
:اسم المستشفى

:التاريخ

نعم□لا    □: يوجد أجهزة متأثرة بالمستشفى ضمن القائمة

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	•

WU193Report Reference Number: WU193: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:  □No          □Yes

•	 . 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.

ية	ضابط	الاتصال*	 :مسؤول

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

15-Jan-19
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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

25

15-Jan-19NCMDR Weekly Update

07-Jan-1913-Jan-19

25

07-Jan-19 13-Jan-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Active Implantable Devices

Pulsante SPG 

Microstimulator 

System.

Autonomic 

Technologies Inc. (ATI)

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

a/Secure/CA/CaViewRec

Anaesthetic and respiratory devices

Medline-Labeled 

Sterile Water 

Manufactured by 

Smiths Medical

Medline Industries, 

Inc.

Cure Development International 

Ltd

#

VentStar 

Disposable 

Breathing Circuits

Draeger Medical 

Systems Inc

Draeger Arabia Co. Ltd. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Dental devices
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13717
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13719



[High Priority ] - A32008 : Medline—Medline-Labeled Sterile Water Manufactured by Smiths Medical: Container May Leak


[High Priority ] - A32008 : Medline—Medline-Labeled Sterile Water Manufactured by Smiths Medical:
Container May Leak
Medical Device Ongoing Action
Published: Thursday, January 10, 2019


UMDNS Terms:
•  Humidifiers, Artificial Airway [12051]


Product Identifier:
[Consumable]


Product Medline Industries Inc
Item No. Lot No.


Medline-Labeled Sterile Water HCS00350 A055, A056, A057, A058, A103,
A176, A455, B530, B531, B532,
B533


HCS00550 A092, B205, B534


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


Distributor(s): •  Medline Industries Inc One Medline Pl, Mundelein, IL 60060, United States 


Manufacturer(s): Smiths Medical ASD Inc 9 Riverside Rd, Weston, MA 02493, United States 
Medline Industries Inc One Medline Pl, Mundelein, IL 60060, United States 


Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery,
Pulmonology/Respiratory Therapy, Home Care, Pharmacy, Materials Management


Problem:
In a January 7, 2019, Subrecall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline initiated a subrecall of the
above sterile water because it may be susceptible to leaking, potentially resulting in exposure to infectious agents. Medline 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 January 7,
2019, Subrecall Immediate Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected
product, complete the Urgent Remedial Action Response form and return it to Medline using the information on the form. Upon receipt of the form,
Medline will provide your facility with return labels, if applicable. Return affected product using the return labels. Upon receipt of affected product,
Medline will provide your facility with credit. 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
Smiths
Website: Click here
 
Comments:


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


Source(s):


● 2019 Jan 10. Member Hospital. Medline letter submitted by an ECRI Institute member hospital. Reference No. R-18-266A (includes reply 
form) Download
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https://www.medline.com/pages/about-us/contact-us/?mid=&amp;utm_medium=cpc&amp;utm_source=google&amp;utm_campaign=2018_b_hcp_brand_brand&amp;utm_term=sitelink&amp;utm_content=contact%20us&amp;gclid=EAIaIQobChMI1cDv66Wd3wIVhVqGCh3Y3QFrEAAYASABEgICHPD_BwE&amp;gclsrc=aw.ds

https://www.smiths-medical.com/customer-support/contact-us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186094/20190107MedlineSmithsSterileWaterCLIENT.pdf



(A32008) Medline-Medline-Labeled.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Enamelast Cool 

Mint/OT Varnish 

5 NaF Mint

ultradent products 

INC.

DENTAL ERA EST. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Interactive 

Precision IO Scan 

Adapter.

Implant Direct Sybron 

Manufacturing,LLC

Ahmad Abdullah Alzoman Est. 

for trading

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

octenidol md 

mouthwash

Schülke & Mayer 

GmbH

Life Pulse Medical Co. https://ncmdr.sfda.gov.s

Diagnostic and therapeutic radiation devices

Eclipse Treatment 

Planning System..

Varian Medical 

Systems

Varian Medical Systems Arabia 

Commercial Limited

https://ncmdr.sfda.gov.s

IONTRIS. SIEMENS Siemens Medical Solutionshttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13739

Merge Eye 

Station Excessive 

Electrical Output

Merge Healthcare 

Corp.

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

a/Secure/CA/CaViewRec

Electro mechanical medical devices

Baha 5 Sound 

Processor 

Tamper-proof 

battery door 3

Cochlear AG ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=13

Gentlelase PRO     

,

Candela Corporation Imdad Medical Business 

Company Ltd.

https://ncmdr.sfda.gov.s

MiniMed™ 

Paradigm™ Veo™ 

Insulin Pump

Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13720
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13731
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13742
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13730
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13739
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13741
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13740
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13735
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13734


MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Philips 

PageWriter TC 

Cardiographs 

(TC20/30/50/70)  ,

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

Proctoscope. Wing Plast AB N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13732

VENTURI 

Negative-

Pressure Wound 

Therapy 

Dressings   .

Talley Healthcare 

Services

Dawha Medical#

In vitro diagnostic devices

ARCHITECT 

Magnesium 

Reagents

Abbott Medical supplies & Services 

Co.Ltd Mediserv

#

Panocell-16 

Kit      .

Immucor GmbH. Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

VITROS 

MicroWell Assays, 

Folate, Free PSA

Ortho-Clinical 

Diagnostics

Samir Photographic Supplies 

Co. Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Non-active implantable devices

Mobi-C Cervical 

Disc Prosthesis

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

Nellix, 

Endovascular 

Aneurysm Sealing 

System..

Endologix 

international holding 

B.V.

Tart Medical https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=13
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13738
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13732
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13722
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13721
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13743
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13729



[High Priority ] - A31777 : Talley—VENTURI Negative-Pressure Wound Therapy Dressings: Canister Connector May Break


[High Priority ] - A31777 : Talley—VENTURI Negative-Pressure Wound Therapy Dressings: Canister
Connector May Break
Medical Device Ongoing Action
Published: Thursday, January 3, 2019


UMDNS Terms:
•  Wound Therapy Systems, Negative-Pressure [20395]


Product Identifier:
[Consumable]


Product Talley Group Ltd
Item No.


VENTURI Abdominal Foam Wound Care Sets Portal Drain 97-30-42-111


VENTURI Connection Tubing Assemblies 97-20-10-101


VENTURI Large Foam Wound Care Sets Portal Drain 97-30-42-103


VENTURI Small Foam Wound Care Sets Portal Drain 97-30-42-104


VENTURI Standard Foam Wound Care Sets Portal Drain 97-30-42-101


VENTURI Large Gauze Wound Care Sets Portal Drain 97-30-42-109


VENTURI Standard Gauze Wound Care Sets Portal Drain 97-30-42-102


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


Manufacturer(s): Talley Group Ltd Abbey Park Industrial Estate, Premier Way, Romsey SO51 9DQ, England


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


Problem:
In a November 8, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Talley
states that it has received reports of breakage in the above negative-pressure wound therapy (NPWT) dressing packs' canister connector. Talley also states
that damage may occur when the device is dropped when connected to an NPWT pump or when excessive force is applied to the top half of the
connector. Talley further states that this problem may lead to visual and audible alarms and loss of negative pressure; continuation of therapy would
require a new canister connector, tubing assembly, or dressing. The manufacturer states that this is a precautionary field safety notice and not a recall.
 


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the November 8, 2018, Urgent Field Safety
Notice letter and confirmation slip from Talley. When transporting affected devices, do not drop the system onto a hard surface, bend the canister
connector, or excessively pull on the dressing tube. If the connector is broken, a visual and audible alarm will be activated and the canister connector
should be replaced. Because of contamination, the broken connector should be disposed of as clinical waste. 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. Complete the
confirmation slip, and return it to Talley using the information in the letter.
 
For Further Information:
Talley
Tel.: (01794) 503500
E-mail: sales@talleygroup.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Talley Group: Venturi Compact [online]. London: Department of


Health; 2018 Nov 19 [cited 2018 Dec 17]. (Field safety notice; reference no. 2018/011/016/291/002). Available from Internet: Click here .


Comments:


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


Source(s):


● 2018 Dec 17. MHRA FSN. 2018/011/016/291/002 Download
● 2018 Dec 17. MHRA FSN. Talley Reference No. CANISTER CONNECTOR RNO384 12-11-2018 (includes reply form) Download
● 2019 Jan 3. Manufacturer. The manufacturer confirmed the information in the source material.
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mailto:sales@talleygroup.com

http://www.talleygroup.com/contact-us

https://www.gov.uk/drug-device-alerts/field-safety-notice-12-november-to-16-november?utm_source=441aa2cf-947f-43a5-a21e-10d37032adb7&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-12-november-to-16-november?utm_source=441aa2cf-947f-43a5-a21e-10d37032adb7&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185743/20181119TalleyVENTURI_NPWTSystemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185744/20181108TalleyVENTURI_NPWTSystemsMHRA.pdf



(A31777) Talley-VENTURI Negative-Pressure Wound Therapy Dressings.pdf




[High Priority ] - A32000 : Abbott—�ARCHITECT Magnesium Reagents: May Yield Depressed Urine Result Recovery


[High Priority ] - A32000 : Abbott—�ARCHITECT Magnesium Reagents: May Yield Depressed Urine
Result Recovery
Medical Device Ongoing Action
Published: Wednesday, January 9, 2019


UMDNS Terms:
•  IVD Test Reagent/Kits, Clinical Chemistry, Electrolyte, Magnesium [18953]


Product Identifier:
[Consumable]


Product
Abbott
Laboratories Inc
List No.


Lot No. UDI


7D70-21 36338UN17 0100380740012922171901061036338UN17
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ARCHITECT
Magnesium
Reagents 7D70-21 79865UN17 0100380740012922171903091079865UN17
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7D70-21 12921UN17 0100380740012922171905031012921UN17


7D70-21 43618UN17 0100380740012922171906091043618UN17


7D70-21 45337UN17 0100380740012922171907141045337UN17


7D70-21 84994UN17 0100380740012922171910121084994UN17


7D70-21 24856UN17 0100380740012922171911131024856UN17


7D70-21 41652UN18 0100380740012922172001201041652UN18


7D70-21 99639UN18 0100380740012922172002261099639UN18


7D70-21 99661UN18 0100380740012922172004131099661UN18


7D70-21 78493UN18 0100380740012922172007251078493UN18


7D70-21 95220UN18 0100380740012922172009071095220UN18


7D70-21 31428UN18 0100380740012922172010311031428UN18


7D70-21 33784UN18 0100380740012922172006111033784UN18


7D70-31 36339UN17 0100380740012939171901061036339UN17


7D70-31 97389UN17 0100380740012939171903091097389UN17


7D70-31 12922UN17 0100380740012939171905031012922UN17


7D70-31 43616UN17 0100380740012939171906091043616UN17


7D70-31 45338UN17 0100380740012939171907141045338UN17


7D70-31 84993UN17 0100380740012939171909011084993UN17


7D70-31 84993UN17 0100380740012939171909011084993UN17


7D70-31 08788UN17 0100380740012939171910121008788UN17


7D70-31 24857UN17 0100380740012939171911131024857UN17


7D70-31 41651UN18 0100380740012939172001291041651UN18


7D70-31 99640UN18 0100380740012939172002261099640UN18


7D70-31 99662UN18 0100380740012939172004131099662UN18


7D70-31 33783UN18 0100380740012939172005091033783UN18


7D70-31 33785UN18 0100380740012939172006111033785UN18


7D70-31 78859UN18 0100380740012939172007251078859UN18


7D70-31 95341UN18 0100380740012939172009071095341UN18


7D70-31 31429UN18 0100380740012939172010311031429UN18
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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.


Manufacturer(s): Abbott Laboratories Inc100 Abbott Park Rd, Abbott Park, IL 60064-3500, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a January 3, 2019, Product Correction letter submitted by an ECRI Institute member hospital, Abbott states that the above reagents may yield
depressed urine result recovery. All samples >0.5 mEq/L fail the linearity acceptance criteria for the bias specification and yield depressed recovery of up
to 37%. Abbott also states that the depressed result recovery problem does not affect the ARCHITECT magnesium (list number 7D70)
serum/plasma application. Urine magnesium results may be affected; internal data shows up to 96% of results are affected. Patient results for magnesium
plasma/serum are not affected. 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 affected product, verify that you have received the January
3, 2019, Product Correction letter and Customer Reply Form from Abbott. Complete the Customer Reply Form, and return it to Abbott using the
instructions on the form. You can continue to use the serum/plasma application for ARCHITECT magnesium. Review the letter with your medical
director or laboratory management and follow your laboratory protocol regarding the need for reviewing previously reported patient resuIts. As an
alternative to the current urine application, you may use Abbott ARCHITECT (enzymatic) magnesium (list number 3P68) urine application. Inform all
relevant personnel at your facility of the information in the letter, retain a copy of the letter for your laboratory records, and 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, 
here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information:
Abbott customer service department
Tel.: (877) 422-2688
Website: Click here
Comments:


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


Source(s):


● 2019 Jan 9. Member Hospital. Abbott letter submitted by an 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

https://www.abbott.com/global-sites.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185968/20190103AbbottArchitectMagnesiumClient.pdf



(A32000) Abbott-ARCHITECT Magnesi.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Revision femoral 

neck H60mm 

lateralised + 

Screw   ,

Limacorporate S.p.a. N/A https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

Single-use devices

Catheters 

Contained in 

Rectus Sheath 

Sets   ,

Mediplus Ltd. N/A#

Medex High-

Pressure 

Stopcocks    ,

Smiths Medical 

International Limited

almadar medical Est.#

UNIMED Needles Unimed S.A. N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13733

Wire Guides 

Contained in 

Various Trays

Cook Inc, Majal Care for Trading Est.#
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13723
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13733



[High Priority ] - A31740 : Mediplus—Catheters Contained in Rectus Sheath Sets: May Leak


[High Priority ] - A31740 : Mediplus—Catheters Contained in Rectus Sheath Sets: May Leak
Medical Device Ongoing Action
Published: Thursday, January 3, 2019


UMDNS Terms:
•  Catheters, Peritoneal [16433]


Product Identifier:
[Consumable]


Product Mediplus Ltd
Product No. GTIN Distribution Date Lot No.


1.0 mm Rectus Sheath
Sets (Unit)


6310 010505514071619 2013 Mar to 2018 Oct R1244638A, R1244638B,
1453918A, 1660465A,
1661048A, 1661719A,
1661720A, 1662100A,
1662256A, 1764345A,
1765141A, 1765506A,
1765765A, 1766136A,
1766219A, 1766257A,
1766902A, 1767108A,
1767109A, 1868123A,
1868683A, 1868750A,
1869971A, 1869972A,
1870937A


1.0 mm Rectus Sheath
Sets (Box)


6310 0115055140701616 2013 Mar to 2018 Oct R1244638A, R1244638B,
1453918A, 1660465A,
1661048A, 1661719A,
1661720A, 1662100A,
1662256A, 1764345A,
1765141A, 1765506A,
1765765A, 1766136A,
1766219A, 1766257A,
1766902A, 1767108A,
1767109A, 1868123A,
1868683A, 1868750A,
1869971A, 1869972A,
1870937A


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


Manufacturer(s): Mediplus LtdCressex Business Park, High Wycombe HP12 3SU, England


Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery,
Urology, Gastroenterology, Pain Clinic, Materials Management


Problem: In a November 9, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Mediplus states that the catheters contained the above sets may leak from the Luer connector on the filter portion of the upper catheter when
primed or used to deliver a bolus, potentially leading to underdelivery of postoperative local anesthetic. Mediplus also states that it has received one
report of this problem occurring since the device introduction in 2013 with no reports of patient harm.
 


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 November
9, 2018, Urgent Field Safety Notice letter and Reply Form from Mediplus. Regardless of whether you have affected product, complete the Reply Form
and return it to Mediplus using the information on the form. Upon receipt of the form, Mediplus will contact your facility to arrange for product
collection. 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:
Tim Ward, Mediplus operations manager
Tel.: 44 (1494) 551200
Email: quality@mediplus.co.uk
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Mediplus [online]. London: Department of Health; 2018 Nov 12


[cited 2019 Jan 2]. Field safety notice; reference no. 2018/011/008/601/003). Available from Internet: Click here .


Comments:


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


Source(s):


● 2019 Jan 2. MHRA FSN. 2018/011/008/601/003 Download
● 2019 Jan 2. MHRA FSN. Mediplus Reference No. FSCA_C18OCT03 (includes reply form) Download
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mailto:quality@mediplus.co.uk

http://www.mediplus.co.uk/Contact-Us

https://www.gov.uk/drug-device-alerts/field-safety-notice-05-november-to-09-november?utm_source=921b250d-92fa-46f2-9e5e-d58a0fd0a439&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-05-november-to-09-november?utm_source=921b250d-92fa-46f2-9e5e-d58a0fd0a439&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185717/20181112MediplusRectusSheathSetsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185718/20181109MediplusRectusSheathSetsBfArM.pdf





● 2019 Jan 3. Manufacturer. The manufacturer confirmed the information in the source material.
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(A31740) Mediplus-Catheters Contained in Rectus Sheath Sets.pdf




[High Priority ] - A31849 : Smiths—Medex High-Pressure Stopcocks: May Leak


[High Priority ] - A31849 : Smiths—Medex High-Pressure Stopcocks: May Leak
Medical Device Ongoing Action
Published: Monday, December 31, 2018


UMDNS Terms:
•  Stopcocks [13803]


Product Identifier:
[Consumable]


Product Medex dba Smiths Medical ASD Inc
Model No. Lot No.


Medex High-Pressure Stopcocks MX4301L 3538569


MX4331L 3546826, 3562377


MX4331R 3546924


Geographic Regions: Canada, Mexico, U.S.


Manufacturer(s): Medex dba Smiths Medical ASD Inc 9 Riverside Rd, Weston, MA 02493, United States 


Suggested Distribution: Anesthesia, Critical Care, Nursing, OR/Surgery, Materials Management


Problem:
In a November 19, 2018, Urgent Medical Device Recall Notice letter, Smiths states that the above stopcocks may have been manufactured with an inner
body defect that causes the stopcocks to leak, potentially delaying therapy. Health Canada states that the manufacturer initiated a recall on November 18,
2018.
 


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the November 19, 2018, Urgent Medical
Device Recall Notice letter and Response Form from Smiths or that you have been otherwise contacted by the firm. Regardless of whether you have
affected product, complete the Response Form and return it to Smiths by e-mail at fieldactions@smiths-medical.com . Upon receipt of the form, Smiths
will issue your facility a shipping label. Using the shipping label, return affected product, along with a copy of the Response Form, to Smiths. Upon
receipt of returned product, Smiths will provide your facility with credit.
 
For Further Information:
Smiths
E-mail: fieldactions@smiths-medical.com
Website: Click here
 


References:
● Health Canada. Recalls and safety alerts. Medex high pressure stopcocks [online]. 2018 Nov 30 [cited 2018 Dec 28]. Available from


Internet: Click here .


Comments:


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


Source(s):


● 2018 Dec 28. Health Canada Recall Listings. Type II. RA-68500 Download
● 2018 Dec 28. Manufacturer Letter. Smiths Medical Reference No. 30127300-11/15/2018-015-R Download
● 2008 Dec 2. Manufacturer. The manufacturer confirmed the information in the source material.
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mailto:fieldactions@smiths-medical.com

https://www.smiths-medical.com/customer-support/contact-us

http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/68500r-eng.php

http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/68500r-eng.php

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185542/20181118SmithsMedexHighPressureStopcocksHC.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185567/20181119SmithsMedexHighPressureStopcocksMFR.pdf



(A31849) Smiths-Medex High-Pressure Stopcocks.pdf




[High Priority ] - A31998 : Cook—Wire Guides Contained in Various Trays: May Be Incorrectly Loaded into Wire Guide Holder


[High Priority ] - A31998 : Cook—Wire Guides Contained in Various Trays: May Be Incorrectly
Loaded into Wire Guide Holder
Medical Device Ongoing Action
Published: Wednesday, January 9, 2019


UMDNS Terms:
•  Procedure Kit/Trays [28961]
•  Guide Wires [11925]
•  Catheters, Urinary, Ureteral  [10761]
•  Stents, Ureteral [16040]


Product Identifier:
[Consumable]


Product Cook Medical
Reference No. Product No. Lot No.


Bentson Polytetrafluoroethylene (PTFE) Wire
Guides


635497 G14590 7832513, 7832514,
8062406, 8062407,
8065988, 8065989,
8065992, 8404354,
8404355, 8547811


638497 G14589 8069648


Fixed Core Straight Safety Wire Guides 638821 G14285 7971639


Heavy Duty PTFE Wire Guides 638453 G14323 7875295


638854 G14260 8481133, NS8481135


PTFE Wire Guides 635413 G14544 7832498, 7832499,
7832500, 7925385,
7925387, 7930517,
8090868, 8287793,
8287794, 8287799,
8400121, 8548813,
8548815, NS8548814


638413 G14731 7760235, 7881599,
8062433, 8074027,
8290383, 8290384,
8404559, 8404562


638813 G15067 7999663, 8077582, 8077583


635413-10 G34134 8065959


638413-10 G34133 8073949, 8074014, 8074015


Wire Guides 638123 G14326 7857489


Angled Tip Ureteral Catheter Sets 023105 G14598 8023195, 8314384,
8409525, NS8040177


Angled Tip Ureteral Catheter Sets with Bentson
PTFE Wire Guides


023106 G14587 8018728, 8080823,
8314382, 8409523


023245 G15302 8023194


Bander Ureteral Diversion Open-End Stent Sets 025707-S1 G14822 8011030, 8033568,
8063430, 8063431,
8150491, 8417631,
8417632, 8587162,
8587163, 8590532, 8590533
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025807-S1 G14823 7990830, 8003084,
8033571, 8063428,
8590520, 8590522,
8629475, NS8629473


C-Flex Double Pigtail Ureteral Stent Sets 036510 G14364 NS7953136, NS8169661,
NS8180857


036512 G14365 NS8169662


036516 G14367 NS8180858, NS8180859,
NS8180860


Dretler Ureteroscopy Stent Sets 025506-S4 G15735 8023078, 8629460, 8629461


Kwart Retro-Inject Ureteral Stent Sets 003526 G15016 8011027, 8183322


003600 G14836 8037660


003622 G14885 8030233


003626 G14887 8018054


AQ-003600 G17151 7994816


Percutaneous Entry Sets 080000 G14649 8109245, NS8109246


Percutaneous Malecot Nephrostomy Sets 082016 G16714 NS8070854


082012-ET G19107 8078209


082014-ET G19108 8116743


Percutaneous Pigtail Nephrostomy Sets 080008 G14094 8112670


080010 G14095 8113259


080012 G14899 8113260, 8113261,
NS8070847


080508 G14329 8076035


Sof-Flex Double Pigtail Ureteral Stent Sets 039508 G15076 NS7949093, NS8077953,
NS8077954, NS8077955


039512 G14906 8070691, 8183342, 8183343


039516 G14840 8070693, 8172134,
8187189, NS8070692


039610-S2 G17128 7990841


039612 G14867 7990842


039616 G14865 8424304


Sof-Flex Multi-Length Ureteral Stent Sets 039500-8-20 G17852 8172131, 8172132, 8193001


039600 G14773 8011038


039608 G15000
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NS7998389, NS8008388,
NS8018651, NS8030247,
NS8037667


039712 G14951 8625597, 8625598, 8599605


Universa Firm Ureteral Stents and Positioners UFH-522-T1 G23430 NS7949118


UFH-624-T1 G23438 NS7990869, NS7990870,
NS7990871


Universa Firm Ureteral Stent Sets UFH-500 G49869 7953153, 8077981


UFH-522 G49864 8070702


UFH-524 G49865 NS8176831


UFH-526 G49866 7999744, 7999746,
8077988, 8077986,
8172070, 8176832,
8176833, 8176834


UFH-528 G49867 NS7999747


UFH-530 G49868 NS8180869


UFH-600 G49877 7990863, 8424316,
8424317, 8424318


UFH-618 G49870 NS7990867


UFH-626 G49874 7988039, 7988039X,
7998403, 7998404,
8001365, 8040131,
8193749, 8197930,
8197931, 8412989,
8412990, 8424332


UFH-628 G49875 8003098, 8506037


UFH-720 G49879 NS8018667


UFH-724 G49881 8594594


UFH-726 G49882 8197932, 8594595


UFH-820 G49887 NS8197934, NS8417599,
NS8417600


UFH-822 G49888 NS7998407, NS8033592,
NS8033593


Universa Soft Ureteral Stent Sets US-500 G53687 8078013


US-518 G53145 8172113


US-526 G53676 8001369, 8183381
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US-528 G53677 NS7994828


USH-500 G49937 7998415, 8147267, 8187145


USH-524 G49933 8008415, 8011065, 8078026


USH-526 G49934 8008416, 8078027,
8078028, 8150465, 8180873


US-600 G53703 8147249, 8417607,
8600625, NS8417608


US-618 G53689 NS7990886


US-624 G53692 7990888


US-626 G53693 8594598, 8594599


US-628 G53694 8056338


US-700 G53706 8018675


US-726 G53711 8056337, 8629502


US-728 G53712 NS8018677


US-820 G53723 NS8053511


US-822 G53724 NS8417612


US-824 G53725 NS8011064


US-826 G53726 NS8417614, NS8417615


USH-600 G49945 8008417, 8033600,
8427840, 8427841,
8507952, 8507953,
8507954, 8507955


USH-622 G49940 7990900, 8003104,
NS7990899


USH-624 G49941 7998422, 7998423,
8047039, 8056331,
8066970, 8066972,
8066973, 8066974,
8147295, 8147296,
8421552, 8427843,
8427847, 8594610


USH-626 G49942 7994831, 8008426,
8056327, 8066976,
8066977, 8207795
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USH-700 G49953 8629522


USH-720 G49947 NS8026827, NS8030272,
NS8421563


USH-722 G49948 NS8421564, NS8421566,
NS8421567


USH-724 G49949 8599661


USH-726 G49950 8421568


USH-728 G49951 NS8599665


USH-800 G49961 NS8060481


USH-820 G49955 NS8033606


USH-822 G49956 NS8629506, NS8629507


USH-824 G49957 NS8008428, NS8421571,
NS8421572, NS8599666,
NS8599667


USH-826 G49958 NS8147321, NS8421573


USH-828 G49959 NS8008429


Urethral Dilation Balloon Catheters with Open
Tip


UDBS-070029-OW G17844 8494465, 8513227,
8537103, 8537104,
8552050, 8552051,
8567256, 8576963,
8632766, 8639366,
8659206, 8683459,
8754089, NS8513228


Urethral Dilator Sets 073701 G14185 8401849, 8404945,
8404946, 8404946X,
8417702


Roadrunner Hydrophilic PC Wire Guides RFSPC-035145-0-I-AQ G18629 7853231, 7853232,
7853233, 7853239,
7853240, 7853241,
7853242, 7853243,
7853245, 7853247,
7901140, 7901141,
7982113, 7982118,
7982133, 8050291,
8241613, 8241616,
8252179, 8252181,
8252186, 8258553,
8283322, 8407934,
8460985, 8474895,
8474898, 8474905,
8474906, 8474908,
8474909, 8474910


RFSPC-038145-0-I-AQ G17866 7936207


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


Manufacturer(s): Cook Medical 700 Daniels Way, PO Box 489, Bloomington, IN 47402-1608, United States


Suggested Distribution: Critical Care, Dialysis/Nephrology, Nursing, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Urology, Materials
Management


Problem:
�In a January 2019 Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Cook states that the above products may contain
a wire guide that was incorrectly loaded into the wire guide holder. This may lead to the stiff tip of the wire guide being introduced into the patient
instead of the flexible tip, potentially delaying the procedure or causing tissue and/or organ injury. The manufacturer has not confirmed the information
provided in the source material.
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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
January 2019 Urgent Medical Device Recall letter and Acknowledgment and Receipt Form from Cook. Regardless of whether you have affected product,
complete the Acknowledgment and Receipt Form and return it to Cook using the information on the form. Return affected product to Cook, along with a
copy of the Acknowledgment and Receipt Form. Cook will provide your facility with credit for unused affected product. 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. Report
any adverse events related to affected product to the Cook Medical customer relations department using the information below. U.S. customers should
also report 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:
Cook Medical customer relations department
Tel.: (800) 457-4500 or (812) 339-2235
E-mail: CustomerRelationsNA@cookmedical.com  
Website: Click here
Comments:


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


Source(s):


● 2019 Jan 8. Member Hospital. Cook letter submitted by ECRI Institute member hospitals (includes reply form) Download
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(A31998) Cook-Wire Guides.pdf


