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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	•

WU1927Report Reference Number: WU1927: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

02-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

41

02-Jul-19NCMDR Weekly Update

25-Jun-1930-Jun-19

41

25-Jun-19 30-Jun-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Active Implantable Devices

Ellipse ICD St. Jude Medical Inc Al-Jeel Medical & Trading Co. LTDhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14479

Anaesthetic and respiratory devices

​Maxtec Maxblend 

Rail Mounts

Tri anim Health 

Services Inc

N/A#

iGUIDE 2.2 , Elekta Limited Medical Regulations Gatehttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14492

Assistive products for persons with disability

Tenor Passive 

Floor Lift

Arjo Huntleigh Al-Faisaliah Medical System https://ncmdr.sfda.gov.s

Dental devices

Titanium 

abutment 

cemented GH 5.5 

mm

Hager & Meisinger 

GmbH	..

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

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Diagnostic and therapeutic radiation devices

Elekta Unity.. Elekta Inc Medical Regulations Gatehttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14491

G4 Platinum 

System, Dexcom 

G5 Mobile

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

a/Secure/CA/CaViewRec

ICS CHARTR EP 

200

GN Otometrics Gulf Medical Co. https://ncmdr.sfda.gov.s
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14477
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14472



[High Priority ] - A32932 : Tri-Anim—�Maxtec Maxblend Rail Mounts: Pins May Not Be Installed in Brackets


[High Priority ] - A32932 : Tri-Anim—�Maxtec Maxblend Rail Mounts: Pins May Not Be Installed in
Brackets
Medical Device Ongoing Action
Published: Monday, June 24, 2019


UMDNS Terms:
•  Rails [15852]
•  Mounts [16117]


Product Identifier:
[Capital Equipment]


Product Maxtec
Model Item No. Lot No.


Rail Mounts Maxblend 203-R100P09 083583


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


Distributor(s): •  Tri-Anim Health Services Inc5000 Tuttle Crossing Blvd, Dublin, OH 43016, United States


Manufacturer(s): Maxtec2305 S 1070 W, Salt Lake City, UT 84119, United States


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


Problem:
�In a June 17, 2019, letter submitted by an ECRI Institute member hospital, Tri-anim states that the pins may not be installed in the bracket on the above
rail mounts. Tri-anim also states that the above product cannot be used with this defect. The distributor and manufacturer have 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 17, 2019, letter from
Tri-anim. To arrange for a return materials authorization (RMA) and product return and replacement, contact Joe Vamos, Tri-anim, by telephone at (614)
760-5369.
For Further Information:Tri-anim
Website: Click here
Maxtec
Website: Click here
Comments:


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


Source(s):


● 2019 Jun 24. Member Hospital. June 17, 2019, Tri-anim letter submitted by an ECRI Institute member hospital Download
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https://www.maxtec.com/contact/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195131/20190617TrianimMaxtecRailMountMaxblendClient_Redacted.pdf



A32932.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Lead Aprons, 

Sleeves, and 

Thyroid Shields

Burlington Medical 

Supplies Inc

N/A#

Various Artis 

Systems

SIEMENS Siemens Medical Solutions#

Electro mechanical medical devices

Datascope 

CARDIOSAVE 

Intra-Aortic 

Balloon Pumps

MAQUET 

Cardiovascular LLC

Al-Jeel Medical & Trading Co. 

LTD

#

Datascope 

CARDIOSAVE 

Intra-Aortic 

Balloon Pumps

MAQUET 

Cardiovascular LLC

Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

Dialog+ 

Hemodialysis 

Machines

B Braun Medical Inc Medical supplies & Services 

Co.Ltd Mediserv

#

Fisher Scientific 

Isotemp -General 

Purpose Water 

Bath

Thermo Fisher Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

LEEP Precision 

Generators

Cooper Surgical, Inc. Cure Development International 

Ltd

#

MiniMed™ 

Paradigm™ Series 

and MiniMedTM 

508 Insulin 

Pumps    ,

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

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

487

Neutrogena Light 

Therapy Acne 

Mask and Refill 

Activator

Johnson & Johnson 

Medical GmbH

Johnson & Johnson Medical 

Saudi Arabia Limited

#

RF electrosurgical 

unit for 

arthroscopy

EMED SP. Z O.O. SP. K. Medical Regulations Gate https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

In vitro diagnostic devices

BILD2 (Bilirubin 

direct Gen.2) and 

cobas c 701 / 702

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Calibrator TruCal 

U

DiaSys Diagnostic 

Systems GmbH.

ALGhuyum Scientific Trading https://ncmdr.sfda.gov.s
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14468
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14469
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14471
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14481
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14485



[High Priority ] - A32949 : Burlington—Lead Aprons, Sleeves, and Thyroid Shields: Protective Material May Expose Users to Varying Degrees of Scatter Radiation�


[High Priority ] - A32949 : Burlington—Lead Aprons, Sleeves, and Thyroid Shields: Protective
Material May Expose Users to Varying Degrees of Scatter Radiation�
Medical Device Ongoing Action
Published: Wednesday, June 26, 2019


UMDNS Terms:
•  Shields, X-Ray, Apron  [14491]
•  Shields, X-Ray, Thyroid  [16564]


Product Identifier:
[Consumable]


Product Burlington Medical Supplies Inc
Part No.


Lead Aprons SEF111C, SEF111D, SEF111E, SEF111F, UEVK*M


Thyroid Shields RLTS2-R, RLTS4-R, RLTS5-R, RLTSS-R, RLTS2-SEP, RLTS4-SEP


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


Manufacturer(s): Burlington Medical Supplies Inc 3 Elmhurst St, Newport News, VA 23603, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Diagnostic Imaging, Dentistry/Oral Surgery, Radiation
Oncology/Medical Physics, Materials Management


Problem:
�In a June 5, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Burlington states that the protective material in
the above products may provide inadequate protection for the user, potentially exposing the user to scatter radiation of varying degrees depending on
different variables (e.g., distance, shielding, position, time, kV). Burlington also states that long-term exposure to scatter radiation may increase the risk
of cancer, infertility, or other health-related conditions. 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 June 5,
2019, Urgent Medical Device Recall letter and Response Form from Burlington. Complete the Response Form, and return it to Burlington using the
instructions on the form. Return affected product to Burlington. For specific return instructions, contact Burlington by telephone using the information
below. Burlington will provide your facility with a recall tracking number. Upon receipt of affected product, Burlington will provide replacement product
at no cost. Replacement product will be the same size and model as the recalled product; if the same size and model is not available or has been
discontinued, Burlington will replace the recalled product with a Burlington product that is similar to the recalled product. 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.
For Further Information:
Burlington customer care department
Tel.: (800) 221-3466
Website:  Click here
Comments:


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


Source(s):


● 2019 Jun 26. Member Hospital. Burlington letter submitted by an ECRI Institute member hospital (includes reply form) Download
● 2019 Jun 26. Member Hospital. Burlington letter submitted by an ECRI Institute member hospital (includes reply form) Download
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https://burmed.com/contact-us/

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195345/20190605BurlingtonApronsSleevesThyroidShieldsCLIENT_Redacted1.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195346/20190605BurlingtonApronsSleevesThyroidShieldClient2.pdf



(A32949 ) Burlington-Lead Aprons, Sleeves, and Thyroid Shields.pdf




[High Priority ] - A32835 : Siemens—Various Artis Systems: Ceiling-Mounted Support Screws May Become Loose or Snap Off


[High Priority ] - A32835 : Siemens—Various Artis Systems: Ceiling-Mounted Support Screws May
Become Loose or Snap Off
Medical Device Ongoing Action
Published: Tuesday, June 25, 2019


UMDNS Terms:
•  Radiographic/Fluoroscopic Systems, Angiography/Interventional [16597]


Product Identifier:
[Capital Equipment]


Product Siemens Healthcare
Model Material No.


X-Ray Systems Artis zee floor 10094135


Artis zee biplane 10094141


Artis Q floor 10848280


Artis Q biplane 10848282


Artis Q.zen floor 10848353


Artis Q.zen biplane 10848355


Artis zee ceiling 10094137


Artis zeego 10280959


Artis Q ceiling 10848281


Artis Q zeego 10848283


Artis Q.zen ceiling 10848354


Artis pheno 10849000


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


Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Diagnostic Imaging, Facilities/Building
Management


Problem: In a June 6, 2019, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Siemens states that ceiling-
mounted support screws on the above systems may become loose or snap off. Siemens further states that if one or two screws become loose or fall off,
the DCS Extended display suspension system may exhibit a slanted position, which tends to allow independent movement of the monitor bracket. If
additional screws are affected, the rotary motion may become sluggish until the axis of rotation becomes blocked (the cantilever arm will exhibit a visible
inclination). Siemens also states that if this occurs, the display suspension system cannot be used for its intended purpose. If the suspension system
continues to be used, further screws may loosen or fall off; the bracket arm, including the monitor bracket, may detach from the ceiling-mounted support
and cause severe injuries to patients and operators. Siemens states that this problem occurs sporadically and is dependent on the frequency of use of the
monitor suspension system. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the June 6, 2019, Urgent Medical Device
Correction letter from Siemens. If screws loosen or snap, refrain from moving the display suspension system, including the monitor bracket. A Siemens
representative will contact your facility to schedule a corrective action to replace the screwed connection of the ceiling support via Update Instruction
AX023/18/S. If the bolt connection cannot be replaced, Siemens will replace the complete bearing. Contact the Siemens service organization by
telephone at (800) 888-7436 to arrange for an earlier appointment if needed. Inform all relevant personnel at your facility of the information in the letter,
forward a copy of the letter to any facility to which you have further distributed affected product, and notify Siemens of the transfer.
For Further Information:
Siemens
Website: Click here
Comments:


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


Source(s):


● 2019 Jun 19. Member Hospital. June 6, 2019 Siemens letter submitted by ECRI Institute member hospital, AX024/18/S Download
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https://www.healthcare.siemens.com/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/194963/20190606SiemensVariousArtisClientRedacted.pdf





● 2019 Jun 25. Health Canada Recall Listings. RA-70259 Download


www.ecri.org . Printed from Health Devices Alerts on Thursday, June 27, 2019 Page 2


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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195225/20190621SiemensArtisVariousHealthCanada.pdf



(A32835) Siemens-Various Artis Systems.pdf




[Critical Priority ] - A32909 : Maquet/Getinge—Datascope CARDIOSAVE Intra-Aortic Balloon Pumps: Battery May Shut down If Proper Battery Maintenance Is Not Performed


[Critical Priority ] - A32909 : Maquet/Getinge—Datascope CARDIOSAVE Intra-Aortic Balloon Pumps:
Battery May Shut down If Proper Battery Maintenance Is Not Performed
Medical Device Ongoing Action
Published: Monday, June 24, 2019


UMDNS Terms:
•  Circulatory Assist Units, Cardiac, Intra-Aortic Balloon  [10846]


Product Identifier:
[Capital Equipment]


Product MAQUET Medical Systems USA
Model Part No. Distribution Date


Intra-Aortic Balloon Pumps (IABPs) CARDIOSAVE Hybrid, CARDIOSAVE
Rescue, CS100, CS300


All All


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


Manufacturer(s): MAQUET Medical Systems USA45 Barbour Pond Dr, Wayne, NJ 07470, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, OR/Surgery,
EMS/Transport, Perfusion


Problem: In a June 17, 2019, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Maquet/Getinge states that
unexpected battery shutdown may occur on the above systems if battery maintenance is not performed correctly according to the Operating Instructions
Manual for affected IABPs. Maquet/Getinge further states that it has received reports of five patient deaths since March 2016; however, these deaths
cannot be definitely attributed to affected systems shutting down while operating on battery power. Maquet/Getinge also states that hemodynamic
instability may occur because of sudden interruption or suspension of therapy. For patients with mild to moderate hemodynamic compromise, inotropic
agents can provide sufficient hemodynamic support while affected units are connected to AC power or alternative therapy is initiated. For critical patients
with a severely compromised hemodynamic function dependent on continuous circulatory support, interruptions or delay in intra-aortic balloon support
can have severe consequences that may be life-threatening. The manufacturer has not confirmed the information provided in the source materials.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the June 17, 2019, Urgent Medical Device
Correction letter and Response Form from Maquet/Getinge. Ensure that affected systems are plugged into AC power whenever possible during patient
use, to prevent the battery from depleting. Keep affected systems plugged into AC power even when not in use, and keep the batteries at a full charge.
When transporting patients within or between facilities, refer to the IABP Operating Instructions Manual for recommendations on portable/battery
operation.


● For CARDIOSAVE Hybrid and CARDIOSAVE Rescue models only: Keep additional charged batteries on hand during transport and
ensure that they are properly seated in the battery compartment/charger. Ensure that the IABP console is completely seated or secured into
the IABP cart. For the CARDIOSAVE Hybrid, you can verify whether the Console is completely seated in the IABP cart by the indicator on
the display (see the picture in the letter ).


For all affected systems, check battery run time and replace batteries as required, as recommended in the IABP Operating Instructions Manual. Age,
storage temperature, discharge depth, and other factors can cause a reduction in battery run time over the course of the battery’s life. Batteries should be
replaced under the following circumstances:


● After reaching the maximum number of charge-discharge cycles
● When the battery provides less than the minimum specified run time
● If the battery is broken, cracked, damaged, or leaking
●  When the battery's labeled lifetime has been reached


Batteries for the CARDIOSAVE Hybrid and CARDIOSAVE Rescue IABPs sold before June 2015 should be replaced immediately as they have a
labeled lifespan of four years. To order replacement batteries, contact  your sales or service representative. See the letter for instructions regarding how to
determine the battery date of manufacture. For all replacement batteries, ensure that only Datascope-approved/sourced batteries are installed/used. Report
any adverse events or suspected adverse events experienced with the Maquet/Getinge IABPs. U.S. customers should 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 . Healthcare personnel employed by facilities that are subject to the FDA's user facility reporting
requirements should follow the reporting procedures established by their facilities. If possible, return devices associated with, or suspected to be
associated with, any adverse events or device malfunction to Maquet/Getinge for evaluation. FDA states that it will continue to work with
Maquet/Getinge to better understand these device shutdown events and that the agency will continue to keep the public informed if new or additional
information becomes available. Complete the Response Form, and return it to Maquet/Getinge using the instructions on the form. A Getinge
representative will contact your facility to schedule a training visit to review a recently developed battery operations, care, and maintenance reference
guide specific to the IABPs based on the Operating Instructions Manuals provided with each device. For CARDIOSAVE Hybrid and Rescue devices,
Getinge is currently developing a CARDIOSAVE battery maintenance software upgrade targeted for early 2020. This updated software requires FDA
clearance and once completed, a Getinge service representative will contact your facility to schedule the installation of the updated software.
For Further Information:
Maquet/Getinge technical support department
Tel.: (888) 627-8383 (select option 3), 8 a.m. to 6 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.


www.ecri.org . Printed from Health Devices Alerts on Tuesday, June 25, 2019 Page 1


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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195073/20190617MaquetGetingDatascopeCardiosaveIABPsClientRedacted.pdf?option=80F0607

https://www.fda.gov/safety/medical-product-safety-information/forms-reporting-fda?utm_source=govdelivery%3c

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program

http://www.maquet.com/us/Contact





Source(s):


● 2019 Jun 21. Member Hospital. June 17, 2019 Maquet-Getinge letter submitted by ECRI Institute member hospitals (includes reply 
form) Download


● 2019 Jun 24. MHRA FSN. Maquet/Getinge letter posted by MHRA (includes reply form) Download
● 2019 Jun 24. MHRA FSN. 2019/006/020/487/001 Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195178/MaquetGetingeCARDIOSAVESystemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195179/20190624MaquetGetingeCARDIOSAVESystemsMHRA.pdf



(A32909) Maquet-Datascope CARDIOSAVE Intra-Aortic Balloon Pumps.pdf




[High Priority ] - A32951 : B Braun—Dialog+ Hemodialysis Machines: �Temperature of Dialysis Fluid May Be More than ±1°C outside Programmed Values


[High Priority ] - A32951 : B Braun—Dialog+ Hemodialysis Machines: �Temperature of Dialysis
Fluid May Be More than ±1°C outside Programmed Values
Medical Device Ongoing Action
Published: Thursday, June 27, 2019


UMDNS Terms:
•  Hemodialysis Units, Renal [24896]


Product Identifier:
[Capital Equipment]


Software versions 9.18, 9.1A, and 9.1B are not affected.


Product B Braun Melsungen AG
Model Software Version


Hemodialysis Machines Dialog+ 9.xx


Geographic Regions: �U.K.


Manufacturer(s): B Braun Melsungen AGCarl-Braun-Strasse 1, D-34212 Melsungen, Germany


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Dialysis/Nephrology, Emergency/Outpatient Services, Nursing,
Information Technology, Home Care


Problem:
�The U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Medical Device Alert ( MDA/2019/024 ) warning healthcare
workers that the temperature sensor at the dialyzer inlet (TDSE) of the above systems may experience a malfunction, which may cause the machine to
incorrectly heat or cool the dialysis fluid between 33°C and 42°C, potentially leading to inadequate treatment. The machine will continue to operate but
will not alarm to indicate that the temperature of the dialysis fluid is ±1�C outside its prescribed value. If the temperature of the dialysis fluid falls below
33°C or exceeds 41°C at the temperature sensor in the machine, treatment will stop and the machine will alarm. Implementing service kit SW9.1B will
resolve this problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�MHRA recommends the following actions:


● Identify affected machines. The current software version can be identified from the start screen in the lower-right corner, after you switch on
the machine. This problem affects all Dialog+ machines with software versions 9.xx, excluding software 9.18, 9.1A, and 9.1B.


● Contact the manufacturer to obtain service kit SW 9.1B or to schedule machines for a service upgrade.
● Ensure that this upgrade is scheduled at the next planned service, prioritizing patients who use this machine at home.
● While waiting for the upgrade to be completed, take the following actions:


● Be aware of the potential for incorrect dialysis fluid temperatures while patients are undergoing treatment. The machine will alarm
and stop treatment if the temperature goes outside the range 33°C to 42°C.


● Consider adding a check for dialysis fluid temperature if a patient complains about unexpectedly feeling warmer or cooler than
usual during treatment.


● Report adverse events involving these devices through your local incident reporting system and/or your national incident reporting authority
as appropriate: England , Scotland , Northern Ireland , Wales . You should also report directly to manufacturers if your local or national
systems do not.


For Further Information:
Catherine Clulow, B Braun U.K. product complaints department
Tel.: (0114) 2259155
E-mail: catherine.clulow@bbraun.com
Christine McCabe, B Braun Avitum U.K. business manager
Tel.: (0114) 2259000
E-mail: christine.mccabe@bbraun.com
Website: Click here
For technical inquiries to MHRA:
Roopa Prabhakar or Eliz Mustafa
Tel.: (020) 30806000
E-mail: DSS-TM@mhra.gov.uk
For clinical inquiries to MHRA:
MHRA devices clinical team
Tel.: (020) 30807274
E-mail: DCT@mhra.gov.uk
Website: Click here
Northern Ireland:
Northern Ireland Adverse Incident Centre
Tel.: (028) 90523868
E-mail: NIAIC@health-ni.gov.uk
Website: Click here
Scotland:
Incident Reporting and Investigation Centre
Tel.: (0131) 2757575
E-mail: nss.iric@nhs.net
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https://www.gov.uk/drug-device-alerts/dialog-haemodialysis-machines-with-software-versions-9-xx-excluding-versions-9-18-9-1a-9-1b-software-and-hardware-upgrade-required-mda-2019-024?utm_source=6d8bd527-9e49-458e-a43c-56d5729e7779&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://yellowcard.mhra.gov.uk/

http://www.hfs.scot.nhs.uk/services/incident-reporting-and-investigation-centre-iric-1/how-to-report-an-adverse-incident/

https://www.health-ni.gov.uk/articles/reporting-adverse-incident

https://www.health-ni.gov.uk/articles/reporting-adverse-incident

https://yellowcard.mhra.gov.uk/devices/?type=hcp

mailto:catherine.clulow@bbraun.com

mailto:christine.mccabe@bbraun.com

https://www.bbraun.com/en/company/contact/locations.html

mailto:DSS-TM@mhra.gov.uk

mailto:DCT@mhra.gov.uk

https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency#page=DynamicListMedicines

mailto:NIAIC@health-ni.gov.uk

https://www.health-ni.gov.uk/topics/safety-and-quality-standards/northern-ireland-adverse-incident-centre-niaic

mailto:nss.iric@nhs.net





Website: Click here
Wales:
Healthcare Quality Division Welsh Government
Tel.: (03) 00250986 or (03) 000255510
E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiries to MHRA should cite reference no. MDA/2019/024 or 2019/003/004/401/005.


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Dialog+ haemodialysis machines with software versions 9.xx


(excluding versions 9.18, 9.1A, 9.1B)—software and hardware upgrade required [online]. London: Department of Health; 2019 Jun
26 [cited 2019 Jun 26]. (Medical device alert; no. MDA/2019/024). 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 Jun 26. MHRA MDA. MDA/2019/024 Download
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http://www.hfs.scot.nhs.uk/services/incident-reporting-and-investigation-centre-iric/

mailto:Haz-Aic@wales.gsi.gov.uk

https://www.gov.uk/drug-device-alerts/dialog-haemodialysis-machines-with-software-versions-9-xx-excluding-versions-9-18-9-1a-9-1b-software-and-hardware-upgrade-required-mda-2019-024?utm_source=6d8bd527-9e49-458e-a43c-56d5729e7779&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/dialog-haemodialysis-machines-with-software-versions-9-xx-excluding-versions-9-18-9-1a-9-1b-software-and-hardware-upgrade-required-mda-2019-024?utm_source=6d8bd527-9e49-458e-a43c-56d5729e7779&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195256/20190626BBraunDialogHemodialysisMDA.pdf



(A32951) B Braun-Dialog+ Hemodialysis Machines.pdf




[High Priority ] - A32878 : Cooper Surgical—LEEP Precision Generators: Cut, Coagulate, or Blend Function May Not Operate with Use of Foot Pedal


[High Priority ] - A32878 : Cooper Surgical—LEEP Precision Generators: Cut, Coagulate, or Blend
Function May Not Operate with Use of Foot Pedal
Medical Device Ongoing Action
Published: Wednesday, June 26, 2019


UMDNS Terms:
•  Electrosurgical Units, Monopolar [18229]


Product Identifier:
[Capital Equipment]


Product CooperSurgical Inc
Model Part No. Serial No.


Electrosurgical Generators LEEP PRECISION LP-10-120, LP-20-120 1214007, 2015080015,
2015110007, 2015110019,
2016030001, 2016030002,
2016030003, 2016030004,
2016030005, 2016030006,
2016030007, 2016030008,
2016030009, 2016030010,
2016030011, 2016030012,
2016030013, 2016030014,
2016030015, 2016030016,
2016030017, 2016040001,
2016040002, 2016040003,
2016040004, 2016040005,
2016040006, 2016040007,
2016040008, 2016040009,
2016040010, 2016040011,
2016050001, 2016050002,
2016050003, 2016050004,
2016050005, 2016050006,
2016050007, 2016050008,
2016050009, 2016050010,
2016050011, 2016050012,
2016050013, 2016050014,
2016050015, 2016050016,
2016050017, 2016050018,
2016050019, 2016050020,
2016050021, 2016050022,
2016050023, 2016050024,
2016050025, 2016050027,
2016050028, 2016050029,
2016050030, 2016050031,
2016050032, 2016050033,
2016050034, 2016060001,
2016060002, 2016060003,
2016060004, 2016060005,
2016060006, 2016060007,
2016060008, 2016060009,
2016060010, 2016060011,
2016060012, 2016060013,
2016060014, 2016060015,
2016060016, 2016060017,
2016060018, 2016060019,
2016060020, 2016060021,
2016060022, 2016060023,
2016060024, 2016060025,
2016060026, 2016060027,
2016060028, 2016060029,
2016060030, 2016060031,
2016070001, 2016070002,
2016070003, 2016070004,
2016070005, 2016070006,
2016070007, 2016070008,
2016070009, 2016070010,
2016070011, 2016070012,
2016070013, 2016070014,
2016070015, 2016070016,
2016070017, 2016070018,
2016070019, 2016070020,
2016070021, 2016070022,
2016070023, 2016070024,
2016070025, 2016070026,
2016070027, 2016070028,
2016070029, 2016070030,
2016070031, 2016080001,
2016080002, 2016080003,
2016080004, 2016080005,
2016080006, 2016080007,
2016080008, 2016080009,
2016080010, 2016080011,
2016080012, 2016080013,
2016080014, 2016080015,
2016080016, 2016080017,
2016080018, 2016080019,
2016080020, 2016080021,
2016080022, 2016080023,
2016080024, 2016080025,
2016080026, 2016080027,
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2016080029, 2016080030,
2016080031, 2016080032,
2016080033, 2016080034,
2016080035, 2016080036,
2016100001, 2016100002,
2016100003, 2016100004,
2016100005, 2016100006,
2016100007, 2016100008,
2016100009, 2016100010,
2016100011, 2016100012,
2016100013, 2016100014,
2016100016, 2016100017,
2016100018, 2016100019,
2016100021, 2016100023,
2016100024, 2016100025,
2016100026, 2016100027,
2016100028, 2016100029,
2016100030, 2016100031,
2016100032, 2016100033,
2016100034, 2016100035,
2016120001, 2016120002,
2016120003, 2016120004,
2016120005, 2016120006,
2016120007, 2016120008,
2016120009, 2016120010,
2016120011, 2017010001,
2017010002, 2017010003,
2017010004, 2017010005,
2017010006, 2017010007,
2017010008, 2017010009,
2017010010, 2017010011,
2017010012, 2017010013,
2017010014, 2017010015,
2017010016, 2017010017,
2017010018, 2017010019,
2017010020, 2017010021,
2017010023, 2017010024,
2017020001, 2017020002,
2017020003, 2017020005,
2017020006, 2017020007,
2017020008, 2017020009,
2017020010, 2017020011,
2017020012, 2017020013,
2017020014, 2017020015,
2017020017, 2017020018,
2017020019, 2017020020,
2017040001, 2017040002,
2017040003, 2017040005,
2017040006, 2017040007,
2017040008, 2017040009,
2017040010, 2017040011,
2017040013, 2017040014,
2017050001, 2017050003,
2017050005, 2017050006,
2017050007, 2017050008,
2017050009, 2017050010,
2017050011, 2017050012,
2017050013, 2017050014,
2017050015, 2017050016,
2017050017, 2017060001,
2017060002, 2017060003,
2017060004, 2017060005,
2017060006, 2017060007,
2017060008, 2017060009,
2017060010, 2017060011,
2017060012, 2017060013,
2017060014, 2017060015,
2017070001, 2017070002,
2017070003, 2017070004,
2017070005, 2017070006,
2017070007, 2017070008,
2017070009, 2017070010,
2017070011, 2017070012,
2017070013, 2017070014,
2017070015, 2017080001,
2017080002, 2017080003,
2017080004, 2017080005,
2017080006, 2017080007,
2017080008, 2017080009,
2017080010, 2017080011,
2017080012, 2017080013,
2017080014, 2017080015,
2017090001, 2017090003,
2017090004, 2017090005,
2017090006, 2017090007,
2017090008, 2017090009,
2017090010, 2017090011,
2017090012, 2017090014,
2017110002, 2017110003,
2017110004, 2017110005,
2017110006, 2017110007,
2017110008, 2017110010,
2017110011, 2017110012,
2017110013, 2017110014,
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2017110015, 2017110016,
2017110017, 2017110018,
2017110019, 2017110020,
2017110021, 2017110022,
2017110023, 2017110024,
2017110025, 2017110026,
2017110027, 2017110028,
2017110029, 2017110030


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


Manufacturer(s): CooperSurgical Inc 75 Corporate Dr, Trumbull, CT 06611, United States


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery


Problem: In a June 5, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, CooperSurgical states that the cut,
coagulate, or blend function of the above generators may not operate with the use of the foot pedal (part number 109686-1). The problem was detected
during complaint investigations. Affected units will work as intended with the use of the hand-switch pencil and cord (part number 395-310/LP-50-101)
to activate the cut, coagulation, or blend functions by hand control rather than by foot with the foot pedal. Failure of the device to cut, coagulate, or blend
tissue may lead to a prolonged procedure requiring medical intervention to control any intraoperative bleeding and complete the case, which can only be
averted by using the cut, coagulation, or blend functions on the hand-switch pencil. Serious injuries may occur because of the failure mode.
CooperSurgical states that it has received no reports of adverse events caused by the problem. Health Canada states that the manufacturer initiated a recall
on June 2, 2019. The manufacturer has not confirmed the information provided in the source material.


Action Needed: Identify, isolate, and discontinue use of anyaffected product in your inventory. If you have affected product, verify thatyou have
received the June 5, 2019, Urgent Medical Device Recall letter andAcknowledgement and Receipt Form from CooperSurgical. Complete
theAcknowledgement and Receipt Form and return it to CooperSurgical using the instructionson the form. Upon receipt of the form, a CooperSurgical
representative willcontact your facility to arrange for free-of-charge product repair  U.S. customers shouldreport adverse events or product quality
problems relating to the use ofaffected product to FDA’s MedWatch Adverse Event Reporting program by telephoneat (800) 332-1088; by fax at (800)
332-0178; by mail (using postage-paid FDAForm 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:
CooperSurgical
Tel.: (203) 601-5200, ext. 3300
Website: Click here


References:


Health Canada. Recalls and safety alerts. LEEP PRECISION integrated system and generator [online]. 2019 Jun 14 [cited 2019 Jun 25].
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 Jun 25. Member Hospital. CooperSurgical letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2019 Jun 25. Health Canada Recall Listings. Type II. RA-70215 Download
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https://www.fda.gov/safety/medical-product-safety-information/forms-reporting-fda?utm_source=govdelivery%3c

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program

https://www.coopersurgical.com/Contact-Us

https://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/70215r-eng.php

https://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/70215r-eng.php

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195185/20190605CooperSurgicalLEEPPrecisionGeneratorClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195186/20190602CooperSurgicalLEEPSystemsHC.pdf



(A32878 ) Cooper Surgical-LEEP Precision Generators.pdf




[High Priority ] - A32931 : Johnson & Johnson—Neutrogena Light Therapy Acne Mask and Refill Activator: May Cause Eye Injury in Patients with
Underlying Eye Conditions or in Patients Taking Medications That Enhance Ocular Photosensitivity�


[High Priority ] - A32931 : Johnson & Johnson—Neutrogena Light Therapy Acne Mask and Refill
Activator: May Cause Eye Injury in Patients with Underlying Eye Conditions or in Patients Taking
Medications That Enhance Ocular Photosensitivity�
Medical Device Ongoing Action
Published: Wednesday, June 26, 2019


UMDNS Terms:
•  Phototherapy Units [13037]


Product Identifier:
[Consumable]


Product Johnson & Johnson Limited
Model No.


Neutrogena Light Therapy Acne Mask Starter Kits 31000


Neutrogena Light Therapy Acne Mask Activators 71000


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


Manufacturer(s): Johnson & Johnson LimitedFoundation Park, Roxborough Way, Maidenhead, Berkshire SL6 3UG, England


Suggested Distribution: Home Care, Dermatology, Materials Management


Problem:
�In a June 19, 2019, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Johnson & Johnson
states that it has received reports of visual effects associated with the use of the above masks that are rare, generally mild, and transient. Johnson &
Johnson also states that these visual effects include potential risk of eye injury in patients with certain underlying eye conditions and in patients taking
medications that may enhance ocular photosensitivity. 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 June 19,
2019, Field Safety Noticel letter from Johnson & Johnson. Return affected product to Johnson & Johnson by mail to Eddie Stobart, Manor Park, Eastgate
Road, Runcorn WA7 1NT, England. Upon receipt of affected product, Johnson & Johnson will provide your facility with credit. The above product is
safe for use by the general population when used as directed. However, if users experience any visual discomfort, they should stop use and consult their
healthcare professional. If consumers have questions or concerns or need to return the product and the activator, they should contact Johnson & Johnson
by e-mail at crc@its.jnj.com . Additionally, if consumers report an adverse experience with the above product to your facility, contact Johnson &
Johnson by e-mail at crc@its.jnj.com . Inform all relevant personnel at your facility of the information in the letter, retain a copy of the letter for your
records, and forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Matthew Banwell, Johnson & Johnson head of quality
Tel.: 44 (1628) 822222
E-mail: mbanwell@its.jnj.com
Website: Click here


�References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Johnson & Johnson: Neutrogena Light Therpay [sic] Acne Mask and
Refill [online]. London: Department of Health; 2019 Jun 24 [cited 2019 Jun 26]. (Field safety notice; reference no. 2019/006/020/291/002).
Available from Internet: Click here .


Comments:


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


Source(s):


● 2019 Jun 26. MHRA FSN. 2019/006/020/291/002 Download
● 2019 Jun 26. MHRA FSN. Johnson & Johnson letter Download
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mailto:crc@its.jnj.com

mailto:crc@its.jnj.com

mailto:mbanwell@its.jnj.com

https://www.ccc-consumercarecenter.com/UCUConfiguration?id=a0758000004NIaL

https://www.gov.uk/drug-device-alerts/field-safety-notice-07-to-21-june-2019?utm_source=a7fc856c-7e36-4494-91e6-d585150b23bc&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-07-to-21-june-2019?utm_source=a7fc856c-7e36-4494-91e6-d585150b23bc&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195190/20190624JohnsonJohnsonNeutrogenaAcneMaskMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195191/20190619JohnsonJohsonNeutrogenaAcneMaskMHRA.pdf
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

CP3000 w/ CTS 

120V, CP3000 w/ 

CTS 230V, CP3000 

w/o CTS 120V, 

CP3000 w/o CTS 

230V

Sekisui Diagnostics Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

480

Freedom EVO 200Tecan Sales Austria GmbHSamir Photographic Supplies Co. Ltd.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14470

MiAG|cTnI Magnisense SE N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14476

OpTmizer CTS T-

Cell Expansion 

Serum-Free Media

Life Technologies 

Limited.

Integrated Gulfbiosystems#

Presage ST2 Assay Critical Diagnostics N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14473

Seralite FLC 

Serum Test Kits

Abingdon Health Dar Al-Zahrawi Medical Co. LLC#

Stratus CS Acute 

Care

cTnI TestPak

Siemens Healthcare 

Diagnostics

Abdulrauf Ibrahim Batterjee & 

Bros. Company

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Tina-quant 

Myoglobin Gen.2 

MYO2

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Non-active implantable devices

Barricaid 

Prosthesis

Intrinsic Therapeutics 

Inc.

Al Amin Medical Instruments Co. 

Ltd.

https://ncmdr.sfda.gov.s

DVR Crosslock 

ePAK Screw 

Driver, DVR 

Crosslock ePAK 

Depth Gauge, K-

Wire Trochar Tip

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

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

483

Hancock II T510 

Bioprosthesis, 

Mosaic 310 

Bioprosthesis,

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

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

MID-Tube, 

Orogastric 

calibration Tube

Medical Innovation 

Developpement SAS

Lawazim Al Jawdah Medical 

Supplies Est.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

orientation guide 

SYMBOL CUP 

Instrum, SYMBOL 

STEM, ADES, 

SHIVA, TRICCC 

and SMS 

Instruments

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

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=14

475

Page 4 of 5

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14480
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14470
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14476
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14473
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14484
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14467
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14474
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14483
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14489
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14482
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14475



[High Priority ] - A32812 : Life Technologies—OpTmizer CTS T-Cell Expansion Serum-Free Media: May Leak If Bag Is under Stress


[High Priority ] - A32812 : Life Technologies—OpTmizer CTS T-Cell Expansion Serum-Free Media:
May Leak If Bag Is under Stress
Medical Device Ongoing Action
Published: Tuesday, June 25, 2019


UMDNS Terms:
•  IVD Test Reagent/Kits, Microbiology, Virus, Cell/Tissue Culture Media [19220]


Product Identifier:
[Consumable]


Product
Life Technologies, a Thermo Fisher Scientific Inc
company
Catalog No.


Lot No.


OpTmizer CTS T-Cell Expansion Serum-Free
Media


A1022103 1925754


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


Manufacturer(s): Life Technologies, a Thermo Fisher Scientific Inc company168 Third Ave, Waltham, MA 02451, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
Health Canada states that the above products may be improperly sealed, potentially causing media to leak from the fill tube/bag seal if the bag is placed
under stress in a specific packaging configuration. Health Canada also states that the manufacturer initiated a recall on May 15, 2019. 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 been contacted by Life Technologies.
For Further Information:
Life Technologies
Website: Click here


References:
● Health Canada. Recalls and safety alerts. OpTmizer CTS T-cell expansion SFM [online]. 2019 May 31 [cited 2019 June 20]. 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 Jun 20. Health Canada Recall Listings. Type II. RA-70071 Download
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[High Priority ] - A32884 : Abingdon—Seralite FLC Serum Test Kits: May Exhibit Slight Positive Drift over Time�


[High Priority ] - A32884 : Abingdon—Seralite FLC Serum Test Kits: May Exhibit Slight Positive Drift
over Time�
Medical Device Ongoing Action
Published: Monday, June 24, 2019


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Tumor Marker, Protein, Monoclonal Ig, Light Chain, Lambda [19089]
•  IVD Test Reagent/Kits, Immunoassay, Tumor Marker, Protein, Monoclonal Ig, Light Chain, Kappa [19088]


Product Identifier:
[Consumable]


Product Abingdon Health
Product No.


Seralite FLC Serum Test Kits SKL10025, SS180401


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


Manufacturer(s): Abingdon HealthNational Innovation Campus, Sand Hutton, York, YO41 1LZ, United Kingdom 


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a May 9, 2019, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Abingdon states that
the above kits may exhibit slight positive drift over time. Abingdon also states that quality control (QC) results have been confirmed as acceptable;
however, they are at the upper end of the acceptance range when using the FLC LFD controls (product code FG-SKL40004-LS, lot number LC180002).
Abingdon further states that as a precautionary measure, recalibration bar codes have been produced for use with the above kits; this recalibration has no
effect upon the expiration dates for the above kits. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected kits in your inventory. If you have affected kits, verify that you have received the May 9, 2019, Field Safety Notice letter and
Acknowledgment Form from Abingdon. Complete the Acknowledgment Form, and return it to Abingdon using the instructions on the form. A sheet of
25 new bar codes will be supplied for use with each of the above kits. A new bar code should be used for each device in the kit, ensuring that it is correct
for the above kit lot numbers. For kits in the field, the replacement bar codes should be used in place of the bar codes attached to the individual devices.
Before use, upon opening the device foil, a replacement bar code should be placed on top of the existing bar code. The device should be scanned and read
in accordance with the ADxLRS User Guide, document number IFU014. 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.
For Further Information:
Abingdon customer services department
Tel.: 44 (19) 04406080
E-mail: customersupport@abingdonhealth.com
Website: Click here


�References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Abingdon Health: Seralite—FLC serum [online]. London: Department
of Health; 2019 Jun 17 [cited 2019 Jun 24]. (Field safety notice; reference no. 2019/005/020/601/005). 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 Jun 24. MHRA FSN. 2019/005/020/601/005 Download
● 2019 Jun 24. MHRA FSN. (includes reply form) Download


www.ecri.org . Printed from Health Devices Alerts on Tuesday, June 25, 2019 Page 1


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



mailto:customersupport@abingdonhealth.com

https://www.abingdonhealth.com/about-us/contact-us/

https://www.gov.uk/drug-device-alerts/field-safety-notice-10-to-14-june-2019?utm_source=6d647687-54c1-4081-bb8e-ff925c8ca14c&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-10-to-14-june-2019?utm_source=6d647687-54c1-4081-bb8e-ff925c8ca14c&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Ophthalmic and optical devices

AEROtube® - 

LK02-GB-M

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

Reusable devices

Cartilage 

Microtome 

Systems and 

Cartilage 

Microtome 

Replacement 

Handles

Grace Medical Inc Mohamed Abdul Latif Basha 

Medical Services L.L.C

#

DA8K-10-14453 

British standard 

power cord        . ,

Shenzhen Mindray 

Bio-Medical 

Electronics Co.,Ltd.      ,

ABDULLA FOUAD HOLDING 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Single-use devices

Arterial 

Catheterization 

Set     ,

Arrow International 

Inc

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

a/Secure/CA/CaViewRec

GaleMed 

Babi.Plus 12.5 cm 

H2O Pressure 

Relief Manifolds

Teleflex Medical.. Gulf Medical Co.#

NF11 and NF11X 

NorthFlex Red 

Gloves

Honeywell N/A#

Premier Soft 

Convex CeraPlus 

Tape-Bordered 

Barriers

Hollister Inc FAROUK, MAAMOUN TAMER & 

COMPANY

#

Vasco-OP 

Sensitive Gr. 8,5 

Sterile.

B Braun Medical Inc Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14494
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14488
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14486
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14490



[High Priority ] - A32952 : Grace Medical�—�Cartilage Microtome Systems and Cartilage Microtome Replacement Handles: Manufacturer Instructs Users
Not to Use Force When Inserting or Removing Knife Blades


[High Priority ] - A32952 : Grace Medical�—�Cartilage Microtome Systems and Cartilage Microtome
Replacement Handles: Manufacturer Instructs Users Not to Use Force When Inserting or Removing
Knife Blades
Medical Device Ongoing Action
Published: Thursday, June 27, 2019


UMDNS Terms:
•  Microtomes [15589]


Product Identifier:
[Capital Equipment]


The affected systems are used exclusively with Stainless PTFE Coated Knife Blades for Cartilage Microtome (REF 990-002).


Product Grace Medical Inc
Model Reference No.


Microtome Systems Cartilage 990-001


Microtome System Replacement Handles Cartilage 990-003


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


Manufacturer(s): Grace Medical Inc 8500 Wolf Lake Dr Suite 110, PO Box 34877, Memphis, TN 38133, United States


Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Nursing, Otolaryngology


Problem:
�In a June 20, 2019, Advisory Notice letter submitted by an ECRI Institute member hospital, Grace Medical states that it has received a report of a nurse
injuring their finger when removing a stuck blade from the affected systems. Grace Medical further states that force should not be used when inserting or
removing the Cartilage Microtome blades into or from the handle of the affected systems; the instructions for use (IFU) contain safe handling warnings.
The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the June 20, 2019, Advisory Notice letter
and Cartilage Microtome Supplemental IFU from Grace Medical. Do not use force when inserting or removing blades into or from the handle. Instead,
use forceps or another suitable instrument. Review the supplemental IFU for disassembly instructions.
For Further Information:
Grace Medical
Tel.: (866) 472-2363
E-mail: info@gracemedical.com
Website: Click here
Comments:


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


Source(s):


● 2019 Jun 26. Member Hospital. June 20, 2019, Grace Medical letter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A32917 : �Teleflex—GaleMed Babi.Plus 12.5 cm H2O Pressure Relief Manifolds: May Vent Gas below Stated Pressure


[High Priority ] - A32917 : �Teleflex—GaleMed Babi.Plus 12.5 cm H2O Pressure Relief Manifolds: May
Vent Gas below Stated Pressure
Medical Device Ongoing Action
Published: Tuesday, June 25, 2019


UMDNS Terms:
•  Manifolds, Gas [15042]


Product Identifier:
[Consumable]


Product GaleMed Corp
Product No. Lot No.


GaleMed Babi.Plus 12.5 cm H2O Pressure Relief
Manifolds


2691 180806, 180910, 181029, 181105, 181204,
190225, 190327


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


Distributor(s): •  Teleflex Medical2400 Bernville Rd, Reading, PA 19605, United States


Manufacturer(s): GaleMed Corp10/Fl 109 Section 6, Taipei,  114, Taiwan


Suggested Distribution: Anesthesia, Critical Care, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Pulmonology/Respiratory Therapy,
NICU, Materials Management


Problem:
�In an Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Teleflex states that GaleMed is recalling the
above manifolds because it has received two reports of device malfunction in which the device vented gas below the stated pressure. In one reported
incident, the problem was identified before connection to a patient. In the other, the valve vented gas below the stated pressure after the manifold was
placed into service. This required clinician intervention to correct the situation. There has been no reported injury or complication from the second event.
Teleflex also states that it has received no reports of this problem occurring.
 


Action Needed:
Identify, isolate, and discontinue use of any affected manifolds in your inventory. If you have affected manifolds, verify that you have received the
Urgent Medical Device Recall Notification letter, Recall Acknowledgment Form, and copy of the GaleMed May 20, 2019, Medical Device Recall letter
from Teleflex. Regardless of whether you have affected product, complete the Recall Acknowledgment Form and return it to Teleflex using the
instructions on the form. Upon receipt of the form, Teleflex will contact your facility to arrange for product return, if applicable. 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 associated with the use of affected product to Teleflex by telephone at (866) 396-2111. 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:
Teleflex
E-mail: recalls@teleflex.com
Tel.: (866) 396-2111
GaleMed
Tel.: 866 (2) 87919348
E-mail: sales@galemed.com
Comments:


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


Source(s):


● 2019 Jun 24. Member Hospital. Teleflex letter submitted by an ECRI Institute member hospital (includes reply form) Download
● 2019 Jun 25. Distributor. Teleflex confirmed the information provided in the source material.
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[High Priority ] - A32855 : Honeywell/Grainger—NF11 and NF11X NorthFlex Red Gloves: Dye May Contain Trace Levels of Benzidine


[High Priority ] - A32855 : Honeywell/Grainger—NF11 and NF11X NorthFlex Red Gloves: Dye May
Contain Trace Levels of Benzidine
Medical Device Ongoing Action
Published: Monday, June 24, 2019


UMDNS Terms:
•  Gloves, Multiuse [11885]


Product Identifier:
[Consumable]


Product Honeywell Safety Products
Model No. Grainger SKU Distribution Date


NF11 NorthFlex Red Gloves NF11/6XS 2WTN4 < 2019 Jan 1


NF11/7S 2WTN5 < 2019 Jan 1


NF11/8M 2WTN6 < 2019 Jan 1


NF11/9L 2WTN7 < 2019 Jan 1


NF11/10XL 2WTN8 < 2019 Jan 1


NF11/11XXL 2WTN9 < 2019 Jan 1


NF11X NorthFlex Red Gloves NF11X/6XS 2WTP1 < 2019 Jan 1


NF11X/7S 2WTP2 < 2019 Jan 1


NF11X/8M 2WTP3 < 2019 Jan 1


NF11X/9L 2WTP4 < 2019 Jan 1


NF11X/10XL 2WTP5 < 2019 Jan 1


NF11X/11XXL 2WTP6 < 2019 Jan 1


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


Distributor(s): •  W W Grainger Inc681 Commerce St, Burr Ridge, IL 60527, United States


Manufacturer(s): Honeywell Safety Products900 Douglas Pk, Smithfield, RI 02917, United States


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


Problem:
�In a Product Safety Notification and Return Program letter submitted by ECRI Institute member hospitals, Honeywell states that the above gloves may
contain trace levels of benzidine from the red azo dye. Honeywell also states that it considers the risk of exposure from the dye to be low. Gloves
received after January 1, 2019, do not contain the red azo dye with the potential trace amounts of benzidine. 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. See the letter  for examples of product labels. If you have affected
product, verify that you have received the Product Safety Notice and Return Program letter and Business Response Form from Honeywell. Complete the
Business Response Form, and return it to Stericycle using the instructions on the form. Contact Stericycle using the instructions in the letter to
receive return address labels and instructions. Count any used affected gloves, submit the count to Stericycle on a separate Business Return Form, and
dispose of them according to your facility's usual procedure. Return unused affected gloves, along with a copy of the Business Response Form, to
Stericycle using the instructions in the letter. Upon receipt of unused affected product, Honeywell will provide your facility with replacement gloves.
Honeywell will also replace used affected gloves that were counted on the separate Business Response Form.
For Further Information:
Honeywell customer care department
Tel. (U.S.): (800) 430-5490
Tel. (Canada): (888) 212-7233
Website: Click here
Stericycle
Tel.: (888) 462-0579
Website: Click here
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Comments:


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


Source(s):


● 2019 Jun 20. Member Hospital. Honeywell letter submitted by ECRI Institute member hospitals (includes reply form) Download


www.ecri.org . Printed from Health Devices Alerts on Tuesday, June 25, 2019 Page 2


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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195121/2019HoneywellNF11AndNF11XGlovesClientRedacted.pdf



(A32855 ) Honeywell -NF11 and NF11X NorthFlex Red Gloves.pdf




[High Priority ] - A32879 : �Hollister—Premier Soft Convex CeraPlus Tape-Bordered Barriers: Seal May Weaken


[High Priority ] - A32879 : �Hollister—Premier Soft Convex CeraPlus Tape-Bordered Barriers: Seal
May Weaken
Medical Device Ongoing Action
Published: Wednesday, June 26, 2019


UMDNS Terms:
•  Ostomy Appliances [12847]


Product Identifier:
[Consumable]


Product Hollister Inc
Catalog No. Lot No.


Premier Soft Convex CeraPlus Tape-Bordered Barriers 8413 9C193


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


Manufacturer(s): Hollister Inc 2000 Holister Drive, Libertyville, IL 60048, United States


Suggested Distribution: Nursing, OR/Surgery, Home Care, Urology, Gastroenterology, Materials Management


Problem:
�Health Canada states that the film edge seal of the above barriers may weaken, potentially leading to effluent leakage. Health Canada also states that the
manufacturer initiated a recall on May 29, 2019. 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 been contacted by Hollister.
For Further Information:
Hollister
Website: Click here


�References:
● Health Canada. Recalls and safety alerts. Premier Soft convex CeraPlus tape bordered barrier [online]. 2019 June 14 [cited 2019 Jun 25].


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 Jun 25. Health Canada Recall Listings. Type III. RA-70213 Download
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(A32879) Hollister-Premier Soft Convex.pdf
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