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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
No [

¢ The yellow highlights Indicates that medical devices
subject to removal and/ or destroyed action.

*INCMDR Team Recommend ensuring the listed Authorized

representative/Distributer in this report as they may differ
from the Authorized representative/Distributer you are
dealing with

*The sign (#) on the left side of the 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,

NCMDR team is pleased to inform you that 12 new FSCA/recalls for medical devices and
products posted on SFDA website for the period of 13-Aug-19 to 18-Aug-19 In order
to view more details, ciick the iinis or attachments @
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Electro mechanical medical devices

Liberty Cycler Fresenius Medical Fresenius Medical Care GmbH  https://ncmdr.sfda.gov.s |:|
Cassettes Care.

#  Volumat MC Fresenius Kabi Ltd Gulf Medical Co.

Agila Volumetric
Infusion Pumps g |:|
and Vigilant Drug
Library Software

In vitro diagnostic devices

DRG Salivary DRG Instruments ABDULLA FOUAD HOLDING  https://ncmdr.sfda.gov.s
Testosterone GmbH COMPANY a/Secure/CA/CaViewRec

ELISA- IVD for the all.aspx?caid=2&rid=14
detection of 661 |:|

Testerone in
human saliva
Catalog # SLV-

3013
HYTEC 288 Hycor Biomedical Inc. N/A https://ncmdr.sfda.gov.s
System, Model a/Secure/CA/CaViewRec
74007P, all.aspx?caid=28&rid=14
automated 663

immunoanalyzer
(EIA) instrument.
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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=14659
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14661
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14663
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[Critical Priority ] - A33236 : Fresenius Kabi—Volumat MC Agila Volumetric Infusion Pumps and
Vigilant Drug Library Software: Various Software Errors May Cause Serious Harm or Death;

Manufacturer Updates Software [FDA Class []

Medical Device Ongoing Action
Published: Wednesday, August 14, 2019

UMDNS Terms:
® |nfusion Pumps, Multitherapy [13215]

® Software, Information System, Data Management, Clinical [26860]
Product Identifier:
[Capital Equipment]

Fresenius Kabi USA

Product Model Reference No. Software Version
Infusion Pumps Volumat MC Agila 7021135 17,19

Infusion Pump Drug Library Vigilant Drug'Lib Agilia 2073476 10,11

Software

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Fresenius Kabi USAThree Corporate Dr, Lake Zurich, IL 60047, United States

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery,
Pediatrics, Information Technology, NICU, EMS/Transport, IV Therapy

Problem:

FDA states that Fresenius Kabi is updating the above software to change the "Keep Vein Open (KVVO), End of Infusion" alarm from alow-priority alarm
to ahigh-priority alarm. When enabled, the "KV O, End of Infusion” alarm triggers when the infusion is complete, which results in the therapeutic rate of
amedication changing to a non-therapeutic rate, as defined by the KV O rate. KVO alarms should be high priority. If ahealth care provider failsto
respond to a"KVO, End of Infusion" alarm for a critical medication, adelay in care and/or under-infusion of medication can take place, which may lead
to death or seriousinjury because the patient will be receiving a non-therapeutic rate of medication. FDA also states that one death has been reported
outside the U.S. related to a situation in which a healthcare provider did not adjust the "V olume to be Infused” of a norepinephrine infusion after
changing the drug bag, and then did not notice the pump's low-priority "KVO, End of Infusion” alarm. FDA states that no other injuries have been
reported. FDA & so states that the above pumps and software may exhibit the following problems:

e Error 18 may occur when variations in the main external AC power are detected. When this happens, a high-priority alarm occurs, which
stops the infusion.

e For aprogrammed bolus, if the "V olume Upper Hard Limit" was left blank in the drug library and the clinician attempts to change the
default "Volume to Be Infused” (VTBI) on the pump, the software will unexpectedly impose a volume hard limit, which may lead to over- or
underinfusion of fluids/medications.

e Under specific circumstances, the "Waiting Start" alarm will not function. If the alarm does not function, the health care provider may not
realize that infusion has not started.

e Under specific circumstances, the VTBI may be calculated incorrectly, leading to over- or underinfusion of fluids/medications. This occurs
when the flow rateis less than or equal to 9.9 mL per hour and the ratio between the numbers of the bolus dose and the bolus flow rate is
exactly 1,000.

FDA states that no injuries related to the above errors have been reported; however, 14 complaints related to these software errors have been reported.
FDA further states that Fresenius Kabi initiated a correction by Urgent Device Recall letter on June 21, 2019, and sent an updated letter on July 26,
2019. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the Urgent Device Recall letter(s) from
Fresenius Kabi. Until the new softwareisinstalled, follow the supplemental instructions included with the letter.

For Further Information:

Fresenius Kabi

Tel.: (800) 333-6925 (select option 3)

Website: Click here

OReferences:
United States:

e Food and Drug Administration. Medical device recalls. Fresenius Kabi recalls Volumat MC Agiliainfusion pump and Vigilant Agilia Drug
Library dueto a"low priority" "Keep Vein Open (KVO), End of Infusion" alarm and multiple software errors [online]. 2019 Aug 12 [cited
2019 Aug 13]. Available from Internet: Click here.

e Food and Drug Administration. Center for Devices and Radiological Health. Medical device recalls. Event ID: 83138. Fenwal, Inc [onlin€].
2019 Aug 12 [cited 2019 Aug 13]. Available from Internet: Click here.

Comments:

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



http://www.fenwalinc.com/Pages/ContactUs.aspx

https://www.fda.gov/medical-devices/medical-device-recalls/fresenius-kabi-recalls-volumat-mc-agilia-infusion-pump-and-vigilant-agilia-drug-library-due-low

https://www.fda.gov/medical-devices/medical-device-recalls/fresenius-kabi-recalls-volumat-mc-agilia-infusion-pump-and-vigilant-agilia-drug-library-due-low

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=1&amp;event_id=83138

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=1&amp;event_id=83138
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e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Aug 13. FDA CDRH Database. Class |. Z-2064-2019; Z-2065-2019 Download
e 2019 Aug 12. FDA. Class |. Medical Device Safety Notice 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/197333/20190624FenwalSoftwareCDRH.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/197334/20190621FreseniusKabiVolumatandVigilantFDA.pdf
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PTS Panels Lipid
Panel test strip.
Ref Number:
1710. Henry
Schein Panels
Lipid Panel test
strip. Ref Number:

Systems, Inc...

570-0414
VITROS Chemistry Ortho-Clinical
Products GLU Diagnostics
Slides

Laboratory equipment

VITROS 250,
250AT, 350, 4600,
5600 and 5,1 FS
chemistry
systems. clinical
chemistry analyzer

Ortho-Clinical
Diagnostics

Non-active implantable devices

Serrato 9.5mm X Howmedica Osteonics

90mm Polyaxial
Screw
Catalog Number
482619590
Serrato 9.5mm X
100mm Polyaxial
Screw
Catalog Number
4826195100

Corp.

Reusable devices
Membrane SenTec AG.
Changers and

their Inserts

Single-use devices

LSB Style Anchor Ad-Tech Medical
Bolt Instrument Corp

# Primary Warmer
Packs Containing Inc.
Vyaire enFlow
Disposable
Cartridges

Polymer Technology

Medline Industries,

Abdulrauf Ibrahim Batterjee &
Bros. Company

Samir Photographic Supplies Co.

Ltd.

Samir Photographic Supplies Co.

Ltd.

Zimmo Trading Establishment.

Medical regulations gate

Al-Nozha Medical Est

Cure Development International
Ltd
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https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14
660

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

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

all.aspx?caid=2&rid=14
666

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

all.aspx?caid=2&rid=14
658

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

https://ncmdr.sfda.gov.s

]

]

]


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14660
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14665
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14666
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14658
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14662
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14664
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[Critical Priority ] - A33235 : Medline—Primary Warmer Packs Containing Vyaire enFlow Disposable

Cartridges: May Contain Unsafe Aluminum Levels [FDA Class 1]
Medical Device Ongoing Action

Published: Wednesday, August 14, 2019

UMDNS Terms:
® Procedure Kit/Trays [28961]

® Warming Units, Blood/Intravenous Solution [10447]
Product Identifier:

[Consumable]
Medline Industries Inc
Product Item No. Lot No.
Primary Warmer Packs containing Vyaire DY NJ52510A 2018090690, 2018101190, 2018101590, 2018121190,
enFlow Disposable Cartridges 2019013190, 2019030490, 2019040190

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 IncThree Lakes Dr, Northfield, IL 60093, United States (kit manufacturer)
Vyaire Medical Inc26125 N Riverwoods Blvd, Mettawa, 1L 60045, United States (cartridge manufacturer)

Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Clinical
Laboratory/Pathology, Critical Care, Dialysis’'Nephrology, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecology/Labor and Delivery,
Oncology, OR/Surgery, Pediatrics, Home Care, Neurology, Immunohematology/Blood Bank, NICU, EMS/Transport, Perfusion, IV Therapy, Materials
Management

Problem:

FDA's Center for Devices and Radiological Health (CDRH) states that the above kits contain Vyaire enFlow disposable cartridges, which were recalled
because of the potential for unsafe aluminum levelsto elute into the infusate. FDA's CDRH a so states that Medlineinitiated arecall by Vyaire

Medica Subrecall Immediate Action Required letter dated March 20, 2019. 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 March 20, 2019, Vyaire
Medical Subrecall Immediate Action Required letter, Verification Form, and stickers from Medline. Affix the stickers to the affected kits, and return
them to your inventory. Do request additional stickers, contact Medline by telephone using the information below. Do not used the affected Vyaire
component; pull an alternative product from sterile supply. Complete the Verification Form, and return it to Medline.

For Further Information:

Medline

Tel.: (866) 359-1704

Website: Click here

[OReferences:

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 1 device recall Medline Primary warmer
pack [online]. 2019 Aug 12 [cited 2019 Aug 13]. Available from Internet: Click here .

Comments:
e For arelated action initiated by Medline, see Alert A32425 01.
e For the Vyaire Medical action, see Alert A32425 04 .
e For the ECRI Institute-researched report on this problem, see Hazard HO502 .
e [IThisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Aug 14. FDA CDRH Database. Class |. Z-2066-2019 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://ecriwebteam.ecri.org/sites/hdweb/HDA/Lists/2011%20Tracking%20List/Attachments/36642/20190320MedlinePrimaryWarmerPacksCDRh.pdf

https://ecriwebteam.ecri.org/sites/hdweb/HDA/Lists/2011%20Tracking%20List/Attachments/36642/20190320MedlinePrimaryWarmerPacksCDRh.pdf

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638349

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638349

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638775

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638775

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/197396/20190320MedlinePrimaryWarmerPacksCDRh.pdf



(A33235) Medline-Primary Warmer Packs Containing Vyaire enFlow Disposable.pdf


Various: Centurion Medical Bio Standards https://ncmdr.sfda.gov.s

Speculum, Products a/Secure/CA/CaViewRec

vaginal, metal, all.aspx?caid=28&rid=14
Dressing tray, 667

Circumcision tray
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14667
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