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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	•

WU1917Report Reference Number: WU1917: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

28
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Assistive products for persons with disability

E-Pacer, TRAM, 

and Low-Base 

TRAM Lifts

Community Products, 

LLC, d/b/a Rifton

alsandross international#

Size 3 Wombat 

Living Assistive 

Ergonomic Chairs

R82​ N/A#

Diagnostic and therapeutic radiation devices

Azurion FlexArm Philips Burton Philips Healthcare Saudi Arabia Ltd.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14171

CyberKnife M6 

and CyberKnife 

VSI Secondary 

Collimation 

Subsystem    .

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

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4163
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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=2&rid=14171
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14163



[High Priority ] - A32547 01 : �Rifton—TRAM and E-Pacer Lifts: Body Support Buckle Latch Springs May Break, Potentially Causing Buckle to Latch
Incorrectly or Release Easily


[High Priority ] - A32547 01 : �Rifton—TRAM and E-Pacer Lifts: Body Support Buckle Latch Springs
May Break, Potentially Causing Buckle to Latch Incorrectly or Release Easily
Medical Device Ongoing Action
Published: Tuesday, April 16, 2019


UMDNS Terms:
•  Lifts, Patient Transfer [12330]


Product Identifier:
[Capital Equipment]


Product Rifton Equipment
Model Model No. Manufacture Date


Patient Transfer Lifts E-Pacer K660 2017 Jun 12 to 2018 Apr 5


TRAM K310, K320 2012 Jul 4 to 2018 Apr 4


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


Manufacturer(s): Rifton Equipment2032 Route 213, Rifton, NY 12471, United States


Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, Facilities/Building Management, Home Care, Physical
Therapy/Rehabilitation, EMS/Transport


Summary:
�Update Reason: Distribution in the U.K. and new Problem and Action Needed information. This Alert provides new information based on an Urgent
Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) regarding Alert A32547 .
Problem:
�Health Canada states that an interior design change by the buckle manufacturer for the above lifts may cause the body support buckle latch springs to
break. This problem may lead to the buckle latching incorrectly or releasing more easily during a transfer, potentially resulting in the patient falling out of
the device. Health Canada also states that the manufacturer initiated a recall on March 31, 2019. In an Urgent Field Safety Notice letter posted by MHRA,
Rifton states that serious injuries and/or deaths may occur because of the failure mode associated with this problem. The manufacturer has not confirmed
the information provided in the source material.


Action Needed:
�Identify, isolate, and discontinue use of any affected lifts in your inventory. To confirm whether you have affected lifts, see the ID code that can be
found either under the horizontal mast, right below the “Rifton TRAM” or “E-Pacer” label, or under the left leg of the lift (see the pictures in the letter ).
If you have affected lifts, verify that you have received the Urgent Field Safety Notice letter from Rifton. Rifton will provide your facility with a
replacement buckle and installation instructions for affected lifts; do not use affected lifts until the buckle is replaced. Notify Rifton that you have
received the letter, and provide Rifton with a contact name, phone number, and e-mail address for the person who will perform the replacement, including
an address for Rifton to send the replacement parts. The replacement kit contains a replacement buckle, strap assembly, four bolts, hex key, and
replacement instructions. The person performing the replacement will need to remove and discard the old strap, buckle and bolts, and install the new one
with the new bolts provided. Once the replacement is completed, provide Rifton with confirmation from your facility. 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 lifts. If you no
longer have affected lifts, notify Rifton, and provide Rifton with contact information for the person(s) who received the device(s) from your facility.
For Further Information:
Rifton
Website: Click here


�References:


Health Canada. Recalls and safety alerts. Rifton E-Pacer, Rifton TRAM, Rifton low-base TRAM [online]. 2019 Apr 12 [cited 2019 Apr 15].
Available from Internet: Click here .


Great Britain. Medicines and Healthcare Products Regulatory Agency. Rifton: TRAM/E PACER QUICK RELEASE BUCKLES [online].
London: Department of Health; 2019 Apr 15 [cited 2019 Apr 16]. (Field safety notice; reference no. 2019/004/008/291/011). Available from
Internet: Click here .


Comments:


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


Source(s):


● 2019 Apr 16. MHRA FSN. 2019/004/008/291/011 Download
● 2019 Apr 16. MHRA FSN. Rifton letter Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638563

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638563

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191368/UndatedRiftonTRAMEPacerMHRA.pdf?option=80F0607

https://www.rifton.com/customer-service/contact-us

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69564r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69564r-eng.php

https://www.gov.uk/drug-device-alerts/field-safety-notice-08-12-april-2019?utm_source=da492059-9dcb-4ffd-a45c-490d5759b60d&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-08-12-april-2019?utm_source=da492059-9dcb-4ffd-a45c-490d5759b60d&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191367/20190415RiftonTRAMEPacerMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191368/UndatedRiftonTRAMEPacerMHRA.pdf



MMOqalaa
(A32547 01) Rifton-TRAM and E-Pacer Lifts.pdf




[High Priority ] - A32471 : R82—Size 3 Wombat Living Assistive Ergonomic Chairs: Plastic Joint Connecting the Back to the Seat Base May Break


[High Priority ] - A32471 : R82—Size 3 Wombat Living Assistive Ergonomic Chairs: Plastic Joint
Connecting the Back to the Seat Base May Break
Medical Device Ongoing Action
Published: Friday, April 12, 2019


UMDNS Terms:
•  Chairs, Disabled Patient, Pediatric [10797]


Product Identifier:
[Capital Equipment]


Product R82 A/S
Model Model No. Manufacture Date


Size 3 Assistive Ergonomic Chairs Wombat Living 953xxx-xx, 957xxx-xx 2017 Aug 9 to 2019 Mar 11


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


Manufacturer(s): R82 A/SParallelvej 3, DK-8751 Gedved, Denmark


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


Problem:
��In a March 27, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), R82
states that the plastic joint that connects the back of the above chairs to the seat base may break, leaving the back and seat unattached. If this problem
occurs, the chair may no longer provide the user with the support needed for a correct sitting position. Although R82 has received reports of breakages,
R82 also states that it has received no reports of this problem that involved users. The manufacturer has not confirmed the information provided in the
source material.


Action Needed:
�Identify any affected chairs in your inventory. If you have affected chairs, verify that you have received the March 27, 2019, Urgent Field Safety Notice
letter from R82. R82 will contact your facility to replace the ABS plastic joint with a new version made of PA6 GF30 if applicable. Notify all relevant
personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected
product. Report all device-related incidents to the manufacturer, distributor, or local representative and to the national competent authority if appropriate.
For Further Information:
R82
Tel.: 44 (121) 5612222


E-mail: R82uk@R82.com
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. R82: Wombat Living [online]. London: Department of Health;


2019 Apr 1 [cited 2019 Apr 10]. (Field safety notice; reference no. 2019/003/027/291/017). Available from Internet: Click here .


Comments:


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


Source(s):


● 2019 Apr 10. MHRA FSN. 2019/003/027/291/017 Download
● 2019 Apr 10. MHRA FSN. FSN Ref: PMS 2019 03 UK WL FSN; FSCA Ref: PMS 2019 03 UK WL FSCA Download
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mailto:R82uk@R82.com

http://www.r82.co.uk/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notice-25-to-29-march?utm_source=f56c2401-016f-4cc6-8bad-e47b018a68a1&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-25-to-29-march?utm_source=f56c2401-016f-4cc6-8bad-e47b018a68a1&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191060/20190327R82WombatLivingMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191061/20190327R82WombatLivingMHRA.pdf



MMOqalaa
(A32471) R82-Size 3 Wombat Living Assistive Ergonomic Chairs.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Elekta Unity Elekta Inc Medical Regulations Gatehttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14185

Foot Switches 

used with the 

Multiple systems

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Electro mechanical medical devices

6 Fr Sherpa 

Active Catheters

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

da Vinci X and Xi 

Surgical Systems

Intuitive Surgical Inc Gulf Medical Co.#

Heated OR Torso 

pad of the Pintler 

Patient Warming 

System

Pintler Medical LLC N/A https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

Mercury Advance 

V1 Control Unit   ,

Direct Healthcare 

Services Ltd

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

TactiSys Quartz 

Equipment 

operating.

St. Jude Medical Inc Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

In vitro diagnostic devices

Alinity c Cuvette 

Segment.

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

Bilirubin Total 

Gen.3, Tina-quant 

IgM Gen.2 and 

Lactate Gen.2

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14185
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14172
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14179
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14173
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14165
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14162
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14183
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14174



[High Priority ] - A32548 : Intuitive—da Vinci X and Xi Surgical Systems: Instrument Arms May Encounter Friction in Specific Orientations


[High Priority ] - A32548 : Intuitive—da Vinci X and Xi Surgical Systems: Instrument Arms May
Encounter Friction in Specific Orientations
Medical Device Ongoing Action
Published: Tuesday, April 16, 2019


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


Product Identifier:
[Capital Equipment]


Product Intuitive Surgical Inc
Model Serial No.


Surgical Systems da Vinci X SL0085, SL0315, SL0317, SL0324, SL0338,
SL0350, SL0351, SL0353, SL0354, SL0357,
SL0369


da Vinci Xi SK0736, SK0856, SK1318, SK1943, SK2228,
SK2236, SK2239, SK2240, SK2242, SK2244,
SK2248, SK2251, SK2255, SK2256, SK2259,
SK2260, SK2261, SK2266, SK2269, SK2270,
SK2274, SK2275, SK2281, SK2283, SK2285,
SK2294, SK2295, SK2297, SK2300, SK2303,
SK2304, SK2305, SK2310, SK2311, SK2312,
SK2313, SK2314, SK2315, SK2317, SK2318,
SK2320, SK2327, SK2329, SK2330, SK2331,
SK2333, SK2341, SK2342, SK2343, SK2346,
SK2348, SK2349, SK2350, SK2353, SK2355,
SK2356, SK2358, SK2359, SK2360, SK2362,
SK2363, SK2364, SK2365, SK2367, SK2368,
SK2369, SK2370, SK2373, SK2374, SK2375,
SK2383, SK2385, SK2389, SK2390, SK2393,
SK2397, SK2402, SK2404, SK2405, SK2406,
SK2412, SK2418, SK2420, SK2437, SK2449,
SK2451, SK2452, SK2453, SK2455


Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), 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 an April 11, 2019, Field Safety Notice Urgent Medical Device Correction letter, Intuitive states that the arms of the above systems may encounter
friction in specific instrument arm orientations. Intuitive also states that as a result, sluggish, jerky, or hesitating motion may be experienced at the
instrument tip and/or resistance may be felt in the hand controls. Intuitive further states that the risk for potential tissue damage resulting in any harm,
such as bleeding, is unlikely and that any tissue damage would likely be managed with standard surgical techniques up to and including converting to
alternative surgical modalities. Intuitive states that it has received no reports of adverse events associated with this problem. Intuitive also states that it is
not certain that all of the above systems have this problem.
 


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the April 11, 2019, Field Safety Notice
Urgent Medical Device Correction letter and Acknowledgment Form from Intuitive. If any instrument arms exhibit sluggish, jerky, or hesitating motion,
or if you feel significant resistance from the hand controls with no interference between arms/instruments, contact the da Vinci Surgical Technical
Assistance Team (dVSTAT) as soon as possible. An Intuitive representative will contact your facility to schedule a site visit to perform an inspection of
affected systems and provide any potential correction activity for the instrument arms of the systems. Notify all relevant personnel at your facility of the
information in the letter. 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 customer service department
U.S.
Tel.: (800) 876-1310 (select option 3), 4 a.m. to 5 p.m. Pacific time
E-mail: customerservice@intusurg.com
Website: Click here
Comments:


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


Source(s):


● 2019 Apr 15. Manufacturer Letter. Intuitive letter submitted by the manufacturer: ISIFA2019-02-C (includes reply form) Download
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https://www.davincisurgerycommunity.com/

mailto:customerservice@intusurg.com

http://www.intuitivesurgical.com/support/contact/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191288/20190411IntuitivedaVinciXAndXiSurgicalSystemsMFR.pdf
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(A32548) Intuitive-da Vinci X and Xi Surgical Systems.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

OXOID MICE 

Strip MA0122 – 

Ceftriaxone32

Oxoid Ltd Div 

Thermo Fisher 

Scientific Inc

Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Quantia RF   , Abbott Medical supplies & Services Co.Ltd Mediservhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14177

Non-active implantable devices

Beaver Xstar Slit 

Knife 2.4 mm, 45

Beaver Visitec 

International Ltd

Al Amin Medical Instruments 

Co. Ltd.

https://ncmdr.sfda.gov.s

CORAIL AMT 

STANDARD 

OFFSET NECK 

SEGMENT, 

CORAIL AMT 

HIGH OFFSET 

NECK SEGMENT 

and CORAIL AMT 

COXA VARA 

NECK SEGMENT

DePuy Ireland UC Johnson & Johnson Medical 

Saudi Arabia Limited

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

169

Exprt Precision 

System

Encore Medical, Lp AL EWAN MEDICAL COMPANY https://ncmdr.sfda.gov.s

Salto Talaris Tibial 

Total Ankle 

Prosthesis Tray, 

Talar Dome Total 

Ankle Prosthesis

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

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

186

Ophthalmic and optical devices

ACUVUE OASYS 

for ASTIGMATISM

Johnson & Johnson 

Vision Care

Allied Medical International https://ncmdr.sfda.gov.s

Reusable devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14166
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14177
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14167
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14169
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14176
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14186
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14170


MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Posey Connected 

Twice-as-Tough 

Cuffs

POSEY PRODUCTS, 

LLC

Osama Julaidan & Sons Trading 

Company

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

ULRICH Torque 

Limiting 

HandleTorque 

Wrench

Ulrich GmbH & Co. 

KG

Isam Economic Co. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

Single-use devices

BD Gravity IV SetBecton Dickinson & Co. (BD) Becton Dickinson B.V.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14168

Dilapan-5- 

Hygroscopic 

cervical dilator

MEDICEM 

Technology s.r.o.

Marina Pioneers Trading Est. 

(Marsa AlRowad)

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

F-Octane & F-

Decalin

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

Pericardiocentesis 

Catheter Set.

Cook Medical Majal Care for Trading Est. https://ncmdr.sfda.gov.s

Pericardiocentesis 

Catheter Set.

Cook Medical Majal Care for Trading Est.#

Revas"- Dual 

Lumen cannula, 

REVAS Venous 

Femoral cannula, 

REVAS' Universal 

ECLS cannula 

V/A, and REVAS 

Venous Femoral 

cannula pre-bent 

tip

free life medical 

GmbH

Rashid Ali AlTamimi Trading Est https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

180
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14182
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14175
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14168
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[High Priority ] - A32533 : Cook—Pericardiocentesis Catheter Sets and Trays and Thoracentesis Sets: Catheter Distal End Hole May Be Too Small


[High Priority ] - A32533 : Cook—Pericardiocentesis Catheter Sets and Trays and Thoracentesis
Sets: Catheter Distal End Hole May Be Too Small
Medical Device Ongoing Action
Published: Friday, April 12, 2019


UMDNS Terms:
•  Procedure Kit/Trays, Drainage [29298]
•  Catheters, Cardiac, Pericardium Drainage [10741]
•  Procedure Kit/Trays, Drainage, Pleural [20551]


Product Identifier:
{Consumable]


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


Pericardiocentesis Catheter Sets C-PCS-850 G03282 7716007, 7703324,
NS7703501, NS7703502,
NS7703503, NS7704718,
NS7704722, NS7704727,
NS7704728


Pericardiocentesis Catheter Trays C-PCSY-850 G03284 NS7726043


C-PCSY-850-LHSC-061096 G10030 NS7639280


Thoracentesis Sets C-THS-850 G03286 NS7662071


Geographic Regions: Australia, Belgium, Canada, Germany, Greece, Hong Kong, India, Italy, Korea, Monaco, Oman, Saudi Arabia, Spain,
Switzerland, United Arab Emirates, U.S.


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


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, OR/Surgery,
Pulmonology/Respiratory Therapy, Perfusion, Materials Management


Problem:
�In an April 9, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Cook states that the above catheters may have
been manufactured with a distal end hole that is too small to be used with the intended size 0.038-inch wire guide. Cook also states that this problem
could lead to a delay in procedure, prolonged procedure, and additional intervention. It is possible that organ or vessel injury could occur during
manipulation of the catheter and/or wire guide when attempting to remove the wire guide from the catheter.


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 April 9, 2019, 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. To obtain a return goods
authorization (RGA) number, contact Cook using the information below.Return affected product, along with a copy of the Acknowledgment and Receipt
Form and using the RGA number, to Cook. 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 the use of affected product to the Cook
Medical customer relations department using the information below. U.S. customers should also report adverse events or product quality problems
relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178;
by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787;
or online at the MedWatch website .
For Further Information:
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
For Further Information:
Cook local representative
Website: Click here
Comments:


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


Source(s):


● 2019 Apr 12. Member Hospital. Cook letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2019 Apr 12. Manufacturer Letter. Manufacturer confirmed information
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