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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	•

WU1940Report Reference Number: WU1940: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

29-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

35

29-Sep-19NCMDR Weekly Update

22-Sep-1926-Sep-19

35

22-Sep-19 26-Sep-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Anaesthetic and respiratory devices

NIPPY Ventilator 

Breathing Circuits

BREAS Medical AB A 

GE Healthcare Co

LEADER HEALTHCARE SAUDI 

ARABIA

#

Rusch TracFlex 

Plus Phonation 

Set, Cuffed; Rusch 

TracFlex Plus Set, 

cuffed; TracFlex 

Plus PDT Set; 

Ruschcare 

TracFlex Plus 

Phonation Set, 

Cuffed

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

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

850

Assistive products for persons with disability

Selected Behind-

the-Ear hearing 

aids

GN ReSound A/S Mada Hearing Company Ltd https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Diagnostic and therapeutic radiation devices

1.5T Express 

Head Neck Array 

Coil Surface 

Temperature

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

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

DigitalDiagnost 

C50

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

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=6&rid=14850
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14831
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14829
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14826



[High Priority ] - A33271 : �Breas—NIPPY Ventilator Breathing Circuits: Ports in Swivel Elbow of Intersurgical Catheter Mount Component May Crack


[High Priority ] - A33271 : �Breas—NIPPY Ventilator Breathing Circuits: Ports in Swivel Elbow of
Intersurgical Catheter Mount Component May Crack
Medical Device Ongoing Action
Published: Wednesday, August 21, 2019


UMDNS Terms:
•  Breathing Circuits, Ventilator [15003]
•  Breathing Circuit Adapters [10123]


Product Identifier:
[Consumable]


Product Breas Medical Ltd
Code No. Manufacture Date


NIPPY Dry 22 mm Breathing Circuits for
Tracheotomy IPPV Mode


0793/SP1 2018 Mar 22 to 2019 Jul 24


NIPPY Dry 22 mm Breathing Circuits for
Tracheotomy with Bacterial Filter


0792/SP1 2018 Mar 22 to 2019 Jul 24


NIPPY Dry 22 mm Circuits 0794/SP10 2018 Mar 22 to 2019 Jul 24


NIPPY Dry Breathing Circuits 22 mm Smoothbore
with 0681 HME


0794/SP7v1 2018 Mar 22 to 2019 Jul 24


NIPPY Dry Breathing Circuits 22 mm Smoothbore
with 0681 HME & Purple Port


0794/SP7 2018 Mar 22 to 2019 Jul 24


NIPPY Heated Circuits for IPPV mode 0814 2018 Mar 22 to 2019 Jul 24


NIPPY Heated Circuits for Tracheotomy for Fisher
& Paykel 85...


0805/SP1, 0805/SP6 2018 Mar 22 to 2019 Jul 24


Product Intersurgical Ltd
Part No.


22F Flexible Catheter Mounts with Swivel Elbow and Double Flip
Top Cap


3505000


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


Manufacturer(s): Breas Medical Ltd Unit A1-A2 The Bridge Business Centre, Timothy’s Bridge Road, Stratford-upon-Avon CV37 9HW, England
(breathing circuit manufacturer)
Intersurgical Ltd Crane House, Wokingham, RG41 2RZ, England (catheter mount manufacturer)


Suggested Distribution: Anesthesia, Critical Care, OR/Surgery, Pediatrics, Pulmonology/Respiratory Therapy, Home Care, 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), Breas
states that the above breathing circuits are used with Intersurgical catheter mounts, which were recalled because ports in the swivel elbow may crack; if
the cracks grow to a significant size, the elbows may leak. The cracks were not present at the time of manufacture and may occur later in storage. Breas
states that leakage from a crack may result in the prescribed ventilation not being delivered to the patient; however, the NIPPY ventilator should
compensate and deliver the prescribed treatment because the ventilator is pressure-controlled. If the crack is large, the ventilator should warn users with a
high-flow alarm. Breas also states that a leak going undetected because of inappropriate alarm settings may lead to the patient becoming hypoxic and
hypercapnic, which would have a detrimental effect on the patient’s respiratory function and vital signs. Breas states that it has received no complaints
related to this problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and discontinue use of any affected breathing circuits in your inventory. If you have affected circuits, verify that you have received the
August 7, 2019, Urgent Field Safety Notice letter and Customer Reply Form from Breas. Regardless of whether you have affected circuits, complete the
form and return it to Breas using the information on the form. If you have unused circuits, contact the Breas sales department using the information below
to arrange for product return and replacement. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the
letter to any facility to which you have further distributed affected product. Maintain awareness of the letter and the resulting action. Report any adverse
events associated with the use of affected product to Breas and the national competent authority.
For Further Information:
Breas sales department
Tel.: 44 (1789) 293460
E-mail: sales@nippyventilator.com
Website: Click here


�References:
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● Great Britain. Medicines and Healthcare Products Regulatory Agency. Breas Medical: NIPPY 22mm Breathing circuits [online]. London:
Department of Health; 2019 Aug 19 [cited 2019 Aug 20]. (Field safety notice; reference no. 2019/008/009/487/010). Available from
Internet: Click here .


Comments:


● For more information on the action initiated by Intersurgical, see Alert A33088 01 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Aug 20. MHRA FSN. 2019/008/009/487/010 Download
● 2019 Aug 20. MHRA FSN. (includes reply form) Download
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https://www.gov.uk/drug-device-alerts/field-safety-notice-12-to-16-august-2019?utm_source=a6bbd84e-07b5-41a0-841e-3c7b437ea6ce&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-12-to-16-august-2019?utm_source=a6bbd84e-07b5-41a0-841e-3c7b437ea6ce&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639775

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639775

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197554/20190819MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197555/20190807BreasNIPPYMHRA.pdf



MMOqalaa
(A33271) Breas-NIPPY Ventilator Breathing Circuits.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Forte Gamma 

Camera Systems   

.

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

iLab Polaris Multi-

Modality 

Guidance System

Boston Scientific Ltd FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

MOSAIQ               

              ,..

Elekta Inc Medical Regulations Gate https://ncmdr.sfda.gov.s

Electro mechanical medical devices

Arrow 

QuadLumen 

Central Venous 

Catheterization 

Kit, ARROWgard 

Blue PSI Kit 

CathGard

Arrow International 

Inc

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

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

842

IntelliVue 1.4 GHz 

Remote Antenna 

Used with Philips 

MX4O Monitors

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

MSI Biopsy 

Instruments

adeor Medical AG Isam Economic Co. https://ncmdr.sfda.gov.s

Patientcable for 

ECG Amplifier BT-

12

Medset 

Medizintechnik GmbH

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

a/Secure/CA/CaViewRec

Philips HeartStart 

FRx and HS1 

OnSite 

Automated 

External 

Defibrillators 

(AEDs)

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4832

Spectra Optia 

Apheresis 

System              .

Terumo BCT Inc ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Steelco 

Endoscope 

Dryers  ,

Steelco SpA. Insight Medical Systems https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

In vitro diagnostic devices

Alinity i STAT 

Myoglobin 

Reagent Kit

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14846
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14852
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14845
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14842
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14827
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14853
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14851
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14832
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14847
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14849
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14840


MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

D-cards DC-

Screening II

DiaMed GmbH. ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

Elecsys Anti-CCP 

assay used in 

cobas e 411 / 

601/ 602/ 801 

systems

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

856

EMBRYOLOGY 

HEATED PLATE 

WITHIN THE RI 

WITNESS

CooperSurgical Inc.. ATTIEH MEDICO LTD https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

HemoCue 201 

DM - DMS 

Software CD and 

HemoCue 

Glucose 201 DM 

RT System

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

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=14

841

Intermittent Slide 

Dispense Issues 

with VITROS® 

Chemistry 

Products Slides

Ortho-Clinical 

Diagnostics

Samir Photographic Supplies 

Co. Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

830

Kappa (EP171) 

Rabbit 

Monoclonal 

Antibody 

Reagents    ,

Cell Marque medical business Center#

Multigent Lithium 

Assay, Alinity c 

Lithium Reagent 

Kit

SENTINEL CH. SpA Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

ORTHO VISION® 

and ORTHO 

VISION® Max 

Analyzer     ,

Ortho-Clinical 

Diagnostics

Samir Photographic Supplies 

Co. Ltd.

#

Oxoid 4 mm 

Depth Iso-

Sensitest Agar   ,

Oxoid Ltd Div 

Thermo Fisher 

Scientific Inc

Medical supplies & Services 

Co.Ltd Mediserv

#

ROTEM ex-tem TEM Innovations GmbH Alyam Technical Est.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14855

V-Twin Vital Scientific N.V. N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14843

Non-active implantable devices

ATOK Shoulder 

Anchor   ,

Signature 

Orthopaedics

N/A https://ncmdr.sfda.gov.s
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14834
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14856
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14854
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14841
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14830
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14828
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14855
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14843
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14848



[High Priority ] - A33181 : �Cell Marque—Kappa (EP171) Rabbit Monoclonal Antibody Reagents: May Contain Lambda (EP172) Rabbit Monoclonal Antibody


[High Priority ] - A33181 : �Cell Marque—Kappa (EP171) Rabbit Monoclonal Antibody Reagents: May
Contain Lambda (EP172) Rabbit Monoclonal Antibody
Medical Device Ongoing Action
Published: Wednesday, August 21, 2019


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Tumor Marker, Protein, Monoclonal Ig, Light Chain, Kappa [19088]


Product Identifier:
[Consumable]


Product Cell Marque Corp
Item No. Batch No.


Kappa (EP171) Rabbit Monoclonal Antibody
Reagents


274R-14 0000057588, 0000064775


274R-17 0000057617


274R-18 0000057618


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


Manufacturer(s): Cell Marque Corp6600 Sierra College Blvd, Rocklin, CA 95677, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a July 30, 2019, Field Safety Notice Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Cell Marque
states that product labeled as containing the above reagents may contain lambda (EP172) rabbit monoclonal antibody products. The manufacturer has not
confirmed the information provided in the source material.


Action Needed:
�Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the July 30, 2019,
Field Safety Notice Recall letter, Confirmation of Receipt form, and Product Reconciliation form from Cell Marque. 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. Complete
the forms, and return them to Cell Marque using the instructions on the forms. Discard/destroy affected product, or return affected product to Cell
Marque. To arrange for product return, contact the Cell Marque customer service department by telephone at (916) 746-8900 or by e-mail at 
service@cellmarque.com  (U.S.) or international@cellmarque.com  (all other regions).
For Further Information:
Cell Marque
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Cell Marque Corporation: KAPPA (EP171) RABBIT


MONOCLONAL PRIMARY ANTIBODY [online]. London: Department of Health; 2019 Aug 5 [cited 2019 Aug 9]. (Field safety notice;
reference no. 2019/008/001/701/014). 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 9. MHRA FSN. 2019/008/001/701/014 Download
● 2019 Aug 9. MHRA FSN. Notification Number: NC-63932618 (includes reply form) Download
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mailto:service@cellmarque.com

mailto:service@cellmarque.com

mailto:international@cellmarque.com

https://www.cellmarque.com/cms/distributors

https://www.gov.uk/drug-device-alerts/field-safety-notice-29-july-to-2-august-2019?utm_source=746f3f48-46bf-403e-bc10-647bb68cb3b7&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-29-july-to-2-august-2019?utm_source=746f3f48-46bf-403e-bc10-647bb68cb3b7&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197189/20190805MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197190/20190730CellMarqueKappaRabbitMHRA.pdf



MMOqalaa
(A33181) Cell Marque-Kappa (EP171) Rabbit Monoclonal Antibody Reagen.pdf




[High Priority ] - A33124 01 : Ortho Clinical Diagnostics—ORTHO VISION and ORTHO VISION Max Analyzers for ORTHO BioVue Cassettes: Flushing of Pipette
May Occur in Unexpected Location, Potentially Leading to Erroneous Results


[High Priority ] - A33124 01 : Ortho Clinical Diagnostics—ORTHO VISION and ORTHO VISION Max
Analyzers for ORTHO BioVue Cassettes: Flushing of Pipette May Occur in Unexpected Location,
Potentially Leading to Erroneous Results
Medical Device Ongoing Action
Published: Tuesday, August 20, 2019


UMDNS Terms:
•  Analyzers, Laboratory, Hematology, Blood Grouping, Automated [16817]


Product Identifier:
[Capital Equipment]


Product
Ortho-Clinical Diagnostics
Inc
Model


Product No. Code No. Software Version


Analyzers ORTHO VISION 6904577 10758750012817 5.12.3, 5.12.4


ORTHO VISION Max 6904576 10758750012824 5.12.3, 5.12.4


Geographic Regions: ��(Impact in&#160;additional regions has not been identified at the time of this posting), Asia Pacific, Canada, Europe,
Latin America, Russia, U.K., U.S.


Manufacturer(s): Ortho-Clinical Diagnostics Inc1001 US Route 202, Raritan, NJ 08869, United States


Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology


Summary:
�Update Reason: Distribution in the U.S., Asia, Australia, Latin America. This Alert provides new information based on the FDA Enforcement Report
regarding Alert A33124 .
Problem:
In a July 2019 Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Ortho Clinical
Diagnostics (Ortho) states that because of a software anomaly on the above systems, flushing of the pipette may occur in an unexpected location after the
pipette arm (PIPA) exits IDLE mode and moves away from the Wash Station while refilling the Liquid System (LSYS) with saline. When no pipetting
action is executed and no testing is performed on the analyzer for six hours, the system will transition into the IDLE mode to conserve saline. A request
for any pipetting action will then trigger the system to exit IDLE mode. After exiting the IDLE mode, before the analyzer can restart processing, the PIPA
will be flushed with saline at the Wash Station. Ortho also states that in some instances, when an analyzer returns to the operational state when exiting
IDLE mode, a software anomaly may cause the pipetting probe to unexpectedly move away from the wash station during the flush to start another
pipetting operation. If this occurs while the PIPA is flushing out deionized water and refilling with saline, it is possible that deionized water and/or saline
can be dispensed into a sample tube, reagent vial, or dilution well(s), resulting in spillage on the Load Station (SRDR) carousel. A flushed sample,
reagent or dilution tray could spill fluids into adjacent tubes/vials/wells and cause contamination of the sample, dilution tray, or reagent. If this occurs, an
APSW00 error code will be posted by the analyzer, preventing a result from being generated. Any spillage should be considered biohazardous. Ortho
states that APSW00 is a generic code and can also be posted for other reasons; thus, the occurrence of this error by itself does not mean the anomaly has
occurred. If the user does not detect contamination and the affected samples, reagent or dilution trays are reused, the following could occur:


● False-negative test results could be generated because of sample or reagent contamination or hemolysis.
● False-positive test results could also be generated because of contamination from adjacent samples or reagents.


Health Canada states that the manufacturer initiated a correction on July 16, 2019. The manufacturer has not confirmed the information provided in the
source material.  


Action Needed:
The following actions are those listed in Alert A33124 . Identify any affected product in your inventory. If you have affected product, verify that you
have received July 2019 Urgent Field Safety Notice letter and Confirmation of Receipt form from Ortho, or that you have been otherwise contacted by
the firm. Ortho recommends the following:


To prevent the anomaly:
If your analyzer has not been used for processing tests (i.e., idle) for five or more hours, or if the idle time of the analyzer is unknown, execute a system
liquid refill using the Resources tab (Resources > Liquids > Refill) before performing any other action.


To detect and resolve possible occurrence of the anomaly:
If an APSW00 error occurs after the analyzer has been in IDLE mode for at least five hours, the identified failure mode may have occurred.


● Resolve the error as guided by the error description.
● Upon restart of the instrument, unload contents of the SRDR and inspect samples, reagents, racks, and the SRDR rotor for evidence of


spillage. If evidence of spillage is found, follow the instructions below. Any spillage should be considered biohazardous. Be sure to wear
personal protective equipment and follow applicable regulatory agency safety guidelines.


1. Clean the SRDR area using a mild detergent or a 70% isopropyl alcohol solution where spills have occurred.
2. Do not reload any of the affected tubes/vials that were loaded in the affected rack.


● If the affected rack is for patient samples, remove and discard all patient samples on the rack where the flush took place
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and remove and discard the dilution tray (if loaded) in the same SRDR section.
● If the affected rack is for reagents, remove and discard all of the reagents on the rack where the flush took place.


3. Reboot the system.
4. Retest with new reagents and samples.


Discuss any concerns you have regarding previously reported results with your laboratory medical director to determine the appropriate course of action.
Complete the Confirmation of Receipt form, and return it to Ortho using the instructions on the form.
For Further Information:
Ortho Care technical solutions center
Website: Click here


�References:
● Health Canada. Recalls and safety alerts. ORTHO VISION [online]. 2019 Jul 26 [cited 2019 Jul 31]. Available from Internet: Click here .
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Ortho Clinical Diagnostics: ORTHO VISION and VISION Max


analyzers [online]. London: Department of Health; 2019 Jul 29 [cited 2019 Jul 31]. (Field safety notice; reference no.
2019/007/019/601/007). Available from Internet: Click here .


● United States. FDA Enforcement Report. Event ID: 83403 [online]. 2019 Aug 14 [cited 2019 Aug 15]. 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 15. FDA Enforcement Report. Class II. B-0800-2019; B-0801-2019 Download
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[High Priority ] - A33092 : Thermo Fisher—Oxoid 4 mm Depth Iso-Sensitest Agar: May Contain Microbial Contamination


[High Priority ] - A33092 : Thermo Fisher—Oxoid 4 mm Depth Iso-Sensitest Agar: May Contain
Microbial Contamination
Medical Device Ongoing Action
Published: Thursday, August 22, 2019


UMDNS Terms:
•  IVD Test Reagent/Kits, Microbiology, Bacteria, Culture Media, Plate [19492]


Product Identifier:
[Consumable]


Product Oxoid Ltd
Catalog No. Lot No. Expiration Date


Oxoid 4 mm Depth Iso-Sensitest Agar PO0779A 2776461 2019 Aug 5


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


Manufacturer(s): Oxoid LtdWade Road, Basingstoke, Hampshire RG24 8PW, England


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem: �In a July 9, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Thermo Fisher states that the above agar may contain microbial contamination. Because the contamination is readily identifiable before incubation, the
risk of use is low; however, use of a contaminated plate may invalidate the testing being performed, potentially resulting in a delay in reporting test
results. The manufacturer has not confirmed the information provided in the source material.


Action Needed: Identify, isolate, and discard any affected product in your inventory. If you have affected product, verify that you have received the
July 9, 2019, Urgent Field Safety Notice letter and Acknowledgment Form from Thermo Fisher. Request replacement product if required. Inform all
relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed
affected product. Complete the Acknowledgment Form, and return it to Thermo Fisher using the instructions on the form.
For Further Information:
Thermo Fisher technical support department
Tel.: 44 (1256) 694238
E-mail: Microbiology.techsupport.uk@thermofisher.com 
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Thermo Fisher: Oxoid [online]. London: Department of Health; 2019


Jul 22 [2019 Aug 16]. (Field safety notice; reference no. 2019/007/010/601/009). 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 16. MHRA FSN. 2019/007/010/601/009 Download
● 2019 Aug 16. MHRA FSN. (Includes reply form) Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

INNOTERE Paste-

CPC, 3ml

InnoTERE GmbH ELAF MED LIMITED COMPANY https://ncmdr.sfda.gov.s

QuickGraftMusculoskeletal Transplant Foundation, Inc.. ProMedExhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14825

RT-PLUS 

MODULAR 

FEMORAL BLOCK

Smith & Nephew inc Smith & Nephew inc https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Zenith Branch 

Iliac Endovascular 

Graft (ZBIS) - 

Patient Card

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

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Single-use devices

Conquest 40 PTA 

Dilatation 

Catheters

Bard Pcripheral 

Vascular (BPV)

C.R. BARD Saudi Arabia#

HEMASHIELD 

PLATINUM 

Woven Double 

Velour Vascular 

Graft

Maquet 

Cardiovascular,LLC.

Saudi Sicli Company https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

844

Medline 

International 

Sterile Absorbent 

Cotton O.R 

Towels that are 

included in 

AreRoyal 

procedure packs

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

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

839
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[High Priority ] - A33269 : Bard—Conquest 40 PTA Dilatation Catheters: May Be Mislabeled


[High Priority ] - A33269 : Bard—Conquest 40 PTA Dilatation Catheters: May Be Mislabeled
Medical Device Ongoing Action
Published: Monday, August 19, 2019


UMDNS Terms:
•  Catheters, Vascular, Angioplasty, Balloon [17184]


Product Identifier:
[Consumable]


Product Bard Peripheral Vascular Div C R Bard Inc
Product No. Lot No.


8 x 40 mm �Conquest 40 Percutaneous Transluminal
Angioplasty (PTA) Dilatation Catheters


CQF7584 REDQ3444


Geographic Regions: U.S.


Manufacturer(s): Bard Peripheral Vascular Div C R Bard Inc1415 W 3rd St, Tempe, AZ 85281, United States


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


Problem: �In an August 14, 2019, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Bard states that
the packaging of the above catheters may erroneously list the balloon size as 8 x 20 mm instead of the correct 8 x 40 mm. Bard also states that the correct
dimensional characteristics are stamped on the proximal hub of the device. It correctly identifies the product to be 4 cm, while the carton and pouch labels
indicate an incorrect size of 2 cm. Bard further states that if a clinician uses a device with a larger-than-expected balloon, upon inflation, non-diseased
vessel, kidney, or sections of the arteriovenous (AV) dialysis fistulae may be dilated, potentially causing a varying degrees of injuries. This may
necessitate additional medical or surgical intervention. Proper use of the device includes the advancement and visualization of the balloon under
fluoroscopic guidance. Two radiopaque markers delineate the working length of the balloon and aid in balloon placement over the lesion. If the device
were to be inserted and advanced to the lesion, it is likely that the user would recognize that the balloon length is longer than intended and withdraw the
balloon and request a replacement with a more suitable length before inflating. This would lead to a minor, inconsequential prolongation of the
procedure.


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
14, 2019, Urgent Medical Device Recall Notification letter and Recall and Effectiveness Check Form from Bard. Regardless of whether you affected
product, complete the Recall and Effectiveness Check Form and return it to Bard by e-mail using the information below or by fax at (800) 
994-6772. Upon receipt of the form, Bard will provide your facility with a return authorization (XC) number and arrange for product return. Mark the
outside package as "RECALLED PRODUCT," and include the XC number. All products should be returned to: Bard Peripheral Vascular, Inc., 1415 W.
3rd St., Tempe, AZ 85281, United States. Upon receipt of affected product, Bard will provide your facility with replacement product. U.S. customers
should report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting
program by telephone at (800) 332-1088, by fax at (800) 332-0178, by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug
Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website . Inform all relevant personnel at your facility
of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Bard customer support center
Tel.: (800) 321-4254 (select option 5), 5 a.m. to 2 p.m. Mountain time, Monday through Friday
E-mail: BPDI.customersupportcenter@bd.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 19. Member Hospital. BD letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2019 Aug 19. Manufacturer. Manufacturer confirmed information
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