UMDNS Terms:
•  Bandages, Compression/Support [10284]


Product Identifier:
[Consumable]


Product Andover Healthcare Inc
Item No.


Medline Industries Inc
Item No. Lot No.


Sterile CoFlex Bandages 5300S AVC5300S CI02JV, CI02SW, CI0PVV,
CI0ST7, CI0STA, CI0V78,
CI0X0B, CI0X0C, CI0X0D,
CI0X0E, CI0ZJP, CI0ZJT,
CI0ZJV, CI10LN, CI12PK,
CI12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
CI18XZ, CI18Y0, CI18Y1,
CI18Y6, CI18Y7, CI18Y9,
CI18YA, CI1DXN, CI1DXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1FJ2, CI1FJ3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,
CI1KED
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5400S AVC5400S, AVC5400S018 CI02JV, CI02SW, CI0PVV,
CI0ST7, CI0STA, CI0V78,
CI0X0B, CI0X0C, CI0X0D,
CI0X0E, CI0ZJP, CI0ZJT,
CI0ZJV, CI10LN, CI12PK,
CI12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
CI18XZ, CI18Y0, CI18Y1,
CI18Y6, CI18Y7, CI18Y9,
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CI18YA, CI1DXN, CI1DXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1FJ2, CI1FJ3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,
CI1KED


9300S AVC9300S CI02JV, CI02SW, CI0PVV,
CI0ST7, CI0STA, CI0V78,
CI0X0B, CI0X0C, CI0X0D,
CI0X0E, CI0ZJP, CI0ZJT,
CI0ZJV, CI10LN, CI12PK,


www.ecri.org . Printed from Health Devices Alerts on Wednesday, July 10, 2019 Page 3


©2019 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.







CI12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
CI18XZ, CI18Y0, CI18Y1,
CI18Y6, CI18Y7, CI18Y9,
CI18YA, CI1DXN, CI1DXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1FJ2, CI1FJ3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,
CI1KED


9400S AVC9400S CI02JV, CI02SW, CI0PVV,
CI0ST7, CI0STA, CI0V78,
CI0X0B, CI0X0C, CI0X0D,
CI0X0E, CI0ZJP, CI0ZJT,
CI0ZJV, CI10LN, CI12PK,
CI12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
CI18XZ, CI18Y0, CI18Y1,
CI18Y6, CI18Y7, CI18Y9,
CI18YA, CI1DXN, CI1DXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1FJ2, CI1FJ3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,
CI1KED


7300S AVC7300S CI02JV, CI02SW, CI0PVV,
CI0ST7, CI0STA, CI0V78,
CI0X0B, CI0X0C, CI0X0D,
CI0X0E, CI0ZJP, CI0ZJT,
CI0ZJV, CI10LN, CI12PK,
CI12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
CI18XZ, CI18Y0, CI18Y1,
CI18Y6, CI18Y7, CI18Y9,
CI18YA, CI1DXN, CI1DXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1FJ2, CI1FJ3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,
CI1KED


7400S AVC7400S CI02JV, CI02SW, CI0PVV,
CI0ST7, CI0STA, CI0V78,
CI0X0B, CI0X0C, CI0X0D,
CI0X0E, CI0ZJP, CI0ZJT,
CI0ZJV, CI10LN, CI12PK,
CI12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
CI18XZ, CI18Y0, CI18Y1,
CI18Y6, CI18Y7, CI18Y9,
CI18YA, CI1DXN, CI1DXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1FJ2, CI1FJ3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,
CI1KED


9740S DYNJ089204 CI02JV, CI02SW, CI0PVV,
CI0ST7, CI0STA, CI0V78,
CI0X0B, CI0X0C, CI0X0D,
CI0X0E, CI0ZJP, CI0ZJT,
CI0ZJV, CI10LN, CI12PK,
CI12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
CI18XZ, CI18Y0, CI18Y1,
CI18Y6, CI18Y7, CI18Y9,
CI18YA, CI1DXN, CI1DXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1FJ2, CI1FJ3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,
CI1KED
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Geographic Regions: ��(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


Distributor(s): •  Medline Industries Inc Three Lakes Dr, Northfield, IL 60093-2753, United States


Manufacturer(s): Andover Healthcare Inc 9 Fanaras Dr, Salisbury, MA 01952, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Home Care, Dermatology,
EMS/Transport, Pharmacy, Materials Management


Problem: In a June 24, 2019, Immediate Action Requiredletter posted by an ECRI Institute member hospital, Medline states that the packagingof the
above bandages may have an incomplete seal, creating a packaging sealgap. A packaging seal gap may compromise the sterility of the product. This
islimited only to 3-inch and 4-inch sizes. Each package is marked with astatement that the product should not be used if the seal is broken.
Themanufacturer 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 June 24,
2019, Immediate Action Required letter and Response Form from Medline. Regardless of whether you have affected product, complete the Response
Form and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will send return labels to your facility. Upon receipt
of returned affected product, Medline will credit your account. Notify all relevant personnel at your facility of the information in the letter, and forward a
copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Medline
Tel.: (866) 359-1704
Website: Click here
Andover Healthcare
Website: Click here
Comments:


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


Source(s):


● 2019 Jul 3. Member Hospital. Medline letter submitted by ECRI Institute member hospital (includes reply form) Download
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https://www.medline.com/pages/about-us/contact-us/

https://andoverhealthcare.com/contact-us/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195646/20190624MedlineAndoverSterileCoflexClientRedacted.pdf



(A32976) Medline-Andover Sterile CoFlex Produc.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Intraluminal 

Staplers (ILS)     ,

Ethicon Inc. Johnson & Johnson Medical 

Saudi Arabia Limited

https://ncmdr.sfda.gov.s

Jackson-Pratt 15 

Fr and 19 Fr 

Round Fluted 

Drains   .

Degania Silicone, Ltd N/A#

Nutricare Infant 

Clear Nasogastric 

Feeding Tube 6Fr 

50cm Sterile

GBUK Enteral Ltd also 

trading as Enteral UK

N/A https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=14

PERIFIX FILTER 

0,2μM ISO NRFit

B Braun Medical Inc Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

Revive Reusable 

Bladder Support

Rinovum Women's 

Health

N/A https://ncmdr.sfda.gov.s

Page 5 of 5

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14532
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14530
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14545
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14557
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[High Priority ] - A32978 : �Degania Silicone—Jackson-Pratt 15 Fr and 19 Fr Round Fluted Drains:
May Break during Removal
Medical Device Ongoing Action
Published: Wednesday, July 3, 2019


UMDNS Terms:
•  Drains, Wound [11305]


Product Identifier:
[Consumable]


Product
Degania Silicone Ltd, a Q Medical Devices
company
Part No.


Lot No.


Jackson-Pratt 15 Fr Round Fluted Drains 11003711580CR P1900956


11003711580CR P1900955


11003801580CR Pl849762


11003811580CR P1841752


11003801580CR P1836201


11003801580CR P1864643


11003811580CR P1852268


11003811580CR P1845823


Jackson-Pratt 19 Fr Round Fluted Drains 11003711980CR P1851056


11003801980CR P1849695


11003801980CR P1858286


11003811980CR P1861538


11003811980CR P1865416


11003801980CR P1867022


11003711980CR P1867059


11003811980CR P1903570


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


Manufacturer(s): Degania Silicone Ltd, a Q Medical Devices companyDegania Bet, 1513000, Israel


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Home Care, Materials Management


Problem:
�In a June 28, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Degania Silicone states that from January
to June 2019, it received 16 reports from Cardinal Health that the above drains may break during use (mostly during removal) in the connection point
between the clear tube and white profile part. Degania Silicone also states that in June 2018, a new tool was installed to produce this connector. The wall
thickness of the connectors from the new tool was thinner than ones from the old tool. In December 2018, during an in-process test, one of the drain lots
failed for connection strength lower than 40N defined by Degania Silicone as minimum border. Following this internal nonconformity, the new tool was
removed, and Degania Silicone resumed production of the connectors with the old tool. During the period between June and December 2018, when the
new tool was used for connector production, it produced two lots of connectors which were used for assembly of several lots of drains. Degania Silicone
further states that similar change was applied also to the 19 Fr adapters. Degania Silicone states that it has no reports of breakage in 19 Fr drains. 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 June 28, 2019, Urgent Medical Device
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Recall letter and Recall Response Form from Degania Silicone. Complete the Recall Response Form, and return it to Degania Silicone by e-mail using
the information below. Destroy or return affected product to Degania Silicone using the instructions in the letter .
For Further Information:
Degania Silicone
Tel.: (401) 349-5373
E-mail: adelfarno@qco.net
Katia Kayam, Degania Silicone customer complaints officer
Tel: (972) 529532059
E-mail: Kkayam@qco.net
Website: Click here
Comments:


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


Source(s):


● 2019 Jul 3. Member Hospital. Degania Silicone letter Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195630/20190628DeganiaSiliconeJacksonPrattRoundFlutedDrainsClient_Redacted.pdf?option=80F0607

mailto:adelfarno@qco.net

mailto:Kkayam@qco.net

http://www.degania-medical.com/194030/Contact-Us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195630/20190628DeganiaSiliconeJacksonPrattRoundFlutedDrainsClient_Redacted.pdf



(A32978 ) Degania Silicone-Jackson-Pratt 15 Fr and 19 Fr Round Fluted Drai.pdf
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