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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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NCMDR Weeldy Update|  26ar-19
Dear,

NCMDR team is pleased to inform you that 43 new FSCA/recalls for medical devices and
products posted on SFDA website for the period of 18-Mar-19 to 24-Mar-19 In order
to view more details, ciicik the iinis or attachments @
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Anaesthetic and respiratory devices

Aisys CS2 GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s
anesthesia devices

Gibeck HME Filter Teleflex Medical Ebrahim M. Al-Mana & Bros.  https://ncmdr.sfda.gov.s
+ Catheter Co. Ltd. a/Secure/CA/CaViewRec
Mount, RUSCH all.aspx?caid=6&rid=14
Connectors Bulk 046
for Breathing
Circuit

Zeus IE Draeger Medical Draeger Arabia Co. Ltd.
Anesthesia Systems Inc g
Workstations

Diagnostic and therapeutic radiation devices

- Cios Alpha VA20 H SIEMENS H Siemens Medical Solutions ‘kSecure[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=4&rid=14038
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14046
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14028
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[High Priority ] - A32346 : Draeger—Zeus |IE Anesthesia Workstations: Gas Measurement May

Become Inactive
Medical Device Ongoing Action

Published: Monday, March 18, 2019

UMDNS Terms:
® Anesthesia Units [10134]

® |nformation Systems, Data Management, Anesthesia [17504]
Product Identifier:
[Capital Equipment]

Draeger Medical Deutschland GmbH
Product Modsl

Anesthesia Workstations Zeus |E

Geographic Regions: Worldwide excluding the U.S.
Manufacturer(s): Draeger Medical Deutschland GmbHMoislinger Allee 53-55, D-23558 Luebeck, Germany
Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, OR/Surgery, Pulmonol ogy/Respiratory Therapy

Problem:

OlnaMarch 12, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Draeger states that the gas measurement of
the above workstations may become inactive because of a strict supervision of the sample gas pumps, which are used in the gas measurement modules.
Asthe characteristic of the pumps changes with their usage time, the supervision system deactivates the gas measurement and a corresponding alarm
message appears. Consequently, the probability of a gas measurement deactivation is correlated with the total usage time of the sample gas pumps. Long-
term tests clearly indicate that the gas measurement is reliable for approximately seven months, assuming an average runtime of 84 hours per week. From
that point on, the probability of a deactivation increases beyond the firm'sinitial estimations. Draeger also states that the pump is not only running during
times when the Zeus |E is used on patients; depending on certain settings, it is also running during the following times when it is not used:

e During standby (if within the operating time configurable in the basic settings of each Zeus |E)
e During standby when startup dialog is opened (e.g., after an automatically started system test)

Action Needed:

Oldentify any affected workstations in your inventory. If you have affected workstations, verify that you have received the March 12, 2019, Urgent
Medical Device Recall letter (customersin Canada) or Customer letter (customersin other countries/regions) from Draeger. Draeger isintroducing a
mandatory exchange interval of six months for the affected pumps until afinal solution can be provided. A Draeger representative will contact your
facility to provide additiona information on how to change the relevant settings (operating time and times for automatically started system test) to avoid
unnecessary runtime. These steps are required to maintain an acceptable performance level. The adjustment of the settings does not restrict the readiness
of the Zeus |E. It will till be ready for use at any time of the day. The preventive exchange of pumps ensures that even if the devices were to be used 24
hours daily during the six month interval, the probability of a gas measurement deactivation would still result in an acceptable risk according to all
relevant standards and regulations, but it would deviate from Draeger'sinitial product assessment. In case the gas measurement is deactivated during
operation, the gas measurement of the Zeus | E will become inoperable and the Zeus |E will generate a corresponding alarm message. Draeger will
contact your facility to schedule an appointment to exchange the pumps and adjust the settings at no cost.

For Further Information:

Canada

Karina Torres, Draeger country quality and regulatory affairs manager

Tel.: (905) 212-6530

Outside Canada

Draeger local representative

Website: Click here

Comments:

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

Source(s):

e 2019 Mar 18. Member Hospital. Draeger letter submitted by an 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://www.draeger.com/en-us_us/Home/Address-Search

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189664/20190312DraegerZEUSIEAnesthestiaClient.pdf
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(A32346) Draeger-Zeus IE Anesthesia Workstation.pdf


Digital Linear Siemens Medical Siemens Medical Solutions  https://ncmdr.sfda.gov.s
Accelerators of Solutions a/Secure/CA/CaViewRec
type ARTISTE, all.aspx?caid=4&rid=14
ONCOR and 037
PRIMUS running
Elekta Unity. H Elekta Inc Medical Regulations Gate ‘kSecure[CAZCaViewRecal‘

Innova IGS 6 and

GE Healthcare

GE Healthcare

https://ncmdr.sfda.gov.s

Innova IGS 630 a/Secure/CA/CaViewRec
Systems
Treatment Viewray Incorporated N/A https://ncmdr.sfda.gov.s

Planning and
Delivery Software
(TPDS) in use
with the MRIdian
System

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14
023

Electro mechanical medical devices

A610 DBS Activa
Clinician
Programmer
Application.

Medtronic SA

Medtronic Saudi Arabia

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

all.aspx?caid=10&rid=1

Connection Lead
SP (12V) for
Infusomat Space,
Infusomat Space
P and Perfusor
Space

B Braun Medical Inc

Medical supplies & Services
Co.Ltd Mediserv

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

all.aspx?caid=4&rid=14
053

# enFlow IV Fluid
and Blood
Warmers

Vyaire Medical

Spectromed
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14037
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14020
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14015
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14023
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14042
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14053
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[Critical Priority ] - A32312 01 : Vyaire Medical—enFlow IV Fluid and Blood Warmers: Cartridges with
Aluminum Warming Plates in Fluid Pathway May Lead to IV Infusion with Harmful Concentrations of

Aluminum [Update]

Published: Tuesday, March 19, 2019

UMDNS Terms:

® Warming Units, Blood/Intravenous Solution [10447]
Product Identifier:
[Capital Equipment, Consumabl €]

Product Vyaire Medical Inc NHS Supply Chain Reference Reference No.
Model No.

Blood and Fluid Warming Units enFlow FSB1143 980105V S

Blood and Fluid Warming enFlow FSB1144 980200EU

Disposable Cartridges

Blood and Fluid Warming enFlow FSB1145 980202EU

Disposable Cartridges with Extension
(30)

Geographic Regions: JU.K.
Manufacturer(s): Vyaire Medical Inc26125 N Riverwoods Blvd, Mettawa, IL 60045, United States

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

Summary:

OUpdate Reason: Problem; Action Needed. This Alert provides new information based on a Medical Device Alert (MDA/2019/016 ) posted by the U K.
Medicines and Healthcare Products Regulatory Agency (MHRA) regarding Alert A32312 . MHRA states that this MDA replaces MDA/2019/2015. New
information is provided in the Problem and Action Needed fields.

Problem:

OMHRA hasissued aMedical Device Alert (MDA/2019/016 ) informing healthcare workers that Vyaire Medical has provided MHRA with additional
evidence that suggests that using the above systems with lactated Ringer’s, platel ets, plasma, whole blood, packed red blood cells, and Sterofundin may
lead to arisk of administering potentially harmful concentrations of aluminum. MHRA recommends that measures be put in place to source alternative
fluid warming devices as soon as possible. If no alternative devices are available in the short term, overriding clinical need for fluid warming should take
precedence over considerations of risk of aluminum release. MHRA continues to investigate whether other devices on the market also release higher-
than-recommended levels of aluminum and will take action where necessary. MHRA states that the manufacturer issued anupdated Field Safety
Notice letter . The manufacturer has not confirmed the information provided in the source material.

Action Needed:
OOMHRA recommends the following actions:

e Use an dternative fluid warming device if available.
o |f alternative devices are available, isolate affected devices in accordance with the updated Vyaire Medical Field Safety Notice |etter .

e Intheshort term, if no alternative device is available, carry out and document local risk assessment based on a clinical risk-benefit analysis
before using the above fluid warmers. Overriding clinical need for fluid warming should take precedence over considerations of risk of
aluminum release.

e Put measuresin place to source alternative fluid warming systems.

e 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:

Vyaire Medical

Tel.: (833) 327-3284

E-mail: bob.arnott@vyaire.com
Website: Click here

For technical inquiries to MHRA:
Tel.: (020) 30806000

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.: (0208) 90523868

E-mail: NIAIC@health-ni.gov.uk

©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/enflow-iv-fluid-and-blood-warmer-risk-of-unsafe-levels-of-aluminium-leaching-from-the-device-updated-safety-advice-from-manufacturer-mda-2019-016?utm_source=dfce653f-e294-4ae4-9d87-ef75fb839bc7&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638132

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638132

https://www.gov.uk/drug-device-alerts/enflow-iv-fluid-and-blood-warmer-risk-of-unsafe-levels-of-aluminium-leaching-from-the-device-updated-safety-advice-from-manufacturer-mda-2019-016?utm_source=dfce653f-e294-4ae4-9d87-ef75fb839bc7&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://mhra.filecamp.com/public/file/3oyn-9tbp7u54

https://mhra.filecamp.com/public/file/3oyn-9tbp7u54

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:bob.arnott@vyaire.com

http://www.vyaire.com/contact/

http://www.vyaire.com/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
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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) 2085510

E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiriesto MHRA should cite reference no. MDA/2019/016 or 2019/003/013/291/001.

References:
Great Britain:

e Medicines and Healthcare Products Regulatory Agency. enFlow® 1V fluid and blood warmer—risk of unsafe levels of aluminum leaching
from the device [online]. London: Department of Health; 2019 Mar 8 [cited 2019 Mar 8]. (Medical device alert; no. MDA/2019/015).
Available from Internet: Click here.

o Medicines and Healthcare Products Regulatory Agency. enFlow® |1V fluid and blood warmer—risk of unsafe levels of aluminum leaching
from the device—updated safety advice from manufacturer [online]. London: Department of Health; 2019 Mar 19 [cited 2019 Mar 19].
(Medical device aert; no. MDA/2019/016). Available from Internet: Click here.

Comments:

e [IFor the ECRI Institute-researched report on this problem, see Hazard HO502 .
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Mar 19. MHRA MDA. MDA/2019/016 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.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/

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

https://www.gov.uk/drug-device-alerts/enflow-iv-fluid-and-blood-warmer-risk-of-unsafe-levels-of-aluminium-leaching-from-the-device-mda-2019-015?utm_source=e6993a3c-cac7-4c2f-8146-c93e9db5d4f8&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/enflow-iv-fluid-and-blood-warmer-risk-of-unsafe-levels-of-aluminium-leaching-from-the-device-mda-2019-015?utm_source=e6993a3c-cac7-4c2f-8146-c93e9db5d4f8&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/enflow-iv-fluid-and-blood-warmer-risk-of-unsafe-levels-of-aluminium-leaching-from-the-device-updated-safety-advice-from-manufacturer-mda-2019-016?utm_source=dfce653f-e294-4ae4-9d87-ef75fb839bc7&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/enflow-iv-fluid-and-blood-warmer-risk-of-unsafe-levels-of-aluminium-leaching-from-the-device-updated-safety-advice-from-manufacturer-mda-2019-016?utm_source=dfce653f-e294-4ae4-9d87-ef75fb839bc7&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638183

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638183

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/189814/MDA2019016.pdf
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Infinity Acute
Care System
(IACS) and Infinity
M540 Stand
Alone Monitor

Draeger Medical
Systems Inc

Draeger Arabia Co. Ltd.

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

all.aspx?caid=10&rid=1
4039

Healthcare facility products and adaptations

PREVIN- MINI-
TAD & MIKRO-
TAD

PREVOR GmbH

N/A

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

In vitro diagnostic devices

Albumin BCP Roche Diagnostics [ FAROUK, MAAMOUN TAMER & | https://ncmdr.sfda.gov.s
(ALBP) Corp COMPANY
ARCHITECT Abbott Medical supplies & Services | https://ncmdr.sfda.gov.s
Hemoglobin Alc Co.Ltd Mediserv a/Secure/CA/CaViewRec
(HbA1c) all.aspx?caid=4&rid=14
Reagent ,

BD Phoenix™
PMIC/ID-69 Panel

Becton Dickinson &
Co. (BD)

Becton Dickinson B.V.

https://ncmdr.sfda.gov.s

cobas 8000
modular analyzer
series & cobas
pro integrated
solutions, Procell

Roche Diagnostics
Corp

FAROUK, MAAMOUN TAMER &

COMPANY

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

all.aspx?caid=4&rid=14
031

1M
DxA 5000 Beckman Coulter UK | Beckman Coulter Saudi Arabia | https://ncmdr.sfda.gov.s
Automation Ltd Co Ltd a/Secure/CA/CaViewRec
System.

Echinococcus IgG
- ELISA, RE56201

IBL International
GmbH..

Samir Trading and Marketing

CJSC.

Page 4 of 7
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14039
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14024
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14032
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14029
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14016
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14031
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14047
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14017

#

GXT NA Hain Lifescience Bio Alternatives Establishment |https://ncmdr.sfda.gov.s
Extraction Kit GmbH
Lactose BIOHIT OYJ Qualb Al-Hayat Est.
intolerance quick g
test

Leica Biosystems
Cryostats.

Leica Biosystems
Nussloch GmbH

Salehiya Trading Est.

https://ncmdr.sfda.gov.s

MAS ChemTRAK Thermo Fisher ABDULLA FOUAD HOLDING | https://ncmdr.sfda.gov.s
H Assayed Scientific Oy COMPANY a/Secure/CA/CaViewRec
- Control Level 3
recomLine Mikrogen GmbH WAREED ALHAYAT https://ncmdr.sfda.gov.s
Helicobacter 2.0 a/Secure/CA/CaViewRec
lgG/IgA
VITROS XT 7600 Ortho-Clinical Samir Photographic Supplies | https://ncmdr.sfda.gov.s
Integrated Diagnostics Co. Ltd. a/Secure/CA/CaViewRec
System all.aspx?caid=4&rid=14
054
VITROS+ XT 7600 Ortho-Clinical Samir Photographic Supplies | https://ncmdr.sfda.gov.s
Integrated Diagnostics Co. Ltd. a/Secure/CA/CaViewRec
System ,
Laboratory equipment
MicroScan Beckman Coulter Inc.. | ABDULLA FOUAD HOLDING  https://ncmdr.sfda.gov.s
WalkAway COMPANY a/Secure/CA/CaViewRec
Instrument

Medical software

Page 5 of 7



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14018
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14049
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14033
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14050
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14054
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14041
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14051
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[High Priority ] - A31805 01 : Biohit—Lactose Intolerance Quick Test Kits: May Not Retain Specified
Performance [Update]
Medical Device Ongoing Action

Published: Tuesday, March 19, 2019

UMDNS Terms:

® |VD Test Reagent/Kits, Molecular Assay, Gene Anomaly, Mutation, MCM6 [40094]
Product Identifier:

[Consumable]
Product CB:ggilgg)Kljo. Lot No. Expiration Date
Lactose Intolerance Quick Test Kits 602010, 602012 121 A1802 2019 Mar
31LA1806 2019 Jul
31LA1807 2019 Jul
38LA1809 2019 Sep

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.K.
Manufacturer(s): Biohit OyjLaippatie 1, FIN-00880 Helsinki, Finland
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Summary:

OUpdate Reason: Additional Problem, Action Needed, and Product information. This Alert provides additional information based on November 22,
2018, Urgent Field Safety Notice |etters posted by the German Federa Institute for Drugs and Medical Devices (BfArM) regarding Alert A31805 .
Europe has been added to the Geographic Regions field, and new information is provided in the Product Identifier, Problem, and Action Needed fields.
For previously listed product, see Alert A31805.

Problem:

OIn November 22, 2018, Urgent Field Safety Notice letters posted by BfArM, Biohit states that the reaction color of one lot of the above kits does not
change as specified in the instructions (Lot 12L A1802). This problem may lead to misdiagnosis and false-negative results for lactose intolerance.
Additionally, Biohit states that some of the above kits may not retain their specified performance until their expiration dates (L ots 31LA1806, 31LA1807,
and 38LA1809); however, as of the date of the letter, results obtained with the affected lots have not been compromised. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Identify, discontinue use of, and dispose of any affected kits.

For Lot 12L A1802:

If you have affected kits, verify that you have received the November 22, 2018, Urgent Field Safety Notice letter and Immediate Customer Information
Form from Biohit. Complete the Immediate Customer Information Form, and return it to Biohit according to the instructions on the form. Notify all
relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed
affected product.

For Lots 31LA1806, 31LA1807, and 38LA1809:

If you have affected kits, verify that you have received the November 22, 2018, Urgent Field Safety Notice letter from Biohit. Inform Biohit of the
number of affected kitsin your inventory by following the instructions in the letter. 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. Biohit will provide your facility with
replacement product.

For Further Information:

Biohit

Website: Click here

References:

e Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for lactose intolerance quick test by Biohit Oyj
[online]. 2019 Mar 6 [cited 2019 Mar 14]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 Mar 14. BfArM (Germany). 14396/18 Download
e 2019 Mar 14. BfArM (Germany). November 22, 2018, Biohit |etter Download
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‘syngo CT Cardiac
Function and
Planning

Siemens Medical
Solutions

Siemens Medical Solutions

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Non-active implantable devices

# 14 Fr SLX Double Medcomp Farabi Trading Establishment
Lumen Full Trays g
balanSys Femur Mathys. Johnson & Johnson Medical | https://ncmdr.sfda.gov.s

Holder Saudi Arabia Limited
Bohrloch Christoph Miethke Excellent Care Medical Co. Ltd | https://ncmdr.sfda.gov.s
Reservoir Set, GmbH & Co. KG a/Secure/CA/CaViewRec
Ventricular all.aspx?caid=6&rid=14
Catheter
LactoSorb System Zimmer, INC.... Medical Regulations Gate https://ncmdr.sfda.gov.s
14mm Rapid Flap
Mod. rev. neck Mathys. Johnson & Johnson Medical | https://ncmdr.sfda.gov.s

lateral with screw
60

Saudi Arabia Limited

a/Secure/CA/CaViewRec

# REEF Cementless
Metaphyso-
Diaphyseal

Femoral Stems

DePuy Ireland UC

Johnson & Johnson Medical
Saudi Arabia Limited

Ophthalmic and optical devices

IMAGEnet 6
Ophthalmic Data
System

Topcon Medical Laser

Systems

ABDULREHMAN AL GOSAIBI
GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Single-use devices

Page 6 of 7



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14035
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14025
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14021
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14022
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14034
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14052

www.ecri.org . Printed from Health Devices Alerts on Thursday, March 21, 2019 Page 1

[High Priority ] - A32360 : Medcomp—14 Fr SLX Double Lumen Full Trays: May
Be Mislabeled as Containing a “Valved” Introducer Instead of the Correct

“Non-Valved” Introducer
Medical Device Ongoing Action

Published: Wednesday, March 20, 2019

UMDNS Terms:

® Catheters, Vascular, Hemodialysis, Central Venous [18663]
Product Identifier:
[Consumable]

For alist of affected lot numbers, see the attachment to the letter sent to your facility.

Medcomp (Medical Components Inc)

Product No. Distribution Date

Product

14 Fr SLX Double Lumen Short-Term MC061422, MC061423, MC061424, M C061425 >= 2016 Mar
Hemodialysis Catheter Full Trays

Geographic Regions: U.S.
Manufacturer(s): Medcomp (Medical Components Inc)1499 Delp Dr, Harleysville, PA 19438-2936, United States

Suggested Distribution: Critical Care, Dialysis/Nephrology, Emergency/Outpatient Services, Nursing, OR/Surgery, Home Care, |V Therapy,
Materials Management

Problem:

InaMarch 13, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medcomp states that the tray label of the
above kitsindicates that the kits are packaged with a 15 Fr "valved" peelable introducer; however, the kits contain a 15 Fr "non-valved" peelable
introducer. Medcomp also states that there are no performance problems with the device; both valved and non-valved introducers can be used to insert the
catheter. If the user believes the introducer is valved, when the dilator is removed blood will backflow from the device because there is no valve. This
would easily be recognized, and steps would be immediately taken. Placing the thumb over the end of the introducer sheath would prevent any blood loss
or air entry. Medcomp further states that this problem was identified during an internal record review. Medcomp states that it has received no reports of
injuries or deaths associated with this problem.

Action Needed:

Identify, isolate, and discontinue use of any affected traysin your inventory. For alist of affected lot numbers, see the attachment to the letter sent to your
facility. If you have affected trays, verify that you have received the March 13, 2019, Urgent Medical Device Recall letter and Recall Return Response
Form from Medcomp. To arrange for product return and to obtain a returned goods authorization (RGA) number, contact Medcomp using the information
in the letter. Complete the Recall Return Response Form, and return it to Medcomp using the instructions on the form. Notify all relevant personnel at
your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
Medcomp states that it has taken steps to correct this problem; the labels on al current product have the correct type of introducer identified.

For Further Information:

Medcomp customer service department (for an RGA number) or Medcomp complaints department (for questions regarding the recall information and
instructions)

Tel.: (215) 256-4201, 8 am. to 4 p.m. Eastern time, Monday through Friday

E-mall: recalls@medcompnet.com

Website: Click here

Comments:

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

Source(s):
e 2019 Mar 19. Member Hospital. Medcomp letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2019 Mar 19. Manufacturer. Medcomp confirmed the information provided in the source material .

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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www.ecri.org . Printed from Health Devices Alerts on Wednesday, March 20, 2019 Page 1

[High Priority ] - A32196 : DePuy Synthes—REEF Cementless Metaphyso-Diaphyseal Femoral

Stems: May Be Mislabeled
Medical Device Ongoing Action

Published: Tuesday, March 19, 2019

UMDNS Terms:

® Prostheses, Joint, Hip, Femoral Component [16095]
Product Identifier:

[Consumable]
DePuy Ireland UC
Product Product No. Lot No. GTIN
REEF 20 mm x 225 mm Cementless M etaphyso- L92462 5319798 10603295346302

Diaphyseal Femoral Stems

Geographic Regions: Hungary, Slovenia, U.K.
Manufacturer(s): DePuy Ireland UCL oughbeg, Ringaskiddy, Co Cork, Ireland
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem: OIn aFebruary 2019 Urgent Field Safety Notice |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
DePuy Synthes states that the above stems may have an outer label indicating a length of 275 mm instead of the correct 225 mm (refer to Fig. 1 in the
letter ), potentially resulting in surgical delay. The actual devices are etched with the correct product information. Any potential surgical adjustments can
be made as the problem occurs and is detectable by users intraoperatively. The firm states that it received one report of the problem occurring.

Action Needed: The manufacturer provides the following instructions:
e |dentify, isolate, and discontinue use of anyaffected product in your inventory.

e |f you have affected product, verify that you have received the February 2019 Urgent Field Safety Notice letter and acknowledgment form
from DePuy Synthes.

e Return affected product immediately to your DePuy local sales consultant.

e Complete the Acknowledgment Form (Attachment A), andreturn it to your DePuy Synthes local salesconsultant within 5 working days of
the letter.

e Retain acopy of the letter and completed Acknowledgment Form for yourrecords.

Notify al surgeons and relevant personnel at your facility by providing them with a copy of the letter, forward a copy of the letter to any facility to which
you havefurther distributed affected product, and inform DePuy Synthes if further facilities are affected.

For Further Information:

Clare Mathers, DePuy recall associate

Tel.: 353 (21) 4914581

E-mail: RA-DPYIE-VigilRecal @I TS.INJ.com

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Depuy Synthes: REEF™ cementless metaphyso-diaphyseal femoral
stem [onling]. London: Department of Health; 2019 Feb 18 [cited 2019 Mar 15]. (Field safety notice; reference no. 2019/002/008/487/009).
Available from Internet: Click here.
Comments:

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

Source(s):
e 2019 Mar 15. MHRA FSN. 2019/002/008/487/009 Download
e 2019 Mar 15. MHRA FSN. PIE- 1375483 (includes reply form) Download
e 2019 Mar 19. Manufacturer. Manufacturer confirmed information contained in source material.
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Certofix®
Quattro ,

B Braun Medical Inc

Medical supplies & Services
Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

# Covidien Endo
Clinch Il and
Endo Grasp Auto
Suture Graspers

Medtronic SA

Medtronic Saudi Arabia

MAJ-209 Single-
Use Suction
Valve

Olympus

Salehiya Trading Est.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

# Nexiva Closed IV
 Catheter Systems

BD Biosciences

Becton Dickinson B.V.

Plain and
Chromic Gut
Absorbable

Surgical Sutures

CP Medical Inc

N/A

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

VAMP Optima
Blood Sampling
System ,

Edwards Lifesciences

Arabian Health Care Supply Co.
(AHCSCQ)

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

‘ VICRYL Suture Ethicon Inc. Johnson & Johnson Medical | https://ncmdr.sfda.gov.s
and VICRYL Plus Saudi Arabia Limited a/Secure/CA/CaViewRec
Suture Products
VICRYL Suture Ethicon Inc. Johnson & Johnson Medical | https://ncmdr.sfda.gov.s

and VICRYL Plus
Suture Products

Saudi Arabia Limited

a/Secure/CA/CaViewRec
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[High Priority ] - A32356 : Medtronic—Covidien Endo Clinch Il and Endo Grasp Auto Suture
Graspers: Sterilization Method May Not Have Been Consistent with Labeling and Approved Method
Medical Device Ongoing Action

Published: Tuesday, March 19, 2019

UMDNS Terms:

® Suture Needle Holding Instruments [12726]
Product Identifier:

[Consumable]
Medtronic Inc

Product Item No. Lot No.

5 mm Covidien Endo Clinch 11 Auto Suture 174317 P8D1333PRX, P8D1334PRX, P8D1614PRX,

Graspers P8D1615PRX, P8D1616PRX, PBE1143PRX,
PBE1189PRX, PBE1269PRX, PBE1271PRX, PBE1272PRX,
P8FO008PRX, P8F1238PRX, P8F1239PRX, P8F1307PRX,
P8F1448PRX, P8F1452PRX, P8F1480PRX, P8F1545PRX

5 mm Covidien Endo Grasp Auto Suture 173030 P8D1335PRX, P8D1336PRX, P8D1605PRX

Graspers

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States
Suggested Distribution: Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Urology, Gastroenterology, Materials Management

Problem:

InaMarch 13, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medtronic states that the sterilization method
used for the above graspers was not consistent with the labeling and the approved sterilization method. The graspers are labeled as sterilized with gamma
radiation and in some cases, the devices were resterilized with ethylene oxide or arepeat gamma sterilization cycle. Medtronic further states that while
resterilization with ethylene oxide does not affect device performance, it is not consistent with the product labeling. The use of products that have been
resterilized using a gamma sterilization method may result in an increased potential for device failure and disengaged components, potentially leading to
adelay in treatment while a replacement device is obtained and disengaged components are retrieved. Medtronic also states that the sterility of

affeﬁ:ted product isi gltact and that the firm has received no reports related to this problem. The manufacturer has not confirmed the information provided
in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the March 13,
2019, Urgent Medical Device Recall letter and Recalled Product Return Form from Medtronic. Regardless of whether you have affected product,
complete the Recalled Product Return Form and return it to Medtronic using the instructions on the form. To obtain a return goods authorization (RGA)
number for product return, contact the Medtronic customer service department by telephone at the number below. Once you receive the RGA number,
return unused affected product to Medtronic, Attn: Field Returns Department, 195 McDermott Road, North Haven, CT 06473, United States. If you
purchased affected product through a distributor, contact them directly for instructions on returning affected product. Inform all relevant personnel at
your facility of theinformation in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. U.S.
customers should report any adverse events or quality problems associated with 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 MedWatch, HF-2,
FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website . Report any adverse events associated with the use of affected
product to the Medtronic postmarket vigilance department by e-mail at guality.assurance@covidien.com .

For Further Information:

Medtronic customer service department

Tel.: (800) 962-9888 (select option 2)

Website: Click here

Comments:

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

Source(s):
e 2019 Mar 19. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A32344 : BD—Nexiva Closed IV Catheter Systems: May Leak from Septum

Assembly; Canister May Burst under High Pressure
Medical Device Ongoing Action

Published: Monday, March 18, 2019

UMDNS Terms:

® Procedure Kit/Trays, Catheterization, Intravenous [12161]
Product Identifier:

[Consumable]
Product BD Lot No Expiration Date Distribution Date uDlI
Catalog No. :
BD Nexiva Dual 383536 8337721 2021 Nov 30 2018 Dec 27 382903835362
Port 20 GA 1.00-
Inch Closed IV
Catheter Systems

Geographic Regions: U.S.&#160;
Manufacturer(s): BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, ObstetricsGynecology/L abor and
Délivery, Oncology, OR/Surgery, IV Therapy, Materials Management

Problem:
OlnaMarch 1, 2019, Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, BD states that the above systems may leak
from the septum assembly or the canister may burst under high pressure, which could result in blood exposure to the user.

Action Needed:

Oldentify and destroy any affected product in your inventory. If you have affected product, verify that you have received the March 1, 2019, Urgent
Medical Device Recall letter and Customer Response Form from BD. Notify all relevant personnel at your facility of the information in the letter.
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 replacement product. Report any adverse events associated with the use of affected product to BD.
U.S. customers should also 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:

BD customer/technical service department

Tel.: (888) 237-2762 (select option 3, then option 2), 8 am. and 5 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

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

Source(s):
e 2019 Mar 15. Member Hospital. BD letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2019 Mar 15. Manufacturer. Manufacturer confirmed information
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