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Dear,
SBED team is pleased to inform you that 44 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 4/10/2017 to 4/16/2017

In order to view more details, click the links and for ECRI alerts see the attachments

NOTE:

FSCA / Recalls are classified into three categories, representing the potential risk to
public health: Class | : High Risk, Class Il : Medium Risk and Class IlI: Low Risk.

FSN ( Field Safety Notice) : A communication to customers and/or users sent out by a
manufacturer or its representative in relation to a Field Safety Corrective Action

Active Implantable Devices

Update Drug Infusion Pumps, 4/12/2017 Medtronic SA Medtronic Saudi Arabia 2
SynchroMed® 1I
Implantable

Anaesthetic and respiratory devices

New Frazier Sauger 3 mm, 4/13/2017 Yellow's Medical N/A FSN
Lange 200 mm- Instruments GmbH
SUGGF3533
New Newport™ HT70 and 4/12/2017 Medtronic SA Medtronic Saudi Arabia ~ FSN

Newport™HT70 Plus
Ventilators

Diagnostic and therapeutic radiation devices

>

=
E F
(@I V)

>
=
E)D
[ 7}

=
=
E#
[T VY


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=10895
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10906
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10896
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New

New

18L6 HD transducer on
the ACUSON S Family
ultrasound systems

Accu-Chek Connect
diabetes management

app.

CSM1901

Eye Station and Eye Care
PACS

GE Centricity Web
Diagnostic (WebDx)

Kappa, Delta, Delta XL

4/13/2017

4/13/2017

4/13/2017

4/13/2017

4/13/2017

4/13/2017

Electro mechanical medical devices

New

New

New

New

# New

# New

eCare Coordinator

AESCULAP (FH620R)
MINOP InVent 30 Trocar
System

ARROW
Antimicrobial/Antithromb
ogenic PICC Kits

ARTIS 230V and ARTIS
230V Physio

Batteries Used with Accu-
Chek Insight Insulin
Pumps

CORFLO PEG Y Adapters
with ENFit Connectors

4/10/2017

4/13/2017

4/10/2017

4/16/2017

4/11/2017

4/13/2017

SIEMENS

Roche Diagnostics Corp

Siemens Medical
Solutions

FAROUK, MAAMOUN
TAMER & COMPANY

ihon Kohden Corporatior 1 Medical Marketing Co. (

Merge Healthcare Corp.

GE Medical Systems

N/A

GE Healthcare

raeger Medical Systems Ir  Draeger Arabia Co. Ltd.

Philips Burton

Aesculap

Arrow International Inc

Baxter Corp Canada

Roche Diagnostics Corp

CORPAK MedSystems .

1s Healthcare Saudi Arabi.

Gulf Medical Co.

Gulf Medical Co.

Baxter AG

FAROUK, MAAMOUN
TAMER & COMPANY
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10905
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10904
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10911
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10916
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10915
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10891
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10920
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10889
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10923
http://Attached
http://Attached
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[High Priority ] - A26801 01 : Merge— Eye Care Picture Archiving and Communication Systems and

Eye Station Software: Problem May Prevent Image Acquisition and Image Import
Medical Device Ongoing Action

Published: Wednesday, March 29, 2017
Last Updated: Thursday, March 30, 2017

UMDNS Terms:
® Software, Workstation Management, Ophthal mology [28390]
® Software, Picture Archiving and Communication System [26869]

Product Identifier: (1) Eye Care Picture Archiving and Communication Systems (PACS), (2) Eye Station Import Utility (ESIU), (3) Eye Station
Software [Capital Equipment]
All versions

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, Europe, U.K., U.S.
Manufacturer(s): Merge Healthcare Corp71 S Wacker Dr 20th Floor, Chicago, IL 60606, United States
Suggested Distribution: Clinical/Biomedical Engineering, Information Technology, Ophthalmology

Summary:

OThis Alert provides additional information based on FDA's Center for Devices and Radiological Health (CDRH) source material regarding Alert
Accession No. A26801 . FDA's CDRH states that Merge initiated a correction by letter dated March 28, 2016. New information is bolded in the Product
Identifier and Geographic Regionsfields.

Problem:

O[August 3, 2016]

Inaduly 13, 2016, Urgent Field Safety Notice |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) and the German
Federal Institute for Drugs and Medica Devices (BfArM), Merge states that image acquisition and image import may be prevented in the above systems,
potentially delaying treatment and/or diagnosis. Merge also states that this problem may be caused by sharing a database between an outdated version and
anew version of WinStation Manager (WSM). Merge further states that Merge capture sessions may fail to open. The manufacturer has not confirmed
the information provided in the source material.

Action Needed:

OThe following actions are those listed in Alert Accession No. A26801 . Identify any affected product in your inventory. If you have affected product,
verify that you have received the July 13, 2016, Urgent Field Safety Notice letter and Urgent Medical Device Recall response form. Complete the Urgent
Medical Device Recall response form, and return it to Merge using the instructions on the form. Notify all relevant personnel at your facility of the
information in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:

Merge service and support department

Tel.: (877) 741-5369

Email: recall@merge.com
Website: Click here

OReferences:

e Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Eye Station and Eye Care PACS, Merge
Healthcare [online]. 2016 Jul 6 [cited 2016 Aug 2]. Available from Internet: Click here.

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Merge: Eye Station [online]. London: Department of Health;
2016 Aug 1 [cited 2016 Aug 2]. (Field safety notice; reference no. 2016/006/029/601/010). Available from Internet: Click here.

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Merge Eye Care systems
[onling]. 2017 Mar 13 [cited 2017 Mar 27]. Available from Internet: Click here.
Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Mar 27. FDA CDRH Database. Class 1. Z-1681-2017 Download

e 2016 Aug 2. MHRA FSN. Merge Reference No. 2016-044 (includes reply form) Download

e 2016 Aug 2. MHRA FSN. 2016/006/029/601/010 Download

e 2016 Aug 2. BfArM (Germany). 5485/16 Download

e 2016 Aug 2. BfArM (Germany). Merge Reference No. 2016-044 (includes reply form) Download

©2017 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=1627504

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1627504

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1627504

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1627504

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1627504

mailto:recall@merge.com

http://www.merge.com/contact.aspx

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2016/05485_16_Kundeninfo_en.html?submit=filter&amp;oneOfTheseWords=Eye+Station+and+Eye+Care+PACS

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2016/05485_16_Kundeninfo_en.html?submit=filter&amp;oneOfTheseWords=Eye+Station+and+Eye+Care+PACS

https://www.gov.uk/drug-device-alerts/field-safety-notices-25-july-29-july-2016

https://www.gov.uk/drug-device-alerts/field-safety-notices-25-july-29-july-2016

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=152742

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=152742

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150915/20170313MergeEyeCareSystemsFDA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150916/20160713MergeEyeCarePACSMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150917/20160801MHRAFSNCover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150918/20160706MergeEyeCareBfArMCover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150919/MergeEyeCareBfArM.pdf
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[High Priority ] - A28206 : Roche—Batteries Used with Accu-Chek Insight Insulin Pumps: Incorrect or

Low Quality Types May Cause Rapid Power Drop or System Shut Off
Medical Device Ongoing Action

Published: Tuesday, March 14, 2017
Last Updated: Thursday, March 16, 2017

UMDNS Terms:
® |nfusion Pumps, Insulin, Ambulatory [17159]
® Batteries[16640]

Product Identifier:
Batteries used with Accu-Chek Insight Insulin Pumps [Capital Equipment]

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.K.
Manufacturer(s): Roche Diabetes Care GmbHSandhoferstrasse 116, D-68305 Mannheim, Germany

Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Pediatrics, Diabetes Education/Coordination, Home Care, Endocrinology,
Materials Management

Problem: In an Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) and the German
Federal Institute for Drugs and Medica Devices (BfArM), Roche states that choosing the wrong battery type during a battery change or using low-quality
batteries with the above pumps may cause arapid power drop or a system shut off. A very rapid voltage drop may prevent the pump from giving an
aarm, which would enable the clear and early detection of the low battery status and remind the user to change the battery. An undetected sudden shutoff
of theinsulin pump may be followed by an equally undetected insulin underdelivery, particularly during nighttime. Selecting the incorrect battery type
(choose between lithium or alkaline) on the insulin pump may affect the detection of the remaining voltage, which may also lead to the above problems,
since lithium and akaline batteries have different type-specific characteristics. Roche is enhancing the instructions for the Accu-Chek Insight system. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:
Oldentify any affected product in your inventory. If you have affected product, verify that you have received the Urgent Field Safety Notice letter and
Acknowledgment Form from Roche. The manufacturer recommends the following actions in choosing a battery:

e Use Energizer Ultimate lithium (FRO3) batteries for optimum performance. These batteries were successfully tested with the Accu-Chek
Insight insulin pump.

o Alkaline batteries have a significantly shorter lifetime than do lithium batteries. Use alkaline batteries only if you have no lithium batteries
at hand.

e Do not use any other batteries (e.g., carbon zinc batteries, rechargeable batteries, used or expired batteries). These batteries have a
significantly reduced battery lifetime and may cause your insulin pump to shut down without warning.

The manufacturer recommends the following actions in changing a battery:

e Ensurethat you aways have anew battery with you. It isvital to change the lithium battery every 2 weeks, regardless of the battery
indicator.

e Beforeinserting a battery, ensure that it is not damaged (e.g., damaged plastic isolation coating) or leaking; a damaged or leaking battery
could damage your pump. If you dropped the battery, use a new one.

e Ensure that you specify the correct battery type as shown in theillustration in the etter .

e Check the status screen of your insulin pump and ensure that time, date and basal rate are set properly. If thisis not the case, put your insulin
pump in STOP mode, then back in RUN mode or contact your local pump support.

The manufacturer recommends the following actions for improving the lifetime of the battery:
e |f no diabetes manager is paired with your insulin pump, switch off Bluetooth communication to reduce energy consumption.
e |f adiabetes manager is paired with your insulin pump, control the insulin pump using the diabetes manager to reduce frequent usage of the
pump display.
e Lower thedisplay brightness.
e Protect your insulin pump from direct exposure to cold wind and temperatures over 40°C (104°F) and below 5°C (41°F).
e Change your battery cover if it looks used or dirty and at least every 6 months.

Complete the Acknowledgment Form, and return it to Roche using the instructions on the form. Contact Accu-Chek's customer service center if you
experience additional problems.

For Further Information:

Accu-Chek customer service center or Accu-Chek sales representative

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Product Regulatory Agency. Roche: Accu-Chek Insight [online]. London: Department of Health;
2017 Mar 6 [2017 Mar 10]. (Field safety notice; reference no. 2017/003/001/291/005). Available from Internet: Click here .

e Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Accu-Chek Insight insulin pump, Roche Diabetes
Care[online]. 2017 Mar 9 [cited 2017 Mar 10]. Available from Internet: Click here .

Comments:

©2017 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/150055/RocheAccuChekInsightBatteriesMHRA.pdf?option=80F0607

https://www.accu-chek.com/support?category=746

https://www.gov.uk/drug-device-alerts/field-safety-notices-27-february-3-march-2017

https://www.gov.uk/drug-device-alerts/field-safety-notices-27-february-3-march-2017

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/07/2017/03704_15_Kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/07/2017/03704_15_Kundeninfo_en.html
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e [Thisdertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Mar 10. MHRA FSN. 2017/003/001/291/005 Download

e 2017 Mar 10. MHRA FSN. (includes reply form) Download

e 2017 Mar 10. BfArM (Germany). 03704/15 Download

e 2017 Mar 10. BfArM (Germany). Download

©2017 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/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150318/20170306MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150319/RocheAccuChekInsightBatteriesMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150320/20170309RocheAccuChekInsightPumpsBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150321/RocheAccuChekInsightBatteriesBfArM.pdf
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[High Priority ] - A27996 : CORPAK— CORFLO PEG Y Adapters with ENFit Connectors: Barb

Connector May Break
Medical Device Ongoing Action

Published: Thursday, March 30, 2017

UMDNS Terms:
® Tracheal Tube Adapters [14080]

Product Identifier:

CORFLO PEG Y Adapters with Catalog
ENFit Connectors contained Nos.:

in the following Kits:

T2 Fr CORLOCK CORPORT Y 50-6112
Adapter Repair

12 Fr Pull CORFLO PEG 50-6012ET
12 Fr PulfCORFLO PEG 50-6012E2
12 Fr PulTCORFLO PEG 50-6512
16 Fr CORLOCK CORPORT Y 50-6116
Adapter Repair

16 Fr Pull CORFLO PEG 50-6016ET
16 Fr PullCORFLO PEG 50-6016E2
16 Fr PulfCORFLO PEG 50-6516
16 Fr Push CORFLO PEG 50-4016ET
20 Fr CORLOCK CORPORT Y 50-6120
Adapter Repair

20 Fr PulT CORFLO PEG 50-5020E2
20 Fr PulTCORFLO PEG 50-6020ET
20 Fr PulfCORFLO PEG 50-6020E2
20 Fr PulT CORFLO PEG 50-6520
20 Fr Push CORFLO PEG 50-4020ET

[Consumable]

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): CORPAK MedSystems1001 Asbury Dr, Buffalo Grove, IL 60089, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Home Care, Gastroenterology, Materials Management

Problem: Oln aJanuary 16, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), CORPAK statesthat it has received reports of the barb connectors (stems) of the above adapters breaking unexpectedly when exposed to stress.
The polymer of affected product was changed to amore rigid material to comply with the 1S080369-3 standard. This rigid material does not alow the
connector to bend as much as the prior version, which users may not anticipate. If the connector breaks, it is unusable and the PEG Y -Adapter will need
to be replaced. The firm states that, to date, it has received no reports of injury associated with a broken ENFit Y -adapter. The manufacturer has not
confirmed the information provided in the source material.

Action Needed: Oldentify any affected product in your inventory. If you have affected product, verify that you have received the January 16, 2017,
Urgent Field Safety Notice letter and FSN Acknowledgment Form from CORPAK. 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. CORPAK statesthat it isimportant not to
flex, twist, or add extra stress to the adapter and recommends the following actions:

e Hold the adapter near the feed/medication ports.
e Ensurethat you do not flex or twist the PEG Y adapter.
e Ensure that you do not overtighten the syringe or enteral pump set to the ports.

Complete the FSN Acknowledgment Form and return it to the manufacturer using the instructions on the form.
For Further Information:

CORPAK

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Corpak MedSystems: CORFLO* PEG adapter with ENFit
connectors [online]. London: Department of Health; 2017 Jan 30 [cited 2017 Mar 29]. (Field safety notice; reference no.
2017/001/020/291/014). Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.corpakmedsystems.com/contact-us-usa/

https://www.gov.uk/drug-device-alerts/field-safety-notices-23-january-27-january-2017#corpak-medsystems-corflo-peg-adapter-with-enfit-connectors

https://www.gov.uk/drug-device-alerts/field-safety-notices-23-january-27-january-2017#corpak-medsystems-corflo-peg-adapter-with-enfit-connectors
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we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):
e 2017 Mar 29. MHRA FSN. 2017/001/020/291/014 Download
e 2017 Mar 29. MHRA FSN. (includes reply form) Download

©2017 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/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150861/20170130MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150862/20170116CORPAKCORFLOPEGYAdaptersMHRA.pdf
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# New
New
# New
# New
# New
Update
# Update
New
New
New
New

Da Vinci Xi EndoWrist
Suction Irrigators,

FibriJet Endoscopic
Catheter Introducer

Gaymar Medi-Therm
Hypothermia Systems

K9 Orthopedic Scooters

Microlife ProBP 2400
Digital Blood Pressure
Devices

Model 105109 HeartMate
I LVAS System Pocket
Controllers,

PureWick External
Catheter

REFINITY

ViperWire Advance
Peripheral Guide Wire
with Flex Tip

washer-disinfectors PG
8527 / 8528 / 8535 / 8536

Wilson Frame Pads

In vitro diagnostic devices

New

# New

NucliSENS Lysis Buffer

Premier Buffer Reagents

4/16/2017

4/13/2017

4/16/2017

4/13/2017

4/10/2017

4/12/2017

4/10/2017

4/13/2017

4/13/2017

4/13/2017

4/13/2017

4/10/2017

4/10/2017

Intuitive Surgical Inc

Micromedics Inc

Stryker Communications

REIDsteel

Welch Allyn Protocol Inc

Thoratec Corp

Purewick Corporation

/OLCANO CORPORATION

Cardiovascular Systems,

Inc

Miele

Mizuho OSI

bioMerieux Inc

Trinity Biotech plc.

Gulf Medical Co.

N/A

Al-Faisaliah Medical
System

N/A

ABDULREHMAN AL
GOSAIBI GTB

Arabian Trade House
Est.

N/A

Ikar Establishment

N/A

Scientific & Medical
Equipment House

Viedical Express Services |

lel Medical & Trading Co.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10926
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10922
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10917
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10897
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10913
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10914
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10902
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10903
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10890
http://Attached
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[High Priority ] - A28382 : Intuitive—da Vinci Xi EndoWrist Suction Irrigators: Unexpected Motion of

da Vinci Xi Surgical System Patient Cart Arms or Recoverable System Error May Occur during Use
Medical Device Ongoing Action

Published: Thursday, April 6, 2017

UMDNS Terms:
® Telemanipulation Systems, Surgical, Minimally Invasive [18600]
® Suction Tips [13848]

Product Identifier:
8 mm daVinci Xi EndoWrist Suction Irrigators used with da Vinci Xi Surgical Systems [Consumable, Capital Equipment]
Suction Irrigator Part No. 480299-03

Geographic Regions: U.S.
Manufacturer(s): Intuitive Surgical Inc1266 Kifer Rd Bldg 101, Sunnyvale, CA 94086-5304, United States

Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Risk Management/Continuous Quality Improvement, Information
Technology, Materials Management

Problem:

InaMarch 31, 2017, Field Safety Notice Urgent Medical Device Recall |etter, Intuitive states that unexpected motion of the da Vinci Xi surgical system
patient cart arms or a recoverable system error may occur during use of the above suction irrigators in certain arm positions. Intuitive also states that this
behavior is related to a software anomaly specific to the control of the above suction irrigators with the above systems and that no other da Vinci Xi
instruments or accessories are affected by this problem. Intuitive further states that this problem could result in damage to critical vascular structures
and/or organs if the instrument isin close proximity to them at the time of unexpected motion. In addition, unexpected movement of the arms could result
in contact with a bedside assistant; however, the impact would likely be limited to minor bruising or pinching by the arm. Intuitive states that it has
received no reports of instances of unexpected motion associated with this problem.

Action Needed:

Oldentify, isolate, and discontinue use of any affected suction irrigatorsin your inventory. If you have affected suction irrigators, verify that you have
received the March 31, 2017, Field Safety Notice Urgent Medical Device Recall letter and Acknowledgment Form from Intuitive. Notify al relevant
personnel at your facility of the information in the letter. Return affected suction irrigators to Intuitive using the standard return materials authorization
(RMA) process. Upon receipt of affected suction irrigators, Intuitive will provide your facility with credit. Intuitive will provide additional information on
when daVinci Xi EndoWrist suction irrigators will be available for use when it becomes avallable. Inform affected personnel when the correction has
been completed. Log into the daVinci Online Community Field Action resource to read or complete any requested actions related to this problem.
Customers unable to use the da Vinci online resource should complete the Acknowledgment Form, and return it to Intuitive using the instructions on the
form. Retain a copy of the letter and Acknowledgment Form with your records.

For Further Information:
Intuitive Surgical customer service department
Tel.: (800) 876-1310 (select option 3), 4 am. to 5 p.m. Pacific timeWebsite: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Apr 6. Manufacturer Letter. Intuitive letter submitted by the manufacturer: 1SIFA2017-04-R (includes reply form) Download
e 2017 Apr 6. Manufacturer. Intuitive confirmed the information provided in the source material.

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28373 : Stryker—Gaymar Medi-Therm Hypothermia Systems: Water Temperature
Display May Be Blank While the Unit Is in Auto Mode
Medical Device Ongoing Action

Published: Thursday, April 6, 2017
Last Updated: Friday, April 7, 2017

UMDNS Terms:
® Warming/Cooling Units, Patient, Circulating-Liquid [12074]

Product Identifier:

Gaymar Medi-Therm Hypothermia Systems [Capital Equipment]
Model No. MTA7900

For alist of affected serial numbers, see the letter sent to your facility.
Units manufactured between October 5, 2007, and July 28, 2010

Geographic Regions: Colombia, U.S.
Manufacturer(s): Gaymar Industries Inc Div Stryker Corp10 Centre Dr, Orchard Park, NY 14127-2280, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, OR/Surgery

Problem: InaMarch 29, 2017, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Stryker states that the water
temperature display may be blank while the above system isin auto mode; only the patient temperature and set point may be displayed. If the user
switches out of auto mode to manual mode to see the water temperature displayed, then switches back to auto mode, therapy may be reset, potentially
causing the patient to reach the set point earlier than intended. Stryker also states that the rate of controlled rewarming is a set slope controlled by the
above systems. The patient's passive rate of rewarming may be greater than the rate-controlled rewarming. If the system is switched out of auto mode, the
patient's passive rewarming is no longer controlled by the system, which allows the patient to rewarm at a passive rate. Once switched back into auto
mode, the system will use the patient's current temperature as the new starting and resume control of the rate of warming; however, it is possible that the
patient's temperature may have been raised to a higher point while outside of auto mode because of the patient's passive rewarming ability. Consequently,
this may result in the patient reaching the target temperature earlier than if modes had not been switched. Stryker also states that the probability of harm
requiring intervention as aresult of this problem is high; Stryker has received no reports of injury related to this problem.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the March 29, 2017, Urgent Medical Device
Correction letter, business reply form, and warning tags from Stryker. Attach the warning tags to affected systems, and advise staff not to switch to
manual mode to display the water temperature. Complete the business reply form, and return it to Stryker by fax at (269) 488-8691 or by e-mail at
productfieldaction@stryker.com ; keep a copy for your records. Forward a copy of the letter to any facility to which you have further distributed affected
product, and notify Stryker of the transfer. U.S. customers should report serious adverse events or product quality problems relating to the use of affected
product to FDA's MedWatch Adverse Event Reporting program 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 . Forward a copy of the
letter to any facility to which you have further distributed affected product.

For Further Information:

Stryker customer service department

Tel.: (800) 327-0770, 8 am. to 6 p.m. Eastern time, Monday through Friday
Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):
e 2017 Apr 6. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital (includes reply form). Download
e 2017 Apr 6. Manufacturer. Stryker confirmed the information in the source material.

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28082 : REIDsteel—K9 Orthopedic Scooters: Knee Support Seat May Collapse
Medical Device Ongoing Action

Published: Thursday, March 30, 2017

UMDNS Terms:
® Scooters, Powered [17733]

Product Identifier:
K9 Orthopedic Scooters [Capital Equipment]
Units manufactured after April 1, 2015

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): JOHN REID & SONS (STRUCSTEEL) LTDStrucsteel House, Reid Street, Christchurch, Dorset BH232BT, England
Suggested Distribution: Clinical/Biomedical Engineering, Facilities/Building Management, Home Care, Physical Therapy/Rehabilitation

Problem: In aNovember 29, 2016, General Recall of Orthopaedic Scooter (K9) letter posted by the U.K. Medicines and Healthcare Products
Regulatory Agency (MHRA), REIDsteel statesthat it received 2 reports of the collapse of the knee support seat of the above scooters, because of afailure
of the weld on the main supporting column. 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 November 29, 2016, General Recall of Orthopaedic Scooter (K9) letter from REIDsteel. Contact Peter Reid or Gail Stevens by telephone at
the number below to arrange for the return of affected product to the manufacturer for examination. The manufacturer will be responsible for repairs,
modifications, collection, and/or redelivery costs.

For Further Information:

Peter Reid, Gail Stevens, or Simon Boyd

Tel.: (01202) 483333

E-mail: simonboyd@reidsteel.co.uk

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. John Reid & Sons (Structsteel): Orthopaedic leg trolley [onling].
London: Department of Health; 2017 Feb 13 [cited 2017 Mar 29]. (Field safety notice; reference no. 2016/011/010/291/010). Available
from Internet: Click here.

Comments:

e [00OThisdert isaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which
we determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been
identified), we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations,
and/or source documents, to the original aert. For additional information regarding the format of this alert, refer to our HDA Format Guide

Source(s):
e 2017 Mar 29. MHRA FSN. 2016/011/010/291/010 Download
e 2017 Mar 29. MHRA FSN. Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28259 : PureWick—Wick External Catheters for Women: Packaging May Be
Mislabeled As Latex-Free
Medical Device Ongoing Action

Published: Thursday, March 16, 2017
Last Updated: Thursday, March 23, 2017

UMDNS Terms:
® Urinary Drainage Units [14297]

Product Identifier:

Wick Externa Catheters for Women [Consumable]

Item No. 625

Units manufactured between January 2016 and February 16, 2017

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): PureWick2030 Gillespie Way Suite 109, El Cajon, CA 92020, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Home Care,
Urology, Materials Management

Problem: OlnaMarch 2, 2017, letter submitted by an ECRI Institute member hospital, PureWick states that the packaging for the above products may
be missing the phrase "This product contains dry natural rubber" and/or the packaging may erroneously state "Latex-free." PureWick also statesthat it
has received no reports of adverse events related to this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the March 2, 2017, letter, response form, and
adhesive labels stating "This product contains dry natural rubber" from PureéWick. To minimize the risk of alergic reaction in users or patients, place one
adhesive label on each product to cover the "latex-free" statement or, if there is no such statement, place the label on alocation visible to the end user.
Complete the response form, and return it to PureWick using the information on the form.

For Further Information:

PureWick

Tel.: (844) 584-0734, 8 am. to 4:30 p.m. Pacific time, Monday through Friday

Website: Click here

Comments:

e OOThisalert isaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional mformatlon regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Mar 15. Member Hospital. PureWick letter submitted by ECRI Institute member hospital Download
e 2017 Mar 23. FDA CDRH Database. Z-1485-2017 Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28252 : Trinity Biotech—Premier Buffer Reagents: First 2 Test Results following

System Activation or Standby Mode May Yield Low Bias Results
Medical Device Ongoing Action

Published: Thursday, March 16, 2017

UMDNS Terms:
® |VD Test Reagent/Kits, Clinical Chemistry, Buffer [18985]

Product Identifier:

Premier Buffer . .
Reagents: Product Nos.: Lot Nos.:
6669 EXP SEP 30 2018,
A 01-03-0080 5873 EXP NOV 30 2018
B 01-03-0081 6374 MAY 31 2018
6506 JUL 31 2018, 6639
B 01-03-0096 AUG 31 2018, 6859 OCT
312018
6526 JUL 31 2018, 6528
B 42664 OCT 31 2018, 6633 AUG
312018

[Consumable]
Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Trinity Biotech plcSouthern Cross Road, IDA Business Park, Bray, Ireland
Suggested Distribution: Clinica Laboratory/Pathology, Materials Management

Problem:

OInaFebruary 23, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Trinity
Biotech states the first 2 test results following system activation or standby mode that use the above reagents may yield alow bias for control and/or
patient samples, potentially leading to difficulty recovering quality control (QC) verification. The manufacturer has not confirmed the information
provided in the source material .

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the February
23,2017, Urgent Field Safety Notice letter and Faxback Form from Trinity Biotech. Complete the Faxback Form, and return it to Trinity Biotech using
the instructions on the form. Upon receipt of the form, Trinity Biotech will provide your facility with replacement product. Destroy affected product in
your inventory. If 2 controls were run directly after activation or standby and met acceptable criteria, no further action isrequired. If initial controls failed
but were rerun and met acceptable criteria, no further action is required. If only patient samples were run directly after activation or standby, areview of
thefirst 2 patient sample results is required. Notify all relevant personnel at your facility of the information in the Urgent Field Safety Notice letter.

For Further Information:

Trinity Biotech

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Trinity Biotech: Premier buffer A reagent, Premier buffer B reagent
[online]. London: Department of Health; 2017 Mar 13 [cited 2017 Mar 14]. (Field safety notice; reference no. 2017/003/009/291/018).
Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Mar 14. MHRA FSN. 2017/003/009/291/018 Download
e 2017 Mar 14. MHRA FSN. (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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www.ecri.org . Printed from Health Devices Alerts on Tuesday, April 11, 2017 Page 1

[High Priority ] - A28211 : Thermo Fisher—TCAutomation and enGen Laboratory Automation
Systems: May Yield Erroneous Results

Medical Device Ongoing Action
Published: Thursday, March 16, 2017

UMDNS Terms:

® Automation Systems, Laboratory [18573]

Product Identifier:
Laboratory Automation Systems configured with Parallel Bypass TCA VITROS 5.1 FS AT or Perpendicular Bypass TCA VITROS5.1 FSAT: (1)

enGen, (2) TCAutomation

Bypasses: Product Serial Nos.: Systems that can
Nos.: be connected to
bypasses:
Parallel Bypass, 952131, Al numbers VITROS 3600
TCAVITROS5.1FS  952131- configured with Immunodiagnostic,
AT EG InOut3 VITROS 5600
communication Integrated, VITROS
(see Figure Linthe 5,1 FS Chemistry,
letter ). VITROS 4600
Chemistry
Perpendicular 952043, \
Bypass, TCA 952043- Chemistry; VITROS
Perpendicular EG 4600 Chemistry
Bypass VITROS
5.1 FS AT

[Capital Equipment]

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Fisher Scientific OyRatastie 2, FIN-01620 Vantaa, Finland

Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem: Oln aFebruary 28, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Thermo Fisher states that misassociated assay results on the above systems may be reported to the physician and/or patient. Sample C's assay
results may be reported in sample B's report; sample B may have 2 different sets of assay results. The firm identifies the likelihood of misassociated assay
results as very low (up to once in 1,000,000 opportunities). Thermo Fisher is aware of one confirmed instance of misassociated assay results that were
reported but has received no reports of patient injury caused by the problem. Misassociated assay results may be released during use of the above bypass
modules configured with InOut3 communication (InOut 3 isadirect serial communication between the analyzer and the bypass module). An unexpected
communication sequence between the Iaboratory automation system (LAS) and the VITROS analyzer, which may lead to misassociated assay results,
may occur if thereisa"RFID tag read error” at the sample aspiration position of the bypass module when the VITROS analyzer is not available to
aspirate from external samples. The unexpected communication sequence above originates from the LAS. Sample A in aspirating position with "tag read
error” is handled correctly. The following sample B is handled correctly, but sample C is associated with sample B's identity. For the misassociation of
assay results to occur, more than two samples must be in the bypass sample queue. The LAS does not flag the misassociated assay result itself as an error;
however, 2 sets of assay results would be generated for those sample | Ds that are associated with the error. The error above may occur in bypasses based
on communication configured with an InOut3 board and using any version of TCAutomation software. If a cable is connected to position 4 (see Figure 1
inthe letter ), the communication is InOut3 based. The risk of misassociated assay results will be mitigated by upgrading the bypass to Moxa-based
communication (option aready available). If no cable is connected to position 4 (see Figure 1 in the |etter ), the communication is aready configured
with Moxa and no further action is required. 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 February 28, 2017,
Urgent Field Safety Notice letter and Acknowledgment and Receipt Form from Thermo Fisher. 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. Y our Thermo Fisher local
representative will contact your facility to install Moxa communication in your VITROS bypass. When the Moxa update has been performed, complete
the Acknowledgment and Receipt Form and return it to Thermo Fisher using the instructions on the form. Retain a copy of the letter for your records.
For Further Information:

Thermo Fisher

E-mail: tcasupport.fi@thermofisher.com
Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Thermo Fisher Scientific: Parallel or Perpendicular Bypass VITROS
5.1 [onling]. London: Department of Health. 2017 Mar 6 [cited 2017 Mar 10]. (Field safety notice; reference no. 2017/003/001/291/007).
Available from Internet: Click here .

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Mar 10. MHRA FSN. 2017/003/001/291/007 Download
©2017 ECRI Ingtitute

5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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e 2017 Mar 14. MHRA FSN. (includes reply form) Download
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[High Priority ] - A28251 : Sysmex—XN-550 Hematology IVD Analyzers : May Report Wrong

Measurement Results under Certain Conditions
Medical Device Ongoing Action

Published: Thursday, March 16, 2017

UMDNS Terms:
® Analyzers, Laboratory, Hematology, Cell Counting, Automated [17741]

Product Identifier:
OXN-550 Hematology In Vitro Diagnostic (1VD) Analyzers( [Capital Equipment]

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.&#160;
Manufacturer(s): Sysmex Europe GmbHBornbarch 1, D-22848 Norderstedt, Germany
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology

Problem:

OInaMarch 6, 2017, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Sysmex states that
the above analyzers may report incorrect measurement results because of improper sample mixing when connected to a host computer and a host
communication error occurs during a sampler run, potentially leading to incorrect diagnostic and patient treatment decisions. Sysmex also states that this
problem causes an error message to display and the sampler to stop. If asample tube is located in the sample tube holder when this error occurs, the
sample tube will not be processed until the error is accepted. Sedimentation of the blood sample may occur during the time between the appearance and
acceptance of the error. Sysmex further states that after accepting the error, the sample tube might be processed without additional mixing. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the March 6, 2017, Field Safety Notice
letter and Acknowledgment of Receipt form from Sysmex. Complete the Acknowledgment of Receipt form, and return it to Sysmex. If an error message
related to host communication and/or TCP/IP connection appears during a sampler run because of a host communication failure, check the sample tube
holder and remove the sample tube before accepting the error and restarting the sampler. If the sample tube holder is not accessible, accept the error
message and do not use the measurement result from this measurement. Reanalyze the sample. Follow your facility's standard operating procedures to
determine whether previous results require reanalysis. Notify all relevant personnel at your facility of the information in the Field Safety Notice letter.
For Further Information:

Sysmex

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Sysmex: automated hematology analyzer XN-L series XN-550
[online]. London: Department of Health; 2017 Mar 13 [cited 2017 Mar 14]. (Field safety notice; reference no. 2017/003/009/291/003).
Available from Internet: Click here .

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Mar 14. MHRA FSN. 2017/003/009/291/003 Download
e 2017 Mar 14. MHRA FSN. (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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[High Priority ] - A28302 : Zimmer Biomet—Regenerex Series A Patella Pegs: May Shear

Postoperatively
Medical Device Ongoing Action

Published: Monday, March 27, 2017

UMDNS Terms:
® Prostheses, Joint, Knee, Patellar Component [16121]

Product Identifier:

Ege;a%ef(a?%é?A 3 |tem Nos:
28 mm 141355
31mm 141356
34mm 141357
37 mm 141358

[Consumable]
Units distributed between August 2009 and January 2017

Geographic Regions: Canada, &#160;U.S.
Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

OlnaMarch 22, 2017, Urgent Medical Device Recall Removal letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that the
above pegs may shear postoperatively, potentially necessitating revision surgery. Zimmer Biomet also states that the complaint rate (0.27%) is higher
than the manufacturer's expectations. Zimmer Biomet further states that this problem may occur if theimplant is not fully seated against the patella bone,
transferring the load to the pegs.

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the March 22, 2017, Urgent
Medica Device Recall Removal letter and Certificate of Acknowledgment form from Zimmer Biomet. Complete the Certificate of Acknowledgment
form, and return it to Zimmer Biomet using the instructions on the form. Y our Zimmer Biomet sales representative will remove affected product from
your facility. Zimmer Biomet recommends that surgeons review previous x-rays in both the lateral and patella sunrise views in patients who have been
implanted with affected product to assess whether a gap exists between the implant and the prepared bone. The x-ray views should be parallel to the
interface between the implant and prepared bone. If there is no gap, no patient monitoring instructions are recommended beyond the existing follow-up
schedule. I there is agap, the surgeon should consider additional patient follow-up and monitoring beyond the existing follow-up schedule. A gap may
be a predictor for potentia shearing of the pegs. Notify all relevant personnel at your facility of the information in the Urgent Medical Device Recall
Removal 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:

Zimmer Biomet 411 technical services department

Tel.: (574) 371-3071, 8 am. to 5 p.m. Eastern time, Monday through Friday

E-mail: corporatequality.postmarket@zimmerbiomet.com
Website: Click here

Comments:

e [Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customersto repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Mar 24. Member Hospital. Zimmer Field Action No. 2017-15 (includes reply form) Download
e 2017 Mar 27. Manufacturer. The manufacturer confirmed the information provided in the source material.

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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[High Priority ] - A28216 : BD—100 mL Plastipak Syringes with Catheter Neck: May Leak
Medical Device Ongoing Action

Published: Thursday, March 16, 2017

UMDNS Terms:
® Syringes, Plunger, Luer Lock [20259]

Product Identifier:

0100 mL Pastipak Syringes with Catheter Neck contained in Kits [Consumable]
All Syringe lot numbers with an expiration date of 5 years

For affected kit information, see the attachment to the letter sent to your facility.

Geographic Regions: OO(Impact in specific regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): BD1 Becton Dr, Franklin Lakes, NJ07417-1884, United States
Suggested Distribution: Anesthesig, Critical Care, Emergency/Outpatient Services, Nursing, Pharmacy, |V Therapy, Materials Management

Problem: OInaMarch 2, 2017, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), BD
states that leakage at the plunger seal of the above syringes may occur 2 years after the manufacturing date of the syringe. BD also states that it has
received no reports of adverse events 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 syringesin your inventory. If you have affected product, verify that you have received the Urgent
Field Safety Notice |etter and customer response form from BD. BD states that you may still use other components in the kit. Compl ete the customer
response form, and return it to BD using the instructions on the form. BD will provide your facility with replacement syringes. Inform all relevant
personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected
product.

For Further Information:

BD loca representative

Website: Click here

References:

e Germany. Federal Ingtitute for Drugs and Medical Devices. Recall of BD Plastipak Syringe 100 ml with catheter neck, M SP Schmeiser
GmbH [online]. 2017 Mar 7 [cited 2017 Mar 15]. Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Mar 15. BfArM (Germany). BD reference no. MSS-1B-730-FA Download
e 2017 Mar 15. BfArM (Germany). 02143/17 Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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New  Custom Tubing Pack with = 4/13/2017 Maquet Al-Faisaliah Medical 2 https
Bioline Coating Cardiopulmonary AG System
New  Homepump C-Series with  4/13/2017 Halyard Health Co. Arabian Health Care FSN  https
DEHP-free tubing Supply Co. (AHCSC)
New PreludeSYNC Radial 4/13/2017  Merit Medical Systems  Majal Care for Trading 2 https
Compression Device Inc Est.
New ProSet Infusomat Space ~ 4/10/2017 B Braun Medical Inc Medical supplies & 2 Attac
Lines Services Co.Ltd g
New V Gripp Nova Variceal 4/13/2017 Indus Medical N/A FSN  https

*

Ligation System

Instruments

The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI

* Dndicates that medical devices subject to removal and/ or destroyed action.

* SBED Team Recommend ensuring The listed Distributors in this report as they may
differ from the distributors you are dealing with

SBED is devoted to receive the adverse event report and feedback information about
any medical devices malfunction from hospitals and healthcare facilities all around KSA,
studying them and collaborative working with manufacturers, authorized
representatives and distributors to take the right action and assuring the proper safe
performance.
To see recent recalls kindly visit the following link:

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositelListing.aspx

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10909
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10900
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10910
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10901
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A28246 : B Braun—ProSet Infusomat Space Lines: Pump Segment May Be Mounted

in Reverse Direction, Potentially Leading to Incorrect Fluid Delivery
Medical Device Ongoing Action

Published: Thursday, March 16, 2017
Last Updated: Friday, March 17, 2017

UMDNS Terms:
® |nfusion Pump Administration Sets [16579]

Product Identifier:
OPUR/0.2um ProSet Infusomat Space Lines [Consumable]
Article No. 8251284SP; Batch No. 17A03F00B1

Geographic Regions: U.K.
Manufacturer(s): B Braun Melsungen AGCarl-Braun-Strasse 1, D-34209 Melsungen, Germany
Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, IV Therapy, Materials Management

Problem:

OlnaMarch 6, 2017, Urgent Field Safety Notice |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), B Braun
states that the pump segment of the above lines may be mounted in the reverse direction and the side clamp may be incorrectly mounted on the side of the
fluid reservoir, potentially leading to incorrect fluid delivery.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the March 6,
2017, Urgent Field Safety Notice letter and reply form from B Braun. Complete the reply form, and return it to B Braun using the instructions on the
form. B Braun will contact your facility to arrange for an inspection of affected devices and remove and replace affected devices. Notify al relevant
personnel at your facility of theinformation in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to which you have
further distributed affected product.

For Further Information:

Andrew Pritchard, B Braun business manager

Tel.: (0114) 2259129

E-malil: andrew.pritchard@bbraun.com

Catherine Clulow, B Braun quality complaints team leader

Tel.: (0114) 2259155

E-mail: catherine.clulow@bbraun.com

Website: Click here

OReferences:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. B Braun: PROSET INFUSOMAT SPACE LINE PUR/O, 2um
[online]. London: Department of Health; 2017 Mar 13 [cited 2017 Mar 14]. (Field safety notice; reference no. 2017/003/002/601/007).
Available from Internet: Click here.
Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Mar 14. MHRA FSN. B Braun Reference No. 2017-03-02 LS/STK (includes reply form) Download
e 2017 Mar 14. MHRA FSN. 2017/003/002/601/007 Download

e 2017 Mar 17. Manufacturer. The manufacturer confirmed the information provided in the source material.
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