Report Reference Number: WU1915
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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:

* 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: oNo OYes

¢ .IThe 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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Kingdom of Saudi Arabia
Saudi Food & Drug Authority

Medical Devices Sector
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NCMDR

National Center for Medical Devices Reporting
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09-Apr-19 \

Dear,

NCMDR team is pleased to inform you that 38 new FSCA/recalls for medical devices and
products posted on SEDA website for the period of 01-Apr-19
to view more details, ciicik the iinis or attachments @

to 07-Apr-19 In order

07-Apr-19 !
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Active Implantable Devices

WISE CRT EBR Systems, INC N/A https://ncmdr.sfda.gov.s
Transmitter
Anaesthetic and respiratory devices
BMV BMV Bender Medical N/A https://ncmdr.sfda.gov.s
Filterkassette Vertrieb GmbH a/Secure/CA/CaViewRec
highflow/TRACHE all.aspx?caid=6&rid=14
OCUR HME 121

Cassette Highflow

VentStar Helix

heated breathing Systems Inc a/Secure/CA/CaViewRec
circuits and all.aspx?caid=6&rid=14
Set2go

Draeger Medical

Draeger Arabia Co. Ltd. https://ncmdr.sfda.gov.s

Assistive products for persons with disability

Alu CARLO Classic BEKA Hospitec GmbH |

N/A

‘kSecu re/CA/CaViewRecal ’
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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=14082
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14121
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14097
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14122

Shark Power Invacare Bio Standards https://ncmdr.sfda.gov.s
‘Module exchange Corporation...
Wheelchair CLEO Hoggi GmbH N/A https://ncmdr.sfda.gov.s
Ti

Dental devices

Single-patient Nobel Biocare Medical Regulations Gate https://ncmdr.sfda.gov.s
use drills for Services AB a/Secure/CA/CaViewRec
NobelReplace all.aspx?caid=4&rid=14
(Tapered Dirills, 089
Dense Bone
Drills, Screw
Taps), Guided
Start
Drills/Counterbore
s and Guided
Counterbores for
NobelReplace,
Implant Retrieval
Instruments and
Abutment Screw
Retrieval
Instruments

Diagnostic and therapeutic radiation devices

AIR Anterior ArrayH GE Healthcare H GE Healthcare ‘kSecure[CA[CaViewRecal‘

Brainlab RT Brainlab AG Al-Jeel Medical & Trading Co.  https://ncmdr.sfda.gov.s
Elements LTD a/Secure/CA/CaViewRec
Radiation all.aspx?caid=6&rid=14
Treatment 096

Planning Software

Cios Alpha VA20, SIEMENS Siemens Medical Solutions  https://ncmdr.sfda.gov.s
VA30
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14101
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14081
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14089
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14098
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14096
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14105

Detector
Mounting Screws
for Nuclear
Medicine Systems

GE Healthcare

GE Healthcare

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

MRIdian Linac | Viewray Incorporated N/A https://ncmdr.sfda.gov.s
System
Prestige I, GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s
Prestige VH, a/Secure/CA/CaViewRec
Prestige SI, all.aspx?caid=4&rid=14
Prestilix 1600X, 114

Precision 500D,
Flexmed,
PROTEUS XR/A
and SILHOUETTE
VR

Electro mechanical medical devices

# ADAP-2000 and

ADAP-2000-12
Disposable
Adapters

Remington Medical

N/A

Cardiohelp
Emergency Drive

MAQUET
Cardiovascular LLC

Al-Jeel Medical & Trading Co.

LTD

https://ncmdr.sfda.gov.s

# Covidien
Emprint™
Percutaneous
Antenna with
Thermosphere™
Technology

Medtronic SA

Medtronic Saudi Arabia

Granumix plus,
DIAMIX

\

Fresenius Medical
Care.

Fresenius Medical Care GmbH

https://ncmdr.sfda.gov.s ’

GRP Handles. Hoskopische Gerate GmH Alnawras Global Healthcare ‘kSecure[CA[CaViewRecal’
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14099
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14104
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14114
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14080
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14126
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14106

www.ecri.org . Printed from Health Devices Alerts on Wednesday, April 3, 2019 Page 1

[High Priority ] - A32400 : Remington—ADAP-2000 and ADAP-2000-12 Disposable Adapters: Brass
Contact Component inside Gray Pacing Catheter Connector Body May Not Be Fully Open to Allow
Insertion of Shrouded 2 mm Pin

Medical Device Ongoing Action

Published: Tuesday, April 2, 2019

UMDNS Terms:

® Leads, External Cardiac Pacemaker [22556]
Product Identifier:

[Consumable]
Remington Medical Inc
Product Catalog No. Lot No.
Disposable Adapter Cables ADAP-2000, ADAP-2000-12 1822001

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Remington Medical Inc6830 Meadowridge Ct, Alpharetta, GA 30005, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Nursing, OR/Surgery, Materials Management

Problem:

In aMarch 19, 2019, Urgent Customer Notification letter submitted by ECRI Institute member hospital, Remington states that the brass contact
component inside the gray pacing connector body on the above adapter cables may not be fully open to allow the shrouded 2 mm pin to be inserted,
potentially preventing the procedure from being completed because of afailure to complete an electrical connection. Remington also states that use of
affected adapter cables may necessitate use of multiple disposable adapters because the suspect adapter should not be used and a hew one should be used
in its place. The patient procedure cannot be completed without replacement of the affected device. Remington further states that it has received no
reports of patient injuries as aresult of the use of affected devices. Remington states that affected devices are not likely to cause adverse health
consequences. For images comparing product with and without this problem, see the photosin the letter . 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 March 19, 2019, Urgent Customer
Notification letter and Notice Reply Form from Remington. Notify all relevant personnel at your facility of the information in the letter, and forward a
copy of theletter to any facility to which you have further distributed affected product. Follow your internal scrubbing, gloving, and personal protection
procedures. Before connecting affected product, for patient use, medical personnel should confirm that the brass contact component of the pacing catheter
connectors allow the shrouded 2 mm pins to be inserted as shown in the photosin the |etter . Regardless of whether you have any remaining affected
product, complete the Notice Reply Form and return it to Remington using the instructions in the | etter. Remington will provide your facility with
replacement product. Remington states that its investigation into this problem has resulted in a determination of root cause, and several appropriate
corrective actions have been initiated or completed to prevent recurrence.

For Further Information:

Remington quality assurance (QA) recall coordinator

Tel.: (800) 989-0057, ext. 207, 8 am. to 4 p.m. Eastern time, Monday through Friday
Website: Click here

Comments:

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

Source(s):

e 2019 Mar 27. Member Hospital. Remington 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.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190361/20190319RemingtonDisposableAdapterCablesClientRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190361/20190319RemingtonDisposableAdapterCablesClientRedacted.pdf?option=80F0607

http://www.remmed.com/contact.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190361/20190319RemingtonDisposableAdapterCablesClientRedacted.pdf



AFHajlan
(A32400) Remington-ADAP-2000.pdf


www.ecri.org . Printed from Health Devices Alerts on Sunday, April 7, 2019 Page 1

[High Priority ] - A29071 03 : Medtronic—Covidien Emprint Percutaneous Antennas with
Thermosphere Technology: Antenna Tip May Dislodge from Needle Shaft after Ablation [Update]
Medical Device Ongoing Action

Published: Thursday, April 4, 2019

UMDNS Terms:

® Microwave Therapy Systems, Tissue Ablation, Interstitial [18819]
Product Identifier:

[Consumable]
Covidien (US)
Product Item No.
Emprint Percutaneous Antennas with Thermosphere Technology CA15L1, CA15L2, CA20L1, CA20L2, CA30L1, CA30L2
Emprint SX Navigation Antennawith Thermosphere Technology CA15L2N, CA20L2N, CA30L2N

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.K., U.S.
Manufacturer(s): Covidien (US) 15 Hampshire St, Mansfield, MA 02048, United States
Suggested Distribution: Infection Control, OR/Surgery, Gastroenterology, Materials Management

Summary:

Update Reason: New Action Needed. This Alert provides new information based on a March 28, 2019, Update Medical Device Safety Alert letter
submitted by ECRI Institute member hospitals regarding Alert A29071 02 . New information has been added to the Action Needed field.

Problem: Inan August 7, 2017, Urgent Medical Device Recall |etter submitted by ECRI Institute member hospitals, Medtronic states that it has
received six customer reports that the ceramic trocar tip on the above ablation antenna had dislodged from the needle shaft after ablation. Medtronic also
states that the dislodged tip may remain in the patient, potentially resulting in latent migration and damage to adjacent tissue. Medtronic further states that
the dislodged tip was not retrieved in four of the reported incidents. In a November 15, 2018, Urgent Medical Device Recall letter submitted by ECRI
Institute member hospitals, Medtronic states that is has now received seven customer reports of the above problem occurring, and that this problem

may pose risk of infection. Patients with a known retained ceramic trocar tip should be monitored by their care team for signs and symptoms of infection.
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 March 28, 2019, Update Medical Device
Safety Alert letter and Acknowledgment and Recelpt form from Medtronic. Medtronic expects to begin distributing revised |FUs with affected product in
summer 2019. Seethe letter for the IFU updates, which include important procedural steps and revised warnings to reduce the potential for antennatip
detachment. Regardless of whether you have affected product, complete the Acknowledgment and Receipt form and return it to Medtronic using the
instructions on the form. 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. Report any adverse events associated with the use of affected product to Medtronic by e-mail at
cga@medtronic.com . 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 representative or technical support department

Tel.: (800) 448-3644 (select option 2, then option 2)

Website: Click here

Comments:

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

Source(s):

e 2019 Apr 1. Member Hospital. March 28, 2019 Medtronic letter submitted by ECRI Institute member hospital (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.



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?Aid=1636932&amp;FileIds=%201636932%3b%20&amp;hidAlertFileCount=1

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?Aid=1636932&amp;FileIds=%201636932%3b%20&amp;hidAlertFileCount=1

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190534/20190328MedtronicEmprintClientRedacted.pdf?option=80F0607

mailto:cqa@medtronic.com

https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

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

http://medtronicsolutions.medtronic.com/sp

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190534/20190328MedtronicEmprintClientRedacted.pdf



AFHajlan
(A29071 03) Medtronic-Covidien Emprint.pdf


HeartMate 3™
Outflow Graft &
HeartMate 3™
Left Ventricular
Assist System

Thoratec Corp

Arabian Trade House Est.

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

all.aspx?caid=4&rid=14
094

(LVAS) kit .
ICU Medical, ICU Medical, Inc AL-KAMAL Import https://ncmdr.sfda.gov.s
Transpac IV a/Secure/CA/CaViewRec

Monitoring Kit
With Safeset
Reservoir and
Blood Sampling
Port

all.aspx?caid=2&rid=14
077

IntelliVue MX40

Philips Healthcare

Philips Healthcare Saudi Arabia

https://ncmdr.sfda.gov.s

Monitors Ltd. a/Secure/CA/CaViewRec
Lithium-ion Philips Healthcare | Philips Healthcare Saudi Arabia | https://ncmdr.sfda.gov.s

Rechargeable
Batteries for the
Philips MX40
Wearable Monitor

Ltd.

a/Secure/CA/CaViewRec
all.aspx?caid=2&rid=14
085

# Model 5008 and

Fresenius Medical

Fresenius Medical Care GmbH

Model 5008S Care.
Hemodialysis 8
Machines
Molnlycke Molnlycke Health Branch of Molnlycke Health | https://ncmdr.sfda.gov.s
Detachable Care AB. Care AB a/Secure/CA/CaViewRec
EndoRetrieval all.aspx?caid=8&rid=14
Pouch
PADSY-Holter Medset N/A https://ncmdr.sfda.gov.s

with the Holter-
ECG Systems
Sirius and
Antares with
LiveECG Recorder

Medizintechnik GmbH

Page 5 of 9
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14094
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14077
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14090
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14085
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14125
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14102

www.ecri.org . Printed from Health Devices Alerts on Tuesday, April 2, 2019 Page 1

[High Priority ] - A32445 : Fresenius—Model 5008 and Model 5008S Hemodialysis Machines:

Ultrafiltration Pump May Fail
Medical Device Ongoing Action

Published: Monday, April 1, 2019

UMDNS Terms:

® Diayzers, Hemodialysis [11232]
Product Identifier:
[Capital Equipment]

Fresenius Medical Care North America

Product Model

Hemodialysis Systems 5008, 5008S

Geographic Regions: JU.K.
Manufacturer(s): Fresenius Medical Care North America920 Winter St, Waltham, MA 02451-1457, United States
Suggested Distribution: Clinical/Biomedical Engineering, DialysisNephrology, Home Care

Problem:

OThe U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) hasissued aMedical Device Alert (MDA/2019/018 ) warning healthcare
workersthat the ultrafiltration (UF) pump in the above systems may fail, potentialy leading to inadequate fluid removal during treatment. Thisfailure
cannot be identified during the manufacturer's technical safety checks. It can happen suddenly, without the machine alarming, and can be identified only
by observing incomplete fluid removal from patients after dialysis treatments. The manufacturer has not confirmed the information provided in the source
material.

Action Needed:
OMHRA recommends the following actions: Staff responsible for patient care:

e Ensure that operators of these machines have read the informationin MDA/2019/018 and are alerted to the potential risk of inadeguate
fluid removal without the machine's alarm sounding. Consider updating associated user guidance documents for these machines.

e Consider checks after each dialysis treatment to ensure that enough fluid has been removed.

o |f you observe frequent episodes of inadequate fluid removal by these machines, notify your local technical/[EMBE staff or the
manufacturer. Thiswill be noticeable if patient weight is frequently heavier than expected after treatment.

Staff responsible for maintenance of these machines:
e Quarantine the machine if you observe frequent unexplained episodes of inadequate fluid removal.
e Contact the manufacturer to arrange for replacement of the UF pump.
e Consider including an additional periodic UF accuracy check as part of the machine's planned maintenance checks

Home patients should contact their healthcare provider for further advice. Report adverse events involving these devices through your local incident
reporting system and/or your national incident reporting authority as appropriate: England, Scotland, Northern Ireland, Wales. Y ou should aso
report directly to manufacturersif your local or national systems do not.

For Further Information:

Fresenius

Tel.: (01623) 445100

E-mail: vigilanceuk@fmc-ag.com
Website: Click here

For technical inquiries to MHRA:

Roopa Prabhakar or Jacques Pouget

Tel.: (020) 30807293 or (020) 30807153, respectively
E-mail: DSS-TM@mhra.gov.uk

For clinical inquiries to MHRA:

MHRA devices clinical team

Tel.: (020) 30807274

E-mail: DCT@mhra.gov.uk

Website: Click here

Northern Ireland:

Northern Ireland Adverse Incident Centre
Tel.: (028) 90523868

E-mail: NIAIC@health-ni.gov.uk
Website: Click here

Scotland:

Incident Reporting and Investigation Centre
Tel.: (0131) 2757575

E-mail: nss.iric@nhs.net

Website: Click here

Wales:

Healthcare Quality Division Welsh Government
Tel.: (029) 20823624 or (029) 20825510

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



https://www.gov.uk/drug-device-alerts/fresenius-5008-5008s-haemodialysis-machines-low-risk-of-inadequate-fluid-removal-during-treatment-mda-2019-018?utm_source=bff7c8f7-7ac1-423b-9562-57f0996368e1&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/fresenius-5008-5008s-haemodialysis-machines-low-risk-of-inadequate-fluid-removal-during-treatment-mda-2019-018?utm_source=bff7c8f7-7ac1-423b-9562-57f0996368e1&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://yellowcard.mhra.gov.uk/

http://www.hfs.scot.nhs.uk/services/incident-reporting-and-investigation-centre-iric-1/how-to-report-an-adverse-incident/

https://www.health-ni.gov.uk/articles/reporting-adverse-incident

https://www.health-ni.gov.uk/articles/reporting-adverse-incident

https://yellowcard.mhra.gov.uk/devices/?type=hcp

mailto:vigilanceuk@fmc-ag.com

https://fmcna.com/about-fresenius-medical-care/contact/

mailto:DSS-TM@mhra.gov.uk

mailto:DCT@mhra.gov.uk

https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency#page=DynamicListMedicines

mailto:NIAIC@health-ni.gov.uk

https://www.health-ni.gov.uk/topics/safety-and-quality-standards/northern-ireland-adverse-incident-centre-niaic

mailto:nss.iric@nhs.net

http://www.hfs.scot.nhs.uk/services/incident-reporting-and-investigation-centre-iric/



www.ecri.org . Printed from Health Devices Alerts on Tuesday, April 2, 2019 Page 2

E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiriesto MHRA should cite reference no. MDA/2019/018 or 2017/009/028/401/004.

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency.Fresenius 5008 & 5008S haemodialysis machines—Ilow risk of
inadequate fluid removal during treatment [online]. London: Department of Health; 2019 Mar 29 [cited 2019 Mar 29]. (Medical device
aert; no. MDA/2019/018). Available from Internet: Click here .

Comments:

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

Source(s):
e 2019 Apr 1. MHRA MDA. MDA/2019/018 Download

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



mailto:Haz-Aic@wales.gsi.gov.uk

https://www.gov.uk/drug-device-alerts/fresenius-5008-5008s-haemodialysis-machines-low-risk-of-inadequate-fluid-removal-during-treatment-mda-2019-018?utm_source=bff7c8f7-7ac1-423b-9562-57f0996368e1&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/fresenius-5008-5008s-haemodialysis-machines-low-risk-of-inadequate-fluid-removal-during-treatment-mda-2019-018?utm_source=bff7c8f7-7ac1-423b-9562-57f0996368e1&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190531/MDA2019018.pdf
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The Infinity ®
Acute Care
System™ (IACS)
& Standalone
Infinity® M540
patient

monitor

Draeger Medical
Systems Inc

Draeger Arabia Co. Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14
088

TMS55 Stress Welch Allyn Protocol = ABDULREHMAN AL GOSAIBI | https://ncmdr.sfda.gov.s
Testing Inc GTB a/Secure/CA/CaViewRec
Treadmills
Hospital hardware
MEERA mobile MAQUET Inc Gulf Medical Co. https://ncmdr.sfda.gov.s
OR-Table

In vitro diagnostic devices

Alinity hq
Analyzer

Abbott

Medical supplies & Services
Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

ARIES products “ex Molecular Diagnosti Hatem I. Alshedwy Comm. Est. ‘kSecureZCAZCaViewRecaI’

BILD2 (Bilirubin

Roche Diagnostics

FAROUK, MAAMOUN TAMER &

https://ncmdr.sfda.gov.s

direct Gen.2) and Corp COMPANY a/Secure/CA/CaViewRec
cobas ¢ 701 /702
BUHLMANN BUHLMANN MEDICAL INNOVATIONS EST.  https://ncmdr.sfda.gov.s
IBDoc LABORATORIES AG

Dimension®
Integrated
Chemistry
Systems

Siemens Healthcare
Diagnostics GmbH

ABDULREHMAN AL GOSAIBI
GTB
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14088
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14092
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14115
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14087
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14079
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14124
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14108
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14091

G-6-PDH Randox Laboratories Bio Standards https://ncmdr.sfda.gov.s
Deficient and Ltd. a/Secure/CA/CaViewRec
Normal Controls

IH-Com Kit DiaMed GmbH. ABDULREHMAN AL GOSAIBI  https://ncmdr.sfda.gov.s
Fullversion, IH- GTB a/Secure/CA/CaViewRec
Com Kit For all.aspx?caid=8&rid=14
Reader
Lyphochek Bio Rad. Al-Jeel Medical & Trading Co. | https://ncmdr.sfda.gov.s
Specialty LTD a/Secure/CA/CaViewRec
Immunoassay all.aspx?caid=4&rid=14
Control
ORGENTEC ORGENTEC REDWAN MEDICAL SERVICES | https://ncmdr.sfda.gov.s
ENAcombi ELISA, | Diagnostika GmbH a/Secure/CA/CaViewRec
ORG 514

S. AIA-PACK ACTH  Tosoh Corporation DULLA FOUAD HOLDING COMPA/Secure/CA/CaViewRecal

ThermoScientific Thermo Fisher Medical supplies & Services | https://ncmdr.sfda.gov.s
Oxoid Brilliance Scientific Inc. Co.Ltd Mediserv a/Secure/CA/CaViewRec
Staph 24 Agar

Laboratory equipment
# Veritor Plus Becton Dickinson & Becton Dickinson B.V.
Analyzers and Co. (BD)
Veritor System g
Readers

Non-active implantable devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14086
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14110
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14116
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14078
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14103
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14109
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[High Priority ] - A32491 : BD—Veritor Plus Analyzers and Veritor System Readers: May Yield False-

Positive and False-Negative Test Results
Medical Device Ongoing Action

Published: Friday, April 5, 2019

UMDNS Terms:

® Analyzers, Laboratory, Immunoassay [18625]
Product Identifier:

[Consumable]
For affected UDI numbers, serial numbers, and expiration dates, see the letter sent to your facility
BD
Product Catalog No.
Veritor System Readers 256055
Veritor Plus Analyzers 256066

Geographic Regions: Canada, Chile, Hong Kong, Japan, Taiwan, U.S.
Manufacturer(s): BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States
Suggested Distribution: Clinica Laboratory/Pathology, Nursing, Point-of-Care Coordination, Materials Management

Problem:

In April 3, 2019, Urgent Medical Device Recall letters submitted by an ECRI Institute member hospital, BD states that alimited number of the above
systems may have a problem with their background calibration, potentially causing false-positive or false-negative test results. An incorrect test result
could lead to misdiagnosis or inappropriate treatment.

Action Needed:

Oldentify and discard any affected systemsin your inventory. If you have affected systems, verify that you have received the April 3, 2019, Urgent
Medical Device Recall letter(s) and Customer Response Form(s) from BD. BD statesthat it is not necessary to discard Veritor assay kits. Regardless of
whether you have affected product, complete the Customer Response Form(s), and return it to BD using the information on the form. Upon receipt of the
form, BD will provide your facility with replacement product. Inform all relevant personnel at your facility of 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:

UsS.

BD customer/technical support department

Tel.: (800) 638-8663, 7 am. to 7 p.m. Eastern time, Monday through Friday

Outside the U.S.

BD local representative

Website: Click here

Comments:

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

Source(s):
e 2019 Apr 5. Member Hospital. BD letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2019 Apr 5. Member Hospital. BD letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2019 Apr 5. Manufacturer. Manufacturer confirmed information

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



https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

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

http://www.bd.com/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190746/20190403BDVeritorPlusAnalyzersClient_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190747/20190403BDVeritorSystemReadersClient_Redacted.pdf
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. .

6 mm GORE
PROPATEN
Vascular Grafts
and 6 mm GORE-
TEX Stretch
Vascular Grafts

W.L. Gore &
Associates Inc.

Med Surg Supplies

Femoral Neck
System Insert for
Insertion Handle

Synthes GmbH.

Johnson & Johnson Medical
Saudi Arabia Limited

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Foot and Ankle
Inst. (Drill / Tap
_ and Countersink)

Zimmer Biomet.

Zimmer Biomet

Zimmer Biomet Asel Alarabia

https://ncmdr.sfda.qgov.s

a/Secure/CA/CaViewRec

Geistlich Bio-Oss
Pen

Geistlich Pharma AG

Thimar Al Jazirah Healthcare Co.

https://ncmdr.sfda.gov.s

iTotal Posterior ConforMIS N/A https://ncmdr.sfda.gov.s
Stabilized (PS) a/Secure/CA/CaViewRec
Knee all.aspx?caid=2&rid=14
Replacement 075
System.
OnX Aortic Heart Cryolife, Inc. Almarfa Medical https://ncmdr.sfda.gov.s

Valve

Rebound HRD /
HRD-V

ARB Medical LLC

N/A

https://ncmdr.sfda.gov.s

SILK VISTA BABY |

Balt Extrusion

Thimar Al Jazirah Healthcare Co. ‘kSecure[CAZCaViewRecal‘

VLP MINI-MOD
2.0MM STRAIGHT
PLATE 6 HOLE

Smith & Nephew inc

Smith & Nephew inc

https://ncmdr.sfda.qgov.s

a/Secure/CA/CaViewRec

Reusable devices

Page 8 of 9



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14112
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14113
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14100
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14075
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14076
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14084
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14107
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14117
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[High Priority ] - A32424 : Gore—6 mm GORE PROPATEN Vascular Grafts and 6 mm GORE-TEX
Stretch Vascular Grafts: May Be Thin-Wall Thickness Instead of Labeled Standard-Wall;

Manufacturer Withdraws Certain Grafts from Market
Medical Device Ongoing Action

Published: Thursday, April 4, 2019

UMDNS Terms:

® Stent/Grafts, Vascular, Aortic [20453]
Product Identifier:

[Consumable]
W L Gore and Assoc Inc
Product Catalog No.
6 mm GORE PROPATEN Vascular Grafts, 6 mm GORE-TEX Stretch Vascular HO60040A, HOB0060A, ST0601, ST0604, ST0605, STO608
Grafts

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): W L Gore and Assoc IncPO Box 2400, Flagstaff, AZ 86003-2400, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem:

In aletter submitted by an ECRI Institute member hospital, Gore states that it has received areport from a physician that two GORE PROPATEN
vascular grafts appeared to be thin-wall grafts although the carton stated that the grafts were standard-wall. Gore also states that one of the grafts was
returned to the firm for engineering evaluation and it was confirmed that the wall thickness of the returned graft was similar to a6 mm thin-wall graft.
Gore further states that based on arisk assessment, review of product surveillance data, and device testing, the firm is confident that either wall thickness
is appropriate for use in any approved application. Gore states that the thin-wall and standard-wall grafts have the same indication for use and the choice
of one over the other is surgeon preference based on patient needs. Gore also states that it is expected that the surgeon will recognize that the graft is of a
different wall thickness either before or immediately after tunneling the graft, before performing the anastomosis. Once recognized, the surgeon may
decide not to use the graft, instead replacing it with an alternative graft with the correct wall thickness. Alternatively, the surgeon may decide to use the
graft since both have the same indication for use. Gore further states that if the surgeon did not notice that the graft was thin-wall instead of standard-wall,
the graft would function as any other vascular graft. Gore states that it has elected to withdraw the above grafts associated with work orders 6040270 and
6053794 from the market. Gore states that the withdrawal affects only the above 6 mm diameter grafts with the above catalog numbers.

Action Needed:
Identify any affected graftsin your inventory. If you have affected grafts, verify that you have received the letter from Gore. A Gore field sales associate
will retrieve affected grafts from your facility. Patients who have received an affected graft are not at risk.

For Further Information:

Gore Medica Products Division customer care department
Tel.: (800) 528-8763

E-mail: mpdcustomercare@wlgore.com

Website: Click here

Comments:

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

Source(s):
e 2019 Mar 27. Member Hospital. Gore letter submitted by an ECRI Institute member hospital Download
e 2019 Apr 4. Manufacturer. Gore confirmed the information provided in the source material.

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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mailto:mpdcustomercare@wlgore.com

http://www.goremedical.com/cms/contactna.jsp

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190734/2019Gore6mmGOREPROPATENVascularGraftsAnd6mmGORETEXStretchVascularGraftsClientRedacted.pdf



AFHajlan
(A32424) Gore-6 mm GORE PROPATEN.pdf


Adapter for Thommen Medical AG| Samir Trading and Marketing | https://ncmdr.sfda.gov.s
handpiece, CJSC. a/Secure/CA/CaViewRec
guided reusable, all.aspx?caid=8&rid=14
for guide
Single-use devices
3M Reston Self- | 3M Health Care Ltd 3M company https://ncmdr.sfda.gov.s
Adhering Foam a/Secure/CA/CaViewRec
Pads
AQUABEAM PROCEPT BioRobotics N/A https://ncmdr.sfda.gov.s
Handpiece Corporation
CompoStop Fresenius Kabi Ltd. Medical Regulations Gate https://ncmdr.sfda.gov.s
Platelet Storage a/Secure/CA/CaViewRec
Products

Custom Tubing
set

MAQUET
Cardiopulmonary

Medical Elements

https://ncmdr.sfda.gov.s

Endwarts Classic
solution in bottle
of 3ml

# EZ Derm Porcine
Xenografts

Meda Pharma S.p.A.

Molnlycke Health
Care AB.

N/A

Branch of Molnlycke Health
Care AB

https://ncmdr.sfda.qgov.s

a/Secure/CA/CaViewRec

Intraluminal
Staplers (ILS)

Ethicon Inc.

Johnson & Johnson Medical
Saudi Arabia Limited

https://ncmdr.sfda.gov.s

#  SensiCare PI
Synthetic
Polyisoprene
Surgical Gloves

Medline Industries
Inc....

Ikar Establishment
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14127
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14123
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14118
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14111
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14120
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14119
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14093
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[High Priority ] - A32453 : Molnlycke—EZ Derm Porcine Xenografts: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Monday, April 1, 2019

UMDNS Terms:

® Grafts, Skin, Biological [18253]
Product Identifier:

[Consumable]
Molnlycke Health Care LLC

Product Product No. Lot No.

3- x 4-inch (8 x 10 cm) Non-Perforated EZ Derm Porcine 131703-03 18418740, 18489749, 18489750, 18497584,
Xenografts 18515343, 18515344, 19010755, 19011801
2- x 2-inch (5 x 5 cm) Non-Perforated EZ Derm Porcine 131705-03 18448600, 18457912, 18458926, 18460179
Xenografts

3- x 48-inch (8 x 122 cm) Perforated EZ Derm Porcine 131710-03 18409559, 18421334, 18421377, 18435885,
Xenografts 18453303

3- x 24-inch (8 x 161 cm) Perforated EZ Derm Porcine 131711-03 18409562

Xenografts

7- x 18-inch (17 x 61 cm) Perforated EZ Derm Porcine 131714-03 18448595, 18460172, 18489699, 18489701,
Xenografts 18497578

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Molnlycke Health Care LL C 5550 Peachtree Pkwy Suite 500, Norcross, GA 30092, United States
Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, OR/Surgery, Dermatology, Materials Management

Problem:

In aMarch 26, 2019, Urgent Field Safety Notice letter submitted by an ECRI Institute member hospital, Molnlycke states that intermittent heat seal
failures on the outer pouch of the above products may compromise the sterility of the inner pouch, potentially resulting in contamination of the sterile
field. Molnlycke also states that the sterility of the xenograft itself may be lost when it is removed from the inner pouch if it comesinto contact with the
outside surface of the pouch before implantation, potentially resulting in local, invasive, or systemic infection. Molnlycke further states that it has
received no reports of patient harm related to this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discard any affected product in your inventory. For an illustration of where to locate the lot number on the unit, retail, or TRP
(shipper label) packaging, see Attachment 2 in the |etter . If you have affected product, verify that you have received the March 26, 2019, Urgent Field
Safety Notice letter and Confirmation Form from Molnlycke. Regardless of whether you have affected product, complete the Confirmation Form and
return it to Molnlycke using the information on the form. Upon receipt of the form, Molnlycke will provide your facility with replacement product or
credit. Forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

Molnlycke customer service department
Tel.: (800) 843-8497

Website: Click here

Comments:

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

Source(s):

e 2019 Apr 1. Member Hospital. Molnlycke letter submitted by an ECRI Institute member hospital (includes reply form). Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190486/20190329MolnlyckeEZDermPorcineXenograftClient_Redacted.pdf?option=80F0607

https://www.molnlycke.com/contact-us/sales-offices/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190486/20190329MolnlyckeEZDermPorcineXenograftClient_Redacted.pdf
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[High Priority ] - A32452 : Medline— SensiCare Pl Synthetic Polyisoprene Surgical Gloves: May

Break or Rip
Medical Device Ongoing Action

Published: Monday, April 1, 2019

UMDNS Terms:

® Gloves, Surgical [11883]
Product Identifier:

[Consumable]

Product :\{Ieergli’\r:g Industries Inc Lot No.

SensiCare PI Synthetic Polyisoprene Surgical Gloves MSG9055, MSGY055Z, M SGI055H 8078757355
MSG9060, MSG90602, MSGI060H 8078757360
MSG9065, MSG9065Z, M SGI065H 8078757365
MSG9070, MSG9070Z, MSG9070H 8078757370
MSG9075, MSG9075Z, MSG075H 8078757375
M SG9080, M SG9080Z, M SGI080H 8078757380
MSG9085, MSG9085Z, MSG9I085H 8078757385
MSG9090, MSG9090Z, M SGI090H 8078757390

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medline Industries IncOne Medline P, Mundelein, IL 60060, United States

Suggested Distribution: Anesthesia, Emergency/Outpatient Services, Infection Control, Nursing, Obstetrics/Gynecology/L abor and Delivery,
OR/Surgery, Dentistry/Oral Surgery, Dermatology, Materials Management

Problem:

OInaField Action Product Notice letter submitted by an ECRI Institute member hospital, Medline states that the above gloves may break or rip in the
beaded area of the cuff during the donning process. Medline also states that it has received no reports of adverse effects to patients, users, or procedures
related to this problem. Medline further states that affected inventory in the firm's warehouse has been quarantined and will be discarded and that
corrective and preventive actions have been implemented to prevent this problem from recurring. The manufacturer has not confirmed the information
provided in the source material.

Action Needed:

Oldentify, isolate, and destroy any affected product in your inventory. If you have affected product, verify that you have received the Field Action
Product Notice letter and Field Action Product Notice Response Form from Medline. Regardless of whether you have affected product, complete the
Field Action Product Notice Response Form and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will provide
your facility with credit. Notify al 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:

Medline

Tel.: (866) 359-1704

Website: Click here

Comments:

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

Source(s):
e 2019 Apr 1. Member Hospital. Medline letter submitted by an ECRI Institute member hospital (includes reply form) Download
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