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NCMDR Weekly Update

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

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

.الموزعين	الذين	تتعاملون	معهم/القانونين

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

.(ECRI)انذار	السلامة	من	منظمة	

.	لمعرفة	الطراز	او	الارقام	التسلسلية	افتح	الروابط	او	المرفقات	•

WU1936Report Reference Number: WU1936:للتقرير المرجعي الرقم

عزيزي،

يقوم	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	الطبية

بإرسال	تقرير	اسبوعي	عن	آخر	اشعارات	إنذارات	السلامة

الاستدعاءات	للأجهزة	والمستلزمات	الطبية	المنشورة	على/	

موقع	الهيئة	العامة	للغذاء	والدواء

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

* Role of NCMDR officer:

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

Hospital name:

Date:

Hospital affected by any medical device/product in this 
report: Yes
              No

•	 The yellow highlights Indicates that medical devices 
subject to removal and/ or destroyed action.
•	 NCMDR Team Recommend ensuring the listed Authorized 
representative/Distributer in this report as they may differ 
from the Authorized representative/Distributer you are 
dealing with
•	 The sign (#) on the left side of the FSN's indicates that the 
source of this FSN is ECRI.
•	 Open the links or attachments to find the affected product 
identifier, models, serial numbers or codes.

:مسؤولية	ضابط	الاتصال*	

الأقسام	المختلفة	داخل	المنشأة	الصحية/	التعميم	على	الإدارات		•

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

.إشعارات	إنذارات	السلامة

التواصل	مع	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	•

الطبية	ومع	الممثل	القانوني	للمصنع	في	حالة	وجود

.مستلزم	طبي	متأثر	بأي	من	إشعارات	إنذارات	السلامة/جهاز

01-Sep-19

نأمل الرد على تقرير المركز الوطني لبلاغات الاجهزة و* 

.المنتجات الطبية في حالتي التأثر أو عدم التأثر

* Kindly respond to the NCMDR weekly report in 
both cases either you are affected or not affected.
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Dear, 
NCMDR team is pleased to inform you that        new FSCA/recalls for medical devices and 
products posted on                         for the period of                           to                                In order 
to view more details, click the links or attachments 

 

SFDA website

الدواء و للغذاء العامة الهيئة موقع

14

01-Sep-19NCMDR Weekly Update

25-Aug-1929-Aug-19

14

25-Aug-19 29-Aug-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Active Implantable Devices

Model A209 

EMBLEM™ S-ICDs 

& and Model 

A219 EMBLEM 

MRI S-ICDs

Boston Scientific 

Cardiac Rhythm 

Management Group

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

684

Anaesthetic and respiratory devices

22F Economy 

Anesthetic Face 

Masks

Intersurgical Limited Al Hammad Medical Services#

Electro mechanical medical devices

BeneFusion SP3    ,Shenzhen Mindray Biomedical Electronics Co., Ltd..International Medical Supplies Companyhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14689

C2 NerveMonitorsStryker Instruments ( Ultrasonic Sys )Arabian Medical Express Services ( MedEx )#

RadiForce RX360 

and GX560   ,

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

In vitro diagnostic devices

ALB2 (Albumin 

Gen.2) & BI LT3 

(Bilirubin Total 

Gen.3)   .

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

Atellica CH 930 

Analyzer        .

Siemens Healthcare 

Diagnostics GmbH

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

Page 2 of 3

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=14684
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14689
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14682
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14688
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14687



[High Priority ] - A33227 : Intersurgical—22F Economy Anesthetic Face Masks: 22F Taper Connection May Be Large, Potentially Resulting in Loose or Insecure Connection


[High Priority ] - A33227 : Intersurgical—22F Economy Anesthetic Face Masks: 22F Taper
Connection May Be Large, Potentially Resulting in Loose or Insecure Connection
Medical Device Ongoing Action
Published: Friday, August 23, 2019


UMDNS Terms:
•  Masks, Anesthesia [12453]


Product Identifier:
[Consumable]


Product Intersurgical Ltd
Reference No. Lot No.


22F Size 3 Small Adult Economy Anesthetic
Face Masks


1514000 381968, 381979, 382683, 383078, 383689,
390392


22F Elbow and Heat and Moisture Exchange
Filter (HMEF) Size 3 Small Adult Economy
Anesthetic Face Masks


1514008 31950385, 31955171, 31956664


22F Size 4 Medium Adult Economy Anesthetic
Face Masks


1515000 381956, 381969, 381980, 382687, 382690,
385070, 386256, 386267, 386280, 390393,
390398


22F Elbow and Filter Size 4 Large Adult
Economy Anesthetic Face Masks


1515003 1184725, 1184814, 1190009, 1190211,
1190503, 1190808, 1191104, 1191610,
1192668, 1191313, 1191856, 1192145,
1192655, 1192668, 1192731


22F Elbow and Filter Size 4 Medium Adult
Economy Anesthetic Face Masks


1515010 31861245, 31951260, 31952066, 31952913,
31953188, 31953302, 31955172, 31956356,
31956665, 31956954


22F Size 5 Large Adult Economy Anesthetic
Face Masks


1516000 382686, 382688, 383074, 383075, 383076,
383077, 390394


22F Elbow and Filter Size 5 Large Adult
Economy Anesthetic Face Masks


1516004 1190502, 1191110, 1191314, 1191857,
1192146, 1192732


1516011 31951987, 31952496, 31955174, 31956667


22F Size 6 Extra Large Adult Economy
Anesthetic Face Masks


1517000 381957, 382684, 385036, 385056, 385071


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


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


Suggested Distribution: Anesthesia, Emergency/Outpatient Services, Nursing, OR/Surgery, Materials Management


Problem:
In an August 7, 2019, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Intersurgical states
that it has received reports that the 22F mask taper connection of the above masks may be larger than the standard limit, potentially resulting in a loose or
insecure connection with the mating device. Intersurgical further states that in some circumstances, this problem could result in disconnection from the
mask taper. Intersurgical further states that the problem would likely be identified during set up for use. Intersurgical states that it has received no reports
of patient harm. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the August 7, 2019, Field Safety Notice
letter and Field Safety Notice Response Form from Intersurgical. Complete the form, and return it to Intersurgical using the instructions on the form.
Before use, push and twist to check that the connection between the 22F mask taper and the mating device is secure. If you identify any problems with
affected product, contact Intersurgical to arrange for product return and replacement. Intersurgical is assessing its stock and manufacturing process to
eliminate the problem. 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. Contact your distributor or local Intersurgical representative with any questions.
For Further Information:
Chis Randall, Intersurgical
Tel.: 44 (1189) 656362
E-mail: priority@intersurgical.co.uk  
Website: Click here


�References:


www.ecri.org . Printed from Health Devices Alerts on Sunday, August 25, 2019 Page 1


©2019 ECRI Institute
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mailto:priority@intersurgical.co.uk

https://www.intersurgical.com/contact





● Great Britain. Medicines and Healthcare Products Regulatory Agency. Intersurgical: economy, anaesthetic face masks, sizes 3, 4, 5 and 6,
adult, [online]. London: Department of Health; 2019 Aug 12 [cited 2019 Aug 20]. (Field safety notice; reference no.
2019/007/010/228/003). Available from Internet: Click here .


Comments:


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


Source(s):


● 2019 Aug 20. MHRA FSN. 2019/007/010/228/003 Download
● 2019 Aug 20. MHRA FSN. August 7, 2019, Intersurgical letter (FSCA Identifier: 238507) (includes reply form) Download


www.ecri.org . Printed from Health Devices Alerts on Sunday, August 25, 2019 Page 2
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https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-august-2019?utm_source=f56792e5-94ec-456b-993c-c87d8ae81b6f&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-august-2019?utm_source=f56792e5-94ec-456b-993c-c87d8ae81b6f&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197577/20190812Intersurgical22FEconomyAnestheticFaceMasksMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197578/20190807Intersurgical22FEconomyAnestheticFaceMasksMHRA.pdf



(A33227 ) Intersurgical-22F Economy Anesthetic Face Masks.pdf




[High Priority ] - A33192 : Stryker—C2 NerveMonitors: Incorrect Use of Monitor or User Misinterpretation of Data May Indirectly Lead to Nerve Injury


[High Priority ] - A33192 : Stryker—C2 NerveMonitors: Incorrect Use of Monitor or User
Misinterpretation of Data May Indirectly Lead to Nerve Injury
Medical Device Ongoing Action
Published: Thursday, August 8, 2019


UMDNS Terms:
•  Monitors, Physiologic, Neurology, Electromyography, Intraoperative [27480]


Product Identifier:
[Capital Equipment]


Product Stryker Instruments
Model Product No. GTIN Serial No.


Monitors C2 NerveMonitor 4-Channel 5140-508-240 17613327177329 All


C2 NerveMonitor 8-Channel 5140-508-280 17613327277319 All


Geographic Regions: U.S.


Manufacturer(s): Stryker Instruments 4100 E Milham Ave, Kalamazoo, MI 49001, United States 


Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, Neurology, Otolaryngology


Problem:
In a July 30, 2019, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Stryker states that the design and
instructions may not optimally address problems related to the functionality of the above monitors, which may result in use errors, potentially causing or
contributing to nerve injury. Stryker also states that use errors have been identified that may lead to incorrect use of the above monitors or improper
interpretation of monitor data, wherein monitored channels may not provide expected stimulation responses and/or visual and audio signals may be
misinterpreted by the user. User misinterpretation may indirectly lead to nerve injury during procedures for which the monitor is approved for use.
 


Action Needed:
Identify any affected monitors in your inventory. Monitors were distributed only in the U.S. from January 19, 2017, to April 18, 2019. If you have
affected monitors, verify that you have received the July 30, 2019, Urgent Medical Device Recall Notification letter and Business Reply Form (BRF)
from Stryker. Inform all relevant personnel of the information in the letter. Forward a copy of the letter to any facility to which you have further
distributed affected product, and complete a BRF for the locations that received affected monitors. Stryker recommends that you determine a plan to
transition to an alternative product; document the transition date (which must be no later than January 31, 2020) on the BRF. Regardless of whether you
have affected monitors, complete the BRF and return it to Stryker using the information on the form. Upon receipt of the form, Stryker will provide your
facility with a shipping label to be used to return affected monitors to Stryker. Upon receipt of affected monitors, Stryker will provide your facility with a
refund or credit. Report serious adverse events or product quality problems to Stryker by telephone at (800) 253-3210. U.S. customers should also report
serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by
telephone at (800) 332-1088; 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:
Kara Spath, Stryker
Tel.: (269) 389-4518
E-mail: kara.spath@stryker.com
Website: Click here
Comments:


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


Source(s):


● 2019 Aug 6. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Download
● 2019 Aug 7. Manufacturer. The manufacturer confirmed the information in the source material.
● 2019 Aug 7. Manufacturer Letter. Stryker letter (includes reply form) Download
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http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

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

mailto:kara.spath@stryker.com

http://www.strykeremergencycare.com/about-us/contact-us/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197098/20190730StrykerC2NerveMonitorsClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197100/20190730StrykerC2NerveMonitorsMFR.pdf



(A33192) Stryker-C2 NerveMonitors.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Atellica CH 930 

Analyzer     ,

Siemens Healthcare 

Diagnostics GmbH

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

IH-1000      , DiaMed GmbH. ABDULREHMAN AL GOSAIBI GTBhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14685

Non-active implantable devices

PDBP-001 Series 

PRO-DEX Surgical 

Driver Battery 

Packs

Pro-Dex Inc N/A#

Single-use devices

Enjoy Warm 

Challenger 5 in 

1 - Enjoy Coffee

DONGYANG SONGPU 

LATEX(JINZHOU)CO.,L

TD.

Abdull Rahim Hazazy Trading & 

Contacting Est.,

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

MED-RX Feeding 

Tubes

Canadian Hospital 

Specialties

N/A#

MED-RX 

Polyurethane 

Enteral Safe 

Feeding Tubes

DeRoyal Industries, 

Inc..

Al-Jeel Medical & Trading Co. 

LTD

#

Serofine B Braun Medical IncMedical supplies & Services Co.Ltd Mediservhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14691
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14686
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14685
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14683
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14691



[High Priority ] - A33305 : Pro-Dex—PDBP-001 Series PRO-DEX Surgical Driver Battery Packs: Sterile Packaging May Contain Particulates


[High Priority ] - A33305 : Pro-Dex—PDBP-001 Series PRO-DEX Surgical Driver Battery Packs: Sterile
Packaging May Contain Particulates
Medical Device Ongoing Action
Published: Tuesday, August 27, 2019


UMDNS Terms:
•  Screwdrivers, Surgical, Bone/Bone Prosthesis [13517]
•  Batteries [16640]


Product Identifier:
[Consumable]


Product Pro-Dex Inc
Model No. Lot No. UDI


PDBP-001 Series PRO-DEX Surgical
Driver Battery Packs


PDBP-001-2, PDBP-040-2 K098N, K0B3F (01) 0 0860540 00025 6


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


Manufacturer(s): Pro-Dex Inc 2361 McGaw Ave, Irvine, CA 92614, United States


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


Problem:
�FDA's Center for Devices and Radiological Health (CDRH) states that the sterile packaging of the above battery packs may contain particulates,
potentially compromising product sterility. FDA's CDRH also states that the manufacturer initiated a recall by e-mail on September 25, 2018, and
followed up by letter on September 26, 2018. 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 been contacted by
Pro-Dex. Label the outside of the shipping box with the complaint number (C18-061), and return affected product to Pro-Dex by mail at Returns
Department, 2361 McGraw Avenue, Irvine, CA 92614.
For Further Information:
Steven Pavlik, Pro-Dex
Tel.: (800) 562-6204
Pro-Dex QARA Group
Tel.: (949) 769-3200
Website: Click here


References:
● United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall PRODEX surgical driver


battery pack [online]. 2019 Aug 22 [cited 2019 Aug 26]. 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 Aug 26. FDA CDRH Database. Class II. Z-2340-2019 Download
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http://www.pro-dex.com/turnkey-solutions/

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=173763

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=173763

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197820/20180925ProDexBatteryPacksCDRH.pdf



(A33305) Pro-Dex-PDBP-001 Series PRO-DEX Surgical Driver Battery Packs.pdf




[High Priority ] - A33130 : �Canadian Hospital Specialties—MED-RX Feeding Tubes: Connector May Detach from Tube


[High Priority ] - A33130 : �Canadian Hospital Specialties—MED-RX Feeding Tubes: Connector May
Detach from Tube
Medical Device Ongoing Action
Published: Friday, August 23, 2019


UMDNS Terms:
•  Tubes, Gastrostomy, Feeding [27141]


Product Identifier:
[Consumable]


Product Canadian Hospital Specialties Ltd
Reference No. Lot No.


MED-RX Polyurethane Feeding Tubes 54-1650R, 54-1665R, 54-1680R, 54-2450R, 54-2465R, 54-
2480R, 54-3680R


141487, 141863, 142842, 142843,
142844, 142845, 142846, 142870,
143130, 143487


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


Manufacturer(s): Canadian Hospital Specialties Ltd2810 Coventry Rd, Oakville, ON L6H 6R1, Canada


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursery, Nursing, OR/Surgery, Pediatrics, Gastroenterology, NICU,
Materials Management


Problem:
�FDA's Center for Devices and Radiological Health (CDRH) states that the connector may detach from the above feeding tubes. FDA's CDRH also
states that the manufacturer initiated a recall by e-mail on July 16, 2019. Health Canada states that the manufacturer initiated a recall on July 26, 2019.
The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the e-mail and product recall response form
from Canadian Hospital Specialties (CHS) or that you have been otherwise contacted by CHS. Complete the product recall response form, and return it to
CHS. Upon receipt of the form, CHS will arrange for product return and replacement or credit.
For Further Information:
Canadian Hospital Specialties
Website: Click here


�References:
● Health Canada. Recalls and safety alerts. MED-RX feeding tube [online]. 2019 Jul 26 [cited 2019 Aug 19]. Available from Internet: Click 


here .
● United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall MEDRX


POLYURETHANE FEEDING TUBE [online]. 2019 Aug 15 [cited 2019 Aug 19]. 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 Aug 19. Health Canada Recall Listings. Type II. RA-70533 Download
● 2019 Aug 19. FDA CDRH Database. Class II. Z-2281-2019 Download
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http://www.chsltd.com/contact.html

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/70533r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/70533r-eng.php

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=174993

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=174993

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197524/20190726CanadianHospitalSpecialtiesMEDRXFeedingTubesHC.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197525/20190819CanadianHospitalSpecialtiesMEDRXFeedingTubesCDRH.pdf



(A33130) Canadian Hospital Specialties-MED-RX Feeding Tubes.pdf




[High Priority ] - A33292 : DeRoyal—MED-RX Polyurethane Enteral Safe Feeding Tubes: Connector May Detach from Tube�


[High Priority ] - A33292 : DeRoyal—MED-RX Polyurethane Enteral Safe Feeding Tubes: Connector
May Detach from Tube�
Medical Device Ongoing Action
Published: Tuesday, August 27, 2019


UMDNS Terms:
•  Tubes, Nasoenteral, Feeding [16798]


Product Identifier:
[Consumable]


Product DeRoyal Industries Inc
Reference No. Lot No.


MED-RX 5 Fr x 24-Inch Polyurethane Enteral Safe Feeding
Tubes


54-2450R 142844, 143130


MED-RX 6.5 Fr x 24-Inch Polyurethane Enteral Safe
Feeding Tubes


54-2465R 142843


MED-RX 8 Fr x 24-Inch Polyurethane Enteral Safe Feeding
Tubes


54-2480R 142870


MED-RX 8 Fr x 36-Inch Polyurethane Enteral Safe Feeding
Tubes


54-3680R 142842


Geographic Regions: U.S.


Manufacturer(s): DeRoyal Industries Inc 200 DeBusk Ln, Powell, TN 37848, United States 


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Pediatrics, Home Care, Gastroenterology, NICU, Materials Management


Problem:
�FDA's Center for Devices and Radiological Health (CDRH) states that the connector may detach from the above feeding tubes. FDA's CDRH also
states that the manufacturer initiated a recall by letter on July 22, 2019.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the letter and Note of Return Form from
DeRoyal. Complete the form, and return it to DeRoyal. Return affected product to DeRoyal. Forward a copy of the letter to any facility to which you
have further distributed affected product.
For Further Information:
 DeRoyal customer service department
Tel.: (888) 938-7828
E-mail: recalls@deroyal.com
Website: Click here


References:
● United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall DeRoyal enteral safe


feeding tube [online]. 2019 Aug 20 [cited 2019 Aug 21]. Available from Internet: Click here .


Comments:


● For information on a similar and potentially related action initiated by Canadian Hospital Specialties, see Alert A33130 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Aug 21. FDA CDRH Database. Class II. Z-2293-2019 Download
● 2019 Aug 21. Manufacturer. The manufacturer confirmed the information provided in the source material.
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