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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:

* 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.

Hospital name:

Date:

Hospital affected by any medical device/product in this
report: Yes I:l

N0|:|

¢ 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 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.
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Dear,

products posted on SFDA website for the period of 01-Sep-19 to 05-Sep-19
to view more details, click the links or attachments @

NCMDR team is pleased to inform you that 49 new FSCA/recalls for medical devices and

In order
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Anaesthetic and respiratory devices

ABL90 FLEX..  Radiometer America Inc Salehiya Trading Est. [Secure/CA/CaViewRecal

Assistive products for persons with disability

Achilles EXPII GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s
Systems with a/Secure/CA/CaViewRec

power cords.

Concerto & Basic Arjo Huntleigh Al-Faisaliah Medical System  https://ncmdr.sfda.gov.s
Shower Trolley.

Cooltechnology = HIGH TECHNOLOGY ALRIYADH INT'L CO FOR https://ncmdr.sfda.gov.s
Device PRODUCTS, SL MEDICAL EQUIPMENTS

]

Giraffe OmniBed GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s
Carestation

Dental devices

NuOss Cancellous  Ace Surgical Supply ABDULREHMAN AL GOSAIBI GTB https://ncmdr.sfda.gov.s

1 gram /2.4cc Co., Inc a/Secure/CA/CaViewRec
Particle Size .25- all.aspx?caid=4&rid=14
1.0mm

Diagnostic and therapeutic radiation devices

Monaco RTP Elekta Inc Medical Regulations Gate https://ncmdr.sfda.gov.s
System....
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14707
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14699
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14725
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14705
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14723
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14696
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14724

S7-3t & S8-3t
Transesophageal
(TEE)
Transducers

Philips Healthcare

Philips Healthcare Saudi Arabia  https://ncmdr.sfda.gov.s
Ltd. a/Secure/CA/CaViewRec
all.aspx?caid=4&rid=14

Electro mechanical medical devices

ApexPro GE Healthcare

Telemetry server

Automated Ankle- MESI, development of
Brachial Index medical devices, Itd
measuring device

Depth Electrodes =ch Medical Instrument

# G5 Mobile DexCom Inc
Receivers
Heater Unit HU MAQUET

35,230V Cardiopulmonary

Heater Unit HU
35,230V

MAQUET
Cardiopulmonary

# Irrimax Medline Industries Inc
Debridement and

Cleansing Systems

Smiths Medical
International Limited

LogiCal Pressure
Monitoring
Option Kit, Clear,
150cm

# T34 Ambulatory
Syringe Pumps

Caesarea Medical
Electronics Ltd

In vitro diagnostic devices

Luminex Molecular
Diagnostics Inc

ARIES System,
ARIES M1 System

Atellica® IM 1300 Siemens Healthcare
Analyzer & Diagnostics GmbH
Atellica® IM 1600
Analyzer.

BD FACSLyric
Flow Cytometer .

BD Biosciences

Dimension® Siemens Healthcare

Sample Probe Diagnostics GmbH
Cleaner

K6460 Triple Agilent Technologies..

Quadrupole MS

Medizym T.R.A.
human

Medipan GMBH

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

Raz medical

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

Al-Nozha Medical Est /Secure/CA/CaViewRecal

Bio Standards @

Medical Elements

https://ncmdr.sfda.gov.s

Medical Elements

https://ncmdr.sfda.gov.s

Thimar Al Jazirah Healthcare Co.

b

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

all.aspx?caid=6&rid=14

almadar medical Est.

N/A

Hatem L. Alshedwy Comm. Est.  https://ncmdr.sfda.gov.s

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

a/Secure/CA/CaViewRec
all.aspx?caid=4&rid=14

Becton Dickinson B.V.

https://ncmdr.sfda.gov.s

ABDULREHMAN AL GOSAIBI GTB https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

Cigalah Group https://ncmdr.sfda.gov.s

Raez Environmental System &
Advanced Technologies
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14698
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14697
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14704
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14730
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14701
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14700
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14717
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14706
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14693
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14728
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14727
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14733
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14713

www.ecri.org . Printed from Health Devices Alerts on Monday, September 2, 2019 Page 1

[High Priority ] - A33303 : Dexcom—G5 Mobile Receivers: May Exhibit Various Problems
Medical Device Ongoing Action

Published: Wednesday, August 28, 2019

UMDNS Terms:

® Monitors, Physiologic, Glucose, Personal [20184]
Product Identifier:
[Capital Equipment]

Dexcom Inc

Product Model Software Version Part No. Software Version
Continuous Glucose G5 Mobile Receiver (Black, SW10617 MT22719 4.0.1.048
Monitoring Systems Pink, and Blue)

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Dexcom Inc 6340 Sequence Dr, San Diego, CA 92121, United States

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Nursing, Information Technology, Diabetes Education/Coordination,
Home Care, Endocrinology, Point-of-Care Coordination, Pharmacy

Problem: In an August 2019 Urgent Medical Device Customer Notification letter submitted by an ECRI Institute member hospital, Dexcom states that
it has received reports of the above receivers exhibiting the following problems:

e Receiver getting stuck on the initialization screen when powering on. Patients will not receive glucose values or alerts when the receiver is
in this state.

e Reinitialization of the receiver without user interaction. If this occurs, the receiver will either reboot and operate normally or require the user
to press the Select button on the receiver to resume normal operation. In this situation, the user is provided an audio and vibratory alert
every five minutes. Until the Select button is pressed, patients will not receive glucose values or aerts.

The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the August 2019 Urgent Medical Device
Customer Notification letter from Dexcom. The firm has released an update to the software for the above receivers to correct both problems. Dexcom
recommends that you perform the following actions:

o Determine whether your software revision is affected:
e Power on your receiver.
o Navigate to the Main Menu.
e Pressthe Down Arrow and select Settings.
e Pressthe Down Arrow and select Device Info.
e The part number, software number, and software revision are shown
e |f your Dexcom G5 mobile receiver software revision is not 4.0.1.048, no further action is required.
e Update receiver software using the Dexcom Update Toal if the software number is SW10617 and the software revision is 4.0.1.048:
e Signinto your Dexcom account online. If you do not have an account, you can create one from this page.
e Click on Update on the Update Tool icon (refer to the letter for anillustration of the Update Tool icon).
e You will be taken through a series of steps to update, which will take less than 15 minutes.

e When the Update Tool download progress displays “Update Verified ... al done," your receiver will reboot and the Time/Date
settings screen will display. At this point, the software download is complete. Confirm the date and time, and you can use your
updated receiver.

e For questions, reference the Update Tool FAQ .

If your Dexcom G5 Mobile Receiver is not available, you can aternatively use the Dexcom G5 Mobile App to receive your glucose readings and aerts.
This can beinstalled on your compatible smartphone by visiting the Apple Store or Google Play Store. Check online for compatible devices and
operating systems. For Further Information:

Dexcom technical support department

Tel.: (844) 607-8398

Website: Click here

Comments:
e [JFor information on a potentially related action initiated by AmerisourceBergen, see Alert A33289 .
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Aug 27. Member Hospital. Dexcom letter submitted by ECRI Institute member hospital Download

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



https://store.dexcom.com/user/login

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197835/201908DexcomG5MobileReceiversClientRedacted.pdf?option=80F0607

https://www.dexcom.com/faq/how-do-i-install-update-tool

https://www.dexcom.com/faq/how-do-i-install-update-tool

https://www.dexcom.com/compatibility

https://www.dexcom.com/customer-care/contact-us

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639948

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1639948

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197835/201908DexcomG5MobileReceiversClientRedacted.pdf



(A33303) Dexcom-G5 Mobile Receivers.pdf


www.ecri.org . Printed from Health Devices Alerts on Thursday, September 5, 2019 Page 1

[High Priority ] - A33301 : Medline—Irrimax Irrisept Wound Debridement and Cleansing Systems:
Sterility May Be Compromised

Medical Device Ongoing Action

Published: Thursday, August 22, 2019

Last Updated: Wednesday, August 28, 2019

UMDNS Terms:

® |rrigators, Wound [26677]
Product Identifier:

[Consumable]
IRRIMAX Corp Medline Industries Inc
el Item No. Item No. L
Irrisept Wound Debridement and ISEPT-450-USA IRCEPT450USA 19CAB939, 19DAB431

Cleansing Systems

Geographic Regions: O(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): IRRIMAX Corp1665 Lakes Pkwy Suite 102, Lawrenceville, GA 30043, United States
Cardinal Health Medical Products & Services Group Hospital Supply/Scientific Products1450 Waukegan Rd, McGaw Park, IL 60085-3975,

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

Problem:

OInan August 22, 2019, Subrecall Immediate Action Required |etter submitted by ECRI Institute member hospitals, Medline initiated a subrecall of the
above devices, which were recalled by Irrimax because of a defect in the sterile pouch seal, which may result in alack of sterility assurance. The Irrisept
bottle and applicator are sequentially double-wrapped in CSR wraps within the pouch and sterilized with ethylene oxide. The CSR wraps, outside of the
bottle, and applicator may become non-sterile because of the pouch seal defect. Medline also states that it has received no reports of adverse events
associated with this problem. The manufacturer and distributor have not confirmed the information provided in the source material.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the August 22, 2019, Subrecall
Immediate Action Required 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

Irrimax

Website: Click here

Comments:

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

Source(s):
e 2019 Aug 22. Member Hospital. Recall Ref#: R-19-143 (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.



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

https://www.irrisept.com/contact/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197904/20190822MedlineIrrimaxIrrispetSystemsClient.pdf



(A33301) Medline-Irrimax Irrisept Wound Debridement and Cleansing Systems.pdf
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[High Priority ] - A33322 : CME—T34 Ambulatory Syringe Pumps: Fluid Ingress During Cleaning May

Damage Pump Components
Medical Device Ongoing Action

Published: Tuesday, September 3, 2019

UMDNS Terms:

® |nfusion Pumps, Multitherapy, Syringe [13217]
Product Identifier:
[Capital Equipment]

Product I(\:/Iagegglrea Medical Electronics Ltd Manufacture Date

Ambulatory Syringe Pumps T34 2005 to 2018

Geographic Regions: O0OO0O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Caesarea Medical Electronics Ltd16 Shacham Street, IL-30889 Caesarea, |srael

Suggested Distribution: Anesthesig, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing,
Obstetrics/Gynecol ogy/Labor and Delivery, Oncology, OR/Surgery, Pediatrics, Home Care, Pain Clinic, IV Therapy, Central Sterilization
Reprocessing

Problem:

OInan Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), CME states that fluid
ingress into the above pumps may occur during cleaning and disinfection, potentially damaging pump components and affecting pump performance. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected pumpsin your inventory. If you have affected pumps, verify that you have received the Urgent Field Safety Notice |etter and
Customer Acknowledgment Form from CME. See Appendix 3 in the letter to determine the recommended course of action for affected pumpsin your
inventory. Using the information from Appendix 3, complete the Customer Acknowledgment Form and return it to CME using the information on the
form. CME has updated the manufacturer-recommended cleaning instructions in the instructions for use (IFU) (see Appendix 1 in the letter ) and the
technical service manual (see Appendix 2 in the letter ) to include instructions for preventive maintenance to limit the effects of fluid ingress over time.
Attach Appendix 1 to the current IFU, and ensure that its contents are made available to users who complete routine cleaning and disinfection of affected
pumps. Attach Appendix 2 to the current technical service manual and ensure its contents are available to users who perform pump service or your
service provider. Use the guidance provided in Appendix 2 at the next scheduled service/routine maintenance of affected pumps. 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:

CME

E-mail: BDUKFieldAction@bd.com

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. CME McKinley: T34 TM ambulatory syringe pump [onling].
London: Department of Health; 2019 Aug 28 [cited 2019 Aug 30]. (Field safety notice; reference no. 2019/008/019/487/023). Available
from Internet: Click here.
Comments:

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

Source(s):
e 2019 Aug 30. MHRA FSN. 2019/008/019/487/023 Download
e 2019 Aug 30. 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/197989/xxxxxxxxCMESyringePumpsMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197989/xxxxxxxxCMESyringePumpsMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197989/xxxxxxxxCMESyringePumpsMHRA.pdf?option=80F0607

mailto:BDUKFieldAction@bd.com

https://www.cme-infusion.com/contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-19-to-23-august-2019?utm_source=e8c6806d-51c0-4323-9bfb-64d49b60f5da&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-19-to-23-august-2019?utm_source=e8c6806d-51c0-4323-9bfb-64d49b60f5da&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197988/20190828MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197989/xxxxxxxxCMESyringePumpsMHRA.pdf



(A33322) CME-T34 Ambulatory Syringe Pumps.pdf


ORTHO BioVue
System ABD
Confirmation

Cassette

Rheumatoid
Factor Standard
and Liquid
Protein
Calibrator ,

ROTEM ex-tem

SYNCHRON
Systems
Benzodiazepine
(BNZG) Reagent

1

ThermoScientific
Oxoid
Meropenem 32
M.LC.E. strip,
MAO121D&F

Tina-quant
Soluble
Transferrin
Receptor , STFR

VaccZyme Human
Anti-Haemophilus
Influenzae type b

VIDAS FT4.

Non-active implantable devices

Calcar Trimmer
Shaft

Metafix stem size
4,

Modulus,
Modulus-R and
Revision modular
femoral stems .

# Powerflex PRO
PTA balloon
dilation ,

REX Cement Stop )ierings Orthopaedics B.

Sidus Stem-Free
Shoulder Humeral
Head

Ortho-Clinical
Diagnostics

Randox Laboratories

Ltd.

TEM Innovations GmbH

Beckman Coulter

Thermo Fisher
Scientific Inc.

Roche Diagnostics
Corp

The Binding Site

bioMerieux Inc

Zimmer, INC....

Corin Group plc

Limacorporate

Cordis Corporation

Zimmer, INC....

Samir Photographic Supplies Co. https://ncmdr.sfda.gov.s

Ltd.

Bio Standards

Alyam Technical Est.

Al-Jeel Medical & Trading Co.

LTD

Medical supplies & Services
Co.Ltd Mediserv

a/Secure/CA/CaViewRec
all.aspx?caid=8&rid=14

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14
726

/Secure/CA/CaViewRecal

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

all.aspx?caid=10&rid=1
4711

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14
716

FAROUK, MAAMOUN TAMER & https://ncmdr.sfda.gov.s

COMPANY

a/Secure/CA/CaViewRec
all.aspx?caid=4&rid=14

FAROUK, MAAMOUN TAMER & https://ncmdr.sfda.gov.s

COMPANY

a/Secure/CA/CaViewRec

Al-Jeel Medical & Trading Co. LTD/Secure/CA/CaViewRecal

Medical Regulations Gate

N/A

N/A

ABDULREHMAN AL GOSAIBI GTB

Medical Regulations Gate

Medical Regulations Gate
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14703
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14726
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14695
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14711
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14716
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14692
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14702
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14715
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14720
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14729
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14694
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14722
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14719

www.ecri.org . Printed from Health Devices Alerts on Thursday, September 5, 2019 Page 1

[High Priority ] - A31335 01 : Cordis—POWERFLEX PRO PTA Dilatation Catheters: May Not Meet

Specification for Shaft Subassembly Burst Strength [Update]
Medical Device Ongoing Action

Published: Wednesday, September 4, 2019

UMDNS Terms:

® Catheters, Vascular, Angioplasty, Balloon [17184]
Product Identifier:

[Consumable]
Cordis Corp
Product Catalog No. Lot No.
6 mm x 4 cm POWERFLEX PRO Percutaneous Transluminal 4400604S 82144604, 82144617
Angioplasty (PTA) Dilatation Catheters
8 mm x 4 cm POWERFLEX PRO PTA Dilatation Catheters 4400804S 82144499

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): Cordis Corp430 Rt 22 E, Bridgewater, NJ 08807, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Summary:

OUpdate Reason: Additional affected product in Europe. This Alert provides new information based on an August 23, 2019, Urgent Field Safety Notice
Removal letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM) regarding Alert A31335 .

Problem: OIn a September 5, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Cordis states that the above
catheters have not met an internal manufacturing specification for shaft burst strength; however, they meet the label claim of 18 ATM. Cordis also states
that a shaft leakage/burst that occurs during balloon inflation would likely create an inability to inflate or maintain pressure of the balloon component.
The user may experience inflation or deflation difficulty of the balloon component. The most likely occurrence would result in a procedural delay;
however, occasionally and/or under unusual circumstances, damage to healthy intima, vessel spasm, ischemia, or additional intervention could result.
Cordis aso 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. If you have affected product, verify that you have received the August
23, 2019, Urgent Field Safety Notice Removal letter and Acknowledgment Form from Cordis. Complete the Acknowledgment Form, and return it to
Cordis using the instructions on the form. Return affected product to the Cardinal Health distribution center. If necessary, contact your local sales
representative to arrange for product return. Y our sales representative will provide your facility with product replacement and credit options. 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. Retain a copy of the letter with affected product.

For Further Information:

Cordis

Website: Click here

[OReferences:

e Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Powerflex PRO PTA balloon dilation by Cordis
Corporation [online]. 2019 Aug 27 [cited 2019 Aug 29]. Available from Internet: Click here .

Comments:

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

Source(s):
e 2019 Aug 29. BfArM (Germany). 11525/18 Downl oad
e 2019 Aug 29. BfArM (Germany). Event ID: Cordis20180906-OUS Rev 1 Aug 2019 Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197963/20190827CordisPowerflexBfArMCover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197964/20190823CordisPowerflexBfArM.pdf
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14710
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[High Priority ] - A33308 : Aziyo Biologics—CanGaroo Envelopes: May Exhibit Suture Brittleness or

Breakage
Medical Device Ongoing Action

Published: Wednesday, August 28, 2019

UMDNS Terms:

® Mesh Pouches, Pacemaker/Defibrillator [16038]
Product Identifier:

[Consumable]
Product é;'é?og'ﬁllgg'cs Inc Lot No. Expiration Date
CanGaroo Envelopes CMCV-010-LRG M18A1007 2021 Jan 4
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CMCV-010-MED M18A1015 2021 Jan 15
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CMCV-009-XLG M18B1051 2021 Feb 21
CMCV-009-XLG M18B1052 2021 Feb 21
CMCV-009-LRG M18B1053 2021 Feb 26
CMCV-009-XLG M18B1054 2021 Feb 26
CMCV-009-XLG M18C1068 2021 Mar 11
CMCV-009-XLG M18C1069 2021 Mar 11
CMCV-009-MED M18C1071 2021 Mar 12
CMCV-009-LRG M18D1080 2021 Apr 2

CMCV-009-LRG M18D1081 2021 Apr 2

CMCV-009-MED M18D1088 2021 Apr 8

CMCV-009-LRG M18D1091 2021 Apr 10
CMCV-009-XXL M18D1094 2021 Apr 11
CMCV-009-LRG M18D1095 2021 Apr 11
CMCV-010-XXL M18F1159 2021 Apr 18
CMCV-010-XLG M18F1160 2021 Apr 19
CMCV-010-XLG M18F1161 2021 Apr 19
CMCV-010-LRG M18M1303 2021 Apr 19
CMCV-010-LRG M18N1330 2021 Apr 19
CMCV-010-LRG M19B1071 2021 Apr 19
CMCV-009-LRG M19B1077 2021 Apr 19
CMCV-009-LRG M19C1083 2021 Apr 19
CMCV-009-XXL M19C1101 2021 Apr 18
CMCV-010-LRG M19C1104 2021 Apr 19
CMCV-010-LRG M19C1119 2021 Apr 19
CMCV-009-XXL M19C1123 2021 Apr 11
CMCV-009-LRG M19D1144 2021 Apr 19
CMCV-009-LRG M19D1148 2021 Apr 19
CMCV-009-XLG M19D1160 2021 Feb 21
CMCV-009-XLG M19D1163 2021 Feb 21
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Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Aziyo Biologics Inc12510 Prosperity Dr Suite 370, Silver Spring, MD 20904, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem: OlIn an August 21, 2019, Market Withdrawal letter submitted by ECRI Institute member hospitals, Aziyo Biologics states that the above
envelopes may exhibit suture brittleness or breakage along the seam before the expiration of the device, potentially causing the device to be unable to
hold a cardiovascular implantable electronic device (CIED)/neurostimulator securely before implant. Aziyo Biologics also states that this failure is
detectable before use; brittleness or breakage may cause the two sides of the envelope to come apart, rendering the device unusable as designed. Aziyo
Biologics further states that it has received 54 reports related to this problem; however, the firm has received no reports of injuries or death. 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. If you have affected product, verify that you have received the August
21, 2019, Market Withdrawal letter and Acknowledgment and Receipt Form from Aziyo Biologics. To arrange for product return and replacement at no
cost, contact the Aziyo Biologics customer service department by telephone at (877) 651-2628 using RGA number 19-1994. Aziyo Biologics states that
patients previously implanted with the device are not affected. The failure can be identified visually when the outer package is opened, if purple
"whiskers" are present in the sterile packaging (see Figure 1 in the |etter ) or after inserting a CIED/neurostimulator after envelope hydration if the device
opens at the seam (see Figure 2 in the letter ). Complete the Acknowledgment and Receipt Form, and return it to Aziyo using the information in the
letter. U.S. customers should report adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse
Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at
Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Andrew Green, Azyio Biologics EVP regulatory and scientific affairs

Tel.: (770) 330-8033

E-mail: dgreeen@aziyo.com

Website: Click here

Comments:

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

Source(s):

e 2019 Aug 23. Member Hospital. Aziyo letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A32992 : BD—Microtainer K2E Tubes: May Have Reduced or No Additive within

Tube Reservoir
Medical Device Ongoing Action

Published: Thursday, August 29, 2019

UMDNS Terms:

® Tubes, Blood Collection [14183]
Product Identifier:

[Consumable]
BD R
Product Reference No. Lot No. Expiration Date
Microtainer K2E Tubes 365975 9017588, 9017590, 9028803 2020 Jun 30
365975 9045873 2020 Jul 31

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States
Suggested Distribution: Clinical Laboratory/Pathology, Nursing, Phlebotomy, Materials Management

Problem:

In an Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), BD states that above tubes
may have an insufficient amount of K2EDTA additive within the reservair of the tube, potentially leading to erroneous results because of an
inappropriate blood-to additive ratio. Patients may have to be resampled, leading to a delay in treatment. 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 received the Urgent Field Safety Notice
letter and Customer Response Form from BD. Regardless of whether you have affected product, complete the Customer Response Form and return it to
BD using the instructions on the form. Upon receipt of the form, BD will provide your facility with credit or replacement product. Destroy affected
product or return it to your BD local representative for destruction. 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. BD recommends that you discuss this problem with
your laboratory director to determine whether results obtained with affected product should be reviewed.

For Further Information:

BD

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Becton Dickinson: BD Microtainer® K2E tubes [online]. London:
Department of Health; 2019 Jul 4 [cited 2019 Jul 15]. (Field safety notice; reference no. 2019/006/004/291/001). Available from Internet: C
lick here.

Comments:

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

Source(s):
e 2019 Jul 15. MHRA FSN. 2019/006/004/291/001 Download
e 2019 Jul 15. MHRA FSN. (includes reply form) Download
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https://www.gov.uk/drug-device-alerts/field-safety-notice-24-to-28-june-2019?utm_source=694decef-780c-42cc-800b-88ea6f4db6f8&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-24-to-28-june-2019?utm_source=694decef-780c-42cc-800b-88ea6f4db6f8&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196080/20190704BDMicrotainersMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196081/2019BDMicrotainersMHRA.pdf
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