
:اسم المستشفى

:التاريخ

 نعم: يوجد أجهزة متأثرة بالمستشفى ضمن القائمة
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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	•

WU1935Report Reference Number: WU1935:للتقرير المرجعي الرقم

عزيزي،

يقوم	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	الطبية

/بإرسال	تقرير	اسبوعي	عن	آخر	اشعارات	إنذارات	السلامة	

الاستدعاءات	للأجهزة	والمستلزمات	الطبية	المنشورة	على

موقع	الهيئة	العامة	للغذاء	والدواء

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

* Role of NCMDR officer:

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

Hospital name:

Date:

Hospital affected by any medical device/product in this 

report: Yes
              No

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

ية	ضابط	الاتصال*	 :مسؤول

الأقسام	المختلفة	داخل	المنشأة	الصحية/	التعميم	على	الإدارات		•

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

.إشعارات	إنذارات	السلامة

التواصل	مع	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	•

الطبية	ومع	الممثل	القانوني	للمصنع	في	حالة	وجود

.مستلزم	طبي	متأثر	بأي	من	إشعارات	إنذارات	السلامة/جهاز

25-Aug-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

22

25-Aug-19NCMDR Weekly Update

19-Aug-1922-Aug-19

22

19-Aug-19 22-Aug-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Anaesthetic and respiratory devices

15 mm Flextube 

Heated Wire 

Breathing 

Systems    ,

Intersurgical Limited Al Hammad Medical Services#

Sheridan 

Endotracheal 

Tubes

Teleflex Medical.. Gulf Medical Co.#

Sophie 

Ventilators       ,

Fritz Stephan GmbH Techno-Orbits Establishment#

Various Breathing 

Systems and 

Components

Intersurgical Limited Al Hammad Medical Services#

Diagnostic and therapeutic radiation devices

BIS Vista and BIS 

View Monitoring 

Systems

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

a/Secure/CA/CaViewRec

Mobile X-Ray 

System 

MobileDaRt 

Evolution

Shimadzu Medical 

Systems.

Al Afandi Establishment https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Proteus XR/a 

fixed RAD systems

GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s
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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=10&rid=14681
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14669
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14671



[High Priority ] - A32930 01 : Intersurgical—15 mm Flextube Heated Wire Breathing Systems: Tubing May Burn Patient


[High Priority ] - A32930 01 : Intersurgical—15 mm Flextube Heated Wire Breathing Systems: Tubing
May Burn Patient
Medical Device Ongoing Action
Published: Thursday, August 15, 2019


UMDNS Terms:
•  Breathing Circuits, Ventilator [15003]


Product Identifier:
[Consumable]


Product Intersurgical Ltd
Reference No. Lot No.


15 mm Flextube Heated Wire Breathing
Systems


4504850 314xxxxx to 31954833


4523850 314xxxxx to 31952284


4527850 314xxxxx to 31890152


Geographic Regions: Argentina, Bahrain, Colombia, France, Georgia, Greece, Hungary, India, Indonesia, Italy, Japan, Lithuania, Malaysia,
Moldova, Nepal, Norway, Pakistan, Poland, Portugal, Romania, Russia, Saudi Arabia, South Africa, Spain, Syria, U.K., U.S., Yemen


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


Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pediatrics, Pulmonology/Respiratory
Therapy, NICU, EMS/Transport, Materials Management


Summary:
�Update Reason: Expanded geographic distribution. This Alert provides additional information based on manufacturer correspondence regarding Alert 
A32930 .
Problem:
In a June 19, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Intersurgical
states that it has received a report of the tubing of one of the above products burning a patient. This problem could occur only in a low-flow application in
which the affected product is close to the patient and the temperature monitoring probe is located in the Y-piece, where it may indicate cooler inspiratory
temperature readings, which would result in warmer temperatures in the heated wire.


Action Needed:
�The following actions are those listed in Alert A32930 . Identify any affected product in your inventory. If you have affected product, verify that you
have received the June 19, 2019, Urgent Field Safety Notice letter and Urgent Field Safety Notice Response Form from Intersurgical. Complete the form,
and return it to Intersurgical. Do not use the affected product in low-flow applications below 5 L/minute. Ensure that the heated wire limb is not in close
proximity to the patient's skin, and do not cover the heated wire limb with blankets. Your facility may also isolate and return affected product; indicate
this choice on the form, and Intersurgical will arrange for product return and provide credit to your facility. Intersurgical is changing the configuration of
the affected products by adding an additional ported connector between the Y-piece and inspiratory limb. This change will enable users to position the
temperature probe away from the patient Y-piece in the future to improve the accuracy of temperature monitoring and control. Intersurgical will update
the instructions for use (IFU) with additional details. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of
the letter to any facility to which you have further distributed affected product. Retain a copy of the letter with your records. 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:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Intersurgical: 15mm Flextube single heated wire breathing systems


[online]. London: Department of Health; 2019 Jun 24 [cited 2019 Jul 23]. (Field safety notice; reference no. 2019/006/012/291/003).
Available from Internet: Click here .


Comments:


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


Source(s):


● 2019 Aug 13. MHRA FSN. 2019/006/012/291/003 Download
● 2019 Aug 13. MHRA FSN. June 19, 2019, Intersurgical letter (includes reply form) (FSCA: 220389) Download
● 2019 Aug 13. Manufacturer. Manufacturer confirmed information
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639624

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639624

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639624

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639624

mailto:priority@intersurgical.co.uk

https://www.intersurgical.com/contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-07-to-21-june-2019?utm_source=a7fc856c-7e36-4494-91e6-d585150b23bc&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-07-to-21-june-2019?utm_source=a7fc856c-7e36-4494-91e6-d585150b23bc&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197439/20190624IntersurgicalFlextubeHeatedWireBreathingSystemsMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197440/20190619IntersurgicalFlextubeHeatedWireBreathingSystemsMHRA.pdf



MMOqalaa
(A32930 01) Intersurgical-15 mm Flextube Heated Wire Breathing Systems.pdf




[High Priority ] - A32768 08 : �Medline—Teleflex Sheridan Endotracheal Tubes: 15 mm Sheridan Connector May Become Disconnected from Tube [Update]


[High Priority ] - A32768 08 : �Medline—Teleflex Sheridan Endotracheal Tubes: 15 mm Sheridan
Connector May Become Disconnected from Tube [Update]
Medical Device Ongoing Action
Published: Friday, August 9, 2019


UMDNS Terms:
•  Tubes, Tracheal [14085]


Product Identifier:
[Consumable]


Product Teleflex Medical
Product No.


Medline Industries Inc
Product No. Lot No.


3 mm Hudson RCI Sheridan/CF
Endotracheal Tubes


5-10106 HUD510106 73A1700079, 73A1800276,
73A1800428, 73B1800112,
73B1800472, 73B1800614,
73C1700394, 73C1800332,
73D1700234, 73D1700235,
73D1700436, 73D1800120,
73D1800446, 73E1700214,
73E1700450, 73E1800373,
73E1800775, 73F1700366,
73G1700211, 73G1700579,
73G1800111, 73H1700309,
73H1700461, 73H1700583,
73H1700768, 73H1800174,
73H1800711, 73J1700119,
73J1700585, 73J1800313,
73J1800492, 73K1700245,
73K1700718, 73K1800151,
73K1800320, 73K1800356,
73K1800708, 73L1600638,
73L1600825, 73L1700302,
73L1700654, 73L1800386,
73L1800210, 73M1600121,
73M1700232, 73M1800158


5-10206 HUD510206 73H1700470, 73J1700455,
73L1700647, 73B1800338,
73F1800704, 73K1800012,
73K1800364


3.5 mm Hudson RCI Sheridan/CF
Endotracheal Tubes


5-10107 HUD510107 73K1600124, 73K1600348,
73K1600560, 73K1600718,
73L1600480, 73L1600639,
73L1600826, 73A1700080,
73A1700241, 73C1700395,
73C1700538, 73C1700670,
73D1700404, 73E1700215,
73E1700451, 73F1700139,
73F1700367, 73F1700695,
73G1700212, 73G1700400,
73G1700580, 73H1700029,
73H1700462, 73H1700584,
73H1700769, 73J1700120,
73J1700273, 73J1700586,
73K1700246, 73K1700399,
73K1700706, 73K1700719,
73L1700303, 73L1700497,
73L1700655, 73M1700233,
73M1700417, 73A1800277,
73A1800436, 73A1800804,
7381800473, 7381800696,
73C1800333, 73C800449,
73C1800465, 73D1800122,
73D1800447, 73D1800619,
73D1800679, 73E1800542,
73E1800543, 73F1800154,
73F1800525, 73F1800694,
73G1800208, 73G1800559,
73K1800532, 73K1800743,
73L1800211, 73L1800512


4 mm Hudson RCI Sheridan/CF
Endotracheal Tubes


5-10108 HUD510108 73A1700081, 73A1700242,
73A1800278, 73A1800654,
73B1700285, 73B1700612,
73B1800113, 73B1800697,
73C1700221, 73C1700539,
73C1800176, 73C1800466,
73D1700119, 73D1700606,
73D1800123, 73D1800296,
73D1800620, 73D1800621,
73E1700216, 73E1700452,
73E1700694, 73E1800067,
73E1800374, 73E1800700,
73F1700006, 73F1700140,
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73F1700368, 73F1700529,
73F1800155, 73F1800321,
73F1800526, 73G1700133,
73G1700401, 73G1700581,
73G1800112, 73G1800209,
73G1800789, 73H1700030,
73H1700310, 73H1700463,
73H1700585, 73H1700770,
73H1800175, 73J1700121,
73J1700274, 73J1700587,
73K1600719, 73K1700049,
73K1700247, 73K1700400,
73L1600128, 73L1600321,
73L1600481, 73L1600827,
73L1700161, 73L1700519,
73M1700129, 73M1700234,
73M1700418, 73M1700443


5-10208 HUD510208 73C1800474, 73H1800656,
73J1700456, 73K1700408,
73K1800365, 73L1600485


4.5 mm Hudson RCI Sheridan/CF
Endotracheal Tubes


5-10109 HUD510109 73A1700082, 73A1700243,
73A1800041, 73A1800655,
73A1800805, 73B1700286,
73B1800332, 73C1700222,
73C1700540, 73C1700671,
73C1800180, 73C1800557,
73D1700607, 73D1800297,
73E1700087, 73E1700453,
73E1700695, 73E1800068,
73E1800224, 73E1800776,
73F1700007, 73F1700141,
73F1700530, 73F1700696,
73F1800322, 73F1800695,
73G1700134, 73G1700402,
73G1700582, 73G1800790,
73G1800906, 73H1700031,
73H1700311, 73H1700586,
73H1700771, 73H1800415,
73J1700122, 73J1700275,
73J1800314, 73J1800494,
73J1800655, 73K1700050,
73K1700579, 73K1800753,
73L1600129, 73L1600130,
73L1600322, 73L1600644,
73L1700293, 73L1700520,
73L1700656, 73L1800591,
73M1600123, 73M1700130,
73M1700235, 73M1700419


5 mm Hudson RCI Sheridan/CF
Endotracheal Tubes


5-10110 KDL510110 73J1600742, 73K1600128,
73K1600351, 73K1600563,
73L1600006, 73L1600131,
73L1600323, 73L1600640,
73L1600828, 73A1700244,
73B1700287, 73B1700393,
73B1700613, 73D1700120,
73D1700608, 73E1700241,
73E1700696, 73F1700142,
73F1700531, 73G1700135,
73G1700583, 73H1700032,
73H1700464, 73H1700587,
73H1700772, 73J1700123,
73J1700276, 73J1700448,
73J1700614, 73K1700051,
73K1700248, 73K1700401,
73K1700580, 73L1700164,
73L1700304, 73L1700657,
73M1700131, 73M1700420,
73A1800279, 73A1800437,
73A1800661, 73A1800806,
73B1800333, 73B1800698,
73C1800181, 73C1800334,
73C1800467, 73C1800558,
73D1800124, 73D1800298,
73D1800622, 73E1800245,
73El800375, 73E1800777,
73F1800527, 73F1800696,
73G1800113, 73G1800560,
73G1800907, 73H1800176,
73H1800210, 73K1800358,
73K1800534, 73K1800710,
73L1800514


5-10210 HUD510210 73J1700457, 73L1700648,
73K1800366


www.ecri.org . Printed from Health Devices Alerts on Thursday, August 22, 2019 Page 2


©2019 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.







5.5 mm Hudson RCI Sheridan/CF
Endotracheal Tubes


5-10111 HUD510111, KDL510111 73A1700084, 73A1700245,
73A1800280, 73A1800438,
73A1800807, 73B1700614,
73B1800334, 73B1800699,
73C1700396, 73C1800182,
73C1800335, 73C1800468,
73D1700121, 73D1700609,
73D1800125, 73D1800299,
73D1800623, 73E1700697,
73E1800778, 73F1800156,
73F1800323, 73F1800528,
73G1700136, 73G1700213,
73G1700584, 73G1800114,
73G1800211, 73G1800561,
73H1700465, 73H1700588,
73H1700773, 73H1800177,
73J1600351, 73J1600720,
73J1700124, 73J1700449,
73K1600129, 73K1600564,
73K1700052, 73K1700172,
73K1700581, 73K1800379,
73L1600007, 73L1600324,
73L1600641, 73L1600829,
73L1700165, 73L1700305,
73L1700658, 73L1800537,
73M1600125, 73M1700132,
73M1700335, 73M1700444


9 mm Hudson RCI Sheridan/CF
Endotracheal Tubes


5-10118 HUD510118 73A1700089, 73A1700249,
73A1800039, 73A1800808,
73B1700399, 73B1800337,
73C1700547, 73C1800340,
73D1700406, 73D1800130,
73D1800302, 73E1700701,
73E1800783, 73F1700536,
73F1800535, 73G1700407,
73G1800798, 73H1700592,
73H1800654, 73J1700282,
73J1800319, 73J1800503,
73J1800658, 73K1700405,
73K1800363, 73K1800755,
73L1600009, 73L1600332,
73L1800217, 73L1800596,
73M1600130, 73M1700137


5-10218 HUD510218 73C1700549, 73J1800347,
73J1800715


9.5 mm Hudson RCI Sheridan/CF
Endotracheal Tubes


5-10119 HUD510119 73L1600484, 73L1600835,
73A1700090, 73A1700250,
73D1700407, 73F1700372,
73F1700537, 73G1700408,
73H1700469, 73J1700453,
73M1700449, 73A1800040,
73B1800116, 73B1800601,
73C1800341, 73D1800121,
73D1800452, 73E1800546,
73F1800702, 73H1800717,
73K1800160


10 mm Hudson RCI Sheridan/CF
Endotracheal Tubes


5-10120 HUD510120 73B1700294, 73D1700125,
73D1700240, 73G1700589,
73H1700506, 73H1700593,
73M1700238, 73A1800051,
73B1800479, 73C1800342,
73D1800131, 73D1800453,
73E1800377, 73F1800703,
73G1800566, 73H1800655,
73J1800348, 73K1800161


5-10220 HUD510220 73C1800475, 73J1800507


4 mm Hudson RCI Sheridan LTS
Endotracheal Tubes


5-11108 HUD511108 73A1700644, 73B1800123,
73C1700236, 73D1700438,
73D1800137, 73E1700473,
73F1700385, 73F1800172,
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73G1800124, 73G1800925,
73H1800731, 73K1700066,
73L1600010, 73L1700501


5 mm Hudson RCI Sheridan LTS
Endotracheal Tubes


5-11110 KDL511110 73A1700645, 73B1700410,
73C1700237, 73D1700624,
73K1600368, 73K1600727,
73B1800124, 73D1800313,
73E1700474, 73F1700386,
73F1800173, 73G1800125,
73H1700040, 73H1700482,
73H1700599, 73J1700291,
73K1700067, 73K1800170,
73L1700502, 73L1800224,
73M1700452


5 mm Hudson RCI Sheridan EZ-ENDO
Endotracheal Tubes


5-22510 HUD522510 73B1700556, 73D1700650,
73H1700346, 73H1800449


5.5 mm Hudson RCI Sheridan EZ-
ENDO Endotracheal Tubes


5-22511 HUD522511 73C1700261, 73C1800370,
73K1700609


9 mm Hudson RCI Sheridan EZ-ENDO
Endotracheal Tubes


5-22518 HUD522518 73E1800459, 73K1600595,
73M1800288


3 mm Hudson RCI Sheridan Preformed
Endotracheal Tubes


5-22006 HUD522006, KDL522006 73C1800361, 73E1700489,
73E1800241, 73F1800556,
73G1700128, 73G1800589,
73G1800932, 73K1700075,
73L1700176, 73L1800417,
73L1800418, 73M1800194,
73M1800195


5-22106 HUD522106 73E1700719, 73E1800567,
73J1800524, 73K1800731,
73M1700260


3.5 mm Hudson RCI Sheridan
Preformed Endotracheal Tubes


5-22007 HUD522007, KDL522007 73A1800460, 73D1800648,
73E1800565, 73K1700426,
73L1600002


5-22107 HUD522107 73L1600864, 73F1700166,
73E1800088, 73K1800772


4 mm Hudson RCI Sheridan Preformed
Endotracheal Tubes


5-22008 HUD522008, KDL522008 73A1800461, 73B1800362,
73C1700413, 73F1700164,
73F1800183, 73G1700129,
73J1700300


5-22108 HUD522108 73A1700110, 73B1800133,
73D1700629, 73E1800089,
73F1700028, 73G1800933,
73J1800100, 73K1600590,
73M1600152


5-22208 HUD522208, KDL522208 73A1700112, 73A1800316,
73A1800816, 73B1800493,
73C1800365, 73D1700258,
73D1800147, 73E1800091,
73E1800569, 73F1700032,
73F1700725, 73F1800557,
73G1700605, 73H1700786,
73H1800679, 73J1700478,
73K1700275, 73K1700740,
73L1600360, 73L1700508,
73M1700263


4.5 mm Hudson RCI Sheridan
Preformed Endotracheal Tubes


5-22009 HUD522009, KDL522009 73A1800066, 73C1700414,
73C1800464, 73D1700640,
73D1800649, 73E1800566,
73F1700026, 73F1800340,
73G1700130, 73H1700610,
73K1700274, 73L1600003,
73L1800633, 73L1800822


5-22109 HUD522109 73A1700275, 73B1700310,
73B1800363, 73C1700563,
73C1800362, 73D1700423,
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73D1800652, 73E1800568,
73F1700029, 73G1800819,
73H1700613, 73H1800444,
73J1700475, 73J1800525,
73K1700428, 73K1800762,
73L1600160, 73L1600865,
73L1800823, 73M1600153,
73M1700261


5-22209 HUD522209, KDL522209 73A1700279, 73A1800024,
73A1800300, 73B1700311,
73B1800135, 73B1800454,
73C1800491, 73D1700132,
73D1700424, 73D1800148,
73E1700720, 73E1800092,
73E1800395, 73F1700169,
73F1800719, 73G1700606,
73H1700338, 73H1800194,
73J1700479, 73J1800103,
73K1700276, 73K1700429,
73L1600127, 73L1600509,
73L1700177, 73L1700509,
73M1600156, 73M1700264


5 mm Hudson RCI Sheridan Preformed
Endotracheal Tubes


5-22010 HUD522010, KDL522010 73A1700109, 73B1700414,
73D1700627, 73H1700611,
73A1800044, 73C1800550,
73E1800393, 73G1800590


5-22110 HUD522110 73A1700111, 73A1700276,
73B1700416, 73B1800453,
73C1700251, 73C1700693,
73C1800363, 73E1800090,
73F1700030, 73F1800343,
73G1700425, 73G1800820,
73H1800445, 73J1700476,
73K1600591, 73K1800733,
73L1600161, 73L1600866,
73L1700333, 73M1700262


5-22210 HUD522210, KDL522210 73A1800448, 73B1700312,
73B1800136, 73B1800494,
73C1700254, 73C1800498,
73D1700641, 73E1800093,
73F1700170, 73F1700726,
73F1800558, 73G1700607,
73H1700339, 73H1700616,
73J1700135, 73J1700447,
73K1600379, 73K1700607,
73L1600361, 73L1600663,
73L1700178, 73L1700334,
73M1600157, 73M1700265


5.5 mm Hudson RCI Sheridan
Preformed Endotracheal Tubes


5-22011 HUD522011, KDL522011 73K1600589, 73L1600862,
73B1700309, 73D1700628,
73F1700165, 73L1700331,
73A1800020, 73D1800650,
73F1800341


5-22111 HUD522111 73A1700277, 73A1800067,
73B1700417, 73B1800134,
73C1700564, 73C1800364,
73F1700398, 73F1800344,
73H1700614, 73J1600377,
73J1700477, 73K1600592,
73L1600358, 73L1600867,
73M1600154


5-22211 HUD522211, KDL522211 73A1800301, 73A1800449,
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73B1700420, 73B1800137,
73B1800495, 73C1700255,
73C1800177, 73D1700133,
73D1700642, 73D1800149,
73E1800094, 73F1700033,
73F1700727, 73F1800184,
73F1800559, 73G1700608,
73H1700340, 73H1700787,
73J1700136, 73J1700480,
73K1600380, 73K1600729,
73K1700430, 73K1700741,
73L1600664, 73L1700510,
73L1800437, 73M1700266


9 mm Hudson RCI Sheridan Preformed
Endotracheal Tubes


5-22218 HUD522218 73F1700556, 73F1800350,
73G1700430, 73G1800138,
73H1700619, 73J1700301,
73J1800108, 73J1800530


2 mm Hudson RCI Sheridan Uncuffed
Endotracheal Tubes


5-10404 HUD510404 73A1700096, 73A1700260,
73A1800055, 73B1700298,
73B1800120, 73D700405,
73E1800552, 73F1700381,
73F1700710, 73H1700323,
73H1700478, 73J1800091,
73L1600844, 73L1800610,
73M1700246


2.5 mm Hudson RCI Sheridan Uncuffed
Endotracheal Tubes


5-10405 HUD510405, KDL510405 73L1600845, 73A1700097,
73A1700725, 73B1700299,
73F1700712, 73G1700418,
73H1700038, 73H1700479,
73J1700287, 73A1800056,
73A1800462, 73B1800121,
73E1800553, 73F1800713,
73H1800423, 73H1800664,
73K1800376


3 mm Hudson RCI Sheridan Uncuffed
Endotracheal Tubes


5-10406 HUD510406, KDL510406 73A1800057, 73A1800463,
73A1800811, 73B1700621,
73B1800484, 73C1800192,
73D1700622, 73D1800310,
73D1800462, 73E1700710,
73E1800386, 73E1800790,
73F1700152, 73F1800541,
73G1700131, 73G1800576,
73H1700480, 73H1800189,
73H1800665, 73J1700128,
73J1700599, 73J1800092,
73K1700594, 73L1600495,
73L1700318, 73L1800209,
73L1800404, 73L1800513,
73L1800611, 73L1800727,
73M1700139, 73M1700415,
73M1800178, 73M1800342


3.5 mm Hudson RCI Sheridan Uncuffed
Endotracheal Tubes


5-10407 KDL510407 73A1700261, 73A1800812,
73C1800175, 73D1700408,
73E1800229, 73F1800542,
73G1700419, 73G1800921,
73H1700039, 73K1600366,
73K1700261, 73K1700595,
73K1800549, 73L1600643,
73M1700416


4 mm Hudson RCI Sheridan Uncuffed
Endotracheal Tubes


5-10408 HUD510408, KDL510408 73B1700143, 73B1800122,
73B1800485, 73B1800705,
73D1700409, 73D1800311,
73D1800463, 73D700554,
73E1700226, 73E1700711,
73E1800387, 73F1700383,
73F1700714, 73F1800331,
73G1800805, 73H1700481,
73H1800667, 73J1700288,
73J1700600, 73J1800324,
73K1600725, 73L1600656,
73M1700248


4.5 mm Hudson RCI Sheridan Uncuffed
Endotracheal Tubes


5-10409 HUD510409, KDL510409 73A1700098, 73A1700262,
73A1800058, 73B1800329,
73B1800486, 73B1800706,
73C1700233, 73C1700685,
73C1800480, 73D1700410,
73D1800312, 73E1700227,
73E1800059, 73E1800554,
73F1700154, 73F1700715,
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73F1800169, 73H1700324,
73J1700129, 73J1700289,
73K1600726, 73K1700062,
73K1700730, 73L1600847,
73M1700140


5 mm Hudson RCI Sheridan Uncuffed
Endotracheal Tubes


5-10410 HUD510410, KDL510410 73A1700099, 73B1700145,
73B1700389, 73B1800346,
73B1800707, 73C1700686,
73C1800481, 73D1700411,
73D700234, 73E1700470,
73E1800230, 73E1800791,
73F1700155, 73F1700384,
73F1700716, 73F1800543,
73H1700325, 73J1700130,
73K1600579, 73K1700063,
73K1700731, 73L1600146,
73L1600848, 73M1700141


5.5 mm Hudson RCI Sheridan Uncuffed
Endotracheal Tubes


5-10411 KDL510411 73A1700263, 73A1800059,
73B1800347, 73B1800708,
73C1700235, 73C1700687,
73D1700623, 73D1800633,
73E1700471, 73E1800388,
73F1700156, 73F1700717,
73F1800170, 73G1700420,
73G1800223, 73G1800922,
73H1700326, 73H1800730,
73J1600685, 73J1700131,
73K1600580, 73K1700064,
73K1700732, 73L1600849,
73L1700319, 73M1700249


5 mm Hudson RCI Sheridan/HVT
Endotracheal Tubes


5-10310 HUD510310, KDL510310 73A1800282, 73A1800664,
73B1700134, 73B1800341,
73C1700227, 73C1700676,
73C1800186, 73C1800563,
73D1700243, 73D1800303,
73D1800454, 73E1700091,
73F1700013, 73F1700145,
73F1700702, 73G1700410,
73H1700471, 73H1700777,
73J1700593, 73K1600356,
73K1700254, 73K1700723,
73L1600336, 73L1600486,
73L1600836, 73L1700661,
73M1600132


5.5 mm Hudson RCI Sheridan/HVT
Endotracheal Tubes


5-10311 HUD510311, KDL510311 73A1700253, 73A1800283,
73A1800809, 73C1700677,
73C1800187, 73D1700126,
73D1800132, 73D1800304,
73D1800455, 73E1700092,
73E1700221, 73E1700459,
73E1800379, 73E1800784,
73F1700374, 73F1800536,
73G1700411, 73G1700590,
73H1700472, 73H1800183,
73J1700459, 73K1600357,
73K1700255, 73K1700724,
73L1600144, 73L1600337,
73L1600487, 73L1600837,
73M1700239


9 mm Hudson RCI Sheridan/HVT
Endotracheal Tubes


5-10318 HUD510318, KDL510318 73A1700259, 73A1800286,
73A1800443, 73B1800119,
73B1800482, 73C1700232,
73C1700684, 73C1800347,
73D1700247, 73D1800308,
73D1800460, 73E1700097,
73E1700468, 73E1800551,
73F1700150, 73F1700380,
73F1700709, 73F1800166,
73F1800712, 73G1700595,
73G1800123, 73G1800573,
73H1700170, 73H1700598,
73H1800187, 73H1800663,
73H1800728, 73J1800322,
73J1800667, 73K1700060,
73K1700260, 73K1700593,
73K1800547, 73L1600144,
73L1600493, 73L1600701,
73L1600843, 73L1700316,
73L1700663, 73M1700245


10 mm Hudson RCI Sheridan/HVT
Endotracheal Tubes


5-10320 HUD510320 73L1700500, 73J1800512,
73K1800168
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Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


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


Manufacturer(s): Teleflex Medical2917 Weck Dr, Research Triangle Park, NC 27709-0186, United States


Suggested Distribution: Anesthesia, Critical Care, Nursing, OR/Surgery, Pulmonology/Respiratory Therapy, Otolaryngology, Materials
Management


Summary:
�Update Reason: Distributor subrecall and expanded affected product scope. This Alert provides additional information based on an August 7,
2019, Subrecall Immediate Action Required Amendment letter submitted by ECRI Institute member hospitals regarding Alert A32768 06 .
 
Problem:
�In a July 30, 2019, Amendment Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Teleflex states that it is expanding
the recall described in Alerts A32768 02  and A32768  to include the above additional product numbers and lots based on the outcome of the root cause
investigation. Teleflex also states that this recall is being conducted because of complaints indicating that there is an increased incidence of specific lots
of the 15 mm Sheridan connector becomingdisconnected from the endotracheal tube (ETT). Teleflex also states that the immediate consequence for
patients is disconnection from the breathing circuit, which may result in insufficient oxygenation, necessitating medical intervention. Teleflex further
states that it has received four reports of death, and additional reports of serious injury (involving all lots affected by the original and the expanded recall),
in which ETT disconnection may have been a contributing factor. Teleflex states that in most reported cases, detachment of the connector was identified
by clinical personnel or through eventual decrease in ventilator circuit pressure that triggered ventilator alarms. 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 August 7,
2019, Subrecall Immediate Action Required Amendment letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you
have affected product, complete the form and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will provide your
facility with return labels (if applicable). Return affected product to Medline using the return labels. Upon receipt of affected product, Medline will
provide your facility with credit. Notify all relevant personnel at your facility of the information in the notification, and forward a copy to any facility to
which you have further distributed affected product.
 
For Further Information:
Medline
Tel.: (866) 359-1704
Website: Click here
U.S.
Teleflex
E-mail: recalls@teleflex.com
Tel.: (866) 396-2111
Outside the U.S., refer to the letter/FSN for contact information for your region.
Comments:


● For an ECRI Institute Hazard Report covering this problem, see H0503 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Aug 8. Member Hospital. Medline letter submitted by an ECRI Institute member hospital (includes reply form) Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639811

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639256

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639059

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

mailto:recalls@teleflex.com

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638310

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197138/20190807MedlineTeleflexSheridanTubesandConnectorsClientRedacted.pdf



MMOqalaa
(A32768 08) Medline-Teleflex Sheridan Endotracheal Tub.pdf




[High Priority ] - A33182 : Fritz Stephan—Sophie Ventilators: FiO2 Dose May Be Affected by Implausibly Long Unchanged Oxygen Saturation Values
Received from an External Monitor


[High Priority ] - A33182 : Fritz Stephan—Sophie Ventilators: FiO2 Dose May Be Affected by
Implausibly Long Unchanged Oxygen Saturation Values Received from an External Monitor
Medical Device Ongoing Action
Published: Tuesday, August 13, 2019


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


Product Identifier:
[Capital Equipment]


Product Fritz Stephan GmbH
Model Product No.


Pediatric Ventilators with SpO2-Controllers (SpO2C) and External
Trigger


Sophie 103861410


Pediatric Ventilators with SpO2C, Water Refill System, and
External Trigger


Sophie 103861411


Geographic Regions: Australia, Colombia, Germany, India, Indonesia, Israel, Jordan, Korea, Malaysia, The Netherlands, Norway, Peru, Romania,
Russia, Singapore, Sri Lanka, Sweden, Thailand, Turkey, United Arab Emirates, U.K.


Manufacturer(s): Fritz Stephan GmbH Kirchstrasse 19, D-56412 Gackenbach, Germany


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


Problem:
In a July 8, 2019, Important Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Fritz Stephan states
that it has received a report of an incident in which the values of oxygen saturation and pulse frequency received from the connected monitor (Radical 7C,
Masimo) remained unchanged over a clinically implausible amount of time. The SpO2 controller gradually increased the oxygen concentration up to the
set FiO2 limit based on the persistently low SpO2 value.
 


Action Needed:
Identify any affected ventilators in your inventory. If you have affected ventilators, verify that you have received the July 8, 2019, Important Safety
Notice letter and Customer Response Form from Fritz Stephan. The firm recommends that you use only the averaging speed of 8s when the monitor is
used with the SpO2 controller on affected ventilators. Use the "FiO2 Limit" function to limit the automatic increase of FiO2 if necessary. Fritz Stephan
representative will contact your facility to arrange to implement a software correction that will detect clinically implausible periods of unchanged pulse
and saturation values and indicate a communication error, setting the applied FiO2 function to the value "Backup FiO2." Complete the Customer
Response Form, and return it to Fritz Stephan using the information on the form.


For Further Information:
Fritz Stephan
Tel.: 49 (6439) 9125145
E-mail: info@stephan-gmbh.com
Website: Click here


 


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Fritz Stephan: SOPHIE [online]. London: Department of Health;


2019 Aug 5 [cited 2019 Aug 5]. (Field safety notice; reference no. 2019/007/031/701/001). Available from Internet: Click here .


Comments:


● �For information on a potentially related action, see Alert A31554 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Aug 5. MHRA FSN. 2019/007/031/701/001 Download
● 2019 Aug 5. MHRA FSN. Fritz Stephan letter (includes reply form) Download
● 2019 Aug 9. Manufacturer. The manufacturer confirmed the information in the source material.
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1637353

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1637353

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196975/20190805FritzStephanSOPHIEVentilatorsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196976/20190708FritzStephanSOPHIEVentilatorsMHRA.pdf



MMOqalaa
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[High Priority ] - A33088 01 : Intersurgical—Various Breathing Systems and Components: �Ports in Swivel Elbow May Crack and Leak [Update]


[High Priority ] - A33088 01 : Intersurgical—Various Breathing Systems and Components: �Ports in
Swivel Elbow May Crack and Leak [Update]
Medical Device Ongoing Action
Published: Wednesday, August 14, 2019
Last Updated: Thursday, August 15, 2019


UMDNS Terms:
•  Breathing Circuit Adapters [10123]


Product Identifier:
[Consumable]


See the Comments section below for more information.


Product Intersurgical Ltd
Reference No. Lot No.


22 M/15 F Double Flip Top Cap with Seal 15
M Double Swivel Elbows


1898000 2180346, 2180406, 2180731, 2181507,
2181793, 2183105, 2190034, 2190139,
2190292, 2191327


Double Flip Top Cap with Seal - 22 M/15 F,
170 mm Flexible Double Swivel Catheter
Mounts 22 F


3505000 2180192, 2180911, 2180987, 2181682,
2182403, 2182594, 2182616, 2182766,
2183450, 2190043, 2190378, 2190516,
2191005, 2191286, 2191574


Flexible Catheter Mount Swivel Elbows 15 M-
15 F


3507002 2180908, 2181344, 2182201, 2182236,
2183143, 2190547, 2190595, 2190819


Double Flip Top Cap - 22 M/15 F, 70 mm to
150 mm Superset Double Swivel Catheter
Mount 22 F


3521000 2180327, 2180366, 2180397, 2180532,
2180571, 2180860, 2181293, 2181350,
2181503, 2181753, 2181825, 2182119,
2182182, 2182209, 2182252, 2182536,
2182852, 2183161, 2183480, 2190008,
2190190, 2190211, 2190617, 2190735,
2191025, 2191154, 2191224, 2191382,
2191410, 2191591


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


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


Suggested Distribution: Anesthesia, Critical Care, OR/Surgery, Pediatrics, Pulmonology/Respiratory Therapy, Materials Management


Summary:
�Update Reason: This Alert supersedes and replaces Alert A33088  based on a July 25, 2019, Urgent Recall Notice letter posted by the German Federal
Institute for Drugs and Medical Devices (BfArM).
Problem:
�In a July 25, 2019, Urgent Recall Notice letter posted by BfArM, Intersurgical states that the ports in the swivel elbow of the above products may crack;
if the cracks grow to a significant size, the elbows may leak. The percentage of cracked products in a lot may range from 0% to about 10%. The cracks
were not present at the time of manufacture and may occur later in storage. In the worst case, leakage from a crack could result in the prescribed
ventilation not being delivered to the patient. This problem could lead to the patient becoming hypoxic and hypercapnic if the leak is not detected, having
a detrimental impact on the patient's respiratory function and vital signs. The manufacturer has not confirmed the information provided in the source
material.


Action Needed:
�Identify, isolate, and discontinue use of any affected devices. Discard affected devices, or arrange for collection of the devices and to receive credit. If
you have affected product, verify that you have received the July 25, 2019, Urgent Recall Notice letter and Urgent Recall Notice Response Form from
Intersurgical. Regardless of whether you have affected product, complete the Urgent Recall Notice Response Form and return it to Intersurgical using the
information on the form. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to
which you have further distributed affected product. Maintain awareness of the letter and the resulting action.
For Further Information:
Intersurgical
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Intersurgical: swivel elbows [online]. London: Department of Health;


2019 Jul 22 [cited 2019 Jul 23]. (Field safety notice; reference no. 2019/007/019/291/001). Available from Internet: Click here .
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Diverse Swivel Produkte by Intersurgical Ltd.


[online]. 2019 Jul 31 [cited 2019 Aug 5]. Available from Internet: Click here .


Comments:


● Because the July 25, 2019, Urgent Recall Notice letter was posted by BfArM, ECRI Institute cannot be certain whether product listed in the
July 15, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) but
omitted from the newer letter is no longer considered affected. For the previously listed product sourced from the MHRA letter, see Alert 
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https://www.intersurgical.com/contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-15-to-19-july-2019

https://www.gov.uk/drug-device-alerts/field-safety-notice-15-to-19-july-2019

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2019/09487-19_kundeninfo_en.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2019/09487-19_kundeninfo_en.html

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639683





A33088 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Aug 1. BfArM (Germany). 09487/19 Download
● 2019 Aug 1. BfArM (Germany). July 25, 2019, Intersurgical letter (FSCA Identifier: 226766) (includes reply form) Download
● 2019 Aug 14. MHRA FSN. 2019/007/019/291/001 Download
● 2019 Aug 14. MHRA FSN. July 15, 2019, Intersurgical letter (FSCA Identifier: 226766) (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197433/20190725IntersurgicalSwivelElbowsBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197434/20190722IntersurgicalVariousBreathingSystemsandComponentsMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197435/20190715IntersurgicalVariousBreathingSystemsandComponentsMHRA.pdf
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

SOMATOM 

go.Up, go.NOW, 

go.TOP, go.ALL

SIEMENS Siemens Medical Solutions https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Electro mechanical medical devices

Efficia DFM100 

Defibrillator/Moni

tor     ,

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Medtronic 

Micra™ Delivery 

System    ,

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

a/Secure/CA/CaViewRec

In vitro diagnostic devices

AutoDELFIA/DELFI

A PlGF Kits      ,

PerkinElmer Life and 

Analytical Sciences

ABDULREHMAN AL GOSAIBI 

GTB

#

Cellognost 

Echinococcosis    ,

Siemens Healthcare 

Diagnostics Product

AL-KAMAL Import https://ncmdr.sfda.gov.s

cobas t 511 and t 

711 - 

Coagulation 

analyzer.

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Salmonella 

paratyphi B-H 

phase 1 Flagellar 

antigen

b Stained 

Suspension

Remel Inc. Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

677

Non-active implantable devices

Orthopedic 

Salvage System 

Hybrid Poly Tibia 

Prostheses

Zimmer, INC…. Medical Regulations Gate#

Various BioPro 

Go-EZ Screws 

and HBS K-Wires .

Biopro, Inc N/A#

Reusable devices

Codman 

ISOCOOL Bipolar 

Forceps

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

a/Secure/CA/CaViewRec

Single-use devices

Page 3 of 4

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14670
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14673
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14672
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14680
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14668
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14677
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14674



[High Priority ] - A33231 : PerkinElmer—AutoDELFIA/DELFIA PlGF Kits: Placental Growth Factor Analyte Concentrations May Be Decreased, Potentially
Leading to an Increase in False-Positive, High-Risk Results


[High Priority ] - A33231 : PerkinElmer—AutoDELFIA/DELFIA PlGF Kits: Placental Growth Factor
Analyte Concentrations May Be Decreased, Potentially Leading to an Increase in False-Positive,
High-Risk Results
Medical Device Ongoing Action
Published: Wednesday, August 14, 2019
Last Updated: Thursday, August 15, 2019


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Pregnancy Hormone [19121]


Product Identifier:
[Consumable]


Product
PerkinElmer
(Finland)
Product No.


Lot No. UDI


DELFIA/AutoDELFIA
PlGF Kits


B055-201 673216 (01)06438147331000(17)201031(10)673216


DELFIA/AutoDELFIA
PlGF 1-2-3 Kits


B055-301 669925 (01)06438147345809(17)191031(10)669925


B055-301 669926 (01)06438147345809(17)191031(10)669926


B055-301 671064 (01)06438147345809(17)200731(10)671064


B055-301 672502 (01)06438147345809(17)200930(10)672502


B055-301 673296 (01)06438147345809(17)201031(10)673296


Geographic Regions: Argentina, Canada, Ecuador, India, Israel, Kazakhstan, Norway, Russia, Ukraine, U.K., Uzbekistan


Manufacturer(s): PerkinElmer (Finland) Mustionkatu 6, FIN-20101 Turku, Finland 


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
In an August 7, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
PerkinElmer states that the placental growth factor (PlGF) analyte concentrations in the above reagents may be decreased by on average 50%, potentially
resulting in an increased rate of false-positive, high-risk results in preeclampsia and Down syndrome screening.
 


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the August 7, 2019, Urgent Field Safety
Notice letter and Response Form from PerkinElmer. If alternative kits are not available, you may continue to screen for preeclampsia and Down
syndrome using caution regarding the incidence of high-risk results. Otherwise, dispose of affected product according to your requirements. Complete the
Response Form, and return it to PerkinElmer using the information in the letter. Upon receipt of the form, PerkinElmer will provide your facility with
replacement product. Inform all relevant personnel at your facility of the information in the letter.
 
For Further Information:
PerkinElmer
Website: Click here


�Reference:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. PerkinElmer: DELFIA/AutoDELFIA PlGF kit,


DELIFA/AutoDELFIA PlGF [online]. London: Department of Health; 2019 Aug 12 [cited 2019 Aug 13]. (Field safety notice; reference no.
2019/008/007/701/016). 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 13. MHRA FSN. 2019/008/007/701/016 Download
● 2019 Aug 13. MHRA FSN. PerkinElmer Reference No. R2019002 (includes reply form) Download
● 2019 Aug 14. Manufacturer. The manufacturer confirmed the information in the source material.
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http://www.perkinelmer.co.uk/AboutUs/ContactUs/ContactUS

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/197397/20190812PerkinElmerDELFIAandAutoDELFIAPlGFKitsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197398/20190807PerkinElmerDELFIAandAutoDELFIAPlGFKitsMHRA.pdf



MMOqalaa
( A33231 ) PerkinElmer-AutoDELFIA-DELFIA PlGF Kits.pdf




[High Priority ] - A33223 : �Zimmer Biomet—Orthopedic Salvage System Hybrid Poly Tibia Prostheses: Cleaning Processes May Be Ineffective


[High Priority ] - A33223 : �Zimmer Biomet—Orthopedic Salvage System Hybrid Poly Tibia
Prostheses: Cleaning Processes May Be Ineffective
Medical Device Ongoing Action
Published: Wednesday, August 14, 2019


UMDNS Terms:
•  Prostheses, Joint, Knee, Tibial Component  [16098]


Product Identifier:
[Consumable]


Product Zimmer Biomet
Item No. Lot No. Distribution Date Expiration Date


Orthopedic Salvage System
(OSS) Hybrid Poly Tibia
Prostheses


151810, 151811, 151812,
151813, 151814, 151815


All 2016 Jun to 2019 Feb < 2024 Jun 30


Geographic Regions: Japan, The Netherlands, U.S.


Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States


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


Problem:
�FDA's Center for Devices and Radiological Health (CDRH) states that the cleaning processes for the above devices may be ineffective.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the letter and Certificate of
Acknowledgment form from Zimmer Biomet. Your Zimmer Biomet sales representative will remove affected product from your facility. Regardless of
whether you have affected product, complete the Certificate of Acknowledgment form and return it to Zimmer Biomet. There are no specific patient
monitoring instructions related to this action recommended beyond the surgeon's existing follow-up schedule. Notify all relevant personnel at your
facility of the information in the letter.
For Further Information:
Zimmer Biomet customer service department
Tel.: (574) 371-3071, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: CorporateQuality.PostMarket@zimmerbiomet.com
Website: Click here


�References:
● United States. Food and Drug Administration. Center for Devices and Radiological Health. Medical device recalls. Event ID: 83314.


Zimmer Biomet, Inc. [online]. 2019 Aug 9 [cited 2019 Aug 12]. 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 12. FDA CDRH Database. Class II. Z-2231-2019; Z-2232/2236-2019 Download
● 2019 Aug 14. Manufacturer. The manufacturer confirmed the information provided in the source material.
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mailto:CorporateQuality.PostMarket@zimmerbiomet.com

https://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.html

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=1&amp;event_id=83314

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=1&amp;event_id=83314

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197261/20190809ZimmerBiometOSSCDRH.pdf



MMOqalaa
(A33223) Zimmer Biomet-Orthopedic Salvage System Hybrid Poly Tibia Prosthes.pdf




[High Priority ] - A33237 : BioPro—Various BioPro Go-EZ Screws and HBS K-Wires: Sterile Barrier System May Have Manufacturing Flaw


[High Priority ] - A33237 : BioPro—Various BioPro Go-EZ Screws and HBS K-Wires: Sterile Barrier
System May Have Manufacturing Flaw
Medical Device Ongoing Action
Published: Wednesday, August 14, 2019


UMDNS Terms:
•  Screws, Bone [16101]


Product Identifier:
[Consumable]


Product BioPro Inc
Item No. UDI Lot No.


HBS Sterile K-Wires 19688 M209196880 122572, 123305


Single Sterile Trochar K-Wires 19106 M209191060 123130


Single Sterile .045 Trochar K-
Wires


19108 M209191080 123131


Single 2.5 x 170 mm Trochar K-
Wires


OL17025S M209OL17025S0 123218


Single 1.6 x 150 mm Trochar K-
Wires


OL15016S M209OL15016S0 123213


Single 1.1 x 150 mm Trochar K-
Wires


OL15011S M209OL15011S0 123220


Single 2.5 x 150 mm Trochar K-
Wires


OL15025S M209OL15025S0 123219


6.5 x 30 Go-EZ Screws 19651 M209196510 123105


6.5 x 100 Go-EZ Screws 19668 M209196680 123115


6.5 x 36 Go-EZ Screws 19654 M209196540 123108


6.5 x 95 Go-EZ Screws 19667 M209196670 123114


6.5 x 34 Go-EZ Screws 19653 M209196530 123107


6.5 x 85 Go-EZ Screws 19665 M209196650 123112


6.5 x 90 Go-EZ Screws 19666 M209196660 123113


6.5 x 115 Go-EZ Screws 19671 M209196710 123118


6.5 x 32 Go-EZ Screws 19652 M209196520 123106


6.5 x 105 Go-EZ Screws 19669 M209196690 123116


6.5 x 110 Go-EZ Screws 19670 M209196700 123117


6.5 x 120 Go-EZ Screws 19672 M209196720 123119


6.5 x 38 Go-EZ Screws 19655 M209196550 123109


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


Manufacturer(s): BioPro Inc 2929 Lapeer Rd, Port Huron, MI 48060-2558, United States
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Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management


Problem:
FDA's Center for Devices and Radiological Health (CDRH) states that the sterile barrier system of the above products may have a manufacturing flaw.
FDA's CDRH also states that the manufacturer initiated a recall by telephone call on June 25, 2019, and subsequently sent e-mails. 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 been contacted by BioPro. BioPro will
send a return shipping label to your facility. Reference the RMA number when returning affected product.


For Further Information:
BioPro
Telephone: (800) 252-7707
Website: Click here


References:
● �United States. Food and Drug Administration.Center for Devices and Radiological Health. Medical device recalls. Event ID:83288.


BioPro, Inc. [online]. 2019 Aug 12 [cited 2019 Aug 14]. 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 14. FDA CDRH Database. Class II. Z-2239-2019/Z-2259-2019 Download
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=1&amp;event_id=83288&amp;productdescriptiontxt=&amp;productcode=&amp;IVDProducts=&amp;rootCauseText=&amp;recallstatus=&amp;centerclassificationtypetext=&amp;recallnumber=&amp;postdatefrom=&amp;postdateto=&amp;productshortreasontxt=&amp;firmlegalnam=&amp;PMA_510K_Num=&amp;pnumber=&amp;knumber=&amp;PAGENUM=25

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197394/20190625BioProSystemsCDRH2239through2259.pdf
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

AAMI Disposable 

Bedside Five-

Lead Cable Sets   ,

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

#

Gemini Clamps   , Integra LifeSciences Bio Standards#

Plum & Sapphire 

Microbore 

Infusion Sets with 

Inline Filters

ICU Medical, Inc AL-KAMAL Import https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

Stainless Steel 

Interstitial 

Needles, 17 

Gauge    ,

Varian Medical 

Systems

Varian Medical Systems Arabia 

Commercial Limited

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

Stryker 

PneumoSure 

Tube Sets 

Contained in 

Regard 

Laparoscopic 

Custom Surgical 

Packs    ,

Resource 

Optimization & 

Innovation Llc

N/A#

Page 4 of 4

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14679
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14675



[High Priority ] - A33238 : Philips—�AAMI Disposable Bedside Five-Lead Cable Sets: Trunk Cable Connector May Be Thicker than Specified


[High Priority ] - A33238 : Philips—�AAMI Disposable Bedside Five-Lead Cable Sets: Trunk Cable
Connector May Be Thicker than Specified
Medical Device Ongoing Action
Published: Wednesday, August 14, 2019
Last Updated: Thursday, August 15, 2019


UMDNS Terms:
•  Cables/Leads, Electrocardiography  [15754]


Product Identifier:
[Consumable]


Product Philips Healthcare
Part No. Lot No.


AAMI Disposable Bedside Five-Lead Sets (Limb
Lead Set)


989803173131 03/18, 05/18, 06/18


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


Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810, United States


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


Problem:
�In a June 2019 Customer Information Medical Device Recall letter, Philips states that the trunk cable connector on the above limb lead sets may be
thicker than specified, potentially causing the receptacle in the trunk cable for the five-lead chest lead set to be partially blocked,preventing or impeding
the connection of all leads necessary to obtain a 12-lead electrocardiograph (ECG) measurement. The manufacturer has not confirmed the information
provided in the source material.


Action Needed:
�Identify and discard any affected lead sets in your inventory. See the letter  for information on how to determine whether your sets are affected. If you
have affected sets, verify that you have received the June 2019 Customer Information Medical Device Recall letter and Reply Form from Philips.
Regardless of whether you have affected product, complete the form and return it to Philips using the information on the form. Upon receipt of the form,
Philips will issue your facility replacement product at no cost.
For Further Information:
Philips
Tel.: (800) 722-9377
Website: Click here
Comments:


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


Source(s):


● 2019 Aug 14. Member Hospital. (includes reply form) Download
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https://www.usa.philips.com/healthcare/about/contact

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197452/201906xxPhilips5LeadsetClientRedacted.pdf



MMOqalaa
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[High Priority ] - A33246 : �Integra—Gemini Clamps: Box Lock Area May Be Cracked


[High Priority ] - A33246 : �Integra—Gemini Clamps: Box Lock Area May Be Cracked
Medical Device Ongoing Action
Published: Thursday, August 15, 2019


UMDNS Terms:
•  Clamps, Surgical, Vascular, Artery [10865]


Product Identifier:
[Consumable]


Product Integra LifeSciences Corp
Catalog No. Lot No. Manufacture Date


9 ¼-Inch Gemini Clamps 140-332 AA1901 2019 Feb to 2019 Mar


Geographic Regions: Thailand, U.S.


Manufacturer(s): Integra LifeSciences Corp311 Enterprise Dr, Plainsboro, NJ 08536, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Emergency/Outpatient Services, OR/Surgery, Materials Management


Problem:
�In an August 7, 2019, Urgent Voluntary Medical Device Recall letter submitted by an ECRI Institute member hospital, Integra states that the above
clamps may have a small crack in the box lock area. After multiple cleaning and sterilization cycles, the crack increases the risk of corrosion and may
cause premature breakage of the instrument. Integra also states that it has received no reports of patient injuries associated with this problem.


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 August
7, 2019, Urgent Voluntary Medical Device Recall letter and Acknowledgment Form from Integra. Regardless of whether you have affected product,
complete the Acknowledgment Form and return it to Integra using the instructions on the form. Upon receipt of the form, an Integra customer service
representative will provide your facility with a return materials authorization (RMA) number and instructions for product return. Integra will also provide
your facility with replacement product.
For Further Information:
Integra customer service department
Tel.: (800) 654-2873 (U.S.) or (781) 565-1401 (outside the U.S.), 8 a.m. to 8 p.m. Eastern time, Monday through Friday
E-mail: custsvcnj@integralife.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 15. Member Hospital. 1367725-1-EN (includes reply form) Download
● 2019 Aug 15. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A33210 : �Resource Optimization & Innovation—Stryker PneumoSure Tube Sets Contained in Regard Laparoscopic Custom Surgical
Packs: Tube Sets May Detach from Cassette


[High Priority ] - A33210 : �Resource Optimization & Innovation—Stryker PneumoSure Tube Sets
Contained in Regard Laparoscopic Custom Surgical Packs: Tube Sets May Detach from Cassette
Medical Device Ongoing Action
Published: Tuesday, August 13, 2019


UMDNS Terms:
•  Procedure Trays, Surgical [17168]
•  Tubing [14238]


Product Identifier:
[Consumable]


Product Resource Optimization & Innovation LLC
Item No. Lot No.


Regard Custom Laparoscopic OSU Surgical Packs 880341004 043444D


880341005 047474E, 049043E


Regard Custom LAP FLOL Surgical Packs 800096004 044343D, 048023D, 049262D, 052020D,
054482D, 057619D


800096005 059908E, 062938E, 065606E


Product Stryker Instruments Div Stryker Corp
Part No.


PneumoSure High Flow II Tube Sets 0620 040 660


PneumoSure Heated Tube Sets with RTP 0620 040 690


PneumoSure High Flow II Tube Sets with RTP 0620 040 680


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


Manufacturer(s): Resource Optimization & Innovation LLC 645 Maryville Centre Dr Suite 200, St Louis, MO 63141, United States (kit
manufacturer) 
Stryker Instruments Div Stryker Corp2825 Airview Blvd, Kalamazoo, MI 49002, United States 


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


Problem:
�FDA's Center for Devices and Radiological Health (CDRH) states that the above packs contain the above tube sets, which were recalled by Stryker
because they may detach from the cassette, potentially leading to gas leakage or a hissing sound. FDA's CDRH also states that Resource Optimization &
Innovation (ROI) initiated a recall by Medical Device Recall Notification letter dated March 21, 2019.
 


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the March 21, 2019, Medical
Device Recall Notification letter, reply form (Attachment A), and copy of the Stryker March 7, 2019, Recall Notification letter from ROI. Discard the
affected component from the surgical packs. Respond to ROI with the quantity of affected product in your inventory. Regardless of whether you have
affected product, complete the reply form and return it to ROI by e-mail at lacy.stewart@roiscs.com . Upon receipt of the form, ROI will provide your
facility with supplemental labels, which will instruct the user to remove the affected components and use a single sterile replacement from inventory, if
applicable.
 
For Further Information:
Lacy Stewart, ROI
Tel.: (417) 820-2793
Website: Click here


�References:
● United States. Food and Drug Administration. Center for Devices and Radiological Health. Medical device recalls. Event ID: 82499 ROI


Consolidated Service Center (CSC) [online]. 2019 Aug 8 [cited 2019 Aug 9]. Available from Internet: Click here .


Comments:


● For information on the recall initiated by Stryker, see Alert A32335 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=1&amp;event_id=82499
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638164
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● 2019 Aug 9. FDA CDRH Database. Class II. Z-2220-2019; Z-2221-2019 Download


● 2019 Aug 13. Manufacturer. The manufacturer confirmed the information in the source material.
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