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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	•

WU1850Report Reference Number: WU1850: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
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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

30
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Active Implantable Devices

Cardiac

Resynchronization

 Therapy (CRT) 

pacemakers (CRT-

Ps) and 

defibrillators 

(CRT-Ds)   ,

Boston Scientific 

Cardiac Rhythm 

Management Group

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

564

Model 1000 

SenTiva VNS 

Therapy 

Generators

LivaNova PLC cigalah group#

Sonata ti100   ,MED-EL Elektro-Medizinische Geraete GmbHATTIEH MEDICO LTDhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13571

Diagnostic and therapeutic radiation devices

I-View Contrast 

Enhanced Digital 

Mammography,

Hologic Inc Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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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=4&rid=13564
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13571
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13572



[High Priority ] - A31792 : �LivaNova—Model 1000 SenTiva VNS Therapy Generators: May Report High Lead Impedance Values


[High Priority ] - A31792 : �LivaNova—Model 1000 SenTiva VNS Therapy Generators: May Report
High Lead Impedance Values
Medical Device Ongoing Action
Published: Wednesday, November 28, 2018
Last Updated: Thursday, November 29, 2018


UMDNS Terms:
•  Stimulators, Electrical, Vagus Nerve, Blocking [32668]


Product Identifier:
[Consumable]


Product LivaNova USA Inc
Model


VNS Therapy Generators Model 1000 SenTiva


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


Manufacturer(s): LivaNova USA Inc 14401 W 65th Way, Arvada, CO 80004-3503, United States


Suggested Distribution: Information Technology, Home Care, Neurology, Materials Management


Problem: In a November 16, 2018, Medical Device Correction letter submitted by an ECRI Institute member hospital, LivaNova states that lead
impedance values reported by the above generators will be higher than those reported by generator models 103 through 106. This is caused by a change
in the timing of when the above generators take the lead impedance measurement during diagnostic testing. As a result, normal impedance ranges for the
generators have shifted relative to the existing thresholds of 600 to 5,300 Ohms defined in labeling and as present in the VNS Therapy programming
software. As indicated in the Physician's Manual, high lead impedance (�5,300 Ohms), in the absence of other device-related complications, is not an
indication of a lead or generator malfunction. Existing recommendations, as described in the Physician's Manual, should still be followed. LivaNova also
states that this will not affect the performance of the device, including the battery longevity and the ability to safely deliver therapy. The problem presents
a risk of unnecessary surgery. Surgical interventions in response to situations in which high impedance could not be conclusively identified as being
caused by a system malfunction or connector pin insertion problem have occurred in 0.24% of the potentially affected device population. Any patient
implanted with the above generators could be affected by the problem. Patients implanted with 2.0 mm electrode leads (i.e., Model 30X-20) have a higher
possibility of being affected by the problem than those patients implanted with 3.0 mm electrode leads (i.e., Model 30X-30), as the greater surface area of
the 3.0 mm leads generally results in lower overall impedance results. The manufacturer has not confirmed the information provided in the source
material.


Action Needed:
Identify any affected product in you inventory. If you have affected product, verify that you have received the November 16, 2018, Medical Device
Correction letter and Medical Device Correction Acknowledgment and Receipt Form from LivaNova. Perform the following actions:


1. Continue to monitor patients and perform diagnostic testing at each visit. Information and recommendations regarding high and low
impedance thresholds can be accessed in the VNS Therapy Physician's Manual, found in the manuals section . If lead impedance is
reported at, or above, the high impedance threshold (�5,300 Ohms):


● New implant patients: Perform an anteroposterior (AP) and lateral chest and neck X-ray and mail to clinical technical support for
X-ray review to assess proper lead pin insertion.


● Replacement patients: Perform an AP and lateral chest and neck X-ray and mail to clinical technical support for X-ray review to
assess proper lead pin insertion and for potential lead breaks.


● Contact LivaNova's clinical technical support department using the information below to report the high lead impedance, and
provide X-rays for additional review.


● If an X-ray is required based on the criteria above, contact LivaNova's clinical technical support department who will facilitate
reimbursement of patient out of pocket medical expenses for X-ray visit (i.e., post-insurance).


2. Ensure that patients perform the following:
● (Epilepsy only) Continue using their magnet regularly to verify that stimulation is felt as described by the labeling; and
● Notify their physician if there is a change in perceived clinical symptoms (e.g., increase in seizures/depressive symptoms, painful


stimulation, changes in perception of stimulation, etc.).
3. Complete the Medical Device Correction Acknowledgment and Receipt Form, and return it to LivaNova using the instructions on the


form.
Notify all relevant personnel at your facility of the information in the letter.
For Further Information:
LivaNova clinical technical support department
Tel.: (866) 882-8804, 8 a.m. to 5 p.m. Central time, Monday through Friday
E-mail: cservices@livanova.com
Website: Click here
Comments:


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


Source(s):


● 2018 Nov 27. Member Hospital. LivaNova letter submitted by ECRI Institute member hospital (includes reply form) Download
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https://us.livanova.cyberonics.com/healthcare-professionals/resources/product-traininq

https://us.livanova.cyberonics.com/healthcare-professionals/resources/product-traininq

mailto:cservices@livanova.com

https://us.livanova.cyberonics.com/healthcare-professionals/contact-us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184196/20181116LivaNovaModel1000SenTivaVNSTherapyGeneratorsClientRedacted.pdf



(A31792) LivaNova-Model 1000 SenTiva VNS Therapy Generato.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Various 

Endoscopes    ,

Olympus Salehiya Trading Est.#

Electro mechanical medical devices

da Vinci Xi 

Surgical System 

Arm Sensor        ,

Intuitive Surgical Inc Gulf Medical Co.#

da Vinci Xi 

Surgical System 

Arm Sensor        ,

Intuitive Surgical Inc Gulf Medical Co.#

EDS Light 

Suspension 

Central Axis 

Component of 

Visum LED 

Surgical Lighting 

Systems    ,

Stryker 

Communications

Al-Faisaliah Medical System#

Fibro-Cleaner 

Automatic 

Endoscope 

Reprocessors

Getinge Disinfection 

AB

Gulf Medical Co.#

Medtronic 

HeartWare HVAD 

System Battery 

Charger   ,

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

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

PNEUMOCLEARW.O.M. World of Medicine GmbH (hereafter “WOM”	.Medtronic Saudi Arabiahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13558

ProtectIV Plus 

Safety 

Intravenous 

Catheters

Smiths Medical 

International Limited

almadar medical Est.#
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13576
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13558



[High Priority ] - A31161 01 : Olympus—Various Endoscopes: Use with Non-Olympus Accessories May Lead to Loosening of Instrument Channel Port [Update]


[High Priority ] - A31161 01 : Olympus—Various Endoscopes: Use with Non-Olympus Accessories
May Lead to Loosening of Instrument Channel Port [Update]
Medical Device Ongoing Action
Published: Thursday, November 29, 2018


UMDNS Terms:
•  Bronchoscopes, Flexible, Video  [17662]
•  Bronchoscopes, Flexible, Video/Ultrasound [25705]
•  Laryngoscopes, Flexible, Video [23531]


Product Identifier:
[Capital Equipment]


Product Olympus America Inc
Model Serial No.


Bronchovideoscopes BF-1T150, BF-P150, BF-260, BF-1T260, BF-6C260,
BF-P260F, BF-XP260F, BF-F260


All


Rhino-Laryngo Videoscopes ENF-VT All


Ultrasonic Bronchofiberscopes BF-UM40 All


Ultrasonic Bronchofibervideoscopes BF-UC260FW, BF-UC260F-OL8 All


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


Manufacturer(s): Olympus America Inc3500 Corporate Pkwy, Center Valley, PA 18034-0610, United States


Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Pulmonology/Respiratory Therapy, Gastroenterology,
Otolaryngology


Summary:
�Update Reason: New model numbers. This Alert provides new information based on an October 2018 Urgent Field Safety Notice letter posted by the
U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) regarding Alert A31161 . New model numbers are listed in the Product Identifier
field, and the Action Needed field has been updated with U.K.-specific information.
Problem:
In an August 8, 2018, Urgent Medical Device Safety Notice letter submitted by ECRI Institute member hospitals, Olympus states that use of the above
endoscopes with non-Olympus accessories can result in more applied force than expected, leading to loosening of the instrument channel port. Olympus
also states that it has received a report of an incident in which this problem occurred and patients became infected.


Action Needed:
Identify any affected endoscopes in your inventory. If you have affected endoscopes, verify that you have received the October 2018 Urgent Field Safety
Notice letter and Reply Form from Olympus. Conduct the following actions, which can also be found in chapter 3 "Preparation and Inspection" of the
operation manuals, before every use:


1. Wearing sterile gloves, attempt to rotate or turn the instrument channel port in a counterclockwise direction as shown in picture 01 in the 
letter . If the instrument channel port is able to be rotated or turned, do not use the endoscope and return it to Olympus for repair. If the
instrument channel port does not rotate or turn, go to step 2.


2. Visually inspect the rubber part around the instrument channel port of the referenced endoscope. If the rubber part is in a normal
condition as shown in picture 02, the endoscope can be used in a patient procedure. If the rubber part is lifted from the molding parts as
shown in picture 03, do not use the endoscope and return it to Olympus for repair. Refer to the  letter  for pictures.


 
If you have questions about how to conduct the inspection or you are not sure of the results of your inspection, contact Olympus before using the
device. Report any patient injuries or quality problems associated with Olympus endoscopes to the Olympus TAC. Complete the Reply Form, and return
it to Olympus using the instructions on the form. 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. Discard the existing operation manuals foraffected devices, and exchange them
with the updated operation manuals enclosedwith the letter.
 
For Further Information:
Olympus
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Olympus: QIL 151-006 [online]. London: Department of Health;


2018 Nov 19 [cited 2018 Nov 28]. (Field safety notice; reference no. 2018/011/015/291/002). Available from Internet: Click here .


Comments:


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


Source(s):


● 2018 Nov 29. MHRA FSN. 2018/011/015/291/002 Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635663

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635663

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177684/20180808OlympusEndoscopesClient_Redacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177684/20180808OlympusEndoscopesClient_Redacted.pdf?option=80F0607

http://medical.olympusamerica.com/content/contact-olympus-america

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184209/201801118OlympusEndoscopesMHRA.pdf





● 2018 Nov 29. MHRA FSN. (includes reply form) Download
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(A31161 01) Olympus-Various Endoscopes.pdf




[High Priority ] - A31798 : Intuitive—da Vinci X and Xi Surgical Systems: May Have Manufacturing Variation in Arm, Potentially Resulting in Persistent Fault


[High Priority ] - A31798 : Intuitive—da Vinci X and Xi Surgical Systems: May Have Manufacturing
Variation in Arm, Potentially Resulting in Persistent Fault
Medical Device Ongoing Action
Published: Thursday, November 29, 2018


UMDNS Terms:
•  Telemanipulation Systems, Surgical, Minimally Invasive [18600]


Product Identifier:
[Capital Equipment]


Product Intuitive Surgical Inc
Model Serial No.


Surgical Systems da Vinci X, da Vinci Xi SK0320, SK1923, SK1924, SK1925, SK1940,
SK1943, SK1944, SK1951, SK1952, SK1956,
SK1959, SK1962, SK1966, SK1968, SK1969,
SK1971, SK1972, SK1974, SK1984, SK1986,
SK1990, SK1993, SK1996, SK1998


Geographic Regions: Australia, France, Germany, Japan, U.S.


Manufacturer(s): Intuitive Surgical Inc1266 Kifer Rd Bldg 101, Sunnyvale, CA 94086-5304, United States


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Risk Management/Continuous Quality Improvement


Problem:
In a November 21, 2018, Field Safety Notice Urgent Medical Device Correction letter, Intuitive states that the above systems were shipped with a
manufacturing variation in the arm that may result in a persistent recoverable fault (error 23087). Intuitive also states that this problem could occur before
a procedure or during a procedure. Intuitive further states that the problem results in an inoperable arm, presenting the user with the option to disable the
arm and continue the procedure with the remaining arms. Intuitive states that if the problem occurs during a procedure, it may lead to a minor delay in
continuation of the da Vinci procedure if the affected arm is disabled and the procedure is continued with the remaining arms, or the user may convert to
another surgical approach. Intuitive also states that it has received no reports of adverse events related to this problem and that there is no risk if the
problem occurs before the patient enters the room (e.g., during draping).
 


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the November 21, 2018, Field Safety
Notice Urgent Medical Device Correction letter and Acknowledgment Form from Intuitive. As indicated in the user manual, if this fault is persistent then
the affected arm may be disabled. For instructions on how to continue the procedure with the remaining arms, refer to "Appendix B: System
Troubleshooting" in the da Vinci X or Xi system user manual. Notify all relevant personnel at your facility of the information in the letter. An Intuitive
representative will contact your facility to schedule a site visit to replace the affected arm. Place a copy of the letter with your da Vinci user manual until
the corrective action has been completed. Inform all affected personnel when the corrective action has been completed. Log into the da Vinci Online
Community Field Action resource  to read or complete any requested actions related to this problem. If the online resource cannot be used, complete the
Acknowledgment Form and return it to Intuitive using the instructions on the form. Retain a copy of the letter and Acknowledgment Form with your
records.
 
For Further Information:
Intuitive local clinical sales representative, or
Intuitive Surgical customer service department
North America and South America:
Tel.: (800) 876-1310 (select option 3), 4 a.m. to 5 p.m. Pacific time
E-mail: customerservice@intusurg.com
Europe, Middle East, Asia, and Africa:
Tel.: (800) 08212020 or 41 (21) 8212020, 8 a.m. to 6 p.m. Central European time
E-mail: ics@intusurg.com
South Korea
Tel.: 02 (3271) 3200, 9 a.m. to 6 p.m. Korea time
Japan
Tel.: (0120) 565635 or 03 (5575) 1362, 9 a.m. to 6 p.m. Japan time
Website: Click here
Comments:


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


Source(s):


● 2018 Nov 26. Manufacturer Letter. Intuitive letter submitted by the manufacturer: ISIFA2018-15-C (includes reply form) Download
● 2018 Nov 29. Manufacturer. Intuitive confirmed the information provided in the source material.
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https://www.davincisurgerycommunity.com/

https://www.davincisurgerycommunity.com/

mailto:customerservice@intusurg.com
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http://www.intuitivesurgical.com/support/contact/
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[High Priority ] - A31798 : Intuitive—da Vinci X and Xi Surgical Systems: May Have Manufacturing Variation in Arm, Potentially Resulting in Persistent Fault


[High Priority ] - A31798 : Intuitive—da Vinci X and Xi Surgical Systems: May Have Manufacturing
Variation in Arm, Potentially Resulting in Persistent Fault
Medical Device Ongoing Action
Published: Thursday, November 29, 2018


UMDNS Terms:
•  Telemanipulation Systems, Surgical, Minimally Invasive [18600]


Product Identifier:
[Capital Equipment]


Product Intuitive Surgical Inc
Model Serial No.


Surgical Systems da Vinci X, da Vinci Xi SK0320, SK1923, SK1924, SK1925, SK1940,
SK1943, SK1944, SK1951, SK1952, SK1956,
SK1959, SK1962, SK1966, SK1968, SK1969,
SK1971, SK1972, SK1974, SK1984, SK1986,
SK1990, SK1993, SK1996, SK1998


Geographic Regions: Australia, France, Germany, Japan, U.S.


Manufacturer(s): Intuitive Surgical Inc1266 Kifer Rd Bldg 101, Sunnyvale, CA 94086-5304, United States


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Risk Management/Continuous Quality Improvement


Problem:
In a November 21, 2018, Field Safety Notice Urgent Medical Device Correction letter, Intuitive states that the above systems were shipped with a
manufacturing variation in the arm that may result in a persistent recoverable fault (error 23087). Intuitive also states that this problem could occur before
a procedure or during a procedure. Intuitive further states that the problem results in an inoperable arm, presenting the user with the option to disable the
arm and continue the procedure with the remaining arms. Intuitive states that if the problem occurs during a procedure, it may lead to a minor delay in
continuation of the da Vinci procedure if the affected arm is disabled and the procedure is continued with the remaining arms, or the user may convert to
another surgical approach. Intuitive also states that it has received no reports of adverse events related to this problem and that there is no risk if the
problem occurs before the patient enters the room (e.g., during draping).
 


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the November 21, 2018, Field Safety
Notice Urgent Medical Device Correction letter and Acknowledgment Form from Intuitive. As indicated in the user manual, if this fault is persistent then
the affected arm may be disabled. For instructions on how to continue the procedure with the remaining arms, refer to "Appendix B: System
Troubleshooting" in the da Vinci X or Xi system user manual. Notify all relevant personnel at your facility of the information in the letter. An Intuitive
representative will contact your facility to schedule a site visit to replace the affected arm. Place a copy of the letter with your da Vinci user manual until
the corrective action has been completed. Inform all affected personnel when the corrective action has been completed. Log into the da Vinci Online
Community Field Action resource  to read or complete any requested actions related to this problem. If the online resource cannot be used, complete the
Acknowledgment Form and return it to Intuitive using the instructions on the form. Retain a copy of the letter and Acknowledgment Form with your
records.
 
For Further Information:
Intuitive local clinical sales representative, or
Intuitive Surgical customer service department
North America and South America:
Tel.: (800) 876-1310 (select option 3), 4 a.m. to 5 p.m. Pacific time
E-mail: customerservice@intusurg.com
Europe, Middle East, Asia, and Africa:
Tel.: (800) 08212020 or 41 (21) 8212020, 8 a.m. to 6 p.m. Central European time
E-mail: ics@intusurg.com
South Korea
Tel.: 02 (3271) 3200, 9 a.m. to 6 p.m. Korea time
Japan
Tel.: (0120) 565635 or 03 (5575) 1362, 9 a.m. to 6 p.m. Japan time
Website: Click here
Comments:


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


Source(s):


● 2018 Nov 26. Manufacturer Letter. Intuitive letter submitted by the manufacturer: ISIFA2018-15-C (includes reply form) Download
● 2018 Nov 29. Manufacturer. Intuitive confirmed the information provided in the source material.
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[High Priority ] - A31797 : Stryker—EDS Light Suspension Central Axis Component of Visum LED Surgical Lighting Systems: Suspension Joint May Be Insufficiently Assembled


[High Priority ] - A31797 : Stryker—EDS Light Suspension Central Axis Component of Visum LED
Surgical Lighting Systems: Suspension Joint May Be Insufficiently Assembled
Medical Device Ongoing Action
Published: Tuesday, November 27, 2018
Last Updated: Thursday, November 29, 2018


UMDNS Terms:
•  Lights, Surgical, Ceiling-Mounted [33268]


Product Identifier:
[Capital Equipment]


Product Stryker Communications
Model Catalog No. Manufacture Date


EDS Light Suspensions, Central
Axis Component of Visum LED
Surgical Lighting Systems


5P 0682001298 2014 Mar 1 to 2015 Oct 31


5P/5P 0682001299 2014 Mar 1 to 2015 Oct 31


5P/FP 0682001286 2014 Mar 1 to 2015 Oct 31


9P 0682001433 2014 Mar 1 to 2015 Oct 31


9P/5P 0682001434 2014 Mar 1 to 2015 Oct 31


FP/5P/5P 0682001300 2014 Mar 1 to 2015 Oct 31


FP/9P/5P 0682001435 2014 Mar 1 to 2015 Oct 31


9P/FP 0682001432 2014 Mar 1 to 2015 Oct 31


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


Manufacturer(s): Stryker Communications 571 Silveron Blvd  Flower Mound, TX 75028, United States 


Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, Facilities/Building Management


Problem:
In a November 13, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Stryker states that the above light
system component may have an insufficiently assembled joint in the suspension, potentially leading to the suspension falling and causing injuries to
clinicians and/or patients. Stryker also states that it has received no reports of adverse events associated with this problem.
 


Action Needed: Identify any affected systems in your inventory. If you have affected systems, verify that you have received the November 13, 2018,
Urgent Medical Device Correction letter and response form from Stryker. A Stryker representative will contact your facility to arrange for systems
inspections and replacement of nonconforming central axes. You may continue to use affected systems. Inform all relevant personnel at your facility of
the information in the letter. Complete the response form, and return it to Stryker by e-mail at CommunicationsRA1@stryker.com . 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:
Julie Baker, Stryker regulatory affairs compliance specialist
Tel.: (469) 470-4317
E-mail: Julie.Baker@stryker.com
Website: Click here
Comments:


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


Source(s):


● 2018 Nov 25. Manufacturer Letter. Stryker letter submitted by an ECRI Institute member hospital Reference No. PFA PR 
1831690 Download


● 2018 Nov 27. Manufacturer. The manufacturer confirmed the information in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184119/201811StrykerEDSLightSuspensionsMFR.pdf
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[High Priority ] - A31807 : Getinge—Fibro-Cleaner Automatic Endoscope Reprocessors: May Overheat, Emit Smoke, or Ignite


[High Priority ] - A31807 : Getinge—Fibro-Cleaner Automatic Endoscope Reprocessors: May
Overheat, Emit Smoke, or Ignite
Medical Device Ongoing Action
Published: Tuesday, November 27, 2018
Last Updated: Wednesday, November 28, 2018


UMDNS Terms:
•  Disinfectors, Liquid Germicide, Flexible Endoscope [11279]


Product Identifier:
[Capital Equipment]


Product Getinge AB
Model Part No.


Automated Endoscope Reprocessors (AERs) Fibro-Cleaner ADU Duodenoscope Version 01030911


Fibro-Cleaner FC1 Duodenoscope Version 01039708


Fibro-Cleaner FC1 for Endoscopes 01039707


Fibro-Cleaner FC1+1 ASRDU 01039709


Fibro-Cleaner FC2 Duodenoscope Version 01010036


Fibro-Cleaner FC2 ASR for Endoscopes 01030913


Fibro-Cleaner FC2 ASRDU Version 01030914


Fibro-Cleaner FC2 ASRDUDP Version 01030916


Fibro-Cleaner FC2 Glutaraldehyde 01010003


Fibro-Cleaner FC4 ASRDU Duodenoscope Version 01039701


Fibro-Cleaner FC4 ASRDUDP Duodenoscope Version 01039702


Geographic Regions: Croatia, Denmark, France, Ireland, Italy, The Netherlands, Poland, U.K.


Manufacturer(s): Getinge AB Lindholmspiren 7, SE-417 56 Goeteborg, Sweden


Suggested Distribution: Clinical/Biomedical Engineering, Central Sterilization Reprocessing


Problem:
�In an Urgent Field Safety Notice posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Getinge states that the solenoid
valve on the above AERs is not resistant enough to chemicals and that the location of the one-way valve does not prevent leakage, potentially causing the
device to smoke, overheat, or ignite. Getinge also states that device smoking, overheating, or ignition may cause significant skin burns, evaporation of
chemicals, and the release of toxic fumes. The inhalation of these substances may lead to different degrees of respiratory problems, such as simple
irritation or, more seriously, acute respiratory distress syndrome (ARDS). Getinge further states that fumes may severely irritate eyes. Getinge
has received several reports of equipment shutdown and device fires. Getinge states that the potential for injury is remote.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the Urgent Field Safety Notice letter and
Customer Response Form from Getinge. Complete the form, and return it to Getinge using the instructons on the form. A Getinge service representative
will contact your facility to arrange for device modification, if applicable. Inform all relevant personnel at your facility of the information in the Urgent
Field Safety Notice letter, and forward a copy of the letter to any facility to which you have distributed affected product. Retain a copy of the letter with
your records.
For Further Information:Getinge
Website: Click here


�References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Getinge: Fibrocleaner [online]. London: Department of Health; 2018
Nov 26 [cited 2018 Nov 26]. (Field safety notice; reference no. 2018/011/021/487/018). Available from Internet: Click here .


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


Source(s):


● 2018 Nov 26. MHRA FSN. 2018/011/021/487/018 Download
● 2018 Nov 26. MHRA FSN. (includes reply form) Download
● 2018 Nov 28. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A31836 : Smiths—ProtectIV Plus Safety Intravenous Catheters: Safety Mechanism Guard May Be Damaged


[High Priority ] - A31836 : Smiths—ProtectIV Plus Safety Intravenous Catheters: Safety Mechanism
Guard May Be Damaged
Medical Device Ongoing Action
Published: Thursday, November 29, 2018


UMDNS Terms:
•  Catheters, Vascular [18636]


Product Identifier:
[Consumable]


Product Smiths Medical ASD Inc
Model No. Lot No.


ProtectIV Plus Safety Intravenous (IV) Catheters 306701 3635765, 3639446, 3642834, 3646828, 3646829,
3646830, 3646831, 3646832, 3646833, 3651082


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


Manufacturer(s): Smiths Medical ASD Inc9 Riverside Rd, Weston, MA 02493, United States 


Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Infection
Control, Nursing, Oncology, OR/Surgery, Pediatrics, Home Care, NICU, IV Therapy, Materials Management


Problem:
In a November 26, 2018, Urgent Medical Device Recall Notice letter submitted by an ECRI Institute member hospital, Smiths states that the safety
mechanism guar of the above catheters may be damaged as illustrated in the letter . Smiths also states that a damaged guard mechanism may prevent the
device from properly engaging the safety mechanism, potentially posing a risk of exposure to bloodborne pathogens. Smiths further states that it has
received no reports of deaths or serious injuries 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 26, 2018, Urgent
Medical Device Recall Notice letter and Recall Response Form from Smiths. Regardless of whether you have affected product, complete the Recall
Response Form and return it to Smiths by e-mail at fieldactions@smiths-medical.com . Upon receipt of the Recall Response Form, Smiths will provide
your facility with prepaid shipping labels, if applicable. Using the shipping labels, return affected product, along with a copy of the completed form, to
Stericycle. Forward a copy of the letter to any facility to which you have further distributed affected product.
 
For Further Information:
Smiths
E-mail: fieldactions@smiths-medical.com
Website: Click here
 
Comments:


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


Source(s):


● 2018 Nov 29. Member Hospital. Smiths letter submitted by an ECRI Institute member hospital. Download
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(A31836)  Smiths-ProtectIV Plus Safety Intravenous Catheters.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

RotoProne 

Therapy System    

,

Arjo Hospital 

Equipment AB.

Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

TC-115 Balloon 

Catheters

VascoMed Gmbh WATEEN MEDICAL CO#

Healthcare facility products and adaptations

Invacare 9805 

and 9805P 

Hydraulic Patient 

Lifts

Invacare 

Corporation…

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

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

In vitro diagnostic devices

AIA900 

Automated 

Immunoassay 

Analyzer

Tosoh Corporation ABDULLA FOUAD HOLDING 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

cobas c 

311/501/502/701/

702

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

COBAS 

INTEGRA® 400 

plus and cobas

c 111 analyzer

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

IMTEC-ß2-

Glycoprotein I-

Antibodies IgG

HUMAN Gesellschaft 

für Biochemica und 

Diagnostica GmbH

Arabian Trade House Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Lactose 

intolerance quick 

test

BIOHIT OYJ Qualb Al-Hayat Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Page 4 of 6

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13565
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13581
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13562
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13563
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13579
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13578
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13574



[High Priority ] - A31811 : VascoMed—TC-115 Balloon Catheters: Boxes May Be Mislabeled with Incorrect Use Before Date


[High Priority ] - A31811 : VascoMed—TC-115 Balloon Catheters: Boxes May Be Mislabeled with
Incorrect Use Before Date
Medical Device Ongoing Action
Published: Wednesday, November 28, 2018


UMDNS Terms:
•  Electrodes, Cardiac, External Pacemaker, Transvenous [33304]
•  Catheters, Cardiac, Flotation Balloon, Pacing Electrode [16654]


Product Identifier:
[Consumable]


Product Vascomed GmbH
Catalog No.


TC-115 Balloon Catheters 356318


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


Manufacturer(s): Vascomed GmbH Hertzallee 1, D-79589 Binzen, Germany


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Perfusion, Materials
Management


Problem:
In November 2018 Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), VascoMed states that
the use before date (UBD) on the outer boxes of the above products may be a year later than the correct UBD; the UBD on the sterile pouch of each
individual catheter is correct. VascoMed further states that it has received no reports of patient harm related to this problem. The manufacturer has not
confirmed the information provided in the source material.


Action Needed:
Identify any affected product in your inventory. For affected lot numbers, see the letter sent to your facility. If you have affected product, verify that you
have received the November 2018 Field Safety Notice letter and Acknowledgment Form from VascoMed. Complete the Acknowledgment Form, and
return it to VascoMed. Return affected closed boxes to VascoMed, or open the boxes, and follow the instructions for open boxes. For affected open
boxes, discard the box and check the UBD on the sterile pouch of each catheter. Confirm that the UBD recorded in your system matches the UBD on the
sterile pouches. Store the catheters with valid UBDs and instructions for use (IFU) in a container; ensure that the storage conditions match those in the
IFU.
For Further Information:
VascoMed
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. VascoMed: TC-115 balloon [online]. London: Department of Health;


2018 Nov 26 [cited 2018 Nov 26]. (Field safety notice; reference no. 2018/011/019/701/005). Available from Internet: Click here .


Comments:


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


Source(s):


● 2018 Nov 26. MHRA FSN. 2018/011/019/701/005 Download
● 2018 Nov 26. MHRA FSN. (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183893/20181126VascoMedTC115BalloonMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183894/20181126VascoMedTC115BalloonMHRA.pdf



(A31811) VascoMed-TC-115 Balloon Catheters.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

QSight 210 MD 

Mass 

Spectrometer 

Simplicity 3Q MD

PerkinElmer Life and 

Analytical Sciences

ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

Laboratory equipment

BD BBL Trypticase 

Soy Agar with 5 

Sheep Blood, 

Catalog No. 

221261

Becton Dickinson & 

Co. (BD)

Becton Dickinson B.V. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

567

Non-active implantable devices

CERAMENT G, 

CERAMENT BONE 

VOID FILLER and 

CERAMENT V

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

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=13

LFIT V40 Femoral 

Heads ..

Howmedica 

Osteonics Corp.

Zimmo Trading Establishment.#

Ophthalmic and optical devices

SmartScope Fibers ForTec Medical N/A#

Reusable devices

CWP 800 RO1 

220-240V/ 380-

415V 50Hz, CWP 

800 HW 220-

240V/ 380-415V 

50Hz, Clinic Panel

Gambro Lundia AB Baxter AG https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=13

573

Single-use devices

Page 5 of 6

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13561
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13567
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13575
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13573



[High Priority ] - A30674 01 : Stryker—LFIT V40 Femoral Heads: Taper Lock May Fail [Update]


[High Priority ] - A30674 01 : Stryker—LFIT V40 Femoral Heads: Taper Lock May Fail [Update]
Medical Device Ongoing Action
Published: Thursday, November 29, 2018


UMDNS Terms:
•  Prostheses, Joint, Hip, Femoral Component  [16095]


Product Identifier:
[Consumable]


Product Stryker Orthopaedics Div Stryker Corp
Catalog No. Lot No.


36 mm +5 Offset LFIT Anatomic Cobalt
Chrome (CoCr) V40 Femoral Heads


6260-9-236 0R5MPAX3, 0RDMPAX1, 0W8MMDX1, 1K0MEDX1,
2J3MHD, 3RYMMAX1, 3T4MMAX1, 4AEMMDX1,
1EP07X, 8DDMRDX1, 8XHMNDX1, 9R5MJDX1,
9REMJD, 25WMNAX1, 067MLE, 75JMPAX1,
691MNDX1, 9999, 10176901, 10353501, 10888601,
10927701, 11135101, 11135102, 11991502, 12614601,
12614602, 12614603, 12656001, 12849701, 12849701A,
12849702, 12849703, 12849703A, 12849704, 13692401,
14706500, 14814401, 14934501, 14946701, 15029101,
15186901, 15186902, 15341601, 15629501, 15759701,
16462701, 16551401, 16551402, 16575701, 16575702,
16650801, 16667001A, 16667001, 17159201, 17159202,
18165201, 18165202, 18165203, 18299001, 18748601,
18748602, 18800801, 18800802, 19648801, 19648802,
19716301, 19780501, 19780502, 19806601X1, 19842001,
19842002, 19880502X1, 20113203X2, 20142803X2X2,
20142804X1X1, 20749501, 20749502, 20749504,
20892101, 20892102, 20892103, 20892104, 20892105,
20983003X1, 21035305X1, 21164802X1, 21220205X1,
21318701X1, 21318702, 21451805X1, 21688201,
21688202, 21688203, 21688204, 21762401, 22379906X1,
22663501, 22663502, 22663503, 22721101, 22721102,
22721102A, 22721103, 22721104, 22818101, 23472101,
23472102, 23472103, 23524901, 23524902, 24173501,
24173502, 24173503, 24282601, 24806301, 24806302,
24867501, 24867601, 25290801, 25290802, 25344101,
25344102, 25406901, 25447901, 25447902, 26147801,
26147802, 26205701C, 26205701, 26205702, 26286101,
26286102, 26286103, 27257801, 27320601, 27320602,
27320603, 27399001, 27399002A, 27399002, 27399003,
27399004, 28238401, 28281801, 28287701, 28340301,
28340302, 28340303, 28340304, 28340305, 28846501,
28856601, 29209901, 29209903, 30032401, 30032403,
30076901, 30076902, 30264601, 30264602, 30264603,
30501401, 30501402, 30501403, 30647801, 30647802,
30647803, 30887201, 30887202, 31337902, 31337903,
32147901, 32147902, 32147903, 32147904, 32693901,
32715601, 32715602, 32729101, 32797901, 32797902,
33187602, 33187603, 33637801, 33637802, 33637803,
33637804, 33994401, 33994402, 33994403, 33994404,
34015801, 34015802, 34305001, 34305002, 34305003,
34305004, 34356401, 34711702, 34711703, 34711704,
34711705, 35086001, 35086002, 35086003, 35086004,
35086005, 35086006, 35725601, 35725602, 35725603,
35725604, 35827401, 35921902, 36141501, 36141502,
36141503, 36141504, 36498401, 36498402, 36498403,
36923402, 37063301, 37063302, 37063303, 37194802,
37262102, 37381202, 37633002, 37633005, 38005401,
86149601, 86149602, 86149603, 86149604, 86149605,
86149605A, 86333301, 86333302, 86333303, 86376101,
86376102, 86376102A, 86376103, 86376104, 86376105,
86466501, 86466502, 89445901, 89445902, 89839901,
89839902, 89839903, 90405401C, 90405401, 90405402,
91124301, 91798001, 91798002, 91798101, 91798102,
92535001, 92546801, 92546802, 92546803, 93418701,
93418702, 93418703, 93881203, 93881203, 94194801,
94500001, 94500002, 95178301, 95178302, 95501601,
95501601, 95501602, 96419701, 96419702, 96419702,
96419703, 96419703, 96419703D, 96419703F, 96419704,
96837501, 96837501, 96837502, 96904401, 97848701,
97848701, 97848701A, 97848702, 98883601, 99143401,
99143402, 99370201, MER87J, MHJL5A, MERAA8,
MHJL8N, MERD36, MHLM6W, MET24YX1, MHMLL0,
MET47MX1, MHMMM9, MET542X1, MHMP40,
MET5J9X1, MHMP6E, MET7N3X1, MHMR0P,
METHE5, MHMT46X1, METLMKX1, MHNJA5,
METLMKX2, MHRJDE, METLYRX1, MHRKJ3,
METM29, MHRKM1, MHAAN9X1, MHTH6D,
MHADY5X1, MHTJ88, MHAM27X1, MJA0RR,
MHAM8W, MJAE2T, MHAN38X1, MJD66Y,
MHAN5NX1, MJENEK, D8VMTAX1, MHANEJ,
MJENNM, D95MAE, MHD4MJ, MJEPP9, E3MMAE,
MHDHTJX1, MJERMX, H9LMPDX1, MHDJMYX1,
MJERPY, HA7MLDX1, MHDL4XX1, MJERVM,
J0PMEE, MHDL62X1, MJH5P4, J0XMEE, MHE6LDX1,
MJHH3R, J1MMND, MHE6P9X1, MJHR1M,
JENMTDX1, MHE7EEX1, MJJ12J, KM6MDDX1,
MHEL53X1, MJJDA9, LAVMADX1, MHEL54X1,
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MJJDHY, MEP9PH, MHEL8AX1, NAWMNE, MEPERN,
MHELMMX1, PRJMMDX1, MEPVP2X1, MHEPD3X1,
PRKMMDX1, MEPVPJ, MHERK5X1, RJMMNAX2,
MER1EMX1, MHET0X, T6WMHD, MER1JKX1,
MHET0XX1, THVMHE, MER237, MHH256X1,
V0KMME, MER29DX1, MHH2WYX1, XAYMJE,
MER3DHX1, MHH904X1, Y2NMHEX1, MER3KNX1,
MHJKKE


40 mm +4 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-236 MJR1A7, MJR423, MJR5L4, MJR668, MJRHX4,
MJRNNW, MJRVPL, MJT06D, MJT0WE, MJT4T8,
MJT4W0, MJT6M1, MJT78H, MJT810, MJT9Y8,
MJTA44, MJTA7J, MJTEJN, MJTH41, MJTH8L,
MJTHE2, MJTJ62, MJTK89, MJTLKX, MJTPRA,
MJTR6K, MJTTJL, MJTWLA, MJTWVL, MJTWXA,
MJTY84, MKA0WM, MKA7WH, MKAELX, MKAH3V,
MKAJJ3, MKAN00, MKAREX, MKAX3R, MKAY2H


44 mm +4 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-244 MJP2WM, MJP49V, MJP9KV, MJPJNW, MJPK4W,
MJPWJE, MJT044, MJT077, MJT2HA, MJT3V0,
MJT4HE, MJT4MH, MJT4W7, MJT6NJ, MJT7DL,
MJT7V3, MJT8JK, MJT9RP, MJTJ12, MJTJLY, MJTK68,
MJTKJ1, MJTLD3, MJTLEA, MJTNDA, MJTNNW,
MJTRJJ, MJTVNL, MJTWET, MJTWK7, MJTX74,
MJTXEV, MJTY2M


40 mm +8 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-340 MJP3TT, MJP8H4, MJPKA2, MJRL6W, MJT2AX,
MJT8ED, MJTHX3, MJTK9L, MJTP88, MJTW1P,
MJP691, MJPE16, MJPPVR, MJT09H, MJT54P,
MJTH2W, MJTJ8H, MJTNR8, MJTTPT, MJTWJM,
MJP76E, MJPHA7, MJPR03, MJT0T5, MJT5R1,
MJTHMN, MJTJD7, MJTP06, MJTV6X, MJTXMY,
MJP83H, MJPHHX, MJPRYY, MJT1LA, MJT8D9,
MJTHPM


40 mm +12 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-344 MJM90X, MJMD2A, MJT0XH, MJT102, MJT10T,
MJT130, MJT18L, MJT1PW, MJT2H2, MJT36M,
MJT3J6, MJT4TP, MJT4Y3, MJT52A, MJT585, MJT5E7,
MJT8M3, MJT91K, MJT9XH, MJTAR8, MJTH5J,
MJTH6V, MJTKNM, MJTL85, MJTLNP, MJTP04,
MJTPJX, MJTPXN, MJTT4J, MJTTKP, MJTV6R,
MJTVA1, MJTVMT, MJTVWR, MJTWT0, MJTWW5,
MJTX58


44 mm +8 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-440 MJM3WV, MJM9YJ, MJMHHH, MJN3V4, MJNJ6J,
MJP79L, MJPD65, MJPHR3, MJPJ9W, MJPR59,
MJPR6P, MJPT47, MJPYX1, MJRHPY, MJRN8V,
MJT65Y, MJT99A, MJT9RH, MJTKYX, MJTMN6,
MJTR4V, MJTRYW, MJTWW8, MJTY2L, MJTYPK


44 mm +12 Offset LFIT Anatomic CoCr
V40 Femoral Heads


6260-9-444 MJT08N, MJT1AT, MJT1JH, MJT480, MJT5KT,
MJT9PM, MJT9WY, MJT9XM, MJTAMH, MJTD3R,
MJTD9R, MJTDNP, MJTEA3, MJTENA, MJTEWK,
MJTH2J, MJTH8V, MJTKY4, MJTL7M, MJTLW5,
MJTML2, MJTPD2, MJTR71, MJTT36, MJTTEX,
MJTV9A, MJTVJ5, MJTVJK, MJTXP1, MJTY83,
MJTYKP


Geographic Regions: U.K.


Manufacturer(s): Stryker Orthopaedics Div Stryker Corp325 Corporate Dr, Mahwah, NJ 07430, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Summary:
�Update Reason: Additional product for U.K. only. This Alert provides new information regarding Alert A30674  based on an October 18, 2018, Urgent
Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) in which Stryker expanded the recall to
include additional product. New information is provided in the Product Identifier field. For previously listed product, see Alert A30674 .
Problem:
In a May 22, 2018, Safety Notification letter submitted by ECRI Institute member hospitals, Stryker states that it has received a higher-than-expected
number of reports documenting femoral head/hip stem dissociation for the certain sizes of the above femoral heads. This problem may lead to the
following:


● Dislocation
● Pain associated with implant loosening
● Periprosthetic fracture
● Revision to alleviate a hazardous situation
● Leg length discrepancy
● Loss of mobility secondary to hip/stem trunnion fracture or femoral head/hip stem dissociation
● Pain requiring revision surgery
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● Inflammatory response
● Adverse local tissue reaction (ALTR)


Action Needed:
Identify any patients who have been implanted with affected product. Verify that you have received the October 18, 2018, Urgent Field Safety Notice
letter, PFA Acknowledgment Form, and copy of the August 2018 Urgent Field Safety Notice letter from Stryker. The firm states that this communication
is separate from the existing action, reference RA 2018-175783 addressed in Alert A30674  and requires a response to both Field Safety Notices.
Complete the PFA Acknowledgment Form, and return it to Stryker using the information on the form. The following actions are those listed in Alert 
A30674 . Stryker recommends that patients implanted with affected product should continue to be followed per the normal protocol established by their
surgeons. Stryker does not recommend changes to the frequency of the standard follow-up care protocol. Notify all relevant personnel at your facility of
the information in the letter. Complete the BRF, and return it to Stericycle by fax at (888) 861-8582 or by e-mail to Stericycle at 
strykerortho5940@stericycle.com . Stryker states that product is not required to be returned,
 
For Further Information:
Stryker
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Stryker: LFIT Anatomic CoCr V40 femoral heads [online]. London:


Department of Health; 2018 Nov 19 [cited 2018 Nov 26]. (Field safety notice; reference no. 2018/011/013/291/008). Available from
Internet: Click here .


Comments:


● For information on previous actions, considered complete by FDA, see Alerts A27151 , A27151 01 , and A27151 02 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Nov 26. MHRA FSN. 2018/011/013/291/008 Download
● 2018 Nov 26. MHRA FSN. Stryker Reference No. RA2018-028 OCTOBER 2018 UPDATE (includes reply form) Download
● 2018 Nov 27. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A31823 : ForTec Fibers—SmartScope Fibers: Sterility May Be Compromised


[High Priority ] - A31823 : ForTec Fibers—SmartScope Fibers: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Thursday, November 29, 2018


UMDNS Terms:
•  Laser Delivery Systems, Fiberoptic [17807]


Product Identifier:
[Consumable]


Product ForTec Medical
Model No. Catalog No.


SmartScope Fibers SU-200-RT 096874


SU-365-RT 096875


SU-550-RT 096876


SU-1000-RT 096877


SU-200-TRUE-RT 096975


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


Manufacturer(s): ForTec Medical10125 Wellman Rd, Streetsboro, OH 44241, United States


Suggested Distribution: Infection Control, Obstetrics/Gynecology/Labor and Delivery, Oncology, OR/Surgery, Urology, Materials Management


Problem:
In an October 29, 2018, Medical Device Recall Notice letter submitted by an ECRI Institute member hospital, ForTec Fibers states that the packaging
seals of the above fibers may have been breached, potentially compromising product sterility. The manufacturer has not confirmed the information
provided in the source material.


Action Needed:
Identify any affected fibers in your inventory. If you have affected fibers, verify that you have received the October 29, 2018, Medical Device Recall
Notice letter from ForTec Fibers. Inspect the laser fibers in your inventory, and return fibers with packaging irregularities to ForTec for replacement
using the instructions in the letter .  
For Further Information:
Frank Kehn, ForTec Fibers
Tel.: (330) 554-1975
E-mail: fkehn@fortecmedical.com
Website: Click here
Comments:


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


Source(s):


● 2018 Nov 28. Member Hospital. October 29, 2018, ForTec Fibers letter submitted by an ECRI Institute member hospital Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Balloon Guide 

Catheters 9F     ,

Stryker Neurovascular FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

First Aid Sterile 

Gauze Pad

ASO, LLC N/A https://ncmdr.sfda.gov.s

MultiTrack 

Angiographic 

Catheter (MMTA)

NuMED, Inc. Ameesa Medical Instruments https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Nano Corkscrew 

Suture Anchors   ,

Arthrex, Inc Medical Regulations Gate#

Page 6 of 6

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13569
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13566
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13560



[High Priority ] - A31791 : Arthrex—Nano Corkscrew Suture Anchors: �May Include Oversized Drivers, Potentially Leading to Anchor Breakage during Insertion


[High Priority ] - A31791 : Arthrex—Nano Corkscrew Suture Anchors: �May Include Oversized
Drivers, Potentially Leading to Anchor Breakage during Insertion
Medical Device Ongoing Action
Published: Monday, November 26, 2018


UMDNS Terms:
•  Suture Anchors [22538]


Product Identifier:
[Consumable]


Product Arthrex Inc
Part No. Lot No.


FT Ti w 3-0 FW Nano Corkscrew Suture Anchors AR-1317FT 10175216, 10175219, 10199557, 10199558


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


Manufacturer(s): Arthrex Inc1370 Creekside Blvd, Naples, FL 34108-1945, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a November 19, 2018, Urgent Voluntary Product Recall Notification letter submitted by an ECRI Institute member hospital, Arthrex states that the
above devices may include oversized drivers, potentially leading to anchor breakage during insertion. Arthrex also states that the surgeon is likely to
identify that the device failed during use. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the
November 19, 2018, Urgent Voluntary Product Recall Notification letter from Arthrex. To arrange for product return and for information regarding
alternative products and credit, contact the Arthrex product surveillance department using the information below.
For Further Information:
Arthrex product surveillance department
Tel.: (866) 267-9138
E-mail: complaints@arthrex.com
Website: Click here
Comments:


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


Source(s):


● 2018 Nov 21. Member Hospital. November 19, 2018, Arthrex letter Download
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