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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	•

WU1931Report Reference Number: WU1931: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

30-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

27

30-Jul-19NCMDR Weekly Update

23-Jul-1928-Jul-19

27

23-Jul-19 28-Jul-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Anaesthetic and respiratory devices

HLS Set Advanced 

7.0 Devices

MAQUET 

Cardiopulmonary 

Medical Elements#

iLA activve Kits / 

iLA activve iLA Kit

Xenios AG Al Mofadaly Trading Est. https://ncmdr.sfda.gov.s

Various Breathing 

Systems and 

Components

Intersurgical Limited Al Hammad Medical Services#

Assistive products for persons with disability

Baby Scale Carts Seca Ltd ABDULREHMAN AL GOSAIBI GTB#

Diagnostic and therapeutic radiation devices

iGUIDE 2.2 Elekta Limited Medical Regulations Gatehttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14593

MAGNETOM 

Aera, Skyra, 

Spectra, and 

Prisma Systems

SIEMENS Siemens Medical Solutions#

Merge PACS and 

Merge OrthoPACS

Merge Healthcare 

Corp.

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

Visualase Cooled 

Laser Applicator 

System Tubing 

Sets

Medtronic SA Medtronic Saudi Arabia#

Page 2 of 4

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=6&rid=14583
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14593
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14597



[High Priority ] - A33062 : Maquet/Getinge—HLS Set Advanced 7.0 Devices: Arterial and Venous Quick Connectors May Be Reversed


[High Priority ] - A33062 : Maquet/Getinge—HLS Set Advanced 7.0 Devices: Arterial and Venous
Quick Connectors May Be Reversed
Medical Device Ongoing Action
Published: Friday, July 19, 2019


UMDNS Terms:
•  Oxygenators, Extracorporeal Membrane [17643]


Product Identifier:
[Consumable]


Product
MAQUET
Cardiopulmonary
Product No.


Part No. Lot No. Manufacture Date Distribution Date


HLS Set
Advanced 7.0
Devices


BEQ-HLS-7050 USA 701052794 70131093 2019 Apr 5 2019 May 30 to 2019 Jun 5


Geographic Regions: U.S.


Manufacturer(s): MAQUET CardiopulmonaryNeue Rottenburger Strasse 37 Hechingen Baden-Wurttemberg, 72379, Germany


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Pulmonology/Respiratory Therapy, Perfusion, Materials
Management


Problem: In a July 11, 2019, Urgent Medical Device Recall Removal letter submitted by an ECRI Institute member hospital, Maquet/Getinge states that
the quick connectors for arterial and venous lines on the above sets may be reversed. Maquet/Getinge also states that this problem could prevent affected
sets from being primed from the reservoir before use and could impede device functionality. Maquet/Getinge further states that treatment may be delayed
if alternative HLS sets are not available. A delay in treatment could result in impairment of organs that may lead to irreversible patient injury.


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 July 11,
2019, Urgent Medical Device Recall Removal letter and Response Form from Maquet/Getinge. Complete the Response Form, and return it to
Maquet/Getinge, using the instructions on the form. To arrange for return of unused affected product, contact Maquet/Getingeusing the information
below to request a material authorization number (RMA) and shipping instructions. Pack the product to be returned with the appropriate return
documents and, using the shipping instructions provided, arrange for pickup with the designated delivery service provider. Maquet/Getinge will provide
your facility with replacement product or credit for returned product. 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 
website .
For Further Information:
Maquet/Getinge technical support department
Tel.: (888) 627-8383 (select option 2, then option 2), 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.


Source(s):


● 2019 Jul 18. Member Hospital. July 11, 2019 Maquet/Getinge letter submitted by ECRI Institute member hospital (includes reply 
form) Download
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https://www.fda.gov/safety/medical-product-safety-information/forms-reporting-fda

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

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

https://www.getinge.com/us/?source=maquet.com

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196286/20190711GetingeQuickConnectorsClientRedacted.pdf



(A33062) Maquet-HLS Set.pdf




[High Priority ] - A33088 : Intersurgical—Various Breathing Systems and Components: �Ports in Swivel Elbow May Crack and Leak


[High Priority ] - A33088 : Intersurgical—Various Breathing Systems and Components: �Ports in
Swivel Elbow May Crack and Leak
Medical Device Ongoing Action
Published: Wednesday, July 24, 2019


UMDNS Terms:
•  Humidifiers, Artificial Airway, Heat/Moisture Exchange [15645]
•  Breathing Circuits, Anesthesia [10139]
•  Nebulizers, Pneumatic [37454]
•  Breathing Circuit Adapters [10123]
•  Breathing Circuits, Ventilator [15003]


Product Identifier:
[Consumable]


Product Intersurgical Ltd
Reference No. Lot No.


Clear-Therm 3 Heat and Moisture Exchange Filters
(HMEF) + Superset


1541015 2180574, 2180691, 2181861, 2182324,
2190021, 2190944


22 M/15 F Double Flip Top Cap with Seal 15 M
Double Swivel Elbows


1898000 2180156, 2182007, 2183345, 2190139,
2190292


Filta-Therm HMEF with Luer Port and Retainable
Cap


1941017 31851077, 31852852, 31854566, 31855592,
31856471, 31859145


Mapleson F Pediatric Anesthetic Breathing Systems 2121002 1180474, 1180617, 1181188, 1181503,
1181839, 1182017, 1182531, 1182853,
1183342, 1183669, 1183676, 1184018,
1184059, 1184143, 1184436, 1184721,
1184763, 1190994, 1191495, 1191887,
1191950


Mapleson F - Ayres T-Piece 5.4 M Anesthetic
Breathing Systems


2121004 1180307, 1180322, 1180407, 1181658,
1181966, 1183760, 1184226, 1184247,
1184705, 1184722, 1184999, 1190145,
1190310, 1190596, 1190816, 1190850,
1191951, 1192278


Mapleson F - Ayres T-Piece Anesthetic Breathing
Systems


2121014 1180123, 1180217, 1180522, 1180919,
1181056, 1181221, 1181502, 1181867,
1182307, 1182570, 1183004, 1183551,
1183689, 1183943, 1184538, 1184589,
1190232, 1190548, 1190806, 1190903,
1191007, 1191475, 1191674, 1191787,
1191892, 1192018, 1192216


Mapleson F - Ayres T-Piece 3.2 M Anesthetic
Breathing Systems


2121019 1180127, 1180346, 1180456, 1180482,
1180730, 1180943, 1181380, 1181535,
1181747, 1181883, 1182434, 1182522,
1182713, 1183010, 1183239, 1183455,
1183597, 1183970, 1184217, 1184272,
1184374, 1184466, 1184786, 1190158,
1190371, 1190846, 1190913, 1191166,
1191351, 1191521, 1191810, 1191999,
1192057, 1192223


Mapleson F - Ayres T-Piece 4.8 M Anesthetic
Breathing Systems


2121023 1183897, 1190736, 1191983, 1192116


T Kit Cirrus 2 Nebulizer Breathing Systems 2605001 31856209, 31860050, 31860864


Double Flip Top Cap with Seal - 22 M/15 F, 170 mm
Flexible Double Swivel Catheter Mounts 22 F


3505000 2180193, 2180863, 2180987, 2181495,
2181859, 2182403, 2182594, 2182616,
2182766, 2183212, 2183450, 2183471,
2190043, 2190378, 2190516, 2191005,
2191198, 2191286, 2191574, 2191723


Double Flip Top Cap - 22 M/15 F, 70 mm to 150
mm Superset Double Swivel Catheter Mount 22 F


3521000 2180327, 2180532, 2180859, 2181825,
2182119, 2182182, 2182417, 2182536,
2183518, 2190617, 2190850, 2191217,
2191382, 2191410, 2191430, 2191591


3521001 2183162, 2191026
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15 M S/Set Catheter Mounts 15 M to 22 M/15 F
Swivel Elbows + 12.45 mm Ports


10 mm Flextube Single Heated Wire Breathing
Systems with Water Traps, Auto-Fill Chamber and
Limb � 1.6 M


4509013 1181705, 1184261, 1184299, 1184583,
1184756, 1184963, 1190047, 1190167,
1190553, 1191699, 1192047, 31850700


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


Manufacturer(s): Intersurgical LtdCrane House, Wokingham,  RG41 2RZ, England


Suggested Distribution: Anesthesia, Critical Care, OR/Surgery, Pediatrics, Pulmonology/Respiratory Therapy, Materials Management


Problem:
�In July 15, 2019, Urgent Field Safety Notice letters submitted by an ECRI Institute member hospital and posted by the U.K. Medicines and Healthcare
Products Regulatory (MHRA), Intersurgical states that the ports in the swivel elbow of the above products may crack; if the cracks grow to a significant
size, the elbows may leak. The percentage of cracked products in a lot may range from 0% to about 10%. The cracks were not present at the time of
manufacture and may occur later in storage. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the July 15, 2019, Urgent Field Safety
Notice letter and Urgent Field Safety Notice Response Form from Intersurgical. Before using the affected product, visually check all around the port that
the swivel elbow port is not cracked. Include the swivel elbow in the pre-use leak test where possible. Do not use if the port is cracked. Contact
Intersurgical to request credit or replacement product. Intersurgical has stopped production of the affected component where the problem has been
identified. Your facility may review the additional instructions in the letter and continue using the products or isolate and return affected product; indicate
this choice on the form, and Intersurgical will arrange for product return and provide credit to your facility if requested. 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.
Maintain awareness of the letter and the resulting action.
For Further Information:
For U.K. customers:
Chris Randall, Intersurgical
Tel.: 44 (1189) 656362
E-mail: priority@intersurgical.co.uk   
For Canadian customers:
Michael Hayden, Intersurgical
Tel.: (905) 319-6500
E-mail: mh@intersurgical.ca
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Intersurgical: swivel elbows [online]. London: Department of Health;


2019 Jul 22 [cited 2019 Jul 23]. (Field safety notice; reference no. 2019/007/019/291/001). 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 Jul 23. MHRA FSN. 2019/007/019/291/001 Download
● 2019 Jul 23. MHRA FSN. FSCA Identifier: 226766 (includes reply form) Download
● 2019 Jul 23. Member Hospital. July 15, 2019, Intersurgical letter submitted by an ECRI Institute member hospital (Canada) (includes reply 


form) Download
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mailto:mh@intersurgical.ca

https://www.intersurgical.com/contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-15-to-19-july-2019

https://www.gov.uk/drug-device-alerts/field-safety-notice-15-to-19-july-2019

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196435/20190722IntersurgicalVariousBreathingSystemsandComponentsMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196436/20190715IntersurgicalVariousBreathingSystemsandComponentsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196437/20190715IntersurgicalSwivelElbowsClientRedacted.pdf



(A33088) Intersurgical-Various Breathing.pdf




[High Priority ] - A33072 : seca—Baby Scale Carts: Wheels May Loosen�


[High Priority ] - A33072 : seca—Baby Scale Carts: Wheels May Loosen�
Medical Device Ongoing Action
Published: Monday, July 22, 2019


UMDNS Terms:
•  Carts, Storage/Transport [27919]


Product Identifier:
[Capital Equipment]


Product seca North America
Model Serial No. Material No.


Baby Scale Carts seca 402 6002142000002 to 6002142001101 4020000009


seca 403 6002143000002 to 6002143001851 4030000009


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): seca North America13601 Benson Ave, Chino, CA 91710, United States


Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, Nursery, Nursing, Obstetrics/Gynecology/Labor and
Delivery, Pediatrics, Facilities/Building Management, NICU, Materials Management


Problem:
�In a June 19, 2019, Letter to End Users letter submitted by an ECRI Institute member hospital and a July 17, 2019, Urgent Field Safety Notice letter
posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), seca states that the wheels on the above carts may loosen and fall
off, causing cart instability and potentially causing the scale to fall. seca also states that wheel loosening is difficult to see without specifically checking
for the problem, which is unpredictable and may occur at any time.


Action Needed:
�Identify any affected carts in your inventory. If you have affected carts, verify that you have received the June 19, 2019, Letter to End Users letter or
the July 17, 2019, Urgent Field Safety Notice letter and End User Response form from seca. Complete the form, and return it to seca using the
information on the form. Using an Allen wrench, re-tighten all screw connections as much as possible (see attachment 1 in the letter ). Apply the brakes
on both wheels. Mark the baby scale with a warning label (see attachment 2 in the letter ). Use the cart only in a fixed location. seca will provide your
facility with an update kit to correct the problem. Carts can be corrected onsite. You do not need to return affected carts to seca for correction.
For Further Information:
seca
Tel.: (800) 542-7322, ext. 219, 8 a.m. to 4:30 p.m. Pacific time, Monday through Friday
E-mail: babyscalecart.us@seca.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Seca: seca 402 and seca 40 [online]. London: Department of Health;


2019 Jul 22 [cited 2019 Jul 22]. (Field safety notice; reference no. Seca: seca 402 and seca 40). 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 Jul 19. Member Hospital. (includes reply form) Download
● 2019 Jul 22. Manufacturer. The manufacturer confirmed the information provided in the source material.
● 2019 Jul 22. MHRA FSN. 2019/007/018/487/022 Download
● 2019 Jul 22. MHRA FSN. (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196389/20190717secaScaleCartsMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196389/20190717secaScaleCartsMHRA.pdf?option=80F0607

mailto:babyscalecart.us@seca.com

https://us.secashop.com/

https://www.gov.uk/drug-device-alerts/field-safety-notice-15-to-19-july-2019

https://www.gov.uk/drug-device-alerts/field-safety-notice-15-to-19-july-2019

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196390/20190619secaScaleCarts.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196392/20190722MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196393/20190717secaScaleCartsMHRA.pdf



(A33072) seca-Baby Scale.pdf




[High Priority ] - A33071 : Siemens—MAGNETOM Aera, Skyra, Spectra, and Prisma Systems: Helium Gas May Be Released If Optional Horizontal Outlet Is Used and Port Is Open


[High Priority ] - A33071 : Siemens—MAGNETOM Aera, Skyra, Spectra, and Prisma Systems: Helium
Gas May Be Released If Optional Horizontal Outlet Is Used and Port Is Open
Medical Device Ongoing Action
Published: Monday, July 22, 2019


UMDNS Terms:
•  Scanning Systems, Magnetic Resonance Imaging  [16260]


Product Identifier:
[Capital Equipment]


Product Siemens Healthcare
Model Material No. Distribution Date


Magnetic Resonance Imaging (MRI)
Systems


MAGNETOM Aera 10432914 > May 2014


MAGNETOM Skyra 10432915 > May 2014


MAGNETOM Spectra 10837643 > May 2014


MAGNETOM Prisma 10849582 > May 2014


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


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


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


Problem:
In a July 9, 2019, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Siemens states that there may be an open port
in the quench venting system of the above systems if the optional horizontal outlet is used on the quench line assembly, potentially allowing helium gas
to escape into the ambient air (magnet quench). This problem could pose a risk of asphyxiation to the patient or technician. Siemens also states that no
serious injuries or deaths have occurred because of the failure mode associated with this problem. Use of the affected systems could have an effect on
emergent cases because clinical treatment may need to be terminated, restarted, or transferred to a functioning system. The change to non-drop-off-plate
systems necessitates an inspection to ensure that the port is adequately blanked off or sealed. 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 July 9, 2019, Urgent Medical Device
Correction letter from Siemens. Confirm acknowledgement of the letter using the instructions in the letter. Review chapter 1.3.3 "Quench emergency
plan" and the "defective vent line" section in the System Owner Manual. If a system failure occurs, follow your facility's standard emergency procedures.
Reinforce these emergency procedures until the system inspection is complete. Siemens will inspect your system to ensure that it has a vertical outlet or,
if your system has a horizontal outlet, that the port for the drop-off plate is adequately blanked off or sealed. This corrective action is implemented for all
potentially affected users via Update Instruction MR023/19/S. The Siemens service organization will contact your facility to arrange for a date to perform
the corrective action, or you can call the service organization at (800) 888-7436 for an earlier appointment. Siemens does not consider it necessary to re-
examine any patients already treated with the above systems. Notify 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 distributed affected product, and inform Siemens of the system transfer.
For Further Information:
Meredith Adams, Siemens
Tel.: (610) 448-6461
E-mail: meredith.adams@siemens-healthineers.com
Website: Click here
Comments:


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


Source(s):


● 2019 Jul 19. Member Hospital. July 9, 2019, Siemens letter submitted by ECRI Institute member hospitals (MR028/19/S) Download
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mailto:meredith.adams@siemens-healthineers.com

https://www.siemens-healthineers.com/en-us/how-can-we-help-you

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196303/20190709SiemensMagnetomClientRedacted.pdf



(A33071) Siemens-MAGNETOM Aera.pdf




[High Priority ] - A33033 02 : Medtronic—Visualase Cooled Laser Applicator System Tubing Sets: Luer Connector and Drip-Chamber Assemblies May Be
Incorrect; May Have Excessive Adhesive, Potentially Causing Tube Occlusion [Update]


[High Priority ] - A33033 02 : Medtronic—Visualase Cooled Laser Applicator System Tubing Sets:
Luer Connector and Drip-Chamber Assemblies May Be Incorrect; May Have Excessive Adhesive,
Potentially Causing Tube Occlusion [Update]
Medical Device Ongoing Action
Published: Wednesday, July 24, 2019


UMDNS Terms:
•  Radiofrequency Therapy Systems, Tissue Ablation, Interstitial [18808]
•  Tubes [14175]


Product Identifier:
[Consumable]


Product Medtronic Navigation Inc
Part No. Lot No.


3 mm Tip/1.65 mm Catheter Visualase Cooled
Laser Applicator System (VCLAS) Tubing Sets


9735559 0211041602 to 0217695790


10 mm Tip/1.65 mm Catheter VCLAS Tubing
Sets


9735560 0211041602 to 0217695790


15 mm Tip/1.85 mm Catheter VCLAS Tubing
Sets


9735561 0211041602 to 0217695790


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): Medtronic Navigation Inc826 Coal Creek Circle, Louisville, CO 80027, United States 


Suggested Distribution: OR/Surgery, Neurology, Materials Management


Summary:
�Update Reason: Lot numbers provided. This Alert provides new information based on a July 16, 2019, Urgent Medical Device Recall
Clarification letter submitted by an ECRI Institute member hospital regarding Alert A33033 . Medtronic states that you should disregard the expiration
dates provided in the previous letter.
Problem:
�In a July 8, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medtronic states that the above sets may have
an incorrect Luer connector assembly, an incorrect drip-chamber assembly, and/or excessive adhesive causing tubing occlusion. Medtronic also states
that in accordance with the instructions for use (IFU) and software confirmation messages, the user must verify appropriate saline flow and return before
delivery of laser energy. These problems could result in disruption or prevention of saline flow. Medtronic further states that it has received no reports of
patient injury related to this problem; however, the firm has received reports of short-term delays of procedure. No Visualase procedures have been
cancelled or aborted because of this problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the July 16, 2019, Urgent Medical
Device Recall Clarification letter and Customer Response Form from Medtronic. Complete the Customer Response form, and return it to Medtronic
using the information in the letter.The following actions are those listed in Alert A33033 . To arrange for product return and replacement and to obtain a
return material authorization (RMA), contact the Medtronic technical services department by telephone at the number below. Return affected product,
referencing the RMA number, to Medtronic Product Services, 1480 Arthur Ave, Louisville, CO 80027, United States. 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 .
 
For Further Information:
Medtronic technical services department
Tel.: (888) 826-5603
Website: Click here  
Comments:


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


Source(s):


● 2019 Jul 24. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Electro mechanical medical devices

BeneHeart D1 Shenzhen Mindray Salehiya Trading Est.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14585

Model 8300 Alaris 

EtCO2 Modules

Becton Dickinson & 

Co. (BD)

Becton Dickinson B.V.#

Nimbus 

Administration Set

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

Healthcare facility products and adaptations

Nierenschale, 

Pappe (kidney 

bowl)

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

a/Secure/CA/CaViewRec

Hospital hardware

Mikrobac 

Virucidal Tissues

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

In vitro diagnostic devices

COBAS INTEGRA 

400 plus analyzer

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

FACS Sample 

Prep Assistant 

Systems

Becton Dickinson & 

Co. (BD)

Becton Dickinson B.V.#

Power Supply 

Units Used with 

Solar Blue 

Urodynamic 

Systems

Laborie Medical 

Technologies

Hatem I. Alshedwy Comm. Est.#

Radiometer 

ABL90FLEX blood 

gas analyser and 

Radiometer 

AQT90FLEX 

immunoassay 

analyser

Radiometer America 

Inc

Salehiya Trading Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4599

Medical software

Aespire 7100 / 

100 / Protiva / 

Carestation

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

a/Secure/CA/CaViewRec

Non-active implantable devices

Discovery Elbow 

Humeral condyle 

kit (XS + Standard)

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

a/Secure/CA/CaViewRec
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[High Priority ] - A33013 : BD—�Model 8300 Alaris EtCO2 Modules: May Have Been Calibrated with Incorrect CO2 Gas Concentration


[High Priority ] - A33013 : BD—�Model 8300 Alaris EtCO2 Modules: May Have Been Calibrated with
Incorrect CO2 Gas Concentration
Medical Device Ongoing Action
Published: Thursday, July 18, 2019


UMDNS Terms:
•  Intravenous Extension Tubing Kits [12170]
•  Monitors, Physiologic, Blood Gas, Bedside [12586]


Product Identifier:
[Capital Equipment]


For affected serial numbers, see Attachment A of the letter sent to your facility.


Product BD
Model Model No. Manufacture Date


Modules Alaris EtCO2 8300 2017 Dec 13 to 2018 Jan 11


Geographic Regions: U.S.


Manufacturer(s): BD10020 Pacific Mesa Blvd, San Diego, CA 92121, United States


Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery,
Pulmonology/Respiratory Therapy


Problem:
�In a July 3, 2019, Medical Device Product Notification letter, BD states that the above modules may have been calibrated with an incorrect CO2 gas
concentration during production. Device implementation testing should be performed before installation of the EtCO2 module, as specified in the Alaris
System Maintenance Manual and the Alaris System User Manual. If device implementation testing is not performed, the Alaris EtCO2 may provide lower
readings of CO2 (up to 20% error) during patient use. If a patient is monitored with a device providing 20% inaccurately low readings compared to real
values, the inaccuracies could mislead clinicians and delay the identification of early respiratory depression. BD also states that it has received no reports
of serious injury or death related to this problem.


Action Needed:
�Identify any affected modules in your inventory. If you have affected product, verify that you have received the July 3, 2019, Medical Device Product
Notification letter and Customer Response Card from BD. To schedule service to affected devices, contact the BD support center by telephone at the
number below. BD will contact your facility to arrange for product return for recalibration using a 5% CO2 gas concentration. BD will then return the
devices to your facility. Complete the Customer Response Card and return it to BD. U.S. customers should report serious adverse events or product
quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at
(800) 332-0178; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville,
MD 20852-9787; or online at the MedWatch website .
For Further Information:
For corrective action-related inquiries:
BD support center
Tel.: (888) 562-6018, 7 a.m. to 4 p.m. Pacific time, Monday through Friday
E-mail: supportcenter@bd.com
For product complaints:
BD customer advocacy department
Tel.: (800) 812-3266, 7 a.m. to 5 p.m. Pacific time, Monday through Friday
E-mail: customerfeedback@bd.com
For technical inquires:
BD technical support department
Tel.: (888) 812-3229, 6 a.m. to 5 p.m. Pacific time, Monday through Friday
E-mail: DL-US-INF-TechSupport@bd.com
Website: Click here  
Comments:


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


Source(s):


● 2019 Jul 18. Manufacturer. BD letter Download
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[High Priority ] - A33069 : BD—FACS Sample Prep Assistant Systems: Probes May Exhibit Unacceptable Wear


[High Priority ] - A33069 : BD—FACS Sample Prep Assistant Systems: Probes May Exhibit
Unacceptable Wear
Medical Device Ongoing Action
Published: Friday, July 19, 2019


UMDNS Terms:
•  Cytometers, Automated, Flow [16867]
•  Automation Systems, Laboratory  [18573]


Product Identifier:
[Capital Equipment]


Product BD Biosciences
Model Catalog No.


Systems FACS Sample Prep Assistant (SPA) II 337170


FACS SPA II Upgrade 650686


FACS SPA III 647205


Geographic Regions: Australia, Austria, Belarus, Belgium, Botswana, Brazil, Canada, Chile, China, Colombia, Costa Rica, Cote D’Ivoire, Czech
Republic, Denmark, France, French Guiana, Germany, Greece, Hong Kong, India, Ireland, Italy, Jamaica, Japan, Kazakhstan, Malaysia, Martinique,
Mexico, The Netherlands, New Zealand, Nicaragua, Norway, Peru, Portugal, Puerto Rico, Romania, Russia, Singapore, South Africa, South Korea,
Spain, Swaziland, Sweden, Switzerland, Turkey, U.K., U.S., Vietnam


Manufacturer(s): BD Biosciences2350 Qume Dr, San Jose, CA 95131-1807, United States


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


Problem:
�In a July 8, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, BD states that users of the above systems may
encounter probes with unacceptable wear before reaching the 2,500 piercings guideline indicated in the system instructions for use (IFU). When the probe
is worn, particles from the rubber cap are more likely to clog the probe, resulting in blocked or inadequate sample dispense. An inadequate sample
dispense can lead to a falsely low CD4 count. Current clinical guidelines use CD4, HIV viral load, and other disease sequelae for the overall evaluation of
a patient's disease burden. The risk associated with a falsely low CD4 count is initiation of prophylactic antibiotic therapy earlier than intended in the care
of an HIV-infected patient.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the July 8, 2019, Urgent Medical Device
Recall letter and Customer Response Form from BD. Follow the IFU directions for inspecting the probe daily for wear as part of the daily startup
procedure. For both SPA II and III IFUs, this can be found in Chapter 5. Instructions for replacing the probe can be located in the Shutdown and
Maintenance chapter of the IFU. For SPA II this can be found in Chapter 7. For SPA Ill this can be found in Chapter 6. BD provides the following
additional instructions regarding the probe inspection process:


1. Visually check the probe for signs of wear (the probe is no longer straight or the Teflon coating is gone). Note: the probe does not need
to be removed from the system for this inspection.


2. Replace and discard the probe in accordance with the IFU if the probe shows signs of unacceptable wear (see the pictures in the letter
for examples of acceptable and unacceptable wear).


 
Complete the Customer Response Form, and return it to BD using the information on the form. U.S. customers should report serious adverse events or
product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088,
by fax at (800) 332-0178,  by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane,
Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information:
BD customer/technical support department
Tel.: (855) 236-2772 (select option 2) (U.S.)
Website:  Click here
Comments:


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


Source(s):


● 2019 Jul 18. Member Hospital. BD letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2019 Jul 19. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A33070 : LABORIE—Power Supply Units Used with Solar Blue Urodynamic Systems: Use May Cause Fire Hazard


[High Priority ] - A33070 : LABORIE—Power Supply Units Used with Solar Blue Urodynamic
Systems: Use May Cause Fire Hazard
Medical Device Ongoing Action
Published: Friday, July 19, 2019


UMDNS Terms:
•  Urodynamic Measurement Systems [14307]


Product Identifier:
[Capital Equipment]


See the letter sent to your facility for specific serial numbers.


Product LABORIE International
Model Product No.


Laptop-Integrated Urodynamic Systems Solar Blue U3-3


Power Supply Units used with U3-3 Solar Blue Laptop-
Integrated Urodynamic Systems


N/A PS-SBL


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


Manufacturer(s): LABORIE International 6415 Northwest Dr Unit 11, Mississauga, ON L4V 1X1, Canada


Suggested Distribution: Clinical/Biomedical Engineering, Information Technology, Urology, Materials Management


Problem: In a July 15, 2019, Medical DeviceCorrection letter submitted by an ECRI Institute member hospital, LABORIE states thatthe above power
supply units used with Solar Blue systems may not be correctly labeled and the insulation material used at the low voltage direct current (DC) end may
not meet all applicable flammability rating requirements. As a result, use of affected products may lead to a potential fire hazard, although the hazard is
unlikely and unexpected during the lifetime of the power supply. The manufacturer has not confirmed theinformation provided in the source material.


Action Needed:
Identify and isolate any affected power supply units in your inventory, and unplug any affected power supply units. If you have affected power supply
units, verify that you have received the July 15, 2019, Medical Device Correction letter and Response Form from LABORIE. Complete the Response
Form, and return it to LABORIE using the instructions on the form. LABORIE will contact your facility to arrange to replace affected power supply
units.   
For Further Information:
LABORIE/MMS customer care department
Tel.: (800) 522-6743
E-mail: customercareusa@laborie.com
Website: Click here
Comments:


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


Source(s):


● 2019 Jul 18. Member Hospital. July 15, 2019, LABORIE letter submitted by an ECRI Institute member hospital (includes reply 
form) Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

PEEK Cervical 

Cages and PEEK 

Lumbar Cages

Medicrea 

International.

Salehiya Trading Est.#

Ophthalmic and optical devices

DermaFC Magnosco GmbH N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14589

Reusable devices

E-Line Cutting 

Electrode 11.5Fr 

Mono 0 

degrees    ,

Richard Wolf GmbH Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Panetti ENT 

endoscopic ear 

instruments

SPIGGLE & THEIS 

Medizintechnik

LEADER HEALTHCARE SAUDI 

ARABIA

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Single-use devices

0.9% Sodium 

Chloride 

Injections in 100 

mL VIAFLEX 

Plastic Container 

Multi Packs.

Baxter Healthcare Baxter AG#

Cocune wash 

gloves

Stopler Instrumenten 

& Apparaten B.V.

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

Guidewire MR-

Guide SFC-PTFET-

150-260/14-035-

klar-Platin-croco-

steril

EPflex 

Feinwerktechnik 

GmbH

Saudi Mais Co. For Medical 

Products

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

592

Vacutainer Eclipse 

Blood Collection 

Needles

Becton Dickinson & 

Co. (BD)

Becton Dickinson B.V.#
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[High Priority ] - A33041 : Medicrea—PEEK Cervical Cages and PEEK Lumbar Cages: May Incorrectly Contain Titanium Radiopaque Markers


[High Priority ] - A33041 : Medicrea—PEEK Cervical Cages and PEEK Lumbar Cages: May
Incorrectly Contain Titanium Radiopaque Markers
Medical Device Ongoing Action
Published: Thursday, July 18, 2019


UMDNS Terms:
•  Orthopedic Internal Fixation Systems, Spinal [15766]


Product Identifier:
[Consumable]


Product Medicrea International
Reference No. Lot No.


12.5 mm x 14 mm x 6 mm IMPIX-C Polyetheretherketone (PEEK)
Cervical Cages


MS1116120 17F0626, 17K0732


IMPIX C-Curve PEEK Cervical Cages Not listed Not listed


6 mm IMPIX-MANTA PRE-CHARGEE SUR PREHENSEUR
MEDIUM PEEK Cervical Cages


B20171963 17G0679


IMPIX MANTA+ PEEK Cervical Cages Not listed Not listed


IMPIX-L PEEK Lumbar Cages Not listed Not listed


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


Manufacturer(s): Medicrea International 14 porte du Grand Lyon, F-01700 Neyron, France


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a June 20, 2019, Customer Information Note letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Medicrea
states that titanium radiopaque markers may have been incorrectly placed in the above cages instead of tantalum markers. Medicrea also states that
because titanium is less radiopaque than tantalum, once the cage is implanted, cages with titanium markers are less visible on x-ray imaging devices.
Medicrea further states that the risk of affected cages not being visible is highest during surgery because the brightness amplifiers are at limited power to
protect the patient and the surgeon; however, the possibility of cervical cages  with titanium markers not being visible is low because titanium is an
opaque radio material and the thickness of the surrounding tissues is low in the cervical area. Medicrea states that although the risk of low visibility is
higher in the lumbar area, it is still possible to evaluate the correct positioning of the cages because they are linked to opaque radio instruments (gripper);
the less visible markers and the instrument allow the implant positioning to be checked. Medicrea states that patients may experience sensitivity reactions
to titanium. Medicrea also states that the risk of titanium sensitivity reactions is very low because the titanium used for the markers is a biocompatible
material identical to that used for other orthopedic implants, such as screws. Medicrea further states that the affected cages are often used in addition to a
system that already includes titanium material (screws, rod). Risk of an allergic reaction is low because of the surface in direct contact (0.78 mm2) and the
nature of the contact (hard tissue: vertebral body, no contact with fluid circulating in the body). Medicrea states that postoperative controls performed by
magnetic resonance imaging (MRI) or computed tomography (CT) scan are not affected because their better sensitivity compared to radio imaging makes
it possible to clearly verify the position of the cage. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the June 20, 2019, Customer Information
Note letter and Acknowledgment Form from Medicrea. Regardless of whether you have affected product, complete the form and return it to Medicrea
using the information on the form. If the markers on the intraoperative images are difficult to see, carry out the postoperative checkup using an MRI or
CT scan to ensure visibility of the markers. Report any adverse reactions and/or difficulties in viewing the cage. Medicrea will provide your facility with
replacement product. Inform all relevant personnel at your facility of the information in the letter. Retain a copy of the letter in the files of patients who
have received affected implants.
For Further Information:
Karine Trogneux, Medicrea vigilance correspondent
Tel.: 33 (4) 69859539 
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Médicréa International: IMPIX C/IMPIX MANTA [online]. London:


Department of Health; 2019 Jul 15 [cited 2019 Jul 16]. (Field safety notice; reference no. 2019/007/010/228/002). Available from Internet: 
here .


Comments:


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


Source(s):


● 2019 Jul 16. MHRA FSN. 2019/007/010/228/002 Download
● 2019 Jul 16. MHRA FSN. (includes reply form) Download
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[High Priority ] - A33084 : Baxter—0.9% Sodium Chloride Injections  in 100 mL VIAFLEX Plastic Container Multi Packs: May Leak


[High Priority ] - A33084 : Baxter—0.9% Sodium Chloride Injections  in 100 mL VIAFLEX Plastic
Container Multi Packs: May Leak
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Monday, July 22, 2019


UMDNS Terms:
•  Intravenous Fluid Containers [12172]


Product Identifier:
[Consumable]


Product Baxter Healthcare Corp
Product No. NDC Lot No. Expiration Date


0.9% Sodium Chloride
Injections in 100 mL
VIAFLEX Plastic
Container Multi Packs


2B1309 0338-0049-38 P389684, P389742 2020 Aug 31


Geographic Regions: Puerto RIco, U.S.


Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Pharmacy, IV Therapy, Materials
Management


Problem:
In a July 18, 2019, Urgent Drug Recall letter submitted by an ECRI Institute member hospital, Baxter states that the above injections may leak. Baxter
also states that a leak of the solution bag may cause delay or interruption of therapy, underdelivery of medication, unintended drug exposure, or microbial
contamination. If not detected, use of a leaking solution bag could lead to a bloodstream infection or other serious adverse health consequence. Baxter
further states that it has received no report of adverse events associated with this problem.
 


Action Needed:
Locate and remove any affected product in your inventory. Affected lots were distributed between March 12 and May 18, 2019, in the U.S. The product
code and lot number can be found on the individual product or shipping carton. If you received the Customer Reply Form directly from Baxter, complete
and return it to Baxter using the instructions on the form. If you did not receive a letter and reply form directly from Baxter, do not return a reply form to
Baxter. To arrange for product return and to receive credit, contact the Baxter Healthcare center for service by telephone at (888) 229-0001, 7 a.m. to 6
p.m. Central time, Monday through Friday. 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 the Baxter
Corporate Product Surveillance department by telephone at (800) 437-5176, from 8 a.m. to 5 p.m. Central time, Monday through Friday, or by e-mail at
corporate_product_complaints_round_lake@baxter.com ( click here ). U.S. customers should also 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; fax at (800)
332-0178; by mail (using postage-paid FDA form 3500, available here ) at MedWatch, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online
at the MedWatch website .
 
For Further Information:
Baxter product surveillance department
Tel.: (800) 437-5176, 8 a.m. to 5 p.m. Central time, Monday through Friday
Website: Click here
Comments:


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


Source(s):


● 2019 Jul 22. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FA-2019-040 Download
● 2019 Jul 22. Manufacturer. Baxter confirmed the information provided in the source material.
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[High Priority ] - A32339 02 : BD—Vacutainer Eclipse Blood Collection Needles: Bevel May Be Missing from NP End, Potentially Leading to Leakage and
Difficult Insertion [Update]


[High Priority ] - A32339 02 : BD—Vacutainer Eclipse Blood Collection Needles: Bevel May Be
Missing from NP End, Potentially Leading to Leakage and Difficult Insertion [Update]
Medical Device Ongoing Action
Published: Tuesday, July 23, 2019


UMDNS Terms:
•  Needles, Blood Collection  [12736]


Product Identifier:
[Consumable]


Product BD
Catalog No. UDI Lot


No.
Expiratio
n Date


Distribution
Date


22 G x
1.25-Inch
Vacutaine
r Eclipse
Blood
Collectio
n Needles


368608 (17)231231(10)8354527(30)480(01)5038290368
6082


835452
7


2023 Dec
31


2019 Jan 29
to 2019 Mar
18


368608 (17)240131(10)9025826(30)480(01)5038290368
6082


902582
6


2024 Jan 31 2019 Jan 29
to 2019 Mar
18


Geographic Regions: Canada, U.S.


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


Suggested Distribution: Clinical Laboratory/Pathology, Critical Care, Emergency/Outpatient Services, Nursing, Phlebotomy,
Immunohematology/Blood Bank, Materials Management


Summary:
�Update Reason: Additional lot numbers affected. This Alert provides new information based on a July 17, 2019, Expanded Urgent Medical Device
Recall letter submitted by an ECRI Institute member hospital regarding Alert A32339 .
Problem:
In a March 7, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, BD states that the bevel may be missing from the
nonpatient (NP) needle end of the above needles. The NP needles is housed in a sleeve that encloses the needle after puncture to prevent any leakage. If
there is no bevel, the needle may damage the sleeve, causing leakage and potentially making it difficult to insert the Vacutainer blood collection tubes
into the NP end.


Action Needed:
Identify and destroy any affected product in your inventory. If you have affected product, verify that you have received the July 17, 2019, Expanded
Urgent Medical Device Recall letter and Customer Response Form from BD. Regardless of whether you have affected product, complete the Customer
Response Form and return it to BD using the instructions on the form. BD will provide your facility with replacement 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:
BD customer/technical support department
Tel.: (888) 237-2762 (select option 3, then option 2), 8 a.m. to 5 p.m. Central time, Monday through Friday
Website: Click here
Comments:


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


Source(s):


● 2019 Jul 22. Member Hospital. BD letter submitted by ECRI Institute member hospital Download
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http://www.bd.com/ds/contactUs/index.asp

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196431/20190717BDVacutainerEclipseBloodCollectionNeedlesClient.pdf



(A32339 02) BD-Vacutainer Eclipse.pdf
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