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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	•

WU1930Report Reference Number: WU1930: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.

ية	ضابط	الاتصال*	 :مسؤول

الأقسام	المختلفة	داخل	المنشأة	الصحية/	التعميم	على	الإدارات		•

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

.إشعارات	إنذارات	السلامة

التواصل	مع	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	•

الطبية	ومع	الممثل	القانوني	للمصنع	في	حالة	وجود

.مستلزم	طبي	متأثر	بأي	من	إشعارات	إنذارات	السلامة/جهاز

23-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.

Page 1 of 5



       
                                                                                                            

                                                                                                                                            
                                                  

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

29

23-Jul-19NCMDR Weekly Update

15-Jul-1922-Jul-19

29

15-Jul-19 22-Jul-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Anaesthetic and respiratory devices

HUDSON RDI 

NEONATAL 

ConchaSmart 

Breathing Circuit

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

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

Assistive products for persons with disability

SAMSOFT Patient 

Lifts

DeVilbiss Healthcare 

LLC

FIVE DIMENSIONS 

CONSULTANCY OFFICE

#

Size 1 and 2 

Marley Buggies

Rehabilitation Mfg 

Services Ltd RMS

N/A#

TRANSWARMER 

Warming Infant 

Transport 

Mattresses.

Cooper Surgical, Inc. Cure Development International 

Ltd

#

Diagnostic and therapeutic radiation devices

Fluorostar 7900 

System      ,

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

Various CT 

Systems

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

#

Visualase Cooled 

Laser Applicator 

System Tubing 

Sets

Medtronic SA Medtronic Saudi Arabia#
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14579



[High Priority ] - A32994 : Drive DeVilbiss�—SAMSOFT Patient Lifts: Crossbar Axle May Break


[High Priority ] - A32994 : Drive DeVilbiss�—SAMSOFT Patient Lifts: Crossbar Axle May Break
Medical Device Ongoing Action
Published: Wednesday, July 10, 2019
Last Updated: Thursday, July 11, 2019


UMDNS Terms:
•  Lifts, Patient Transfer, Overhead Track  [19015]


Product Identifier:
[Capital Equipment]


Product Drive DeVilbiss Healthcare Ltd
Model


Patient Lifts MINI SAMSOFT+, MINI SAMSOFT 150, SAMSOFT+, SAMSOFT 175


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


Manufacturer(s): Drive DeVilbiss Healthcare LtdHeathfield Lane, Birkenshaw, West Yorkshire BD11 2HW, England


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Nursing, OR/Surgery, Facilities/Building Management, Home Care,
Physical Therapy/Rehabilitation, EMS/Transport


Problem:
�In a January 15, 2019, Letter to Healthcare Professionals posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Drive
DeVilbiss states that the crossbar axle of the above lifts may break. Drive DeVilbiss also states that if the crossbar axle breaks while transferring a
patient, the patient's safety may be at risk.


Action Needed:
�Identify any affected lifts in your inventory. If you have affected lifts, verify that you have received the January 15, 2019, Letter to Healthcare
Professionals and Reception Notice form from Drive DeVilbiss. Complete the form, and return it to Drive DeVilbiss using the information on the form.
Perform preventive maintenance on the lifts at least once a year or as needed. Ensure that the crossbar axle and its assembly are neither distorted nor worn
(see the letter ). Manually disassemble and lubricate the crossbar axle. (Note: when disassembling the axle of SAMSOFT+ or MINI SAMSOFT+ lifts,
self-locking nut M10 must be replaced.) If the axle shows signs of wear and tear, contact Drive DeVilbiss. Drive DeVilbiss will provide your facility with
a replacement kit. Do not move patients when they are in the patient lift. Always move the lift using the handles located on the back. Do not move the
patient lift using the crossbar or straps.
For Further Information:
Céline Lessard, Drive DeVilbiss regulatory affairs and quality director
E-mail: materiovigilance@drivedevilbiss.fr
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Drive Devilbiss: SAMSOFT 175—MINI SAMSOFT


150—SAMSOFT+—MINI SAMSOFT+ [online]. London: Department of Health; 2019 Jul 4 [cited 2019 Jul 9]. (Field safety notice;
reference no. 2019/005/015/601/006). 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 9. MHRA FSN. 2019/005/015/601/006 Download
● 2019 Jul 9. MHRA FSN. (includes reply form) Download
● 2019 Jul 10. Manufacturer. The manufacturer confirmed the information provided in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195788/20190115DriveDeVilbissSAMSOFTMHRA.pdf?option=80F0607

mailto:materiovigilance@drivedevilbiss.fr

https://drivedevilbiss.co.uk/contact-us/general

https://www.gov.uk/drug-device-alerts/field-safety-notice-24-to-28-june-2019?utm_source=694decef-780c-42cc-800b-88ea6f4db6f8&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-24-to-28-june-2019?utm_source=694decef-780c-42cc-800b-88ea6f4db6f8&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195955/20190704MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195956/20190115DriveDeVilbissSAMSOFTMHRA.pdf



AFHajlan
(A32994) DeVilbiss-SAMSOFT.pdf




[High Priority ] - A32936 : �RMS—Size 1 and 2 Marley Buggies: Frame May Bend, Potentially Resulting in Instability


[High Priority ] - A32936 : �RMS—Size 1 and 2 Marley Buggies: Frame May Bend, Potentially
Resulting in Instability
Medical Device Ongoing Action
Published: Wednesday, July 10, 2019


UMDNS Terms:
•  Strollers [18139]


Product Identifier:
[Capital Equipment]


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


Product Rehabilitation Mfg Services Ltd
Model


Buggies Marley Size 1


Marley Size 2


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


Manufacturer(s): Rehabilitation Mfg Services LtdThompson House Unit 10, ME10 3BF Sittingbourne, England


Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Pediatrics, Facilities/Building Management, Home Care, Physical
Therapy/Rehabilitation


Problem:
�In a June 1, 2019, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), RMS states that the
front frame of the above buggies may bend and allow a front caster to lift off the ground, potentially causing a stability problem. The manufacturer has
not confirmed the information provided in the source material.


Action Needed:
�Identify any affected buggies in your inventory. If you have affected buggies, verify that you have received the June 1, 2019, Field Safety Notice letter
from RMS. See the letter sent to your facility for potentially affected serial numbers. Complete the form, and return it to RMS. RMS advises replacing the
front frame section of affected buggies. RMS will send replacement front frames and fitting instructions to your facility. Alternatively, the frames of
affected buggies can be replaced at RMS. To arrange to receive the replacement frames or to return affected buggies for rectification, contact RMS by e-
mail at technical@rms-kent.co.uk .
For Further Information:
RMS
Tel.: 44 (1795) 477280 (select option 3)
E-mail: technical@rms-kent.co.uk
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. RMS: MARLEY/RMS [online]. London: Department of Health;


2019 Jun 24 [cited 2019 Jun 24]. (Field safety notice; reference no. 2019/006/018/291/011). 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. 2019/006/018/291/011 Download
● 2019 Jun 24. MHRA FSN. FSN 19-001 Download
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mailto:technical@rms-kent.co.uk

mailto:technical@rms-kent.co.uk

https://www.ineedawheelchair.co.uk/contact-us

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/195176/20190124RMSMarleyBuggiesMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195177/20190601RMSMarleyBuggiesMHRA.pdf



AFHajlan
(A32936) Rehabilitation Mfg-Size 1 and 2.pdf




[High Priority ] - A32987 : CooperSurgical—TRANSWARMER Warming Infant
Transport Mattresses: Manufacturer Prohibits Use with Other Heat-Producing
Devices


[High Priority ] - A32987 : CooperSurgical—TRANSWARMER Warming Infant
Transport Mattresses: Manufacturer Prohibits Use with Other Heat-Producing
Devices
Medical Device Ongoing Action
Published: Tuesday, July 9, 2019


UMDNS Terms:
•  Mattresses, Patient Transfer [19019]


Product Identifier:
[Consumable]


Product CooperSurgical Inc
Part No. Lot No.


TRANSWARMER Warming Infant Transport Mattresses 20421 IJ780, IJ782, IJ785, IJ789,
IJ794, IJ796, IJ804, IJ807,
IJ817, IJ824, IJ832, IJ834,
IJ841, IJ853, IJ865, IJ874,
IJ878, IJ884, IJ886, IJ892,
IJ895, IJ897, IJ900, IJ902,
IJ909, IJ917, IJ920, IJ924,
IJ933, IJ946, IJ948, IJ957,
IJ962, IJ973, IJ976, IJ982,
IJ985, IJ999, IK007, IK009,
IK015, IK028, IK038, IK041,
IK053, IK060, IK066, IK095,
IK102, IK107, IK127, IK135,
IK147, IK162, IK164, IK171,
IK178, IK184, IK201, IK214,
IK238, IK252, IK258, IK265,
IK270, IK276, IK298, IK318,
IK322, IK330, IK332, IK339,
IK353, IK361, IK378, IK384,
IK390


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


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


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Risk Management/Continuous Quality Improvement, NICU,
EMS/Transport, Materials Management


Problem: In a June 14, 2019, Urgent Medical DeviceCorrection letter submitted by ECRI Institute member hospitals, CooperSurgicalstates that it has
updated the Instructions for Use (IFU) for the abovemattresses in April 2019 to clarify that use of the TRANSWARMER mattress withother heat-
producing devices, such as an incubator, is prohibited. Such use maycause serious health consequences, such as skin burns. The manufacturer has
notconfirmed 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 14, 2019,Urgent
Medical Device Correction letter, updated IFU, and Acknowledgment andReceipt Form from CooperSurgical. Reference the updated version of the IFU
fordetails on proper use of the product. Complete the Acknowledgment and ReceiptForm and return it to CooperSurgical using the instructions on the
form.
For Further Information:
CooperSurgical
Tel.: (203) 601-5200, ext. 3300
Website: Click here
Comments:


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


Source(s):


● 2019 Jul 8. Member Hospital. CooperSurgical letter submitted by ECRI Institute member hospital (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195760/20190614CooperSurgicalTranswarmerMattressesClientRedacted.pdf



AFHajlan
(A32987) CooperSurgical-TRANSWARMER.pdf




[High Priority ] - A32981 : Philips—Various CT Systems: �May Generate Identical Images Incorrectly Labeled as Phase Tolerance Images


[High Priority ] - A32981 : Philips—Various CT Systems: �May Generate Identical Images Incorrectly
Labeled as Phase Tolerance Images
Medical Device Ongoing Action
Published: Friday, July 5, 2019


UMDNS Terms:
•  Scanning Systems, Computed Tomography, Axial, Full-Body [15956]
•  Scanning Systems, Computed Tomography, Electron Beam [16899]
•  Scanning Systems, Computed Tomography, Axial, Head [15955]
•  Scanning Systems, Computed Tomography, Spiral  [18443]
•  Scanning Systems, Computed Tomography/Positron Emission Tomography  [20161]


Product Identifier:
[Capital Equipment]


Product Philips Healthcare
Model Software Version


Computed Tomography (CT) Systems Brilliance 64, iCT, iCTSP, Ingenuity Core,
Ingenuity Core 128, Ingenuity CT, IQon
Spectral CT


2.x, 3.x, 4.x


Positron Emission Tomography(PET)/Computed Tomography (CT) Systems Ingenuity TF PET/CT, Vereos PET/CT 2.x, 3.x, 4.x


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


Manufacturer(s): Philips Healthcare 3000 Minuteman Rd, Andover, MA 01810, United States


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology, Radiation Oncology/Medical Physics


Problem:
�In a June 24, 2019, Urgent Field Safety Notice letter submitted by an ECRI Institute member hospital, Philips states that one of the following three
problems may result in identical images being incorrectly labeled as phase tolerance images:


1. When performing a Step and Shoot acquisition with phase tolerance selected, images may be reconstructed identically (a single phase)
but labeled as different phases. This occurs when "Start Final Recon" is selected before the ECG wave is displayed at the top of the
acquisition window. Reconstructed phases display as identical in online reconstruction but reconstruct correctly during offline
reconstruction.


2. When performing a Step and Shoot acquisition with phase tolerance selected, images may be reconstructed identically (a single phase)
but labeled as different phases. This occurs if ECG leads become disconnected mid-acquisition or when the acquisition is prematurely
halted because of an application crash. If the system detects an ECG disturbance, reconstructed images for the phase tolerance
reconstructions are identical to the scan phase acquired; however, the images are labeled as if phase tolerance was applied. This applies
for both online and offline reconstruction of images. The user will receive a console message (see the letter ). Images will be incorrectly
labeled as if phase tolerance has been applied; however, the images will be reconstructed without phase tolerance. This problem applies
to software version 4.x only. Software versions before 4.x are not affected.


3. In instances where a patient exhibits an arrhythmia or varying heart rate during a Step and Shoot acquisition, images from the acquisition
following the heart rate variation may be labeled in the incorrect phase. In cases where the heart rate changes or an arrhythmia occurs,
the white arrow/green line in the ECG display is not aligned on top of the acquisition. After the Step & Shoot Cardiac scan has begun,
the planned scanning sequence proceeds normally until an arrhythmia/heart rate change is detected. If x-rays are being generated during
the arrhythmia, the irradiation is stopped. The system waits for the heart to stabilize (approximately one heart cycle). Radiation begins
again on the next heart cycle.


Philips also states that if phase labeling is incorrect and remains unnoticed by the clinician, images may be misinterpreted, potentially leading to serious
injury due to incorrect treatment. Philips further states that in cases where the images are unable to be used for diagnosis, a rescan may be required. 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 24, 2019, Urgent Field Safety
Notice letter and Customer Response Form from Philips. Complete the form, and return it to Philips using the information on the form. Determine
affected systems' software versions by clicking the Help button and selecting About. Philips continues to investigate a potential correction for the
problem. You may continue using affected systems. Philips recommends the following workarounds until the correction is complete:


1. To avoid reconstructed phases displaying as identical in online reconstruction but reconstructing correctly during offline reconstruction
because "Start Final Recon" was selected before displaying the ECG wave at the top of the acquisition window, users of systems running
software version 4.x should wait until the ECG strip is visible at the top of the acquisition window to begin the reconstruction. Users of
systems running software version 3.x should wait until the ECG strip is visible at the bottom of the acquisition window to begin the
reconstruction. Images can be reconstructed with phase tolerance by performing an offline reconstruction of the raw data. No patient
rescan is required.


2. To avoid reconstructed images that are reconstructed identically but are labeled as different phases because of an ECG disturbance,
ensure that ECG leads are securely attached to the patient before starting the acquisition. Ensure that the length of table travel allows the
leads to remain securely attached through acquisition completion. In the event of an application crash, the problem in unavoidable. If an
application crash occurs, images may still be used but are not labeled with the correct ECG phase. If images with phase tolerance are
needed, a rescan may be required.


3. To avoid images from the acquisition following the heart rate variation being labeled in the incorrect phase because a patient exhibited an
arrhythmia or varying heart rate during a Step and Shoot acquisition, follow Philips patient qualification recommendations listed in the
system instructions for use (IFU) (see the letter ).
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195688/20190624PhilipsVariousCTSystemsCLIENTRedacted.pdf?option=80F0607





For Further Information:
Philips customer care solutions center
Tel.: (800) 722-9377
Website: Click here


Comments:


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


Source(s):


● 2019 Jul 5. Member Hospital. (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195688/20190624PhilipsVariousCTSystemsCLIENTRedacted.pdf



AFHajlan
(A32981) Philips-Various CT System.pdf




[High Priority ] - A33033 : 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


[High Priority ] - A33033 : 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
Medical Device Ongoing Action
Published: Thursday, July 11, 2019


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


Product Identifier:
[Consumable]


Product Medtronic Navigation Inc
Part No. Expiration Date


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


9735559 <= 2021 Jun 25


10 mm Tip/1.65 mm Catheter VCLAS Tubing
Sets


9735560 <= 2021 Jun 25


15 mm Tip/1.85 mm Catheter VCLAS Tubing
Sets


9735561 <= 2021 Jun 25


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


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


Suggested Distribution: OR/Surgery, Neurology, Materials Management


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 8, 2019, Urgent Medical
Device Recall letter and Consignee Response Form from Medtronic. Complete the Consignee Response form, and return it to Medtronic using the
information on the form. 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 
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 11. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195946/20190708MedtronicVisualaseTubingSetsClient.pdf
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Electro mechanical medical devices

corPatch easy pre-

connected, GS 

defibrillation 

electrodes

Leonhard Lang GmbH Teriag International https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=14

EV1000 Clinical 

Platforms

Edwards Lifesciences Arabian Health Care Supply Co. 

(AHCSC)

https://ncmdr.sfda.gov.s

SmartRelease 

Endoscopic 

Carpal Tunnel 

Release 

Handpieces

MicroAire Surgical 

Instruments.

Nogal Establishment#

Healthcare facility products and adaptations

GETINGE Steam 

Steriliser   .

Getinge Disinfection 

AB

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

In vitro diagnostic devices

ADVIA Centaur®, 

ADVIA Centaur® 

XP, and ADVIA 

Centaur® XPT     .

Siemens Healthcare 

Diagnostics GmbH

ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

Alinity c Lithium 

Reagent Kit   ,

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

cobas 8000 

modular analyzer 

series (cobas 

8000 ISE module, 

cobas c 701 

module, cobas c 

702 module, 

cobas c 502 

module, cobas e 

602 module, 

cobas e 801 

module, cobas e 

801 analytical 

unit), cobas 6000 

analyzer series 

(cobas c 501 

module, cobas e 

601 module

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

575

FilmArray 

Gastrointestinal 

(GI) Panel.

BioFire Diagnostics Inc Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Page 3 of 5

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14570
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14580
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14565
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14582
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14561
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14575
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14567



[High Priority ] - A32984 : MicroAire—SmartRelease Endoscopic Carpal Tunnel Release Handpieces: Blade May Not Retract


[High Priority ] - A32984 : MicroAire—SmartRelease Endoscopic Carpal Tunnel Release Handpieces:
Blade May Not Retract
Medical Device Ongoing Action
Published: Tuesday, July 9, 2019
Last Updated: Thursday, July 11, 2019


UMDNS Terms:
•  Microsurgical Instruments [15621]


Product Identifier:
[Capital Equipment]


For a list of affected serial numbers, see the reply form/page 2 of the letter sent to your facility.


Product MicroAire Surgical Instruments
Model Product No. Manufacture Date


Endoscopic Carpal Tunnel Release
System Handpieces


SmartRelease 81014, 83014 2019 Jan to 2019 Apr


Geographic Regions: Australia, Czech Republic, France, Germany, Taiwan, U.S.


Manufacturer(s): MicroAire Surgical Instruments3590 Grand Forks Blvd, Charlottesville, VA 22911, United States


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Orthopedics


Problem:
In a June 28, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, MicroAire states that the above handpieces may
exhibit a higher-than-normal incidence rate of the blade not retracting because of overtightening of the blade lock screw.
 


Action Needed:
Identify any affected product in your inventory using the reply form/page 2 of the June 28, 2019, Urgent Medical Device Recall letter, which lists
affected serial numbers at your facility. MicroAire states that the instructions for use (IFU) (SmartRelease Endoscopic System, Endoscopic Carpal Tunnel
Release, Instructions for Use, IM-SMARTRELEASE REV E) include statements related to the tightening of the lock screw that would already mitigate
this problem (for examples, see the letter ). Complete the reply form, and return it to MicroAire using the instructions on the form. Return affected
handpieces to MicroAire. MicroAire will rework the handpiece by replacing the handpiece head and return it to your facility.
 
For Further Information:
MicroAire customer service department
Tel.: (800) 722-0822, 8:30 a.m. to 5 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 5. Member Hospital. MicroAire letter submitted by an ECRI Institute member hospital (includes reply form) Download
● 2019 Jul 8. Manufacturer. MicroAire confirmed the information provided in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195696/20190628MicroaireSmartReleaseECTRHandpicesClientRedacted.pdf?option=80F0607

https://www.microaire.com/contact-info/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195970/20190628MicroaireSmartReleaseECTRHandpicesClientRedacted.pdf
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

ImmunoCAP 

Tryptase Control  .

Phadia Ltd ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

ONLINE TDM 

Vancomycin 

Gen.3 (VANC3)  ,

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

ORTHO VISION® 

and ORTHO 

VISION® Max 

Analyzer     ,

Ortho-Clinical 

Diagnostics

Samir Photographic Supplies 

Co. Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

QIAsymphony SP 

instrument 

(Software 

5.0.3)      .

QIAGEN Ltd ABDULLA FOUAD HOLDING 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

VIKIA Malaria Ag 

Pf/Pan.

bioMerieux Inc Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

Medical software

STANLEY 

Healthcare Arial 

54315 Network 

Manager 

environmental 

control, powered

Stanley Healthcare 

Solutions

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

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

581

Non-active implantable devices

Edwards SAPIEN 

3 Ultra 

Transcatheter 

Heart Valve 

System (SAPIEN 3 

Ultra Delivery 

System)

Edwards Lifesciences Arabian Health Care Supply Co. 

(AHCSC)

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=14

568

Glace Screws 6 

mm

Skulle Implants 

Corporation

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

Heavy 

Orthopedic 

Mallets

Mercian Surgical 

Supply

N/A#

Ophthalmic and optical devices

HEYEX 2 image 

management 

components of 

SPECTRALIS PC 

Software   .

HEIDELBERG 

ENGINEERING GmbH

Saudi Services & Health Care 

Co. Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4578

Reusable devices

Page 4 of 5

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14577
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14560
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14573
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14576
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14572
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14581
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14568
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14571
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14578



[High Priority ] - A32934 : Mercian—Heavy Orthopedic Mallets: �Handle May Crack


[High Priority ] - A32934 : Mercian—Heavy Orthopedic Mallets: �Handle May Crack
Medical Device Ongoing Action
Published: Wednesday, July 10, 2019
Last Updated: Thursday, July 11, 2019


UMDNS Terms:
•  Mallets, Bone [12423]


Product Identifier:
[Consumable]


Product Mercian Surgical Supply Co Ltd
Product No. GTIN


21.5 cm x 40 mm 900 g Heavy Orthopedic
Mallets


HA5806-21 5056126897548


Geographic Regions: Ireland, U.K.


Manufacturer(s): Mercian Surgical Supply Co Ltd 10 Topaz Business Park, B61 OGD Bromsgrove, England


Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management


Problem:
��In a June 19, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Mercian
states that the handle of the above mallets may be unable to withstand the weight of the mallet head, potentially leading to cracks in the handle which may
pose an infection risk.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the June 19, 2019, Urgent Field
Safety Notice letter and Confirmed Receipt Notice response form from Mercian. Complete the form, and return it to Mercian using the information on the
form. Notify Mercian of the quantity of affected product in your inventory. Mercian will arrange to collect and replace affected product. Mercian will re-
work and return affected product to your facility within 90 days. 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. Retain a copy of the letter with your records.
For Further Information:
Hayley Claridge, Mercian quality manager
Tel.: (844) 8791133
E-mail: hayley.claridge@merciansurgical.com
Website: Click here


���References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Mercian Surgical Supply:900G MALLET [online]. London:


Department of Health; 2019 June 24 [cited 201 June 24]. (Field safety notice; reference no. 2019/006/026/001). Available from Internet: Cl
ick 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. 2019/003/011/401/013 Download
● 2019 Jun 24. MHRA FSN. (includes reply form) Download
● 2019 Jun 25. Manufacturer. The manufacturer confirmed the information provided in the source material.
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mailto:hayley.claridge@merciansurgical.comWebsite:%20Click%20here

https://www.merciansurgical.com/contact/

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

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/195952/20190624MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/195953/20190619MercianMalletMHRA.pdf
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Kiwi Complete 

Vacuum Delivery 

System

CLINICAL 

INNOVATIONS, LLC

MEDICAL INNOVATIONS EST. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Single-use devices

Cardinal Health 

Jackson-Pratt 15 

Fr and 19 Fr 

Round Fluted 

Drains   ,

Cardinal-Health MEDICARE DRUG STORE 

COMPANY

#

CRANI PACK DeRoyal Industries, Inc..Al-Jeel Medical & Trading Co. LTDhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14566

IntraClude Intra-

Aortic Occlusion 

Devices    ,

Edwards Lifesciences Arabian Health Care Supply Co. 

(AHCSC)

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Page 5 of 5

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14569
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14566
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14562



[High Priority ] - A32978 02 : Medline—Cardinal Health Jackson-Pratt 15 Fr and 19 Fr Round Fluted Drains: May Break during Removal


[High Priority ] - A32978 02 : Medline—Cardinal Health Jackson-Pratt 15 Fr and 19 Fr Round Fluted
Drains: May Break during Removal
Medical Device Ongoing Action
Published: Wednesday, July 17, 2019


UMDNS Terms:
•  Drains, Wound [11305]


Product Identifier:
[Consumable]


Product Cardinal Health
Item No.


Medline Industries Inc
Item No. Lot No.


Jackson-Pratt 15 Fr Round Fluted Drains JP-2188 BXTJP2188 P1836201, P1849762, P1864643


JP-2189 BXTJP2189 P1841752, P1845823, P1852268


JP-2223 BXTJP2223 P1900955, P1900956


Jackson-Pratt 19 Fr Round Fluted Drains JP-2190 BXTJP2190 P1849695, P1858286, P1867022


JP-2191 BXTJP2191 P1861538, P1865416, P1903570


JP-2225 BXTJP2225 P1851056, P1867059


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


Distributor(s): •  Medline Industries IncThree Lakes Dr, Northfield, IL 60093, United States


Manufacturer(s): Cardinal Health7000 Cardinal Pl, Dublin, OH 43017, United States
Degania Silicone LtdDegania Bet, IL-1513000, Israel


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


Summary:
�Update Reason: Distributor subrecall. This Alert provides information on a Medline subrecall of the above products based on a July 5, 2019, Subrecall
Immediate Action Required letter submitted by an ECRI Institute member hospital. For information on the action initiated by Degania Silicone, see Alert
A32978 . For information on the action initiated by Cardinal Health, see Alert A32978 01 .
Problem:
�In a June 28, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Degania Silicone states that from January
to June 2019, it received 16 reports from Cardinal Health that the above drains may break during use (mostly during removal) in the connection point
between the clear tube and white profile part. Degania Silicone also states that in June 2018, a new tool was installed to produce this connector. The wall
thickness of the connectors from the new tool was thinner than ones from the old tool. In December 2018, during an in-process test, one of the drain lots
failed for connection strength lower than 40 N defined by Degania Silicone as minimum border. Following this internal nonconformity, the new tool was
removed, and Degania Silicone resumed production of the connectors with the old tool. During the period between June and December 2018, when the
new tool was used for connector production, it produced two lots of connectors that were used for assembly of several lots of drains. Degania Silicone
further states that similar change was applied also to the 19 Fr adapters. Degania Silicone states that it has received no reports of breakage in 19 Fr drains.
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 5, 2019, Subrecall
Immediate Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected product,
complete the form and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will provide your facility with return
labels (if applicable). Return affected product to Medline using the return labels. Upon receipt of affected product, Medline will provide your facility with
credit. Notify all relevant personnel at your facility of the information in the notification, and forward a copy to any facility to which you have further
distributed affected product.
For Further Information:
Medline
Tel.: (866) 359-1704
Website: Click here
Todd King, Cardinal Health supervisor, regulatory management
Tel.: (800) 292-9332
Website: Click here
Comments:


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


Source(s):


● 2019 Jul 16. Member Hospital. R-19-116 (includes reply form) Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639500

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639500

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639500

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639501

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639501

https://www.medline.com/pages/about-us/contact-us/

https://www.cardinalhealth.com/en/about-us/contact-us.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196078/20190705MedlineCardinalHealthFlutedDrainsClient_Redacted.pdf
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