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نعم□لا    □: يوجد أجهزة متأثرة بالمستشفى ضمن القائمة

NCMDR Weekly Update

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

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

.الموزعين	الذين	تتعاملون	معهم/القانونين

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

.(ECRI)انذار	السلامة	من	منظمة	

.	لمعرفة	الطراز	او	الارقام	التسلسلية	افتح	الروابط	او	المرفقات	•

WU191Report Reference Number: WU191:للتقرير المرجعي الرقم

عزيزي،

يقوم	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	الطبية

/بإرسال	تقرير	اسبوعي	عن	آخر	اشعارات	إنذارات	السلامة	

الاستدعاءات	للأجهزة	والمستلزمات	الطبية	المنشورة	على

موقع	الهيئة	العامة	للغذاء	والدواء

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

* Role of NCMDR officer:

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

Hospital name:

Date:

Hospital affected by any medical device/product 

in this report:  □No          □Yes

•	 . The yellow highlights Indicates that medical devices 
subject to removal and/ or destroyed action.

•	 NCMDR Team Recommend ensuring the listed 
Authorized representative/Distributer in this report as 
they may differ from the Authorized 
representative/Distributer you are dealing with

•	 The sign (#) on the left side of the FSN's indicates that 
the source of this FSN is ECRI.

•	 Open the links or attachments to find the affected 
product identifier, models, serial numbers or codes.

ية	ضابط	الاتصال*	 :مسؤول

الأقسام	المختلفة	داخل	المنشأة	الصحية/	التعميم	على	الإدارات		•

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

.إشعارات	إنذارات	السلامة

التواصل	مع	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	•

الطبية	ومع	الممثل	القانوني	للمصنع	في	حالة	وجود

.مستلزم	طبي	متأثر	بأي	من	إشعارات	إنذارات	السلامة/جهاز

01-Jan-19
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Dear, 
NCMDR team is pleased to inform you that        new FSCA/recalls for medical devices and 
products posted on                         for the period of                           to                                In order 
to view more details, click the links or attachments 

 

SFDA website

الدواء و للغذاء العامة الهيئة موقع

45

01-Jan-19NCMDR Weekly Update

24-Dec-1830-Dec-18

45

24-Dec-18 30-Dec-18

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Active Implantable Devices

Platinium ICDs 

and CRT-Ds

MicroPort CRM S.r.l Arabian Trade House Est. https://ncmdr.sfda.gov.s

Anaesthetic and respiratory devices

fabian Therapy 

evolution, fabian 

+nCPAP 

evolution, and 

fabian HFO 

Ventilators.

Acutronic Medical 

Systems AG.

Salehiya Trading Est.#

Oxygen RegulatorYuyao Yufeng Medical Equipment Co., Ltd.Al-Asemah Medical Companyhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13681

Assistive products for persons with disability

Maxter ENTRAL 

Side Load Clamps

Maxter Catheters Reem Alwasat for Trading 

Company.

#
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13689
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13681



[High Priority ] - A31949 : Acutronic—fabian Therapy evolution, fabian +nCPAP evolution, and fabian HFO Ventilators: Various Problems May Occur��


[High Priority ] - A31949 : Acutronic—fabian Therapy evolution, fabian +nCPAP evolution, and fabian
HFO Ventilators: Various Problems May Occur��
Medical Device Ongoing Action
Published: Thursday, December 27, 2018


UMDNS Terms:
•  Ventilators, Intensive Care, Neonatal/Pediatric  [14361]


Product Identifier:
[Capital Equipment]


See the MDA for specific serial numbers.


Product ACUTRONIC Medical Systems AG
Model


Ventilators Fabian HFO, fabian +nCPAP evolution, fabian Therapy evolution


Geographic Regions: �U.K.


Manufacturer(s): ACUTRONIC Medical Systems AGFabrik im Schiffli, CH-8816 Hirzel, Switzerland


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pediatrics,
Pulmonology/Respiratory Therapy, Information Technology, NICU, EMS/Transport


Problem:
�The U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Medical Device Alert ( MDA/2018/037 ) warning that several
problems may occur in the above ventilators. The front panel of fabian +nCPAP evolution and fabian Therapy evolution ventilators may short circuit and
shut down without warning, and the ventilator will not restart. To continue the treatment, a new ventilator must be used. Software defects in fabian
+nCPAP evolution, fabian Therapy evolution, and fabian HFO ventilators may cause sudden loss of mechanical ventilation and/or loss of positive
pressure or may result in delayed awareness by caregivers of a potentially hazardous event:


● A graphical user interface (GUI) freeze/crash may occur when the device is connected to an Ethernet network, potentially causing loss of
ventilation with alarming during patient use.


● When saving, loading, or manipulating trends, a system failure or application error may occur, potentially causing loss of ventilation with
alarming.


● Switching between languages may result in a GUI freeze/crash, potentially causing loss of ventilation with alarming.
● In Synchronized Intermittent-Mandatory Ventilation (SIMV) breath delivery while using volume limit mode, the ventilator may deliver


incorrect ventilation, skipping expected mandatory breaths.
● Pressure may not be immediately released when high peak inspiratory pressure (PIP) alarm is triggered (when high PIP alarms are set less


than 12 mbar above the set PIP) because pressure release is not tied to it. Pressure relief occurs 12 mbar above the set PIP and pressure is
released until zero end expiratory pressure (ZEEP).


● User bypass of the flow sensor and O2 sensor calibration may result in incorrect ventilation.
● In dual limb continuous positive airway pressure (CPAP) ventilation, the ventilator may deliver a lower number of burst breaths than what is


set.
● An error in the device’s alarm system may cause a visual alarm without audible indication or a visual and audible technical alarm without an


associated alarm message.
● While using volume guarantee option, alarm thresholds may be set such that disconnection of the patient circuit does not generate an alarm.


For additional information, including potential patient risks, see MDA/2018/037 . The manufacturer has not confirmed the information provided in the
source material.


Action Needed:
�MHRA recommends that you do the following:


● Identify any affected ventilators in your inventory.
● Use an alternative ventilator for treatment if one is available.
● If no alternative is available, before using the ventilator, carry out and document a risk assessment based on a clinical risk-benefit analysis.
● If you continue to use an affected ventilator, follow the instructions in the manufacturer’s Field Safety Notices (FSNs) ( FSCA 18-003  and 


18-004 ) and be extra vigilant.
● Inspiration Healthcare will inspect fabian +nCPAP evolution and fabian Therapy evolution ventilators to identify if the front panel is


affected and, if so, replace it. Until the front panel has been replaced, follow the advice in the manufacturer’s FSN ( FSCA 18-003 ).
● Acutronic is developing a software update to resolve these problems, which the firm expects to have available by April 2019. When it


becomes available, Inspiration Healthcare will install it on affected devices. Until the updated software becomes available, follow the
guidance provided in the FI card sent with the manufacturer’s FSN ( FSCA 18-004 ).


● Disconnect any Ethernet connections from affected ventilators.
● Remove all affected ventilators that have unexpectedly shut down or exhibited power cycling.
● Complete the End User Response form(s) and return to Kevin.Nash@inspiration-healthcare.com . If you are affected by both FSNs, return
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https://www.gov.uk/drug-device-alerts/fabian-ncpap-evolution-fabian-therapy-evolution-and-fabian-hfo-risk-of-total-loss-of-patient-ventilation-mda-2018-037?utm_source=8815a081-fa63-4fad-9f3a-953937b554cc&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/fabian-ncpap-evolution-fabian-therapy-evolution-and-fabian-hfo-risk-of-total-loss-of-patient-ventilation-mda-2018-037?utm_source=8815a081-fa63-4fad-9f3a-953937b554cc&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://mhra.filecamp.com/public/file/3mpd-nt7sleb6

https://mhra.filecamp.com/public/file/3mpd-nt7sleb6

https://mhra.filecamp.com/public/file/3mqb-mgf3cub7

https://mhra.filecamp.com/public/file/3mqb-mgf3cub7

https://mhra.filecamp.com/public/file/3mpd-nt7sleb6

https://mhra.filecamp.com/public/file/3mpd-nt7sleb6

https://mhra.filecamp.com/public/file/3mqb-mgf3cub7

https://mhra.filecamp.com/public/file/3mqb-mgf3cub7

mailto:Kevin.Nash@inspiration-healthcare.com





both forms.
● Report any incidents or complaints involving affected ventilators to info@acutronic-medical.ch .
● Report any adverse incidents to MHRA through the Yellow Card scheme ; Welsh customers should follow specific advice for reporting in


Wales in MDA/2004/054 .
For Further Information:
Acutronic
Tel.: 41 (4472) 97080
Website: Click here
Kevin Nash, Inspiration Healthcare Quality and Compliance Engineer  
Tel.: (012) 73526504
E-mail: Kevin.Nash@inspiration-healthcare.com
Website: Click here
For technical inquiries to MHRA:
Ben Satchell and Emma Rooke
Tel.: (020) 30806488 or (020) 30806609, respectively
E-mail: emma.rooke@mhra.gov.uk  or benjamin.satchell@mhra.gov.uk , respectively
For clinical inquiries to MHRA:
MHRA devices clinical team
Tel.: (020) 30807274
E-mail: DCT@mhra.gov.uk
Website: Click here
Northern Ireland:
Northern Ireland Adverse Incident Centre
Tel.: (028) 90523868
E-mail: NIAIC@health-ni.gov.uk
Website: Click here
Scotland:
Incident Reporting and Investigation Centre
Tel.: (0131) 2757575
E-mail: nss.iric@nhs.net
Website: Click here
Wales:
Healthcare Quality Division Welsh Government
Tel.: (029) 20823624 or (029) 20825510
E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiries to MHRA should cite reference no. MDA/2018/037 or 2018/012/010/291/006.


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Fabian +nCPAP evolution, Fabian Therapy evolution and Fabian


HFO—risk of total loss of patient ventilation [online]. London: Department of Health; 2018 Dec 21 [cited 2018 Dec 21]. (Medical device
alert; no. MDA/2018/037). Available from Internet: Click here .


Comments:


● �For information on the field safety actions mentioned above, see Alert A31863  and Alert A31915 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Dec 21. MHRA MDA. MDA/2018/037 Download
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mailto:info@acutronic-medical.ch

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

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

http://www.wales.nhs.uk/sites3/page.cfm?orgid=465&amp;pid=56203

https://www.acutronic-medical.ch/contact.html

mailto:Kevin.Nash@inspiration-healthcare.com

https://www.inspiration-healthcare.com/contact-us

mailto:emma.rooke@mhra.gov.uk

mailto:benjamin.satchell@mhra.gov.uk

mailto:DCT@mhra.gov.uk

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

mailto:NIAIC@health-ni.gov.uk

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

mailto:nss.iric@nhs.net

http://www.hfs.scot.nhs.uk/services/incident-reporting-and-investigation-centre-iric-1/

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

https://www.gov.uk/drug-device-alerts/fabian-ncpap-evolution-fabian-therapy-evolution-and-fabian-hfo-risk-of-total-loss-of-patient-ventilation-mda-2018-037?utm_source=8815a081-fa63-4fad-9f3a-953937b554cc&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/fabian-ncpap-evolution-fabian-therapy-evolution-and-fabian-hfo-risk-of-total-loss-of-patient-ventilation-mda-2018-037?utm_source=8815a081-fa63-4fad-9f3a-953937b554cc&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1637109

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1637214

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1637214

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185433/20181221AcutronicfabianMHRAMDA.pdf
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(A31949) Acutronic-fabian Therapy.pdf




[High Priority ] - A31873 : �Halyard Health—Maxter ENTRAL Side Load Clamps: May Pose Choking Hazard


[High Priority ] - A31873 : �Halyard Health—Maxter ENTRAL Side Load Clamps: May Pose Choking
Hazard
Medical Device Ongoing Action
Published: Thursday, December 20, 2018


UMDNS Terms:
•  Tubes, Nasogastric, Feeding [27125]
•  Tubes, Nasoenteral, Feeding [16798]
•  Clamps, Tubing [10875]


Product Identifier:
[Consumable]


Product Maxter Catheters
Product No.


Halyard Health
Product No. Lot No.


Maxter ENTRAL Side Load Clamps for
Tubes � 14 Fr (Small)


800-SM 106192800 175025, 180507


12 Fr ENTRAL Gastrostomy Tube Care
Kits


QW3154 QW315401 18050108


14 Fr ENTRAL Gastrostomy Tube Care
Kits


QW3155 QW315501 18050107, 18070020


12 Fr MIC* Gastrostomy Tube Care Kits QW3161 QW316101 18060088


14 Fr MIC* Gastrostomy Tube Care Kits QW3162 QW316201 18050545


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


Distributor(s): •  Halyard Health5405 Windward Pkwy, Alpharetta, GA 30004, United States


Manufacturer(s): Maxter Cathetersrue Anne Gacon, F-13016 Marseille, France


Suggested Distribution: Nursery, Nursing, Pediatrics, Gastroenterology, NICU, Materials Management


Problem:
�In a December 3, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Halyard
Health states that the above clamps may pose a choking hazard. Halyard also states that Maxter Catheters received one unconfirmed report of a young
patient who was observed playing with and eventually placing an ENTRAL side load clamp for tubes �14 Fr in their mouth, which caused them to begin
choking. A healthcare provider was able to remove the clamp from the airway/mouth, and the patient recovered. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. The affected clamp (see the letter  for an example label and photo of the device) is distributed for use
with Maxter Catheter ENTRAL NG feeding tubes as a standalone accessory or within the above kits. If you have affected product, verify that you have
received the December 3, 2018, Urgent Field Safety Notice letter and Customer Acknowledgment Form from Halyard Health. Maxter Catheters is
updating the package labeling of the affected clamps to include a warning statement that alerts users of the potential choking hazard. Notify the
caregivers/family members of patients who may use the affected clamps of the potential choking hazard, and ensure that young or cognitively impaired
patients are not able to reach or manipulate the affected clamps. Monitor patients frequently when using the affected clamps to restrict fluid flow on their
feeding tube. Report any adverse events associated with the use of affected product to Halyard Health by e-mail at PIQ.EMEA@hyh.com . Complete the
Customer Acknowledgment Form, and return it to Halyard Health using the instructions on the form. Notify all relevant personnel at your facility of the
information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Halyard Health
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Halyard Health: ENTRAL side load clamp for tubes �14Fr [online].


London: Department of Health; 2018 Dec 10 [cited 2018 Dec 11]. (Field safety notice; reference no. 2018/012/004/487/010). Available
from Internet: Click here .


Comments:


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


Source(s):


● 2018 Dec 11. MHRA FSN. 2018/012/004/487/010 Download
● 2018 Dec 11. MHRA FSN. EMEA-2018-014 (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184706/20181203HalyardENTRALSideLoadClampsMHRA.pdf?option=80F0607

mailto:PIQ.EMEA@hyh.com

https://www.halyardhealth.com/about-us/locations.aspx

https://www.gov.uk/drug-device-alerts/field-safety-notices-03-to-07-december-2018?utm_source=fd0bc648-7a76-4c66-8f29-717fed99003a&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notices-03-to-07-december-2018?utm_source=fd0bc648-7a76-4c66-8f29-717fed99003a&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184705/20181210MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184706/20181203HalyardENTRALSideLoadClampsMHRA.pdf



MMOqalaa
(A31873) Halyard Health-Maxter ENTRAL Side Load Clam.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Push Valve / Mag 

Valve

Otto Bock Healthcare 

Products GmbH

Al Gaim Comm. Est. https://ncmdr.sfda.gov.s

Dental devices

Proteus 235 

ProteusONE 

Positioning 

Systems

Ion Beam 

Applications S.A.

N/A#

SiroLaser Blue DENTSPLY InternationalBranch of DENTSPLY International Inchttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13704

Diagnostic and therapeutic radiation devices

Centricity 

Universal Viewer 

Breast Imaging 

workflow 

integration.

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

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

676

KDR UArm, Bucky 

and Tubestand

KONICA MINOLTA, 

INC

Ahmed Abdulwahed Trading Co https://ncmdr.sfda.gov.s

Philips Efficia CM 

Monitors

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

Electro mechanical medical devices

CARDIOVIT MS-

2007; MS-2010; 

MS-2015

Schiller AG Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13702
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13704
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13676
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13696
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13666
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13701



[High Priority ] - A31920 : IBA—Proteus 235 ProteusONE Positioning Systems: Compact Gantry Rolling Floor May Detach from Nozzle and Slip during Gantry Rotation


[High Priority ] - A31920 : IBA—Proteus 235 ProteusONE Positioning Systems: Compact Gantry
Rolling Floor May Detach from Nozzle and Slip during Gantry Rotation
Medical Device Ongoing Action
Published: Thursday, December 27, 2018


UMDNS Terms:
•  Cyclotrons  [15818]
•  Stereotactic Systems, Image-Guided, Radiosurgical [27304]


Product Identifier:
[Capital Equipment]


Product Ion Beam Applications SA
Model Serial No.


Proteus 235 Positioning Systems ProteusONE SAT.123, SBF.101, SBF.103, SBF.104,
SBF.105, SBF.107, SBF.109


Geographic Regions: France, Japan, U.K., U.S. &#160;


Manufacturer(s): Ion Beam Applications SA Chemin du Cyclotron 3, B-1348 Louvain-la-Neuve, Belgium 


Suggested Distribution: Clinical/Biomedical Engineering, Radiation Oncology/Medical Physics


Problem:
In a December 10, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), IBA
states that it has received a report that the compact gantry rolling floor (cGRF) detached from the nozzle during a cone beam computed tomography (CT)
acquisition, causing the gantry rolling floor to slip under its own weight through the rail. IBA also states that it has received no reports of injury related to
this problem and that the incident was the result of the failure of rod end bearings (ball joint heads), which were not robust enough for the repeated
movements of the gantry. This problem poses a risk of fall for patients/users.
 


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the December 10, 2018, Urgent Field Safety
Notice letter from IBA. The firm states that users should not stand on the rolling floor when the gantry is rotating, as specified in the Clinical User Guide
(see the chapters "Miscellaneous Safety Hazards" and "Compact Gantry Rolling Floor Precautions"): "WARNING Do not stand or move on the Compact
Gantry Rolling Floor when the compact gantry is rotating." IBA will replace the rod end bearings attaching the cGRF to the nozzle via a preventive
maintenance on all ProteusONE sites. Additionally, a new design of the anchoring system of the cGRF to the nozzle will be deployed through an upgrade
kit by October 2019. Complete the reply section of the letter, and return it to IBA using the information in the letter.
 
For Further Information:
Sylviane Berger, IBA
Tel.: 32 (10) 203787
E-mail: vigilance@iba-group.com
IBA Helpdesk
Tel.: 32 (2) 5072081
Website: Click here


References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Ion Beam Applications: Proteus 235 [online]. London:
Department of Health; 2018 Dec 18 [cited 2018 Dec 20]. (Field safety notice; reference no. 2018/012/010/487/018). Available
from Internet: Click here . 


Comments:


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


 


Source(s):


● 2018 Dec 20. MHRA FSN. 2018/012/010/487/018 Download
● 2018 Dec 20. MHRA FSN. IBA Reference No. PR-101934 (includes reply form) Download
● 2018 Dec 21. Manufacturer. The manufacturer confirmed the information in the source material.
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mailto:vigilance@iba-group.com

https://iba-worldwide.com/contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-10-14-december-2018?utm_source=11d84fd4-53a6-444a-aad8-5c7dcc348544&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-10-14-december-2018?utm_source=11d84fd4-53a6-444a-aad8-5c7dcc348544&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185186/20181218IBAProteus235ProteusONEPositioningSystemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185189/20181210IBAProteus235ProteusONEPositioningSystemsMHRA.pdf



MMOqalaa
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Covidien Emprint 

Standard 

Percutaneous 

Antenna with 

Thermosphere 

Technology

Covidien LLC…. Medtronic Saudi Arabia https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

679

da Vinci 

Harmonic ACE for 

use with your da 

Vinci S and Si 

systems

Intuitive Surgical Inc Gulf Medical Co. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

671

Epix 

Electrosurgical 

Probes with 

Smoke 

Evacuation and 

Angled L-Hook 

Tip

Applied Medical 

Resources

Dawha Medical#

MiniMed Mio 

Advance Infusion 

Set

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

a/Secure/CA/CaViewRec

Surgical 

Microscope Leica 

M220 F12

Leica Microsystems 

Inc.

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

a/Secure/CA/CaViewRec

Healthcare facility products and adaptations

Bayer Overhead 

Counterpoise 

mounting system

Medrad Inc Scientific & Medical Equipment 

House

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

GETINGE XS32 

Flat Screen Holder

Getinge Disinfection 

AB

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

In vitro diagnostic devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13679
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13671
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13687
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13670
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13674
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13705



[High Priority ] - A31935 : Applied Medical—Epix Electrosurgical Probes with Smoke Evacuation and Angled L-Hook Tip: Insulation Near the Tip May Shift


[High Priority ] - A31935 : Applied Medical—Epix Electrosurgical Probes with Smoke Evacuation
and Angled L-Hook Tip: Insulation Near the Tip May Shift
Medical Device Ongoing Action
Published: Friday, December 21, 2018


UMDNS Terms:
•  Electrosurgical Units, Monopolar [18229]
•  Surgical Packs [13887]


Product Identifier:
[Consumable]


Product Applied Medical Resources
Model Lot No.


5 mm x 42 cm Epix Electrosurgical Probes with Smoke
Evacuation and Angled L-Hook Tip


CW002 1336418, 1340206


GelPOINT Path Transanal Procedural Packs TA211 1340118, 1342169


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


Manufacturer(s): Applied Medical Resources 22872 Avenida Empresa, Rancho Santa Margarita, CA 92688, United States


Suggested Distribution: OR/Surgery, Gastroenterology, Materials Management


Problem: In a December 14, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Applied Medical states that
the insulation near the tip of the above probes may unintentionally shift. The manufacturer has not confirmed the information provided in the source
material.


Action Needed:
Identify any affected product in your inventory. The probes may have been purchased individually or as part of the procedural packs listed above. If you
have affected product, verify that you have received the December 14, 2018, Urgent Medical Device Recall letter and Recall Notification Confirmation
Form from Applied Medical. Regardless of whether you have affected product, complete the Recall Notification Confirmation Form and return it to
Applied Medical using the instructions on the form. Return affected product, along with a copy of the completed Recall Notification Confirmation Form,
to Applied Medical using the instructions in the letter . Upon receipt of affected product, Applied Medical will provide your facility with replacement
product or credit if you purchased directly from the firm. If you purchased affected product from a distributor, you may request credit through that
distributor by returning affected product to that distributor. Notify all relevant personnel at your facility of the information in the letter, and forward a
copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
For product return inquiries:
Karen Mitchell, Applied Medical customer relations manager
Tel.: (949) 713-8622
E-mail: kmitchell@appliedmedical.com
For regulatory inquiries:
Lauren Contursi, Applied Medical regulatory affairs vice president
Tel.: (949) 713-8767
E-mail: lcontursi@appliedmedical.com
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 20. Member Hospital. December 14, 2018, Applied Medical letter submitted by an ECRI Institute member hospital (includes
reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185206/20181214AppliedMedicalEpixProbesGelPOINTPacksClientRedacted.pdf?option=80F0607

mailto:kmitchell@appliedmedical.com

mailto:lcontursi@appliedmedical.com

http://www.appliedmedical.com/Contacts/Corporate.aspx

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185206/20181214AppliedMedicalEpixProbesGelPOINTPacksClientRedacted.pdf
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Alinity i 

Processing 

Module.

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Autostainer Slide 

Racks

Agilent Technologies, 

Inc.

Dar Al-Zahrawi Medical Co. LLC https://ncmdr.sfda.gov.s

Dimension Vista 

Intelligent Lab 

Systems using a 

Progard 

Pretreatment 

Pack on the 

onboard 

Millipore Water 

Purification 

Module (WPM)

Siemens Healthcare 

Diagnostics GmbH

ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

675

GloCyte 

Automated Cell 

Counter System

GloCyte Low and 

High Level 

Controls

Advanced 

Instruments Inc

Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

682

Liquid Protein 

Calibrators

Randox Laboratories 

Ltd.

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

Power Supply 

Unit for external 

Barcode Printer in 

combination with 

cobas

8100

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=13

691

Tosoh AIA Packs Tosoh CorporationABDULLA FOUAD HOLDING COMPANYhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13697

VITEK 2 & VITEK 

2 Compact

bioMerieux Inc Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13673
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13707
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13675
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13682
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13698
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13691
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13697
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13683


MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

VITROS 

Chemistry 

Products VALP 

Reagent Pack

Ortho-Clinical 

Diagnostics

Samir Photographic Supplies 

Co. Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

VITROS® 5,1 FS 

Chemistry 

System, Version 

3.1

Ortho-Clinical 

Diagnostics

Samir Photographic Supplies 

Co. Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

Non-active implantable devices

Allergan Textured 

Breast Implants 

and Tissue 

Expanders

Allergan services 

international Limited

Cigalah Group https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=13

BIOLOX delta - 

cup insert Ø 

36/44 mm

Implantcast AlMafsal Medical Company https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Elipse Filler Kits Allurion technologies inc	. Ideal Life Trading Establishment#

HydroSet XT 

Injectable HA 

Bone Cement

Howmedica 

Osteonics Corp.

Zimmo Trading Establishment. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Mayfield Skull 

Clamp

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

NeoSpan 

SuperElastic 

Compression 

Staple with 

Instruments

In2Bones, SAS N/A https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

695
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13668
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13667
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13686
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13703
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13694
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13688
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13695



[High Priority ] - A31737 : Allurion—Elipse Filler Kits: Hyperinflation May Occur


[High Priority ] - A31737 : Allurion—Elipse Filler Kits: Hyperinflation May Occur
Medical Device Ongoing Action
Published: Monday, December 17, 2018
Last Updated: Thursday, December 20, 2018


UMDNS Terms:
•  Gastric Balloons, Appetite-Suppressing [17202]


Product Identifier:
[Consumable]


For a list of affected products, see the letter sent to your facility.
The Elipse Filler Kit is a component of the Elipse System Device. Only the Filler Kit is affected by this action; the Elipse Device or other components are
not affected.


Product Allurion Technologies Inc
Product No.


Elipse Filler Kits Ref 11A


Geographic Regions: European Union, Middle East, U.K.


Manufacturer(s): Allurion Technologies Inc11 Huron Dr, Natick, MA 01760, United States


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


Problem:
�In a Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Allurion states that hyperinflation
of intragastric balloons may occur with use of the above kits. Hyperinflation may cause patient injury, including gastric trauma, bleeding, perforation, or
infection; however, Allurion states that it has received no reports of these injuries occurring. Symptoms of hyperinflation include abdominal pain and
discomfort, nausea, vomiting, and abdominal distention, though some patients have been asymptomatic. Allurion further states that this hyperinflation is
likely caused by Burkholderia. Allurion is revising its instructions for use (IFU) to reduce the risk of hyperinflation (see the letter  for the additional
contraindications and complications) and is replacing the affected products with kits that have been manufactured with a newly added sterile filtration
step.


Action Needed:
�Identify and isolate any affected kits in your inventory. If you have affected kits, verify that you have received the Field Safety Notice letter and
Acknowledgment and Receipt Form from Allurion. Regardless of whether you have affected product, complete the form and return it to Allurion using
the instructions on the form. Contact the Allurion customer service department using the information below to arrange for the delivery of replacement kits
at no cost. Package and return affected Allurion kits according to the instructions in the letter . The firm will provide your facility with replacement kits
at no charge. If a patient reports abdominal pain/discomfort, nausea, vomiting, and/or abdominal distention over a week after balloon insertion, Allurion
recommends considering an abdominal x-ray with the patient standing; hyperinflation should be suspected if about half of the balloon's volume is made
up of gas. If you diagnose hyperinflation, Allurion recommends endoscopic intervention with aspiration and removing the balloon under general
anesthesia.
For Further Information:
Allurion customer service department
Tel.: (508) 647-4000, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: customerservice@allurion.com
Ram Chuttani, Allurion chief medical officer
E-mail: rchuttani@allurion.com
Website: Click here
References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Allurion Technologies: Elipse filler kit [online]. London: Department of
Health; 2018 Nov 12 [cited 2018 Dec 7]. (Field safety notice; reference no. 2018/011/007/291/012). Available from Internet: Click here .


Comments:


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


Source(s):


● 2018 Dec 7. MHRA FSN. 2018/011/007/291/012 Download
● 2018 Dec 7. MHRA FSN. (includes reply form) Download
● 2018 Dec 12. Manufacturer. Manufacturer confirmed information
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https://allurion.com/usa/
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185224/2018127AllurionElipseFillerKitMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185225/2018127AllurionElipseFillerKitMHRA.pdf
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Tritanium 

Posterior Lumbar 

(PL) cage

Howmedica 

Osteonics Corp.

Zimmo Trading Establishment. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Ophthalmic and optical devices

enVista One 

Piece 

Hydrophobic 

Acrylic Intraocular 

lens

Bausch & Lomb 

GmbH..

Medical regulations gate https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

678

neoBLUE blanket 

LED 

Phototherapy 

Systems ,

Natus Medical Inc. Saudi Health Services Co. Ltd. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

Reusable devices

AMSCO 3052 and 

AMSCO 5052 

Single-Chamber 

Washer/Disinfecto

rs equipped with 

an automated 

SCS conveyor 

and barcode 

system

STERIS Corporation.. Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

680

Various Olympus 

Grasping Forceps 

and Biopsy 

Forceps  ,

Olympus Winter & 

IBE GmbH

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

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

Single-use devices

Cardioplegia 

Tubing Packs

Medtronic SA Medtronic Saudi Arabia#

Page 7 of 8

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13700
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13678
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13685
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13680
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13677



[High Priority ] - A31841 : Medtronic—Cardioplegia Tubing Packs: Y-Connectors May Tear or Crack


[High Priority ] - A31841 : Medtronic—Cardioplegia Tubing Packs: Y-Connectors May Tear or Crack
Medical Device Ongoing Action
Published: Thursday, December 20, 2018


UMDNS Terms:
•  Heart-Lung Bypass Unit Tubing Sets [15012]


Product Identifier:
[Consumable]


Product Medtronic Ltd
Product No. Lot No.


PERFUSION M443207E 5/B Cardioplegia Tubing
Packs


M443207E 215621288


PERFUSION M446913F 4/B Cardioplegia Tubing
Packs


M446913F 215713338


PERFUSION M447026J 1/B Cardioplegia Tubing Packs M447026J 215619129


PERFUSION M449102D Cardioplegia Tubing Packs M449102D 215619425


PERFUSION M449602A 4/B Cardioplegia Tubing
Packs


M449602A 215619501


PERFUSION M449501G 4/B Cardioplegia Tubing
Packs


M449501G 215621165


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


Manufacturer(s): Medtronic Ltd Building 9, Croxley Park, Hatters Lane, Watford, Herts WD18 8WW, England


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


Problem:
In a November 2018 Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Medtronic
states that the Y-connectors in the above tubing packs may exhibit tearing and cracking, potentially causing the device to leak during use, resulting in
potential blood loss and a breach in the circuit. Medtronic also states that it has received 13 reports of this problem occurring; however, the firm has
received no reports of adverse reactions or harms related to 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 November 2018 Urgent Field
Safety Notice letter from Medtronic. To arrange for unused product return and replacement, contact your Medtronic local representative. 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. Medtronic does not recommend any further actions for patients already treated with affected devices. These patients should continue to
be monitored in accordance with standard practice.
For Further Information:
Medtronic
Tel.: (01923) 212213 (U.K. customers)
Website: Click here
 


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Medtronic FA854: suction/anticoagulation assembly; Medtronic


perfusion tubing pack [online]. London: Department of Health; 2018 Dec 4 [cited 2018 Dec 18]. (Field safety notice; reference no.
2018/011/029/291/003). Available from Internet: Click here .


Comments:


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


Source(s):


● 2018 Dec 18. MHRA FSN. 2018/011/029/291/003 Download
● 2018 Dec 18. MHRA FSN. Medtronic reference no. FA854 Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185187/20181204MedtronicCardioplegiaTubingPacksMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185188/201811MedtronicCardioplegiaTubingPacksMHRA.pdf
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Covidien Parietex 

Composite 

Parastomal Mesh

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

a/Secure/CA/CaViewRec

Empower 

FastLoad CT 

Syringe Pack

Bracco Injeneering 

S.A..

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

a/Secure/CA/CaViewRec

Entuit Secure 

Gastrointestinal 

Suture Anchor 

Sets

Cook Medical Europe 

Limited

Majal Care for Trading Est.#

Surdial X Nipro Medical Corporation.. Spectromedhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13690

Theragenics 

Brachytherapy 

needles

Theragenics 

Corporation

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

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13669
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13692
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13690
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13684



[High Priority ] - A31952 : Cook—Entuit Secure Gastrointestinal Suture Anchor Sets: Retention Mechanism May Be Difficult to Slide Down


[High Priority ] - A31952 : Cook—Entuit Secure Gastrointestinal Suture Anchor Sets: Retention
Mechanism May Be Difficult to Slide Down
Medical Device Ongoing Action
Published: Thursday, December 27, 2018


UMDNS Terms:
•  Suture Anchors [22538]


Product Identifier:
[Consumable]


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


Entuit Secure Gastrointestinal Suture Anchor
Sets


GIAS-SRM-2 G35569 8144390, 8159665, 8173295,
8204594, 8261263, 8294836,
8308856, 8331166, 8395981,
8459751, 8471244, 8511162,
8535303, 8541938, 8574041,
8582863, 8597539, 8541938X,
8582863X


GIAS-SRM-3 G35570 8056941, 8135292, 8165522,
8228910, 8261265, 8293447,
8331165, 8357394, 8389427,
8395982, 8445405, 8471250,
8483543, 8511203, 8556989,
8557006, 8564659, 8622758,
8628912, 8663134


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


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


Suggested Distribution: OR/Surgery, Gastroenterology, Materials Management


Problem:
�In a December 19, 2018, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Cook states that it has received reports of
users experiencing difficulty sliding down the retention mechanism on the above devices, which were manufactured with a specific extension spring lot.
Cook also states that if an affected device is used, it may lead to delayed or prolonged procedure, the need for additional intervention to place more
devices, and the need for prolonged hospitalization. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. If you have affectedproduct, verify that you have received the December
19, 2018, Urgent Medical Device Recall letter and Acknowledgment and Receipt Form from Cook. Regardless of whether you have affected product,
complete the Acknowledgment and Receipt Form and return it to Cook using the information on the form. Return affected product to Cook, along with a
copy of the Acknowledgment and Receipt Form. Cook will provide your facility with credit for unused affected product. Notify all relevant personnel at
your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Report
any adverse events related to affected product to the Cook Medical customer relations department using the information below. U.S. customers should
report adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by
telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration,
HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information:
Cook Medical customer relations Department
Tel.: (800) 457-4500 or (812) 339-2235


, 7:30 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: CustomerRelationsNA@cookmedical.com  
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 27. Member Hospital. Cook letter submitted by ECRI Institute member hospital (includes reply form) Download
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