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Dear,

NCMDR team send a weekly update every week
containing the latest Field Safety Corrective Actions
(FSCA) of medical devices/products on SFDA
website.

* Role of NCMDR officer:

* Kindly respond to the NCMDR weekly report in
both cases either you are affected or not affected.

* 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.
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Hospital name:

:UKJ'M\ e-ua\

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.

* INCMDR 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 FSCA's indicates that
the source of this FSCA is ECRI.

* [Open the links or attachments to find the affected product
identifier, models, serial numbers or codes.
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Dear,

INCMDR team is pleased to inform you that 18 new FSCA/ for medical devices and products
posted on SEDA website for the period of 03-Nov-19 to  08-Nov-19 In order to view
more detaiis, ciick the iinis or attachments @
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Electro mechanical medical devices

AccuChek Roche Diagnostics |FAROUK, MAAMOUN TAMER & | https://ncmdr.sfda.gov.s
Performa Il Corp COMPANY a/Secure/CA/CaViewRec
Meter, AccuChek all.aspx?caid=4&rid=14
Aviva Il Meter
CARESCAPE GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s
Respiratory a/Secure/CA/CaViewRec
Modules ,

# Genius 2 and Cardinal Health 200, | International Medical Supplies

Genius 3 LLC Company
Tympanic g
Thermometers
Haemonetics Haemonetics Corp. Arabian Trade House Est. https://ncmdr.sfda.gov.s
125ml and 225ml a/Secure/CA/CaViewRec

Centrifuge Bowl

HeartStart XL+ Philips Healthcare | Philips Healthcare Saudi Arabia | https://ncmdr.sfda.gov.s
Defibrillator/Moni Ltd. a/Secure/CA/CaViewRec
tor

# TorFlex Baylis Medical Corp | Thimar Al Jazirah Healthcare Co.

Transseptal
Guiding Sheath g
Kits

Hospital hardware
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14929
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14916
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14920
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14924

www.ecri.org . Printed from Health Devices Alerts on Tuesday, October 22, 2019 Page 1

[High Priority ] - A33554 : Baylis—TorFlex Transseptal Guiding Sheath Kits: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Monday, October 21, 2019

UMDNS Terms:
® Catheters, Cardiac, Angiography, Transseptal [17478]
® Catheter Introducers, Vascular, Central VVenous, Hemostasis Valve [17578]
Product Identifier:
[Consumable]
For afull list of affected lot numbers, see the attachment to the letter sent to your facility.

Product Baylis Medical Co Inc

Catalog No.
TorFlex Transseptal Guiding Sheaths sold individually or as part of NTK-10-8555, NTK-710-8545, NTK-710-85455, NTK-710-8545N, NTK-710-8545-N, NTK -
NRG Transseptal Kits (NTK) 710-8545S, NTK-710-8555, NTK-710-8555N, NTK-710-8555S, NTK-711-8545, NTK-711-

8545N, NTK-711-8545S, NTK-711-8555, NTK-711-8555N, NTK-711-8555S, NTK-711-8590,
NTK-P710-8545, NTK-P711-8545, NTK-P711-8545S, NTK-P711-8555, TF8-32-63-135, TF8-
32-63-37, TF8-32-63-45, TF8-32-63-55, TF8-32-63-90, TF8-32-81-135, TF8-32-81-37, TF8-32-
81-45, TF8-32-81-55, TF8-32-81-90, TF85-32-63-135, TF85-32-63-37, TF85-32-63-45, TF85-
32-63-45-N, TF85-32-63-55, TF85-32-63-55-N, TF85-32-63-90, TF85-32-81-135, TF85-32-81-
37, TF85-32-81-45, TF85-32-81-55, TF85-32-81-90, TF8F-32-63-90, TFB8-32-63-55

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K., U.S.
Manufacturer(s): Baylis Medical Co Inc5959 Trans-Canada Hwy, Montreal, PQ H4T 1A1, Canada
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Infection Control, OR/Surgery, Materials Management

Problem:

OIn an October 4, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Baylis states that the sterile packaging of the
above products may have been compromised during shipping and handling. Baylis also states that the potential for sterile packaging to be compromised
exists only in cases in which there is a compound fold in the pouch packaged within the box. Packages that do not have the compound fold in the pouch
are safe to use. Baylis further states that it has received no reports related to this problem. The manufacturer has not confirmed the information provided
in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. For afull list of affected ot numbers, see the attachment in the etter
sent to your facility. Lots with date codes after 050719 (DDMMY'Y) are not affected and are safe to use. Lots with date codes before 050719
(DDMMYY) that are not affected and are safe to use, arelisted in the letter . If you have affected product, verify that you have received the October 4,
2019, Urgent Medical Device Recall letter and Acknowledgment Form from Baylis. Complete the Acknowledgment Form, and return it to Baylis using
the instructions on the form. Upon receipt of the form, Baylis will contact your facility to arrange for product return.

For Further Information:

Ellen Harfield, Baylis director of quality

Tel.: (800) 276-4416

E-mall: eharfield@baylismedical.com

Website: Click here

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Oct 21. Member Hospital. (includes reply form) Download
e 2019 Oct 21. MHRA FSN. 2019/010/016/487/037 Download
e 2019 Oct 21. MHRA FSN. (includes reply form) Download

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/200166/20191004BaylisTorFlexTransseptalGuidingSheathClient.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/200166/20191004BaylisTorFlexTransseptalGuidingSheathClient.pdf?option=80F0607

mailto:eharfield@baylismedical.com

https://www.baylismedical.com/contact/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/200166/20191004BaylisTorFlexTransseptalGuidingSheathClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/200319/20191021BaylisTorFlexTransseptalGuidingSheathMHRACO.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/200320/20191007BaylisTorFlexTransseptalGuidingSheathMHRA.pdf



MMOqalaa
(A33554) Baylis-TorFlex Transseptal Guiding Sheath Kit.pdf


www.ecri.org . Printed from Health Devices Alerts on Sunday, November 10, 2019 Page 1

[High Priority ] - A33681 01 : Cardinal Health—Genius 2 and Genius 3 Tympanic Thermometers:
May Not Always Remain within Stated Accuracy Range
Medical Device Ongoing Action

Published: Tuesday, November 5, 2019

UMDNS Terms:

® Thermometers, Electronic, Infrared, Ear [17887]
Product Identifier:
[Capital Equipment]
The Genius 2 Tympanic Thermometer is discontinued.
Cardinal Health

Product Model Item No. Serial No. Manufacture Date
Tympanic Thermometers Genius 2 303000 >= N16598087 > 2016 Oct 1
Genius 3 303013 >=N17700101 > 2017 Dec 4

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K., U.S.
Manufacturer(s): Cardina Health7000 Cardinal Pl, Dublin, OH 43017, United States

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, Pediatrics, Information
Technology, Home Care, Internal Medicine, Materials Management

Summary:

[Update Reason: Distribution in the U.K. This Alert provides new information based on an October 30, 2019, Urgent Field Safety Notice Correction
letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) regarding Alert A33681 .

Problem:

OIn an October 29, 2019, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Cardinal Health states that the
frequency of calibration for the above thermometers as stated in the operating manual may not ensure that the thermometers always remain within the
stated accuracy range (+0.2°C for Genius 2 and +0.3°C for Genius 3). The measurement readings drift upward over time, meaning that the thermometers
could exceed the upper stated accuracy tolerance of +0.2°C for Genius 2 or +0.3°C for Genius 3. Cardinal Health also states that the potential patient
harms associated with this problem include misdiagnosis and/or delay in treatment; however, the likelihood of harm occurring islow. Cardinal Health
further states that it has received no reports of serious injury or harm to patients associated with this problem. The manufacturer has not confirmed the
information provided in the source material.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the October 30, 2019, Urgent Field Safety
Notice Correction letter and acknowledgment form from Cardinal Health. Cardinal Health states that it is updating the operating manual to require
thermometersto be calibrated at an increased frequency, as stated in the tablein the |etter . Copies of the updated U.K. documents are available here
(Genius 2) and here (Genius 3). The Genius checker/calibrator (item codes 303096 and 303097) must receive a software update to tighten the calibration
tolerance limit, which will ensure that the Genius thermometers stay within the accuracy tolerance during the periods between calibrations. Calibrate all
affected Genius thermometersin your inventory. Following calibration, contact your Cardinal Health representative to schedule and arrange for the
software update on your Genius checker/calibrator. Once the updated Genius checker/calibrator has been returned to your facility, recaibrate all
thermometers. If you do not have access to a Genius checker/calibrator, contact your Cardinal Health representative. Complete the acknowledgment
form, and return it to your Cardinal Health representative. 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.

For Further Information:

Cardinal Health

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Cardinal Health: 303000 Genius 2 tympanic thermometer
(discontinued) 303013 Genius 3 tympanic thermometer [online]. London: Department of Health; 2019 Nov 4 [cited 2019 Nov 4]. (Field
safety notice; reference no. 2019/010/031/291/004). Available from Internet: Click here .

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Nov 4. MHRA FSN. Event-2019-02412 Download

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



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1640739

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1640739

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/201195/20191030CardinalHealthGenius2Genius3MHRA.pdf?option=80F0607

https://www.cardinalhealth.co.uk/content/dam/corp/web/documents/Manual/cardinal-health-genius-2-operating-manual.pdf

https://www.cardinalhealth.co.uk/content/dam/corp/products/professional-products/ous-patient-recovery/documents/cardinal-health-genius-3-user-manual-2.pdf

https://www.cardinalhealth.com/en/about-us/contact-us.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-28-october-to-1-november?utm_source=aa33a282-0c3a-4403-9d49-a2f73d20a425&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-28-october-to-1-november?utm_source=aa33a282-0c3a-4403-9d49-a2f73d20a425&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/201195/20191030CardinalHealthGenius2Genius3MHRA.pdf
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InTouch Critical
Care Bed ,

Stryker

In vitro diagnostic devices

" Al-Jeel Medical & Trading Co.

LTD

https://ncmdr.sfda.gov.s

\

Alinity ci-series
Level Sensor, Bulk
Solution

Abbott

Medical supplies & Services

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

Dako Autostainer

Dako Denmark A/S

Dar Al-Zahrawi Medical Co. LLC

https://ncmdr.sfda.gov.s

Syringe Tray
IMMULITE Siemens Healthcare AL-KAMAL Import https://ncmdr.sfda.gov.s
2000/IMMULITE | Diagnostics Product a/Secure/CA/CaViewRec
2000 XPi all.aspx?caid=4&rid=14
System
MicroScan | Beckman Coulter Inc.  ABDULLA FOUAD HOLDING  https://ncmdr.sfda.gov.s
WalkAway COMPANY a/Secure/CA/CaViewRec
Instrument.

Non-active implantable devices

Sublime Line,
Microthane &
4Two Line, Single
Lumen, Micro
Polyurethane,
Silicone gel filled
Mammary
Implants

POLYTECH Health &
Aesthetic GmbH

Reusable devices

' DEAS Autofeed
Humidification
Chamber ,

DEAS Sir.l

Single-use devices

Roken Al Mothmir Trading

Techno-Orbits Establishment

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1
4921

.https:zmcmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Artiset Blood
Tubing
System ,

Baxter Healthcare

Baxter AG

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

LIGAMAX - 5mm

Ethicon Inc.

Johnson & Johnson Medical

https://ncmdr.sfda.gov.s

Endoscopic Saudi Arabia Limited a/Secure/CA/CaViewRec
Multiple Clip all.aspx?caid=4&rid=14
Applier ,
Max-Core Bard Pcripheral C.R. BARD Saudi Arabia https://ncmdr.sfda.gov.s
Disposable Core Vascular (BPV) a/Secure/CA/CaViewRec
Biopsy all.aspx?caid=10&rid=1
Instruments 4925
MaxCore
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14927
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14917
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14931
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14923
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14928
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14921
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14932
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14918
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14933
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14925

#

Max-Core
Disposable Core
Biopsy
Instruments ,
MaxCore

Bard Pcripheral
Vascular (BPV)

C.R. BARD Saudi Arabia

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1
4922

Passive Biopsy
Needle Kits

Medtronic SA

Medtronic Saudi Arabia

Page 4 of 4



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14922

www.ecri.org . Printed from Health Devices Alerts on Wednesday, October 30, 2019 Page 1

[High Priority ] - A33652 : Medtronic—Passive Biopsy Needle Kits: Depth Stop May Not Securely

Tighten to Biopsy Needle
Medical Device Ongoing Action

Published: Monday, October 28, 2019

UMDNS Terms:
® Procedure Kit/Trays, Biopsy [10401]

® Needles, Biopsy [12734]
Product Identifier:

[Consumable]
Medtronic Navigation Inc

Product Part No. Lot No.

Passive Biopsy Needle Kits 9733068 066503918A, 066503919, 066512319A, 066512319C,
066513519A, 066513519C, 066513519E, 066529218,
066529218A, 066531018, 066531018A, 066535518,
066535518A

Passive Biopsy FPU Kits 9731754 0009665221, 0009709452, 0009960538

Passive Biopsy S8 FPU Kits 9736075 0009754921, 0009921273, 0009921274, 0009921276,

0009940846, 0009952564

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), &#160;U.S.
Manufacturer(s): Medtronic Navigation Inc826 Coal Creek Circle, Louisville, CO 80027, United States
Suggested Distribution: Oncology, OR/Surgery, Neurology, Materials Management

Problem:

In an October 24, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Medtronic states that when tightened, the
depth stop of the biopsy needles contained in the above kits may not securely tighten to the biopsy needle because of a manufacturing problem.
Medtronic also states that it has received 14 reports associated with this problem. Seven of the reported events resulted in a procedural delay of less

than one hour. Additionally, in one case, the biopsy needle was removed after insertion into the brain, and a needle from a different kit was placed along
the same stereotactic trajectory. All other complaints did not report hazardous situations to the patient. Medtronic further states that the inability to
securely connect the biopsy needle depth stop to the biopsy needle has no effect on the StealthStation system'’s navigation accuracy or ability of the
software to visually display the location of the tip of the biopsy needle and the cut window. 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 October
24, 2019, Urgent Medical Device Recall |etter and Customer Confirmation Form from Medtronic. Regardless of whether you have affected product,
complete the Customer Confirmation Form and return it to Medtronic using the information in the letter. To obtain areturn materials authorization
(RMA) for product return, contact Medtronic by telephone at (888) 826-5603. Return affected product to Medtronic using the information in the letter.
Report any adverse events related to affected product to the Medtronic using the information below. U.S. customers should also report serious adverse
events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800)
332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Medtronic technical services department

Tel.: (888) 826-5603

E-mall: rs.navtechsupport@medtronic.com

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Oct 28. Member Hospital. Medtronic letter submitted by ECRI Institute member hospitals (includes reply form) Download

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



http://www.fda.gov/Medwatch/getforms.htm

http://www.fda.gov/MedWatch/report.htm

http://www.fda.gov/MedWatch/report.htm

mailto:rs.navtechsupport@medtronic.com

http://www.medtronic.com/us-en/index.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/200757/20191024MedtronicPassiveBiopsyKitsClient_Redacted.pdf
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