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SBED Weekly Update 02-May-17

Dear,
SBED team is pleased to inform you that 40 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 4/24/2017 to 4/30/2017

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

New Pulsante SPG 4/30/2017 Autonomic N/A FSN  https
Microstimulator System Technologies Inc. (ATI) //nc
Assistive products for persons with disability
# Update LED Surgical Light 4/30/2017 = Stryker Communications |-Faisaliah Medical Syster 2

Dental devices

New ImplantldriverfProfile 4/25/2017 MPLANTS MANUFACTUR Melat Trading. FSN  |A/Ca\
Diagnostic and therapeutic radiation devices

New GC80 4/30/2017 Samsung Electronics  m M. Al-Mana & Bros. C¢c  FSN  A/Ca\

Electro mechanical medical devices


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10944
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10934
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10953
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[High Priority ] - A28298 01 : Stryker—EDS Light Suspension Central Axis Component of Visum LED

Surgical Lighting Systems: Suspension Joint May Be Insufficiently Assembled
Medical Device Ongoing Action

Published: Thursday, April 27, 2017

UMDNS Terms:
® Lights, Surgical, Ceiling-Mounted [33268]

Product Identifier:
FP/9P/5P EDS Light Suspensions, Central Axis Component of Visum LED Surgical Lighting Systems [Capital Equipment]
Product No. 0682001570I; Serial Nos.: 15K003558, 16A 000598, 16B002958

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K., U.S.
Manufacturer(s): Stryker Communications 1410 Lakeside Pkwy Suite 100, Flower Mound, TX 75028, United States
Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, Facilities/Building Management

Summary:
OThis Alert provides additional information based on an April 2017 Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare
Products Regulatory Agency (MHRA) regarding Alert Accession No. A28298 . Additional information is provided in the following fields:

e Product Identifier
e Geographic Regions (see bolded information)
e Action Needed

Problem:

[March 23. 2017]

InaMarch 2, 2017, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Stryker states that the above light system
component may have an insufficiently assembled joint in the suspension, potentially leading to the suspension falling and causing injuries to clinicians
and/or patients. Stryker also states that it has received no reports of adverse events associated with this problem.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the April 2017 Urgent Field Safety Notice
letter and PFA Acknowledgment Form and/or the March 2, 2017, Urgent Medical Device Correction letter from Stryker. A Stryker representative will
contact your facility to arrange for systems inspections and replacement of nonconforming central axes. Notify all relevant personnel at your facility of
theinformation in the letter, forward a copy of the letter to any facility to which you have further distributed affected product, and notify Stryker of the
transfer. Inform Stryker of any adverse events associated with the use of affected systems. Complete the Acknowledgment Form, and return it to Stryker
using the information on the form.

For Further Information:

Nina Goddard, Stryker regulatory affairs/quality assurance specialist

Tel.: (01635) 262476

E-mail: ninagoddard@stryker.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Stryke [sic]: PKG, EDSLIGHT SUSP CENTRAL AXIS, INT,
FP/9P/5P [online]. London: Department of Health; 2017 Apr 24 [cited 2017 Apr 25]. (Field safety notice; reference no.
2017/004/019/701/012). Available from Internet: Click here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat 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 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 25. MHRA FSN. 2017/004/019/701/012 Download

e 2017 Apr 25. MHRA FSN. Stryker Reference No. RA 2016-091 (includes reply form) Download

e 2016 Apr 25. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Reference No. PFA PR 1360172 Download

e 2017 Apr 27. Manufacturer. The manufacturer 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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https://www.gov.uk/drug-device-alerts/field-safety-notice-18-april-to-21-april-2017
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152238/20170424StrykerEDSLightSuspensionCentralAxesMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152239/201704StrykerEDSLightSuspensionCentralAxesMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152240/20170302StrykerEDSLightSuspensionCentralAxisCLIENT_Redacted.pdf



AFsaif
(A28298 01) Stryker-EDS Light Suspension Central Axis Component of Visum LED Surgical Lighting Systems.pdf


#

New

New

Update

New

New

New

Cart-Mounted Computer
Systems

EP-TRACER

Merlin@home
Monitoring Transmitters
Used with Radio-
Frequency-Enabled
Implantable Cardiac
Devices

Moisture Trap Filters
Used with Capnocheck
Sleep Capnograph
Systems

SERIE 3 GTA Endoscope
Washer-Disinfectors

Smiths Moisture Trap
Filters Used with
Capnocheck Sleep
Capnograph Systems

In vitro diagnostic devices

New

Update

New

New

15 pg Telithromycin
Cartridge Disks

Access 2 Immunoassay
System,

ADVIA Centaur Systems
Insulin Calibrators and
ReadyPack Kits

AQUIOS CL Cytometer

4/24/2017

4/30/2017

4/24/2017

4/30/2017

4/30/2017

4/30/2017

4/24/2017

4/30/2017

4/30/2017

4/30/2017

PENTAX Medical

chwarzer Cardiotek Gmb}

St. Jude Medical Inc

Smiths Medical, Inc

Soluscope

Tri anim Health Services

Inc

MAST International Ltd

Beckman Coulter

Siemens Healthcare
Diagnostics GmbH

Beckman Coulter

Al Amin Medical
Instruments Co. Ltd.

Bio Standards

Al-Jeel Medical &
Trading Co. LTD

MEDICARE DRUG
STORE COMPANY

Techno-Orbits
Establishment

N/A

Al Nahir Trading Co

Al-Jeel Medical &
Trading Co. LTD

ABDULREHMAN AL
GOSAIBI GTB

el Medical & Trading Co.

FSN

FSN

Attac

hed

>
I~
j—+
Q)
s}

-

B

o
>

A/Ca\


http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10950
http://Attached
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10937
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10951

www.ecri.org . Printed from Health Devices Alerts on Tuesday, April 25, 2017 Page 1

[High Priority ] - A27880 01 : *St. Jude Medical—Merlin@home Monitoring Transmitters Used with
Radio-Frequency-Enabled Implantable Cardiac Devices: Cybersecurity Vulnerabilities Could Allow

Unauthorized User to Remotely Access Implanted Device [Update]
Medical Device Ongoing Action

Published: Tuesday, April 18, 2017
Last Updated: Thursday, April 20, 2017

UMDNS Terms:
® Pacemakers, Cardiac, Implantable [12913]
® Defibrillators, Implantable [16652]
® Defibrillator/Cardioverters, Implantable [18503]

Product Identifier:

Merlin@home Monitoring Transmitters used with the Merlin.net Remote Monitoring System and the following Radio-Frequency (RF)-Enabled
Implantable Devices: (1) Defibrillators, (2) Pacemakers, (3) Resynchronization Devices [Capital Equipment, Consumable]

Transmitter Models: EX1150, EX1150W, EX1100, EX1100W

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.K., U.S.
Manufacturer(s): St Jude Medical Inc, an Abbott Laboratories company15900 Valley View Ct, Sylmar, CA 91342, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Information Technology, Home Care,
Materials Management

Summary:
OThis Alert provides new information based on an April 3, 2017, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products
Regulatory Agency (MHRA) regarding Alert Accession No. A27880 . New information is provided in the following fields:

e Geographic Regions (see bolded regions)
e Problem

Action Needed

Problem:

[April 17, 2017]

Inan April 3, 2017, Field Safety Notice letter posted by MHRA, St. Jude Medical statesthat it has received CE Mark approval in the European Union
(EV) to deploy the latest cybersecurity updates, Merlin@home patient transmitter software version 8.2.2 (model number EX2000), for the above
transmitters and remote monitoring system. St. Jude Medical also states that this new software version includes security updates that complement the
firm's existing security measures and further reduce the already low cybersecurity risks described below. The manufacturer has not confirmed the
information provided in the source material .

[January 11, 2017]

In aJanuary 9, 2017, Safety Communication and a January 9, 2017, MedWatch Safety Alert, FDA statesthat it has reviewed information concerning
potential cybersecurity vulnerabilities associated with the above transmitters and has confirmed that these vulnerabilities, if exploited, could allow an
unauthorized user (i.e., someone other than the patient's physician) to remotely access a patient's RF-enabled implanted cardiac device by atering the
transmitter. The altered transmitter could then be used to modify programming commands to the implanted device, potentially resulting in rapid battery
depletion and/or administration of inappropriate pacing or shocks. FDA aso states that it has received no reports of patient harm related to these
cybersecurity vulnerabilities. FDA further states that St. Jude Medical has developed and validated a software patch for the Merlin@home transmitter that
addresses and reduces the risk of specific cybersecurity vulnerabilities. FDA has reviewed the software patch to ensure that it addresses the greatest risks
posed by these vulnerabilities, and reduces the risk of exploitation and subsequent patient harm. FDA states that it has conducted an assessment of the
benefits and risks of using the Merlin@home transmitter and has determined that the health benefits to patients from continued use of the device
outweigh the cybersecurity risks. The manufacturer has not confirmed the information provided in the source material .

Action Needed:

Identify any patients implanted with an affected RF-enabled implantable cardiac device and using a corresponding Merlin@home transmitter on the
Merlin.net remote monitoring system. If you have affected patients, verify that you have received the April 3, 2017, Field Safety Notice letter and
Upgrade Notice Confirmation form from St. Jude Medical. St. Jude Medical recommends the following:

e Patients should ensure that their Merlin@home transmitter is plugged in and connected by a cellular adapter, Wi-Fi, or landline so that the
transmitter can receive these and any future updates.

e Healthcare providers should continue to conduct patient management using the Merlin.net Patient Care Network (PCN) and in-office
follow-ups per normal routine with patients who have an implantable device that is monitored using a Merlin@home transmitter.

e Healthcare providers can contact their St. Jude Medical local sales representative for further information. Healthcare providers and patients
can visit the St. Jude Medical Merlin.net website for answers to questions and additional information regarding the form'simplantable
cardiac rhythm devices or the Merlin@home transmitter.

St. Jude Medical states that the process for deploying this automatic software upgrade and future upgrades for Merlin@home transmittersin the EU isas
follows:

o Asof the date of the letter (April 3, 2017), the Merlin@home transmitter software upgrade will be enabled in the Merlin.net PCN.
e An"Over-The-Wire" (OTW) upgrade will be initiated by the Merlin@home transmitters at the next connection.

e Depending on the model and quality of the connection, the upgrade process can take up to several hours. It isimportant for patients to leave
the transmitters connected.

e St. Jude Medical monitors the PCN to verify that each upgrade completed successfully and that the transmitter continues to connect to the
Merlin.net PCN.

©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 Following successful upgrade, the Merlin@home transmitter will resume normal functionality with no further intervention. Once the
upgrade is complete, the software version displayed on Merlin.net for that transmitter is automatically updated.

o |f aMerlin@home transmitter is enrolled and active in remote monitoring and does not connect during this upgrade period, or exhibits
unexpected behavior follow the upgrade, or if the upgrade processfails, St. Jude Medical will attempt to contact your clinic to coordinate
with patients and to assist them in troubleshooting the unit, or to arrange to replace transmitters with the most up-to-date software to support
continued use of remote monitoring.

e The patient and therapy data that currently resides in the Merlin.net PCN will not be affected by this upgrade process.

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. Retain a copy of the letter with your records. Complete the Upgrade Notice Confirmation, and return it to St. Jude Medical
by e-mail.

For Further Information:

Abbott EU technical services department
Tel.: 46 (8) 474-4756

E-mail: remote.monitoring@sjm.com
Website: Click here

[OReferences:
United States:

e Food and Drug Administration. Cybersecurity vulnerabilities identified in St. Jude Medical's implantable cardiac devices and Merlin@home
transmitter: FDA safety communication [online]. 2017 Jan 9 [cited 2017 Jan 10]. Available from Internet: Click here .

e Food and Drug Administration. MedWatch. Implantable cardiac devices and Merlin@home transmitter by St. Jude Medical: FDA safety
communication—cybersecurity vulnerabilitiesidentified [online]. 2017 Jan 9 [cited 2017 Jan 10]. Available from Internet: Click here.

Great Britain. Medicines and Healthcare Products Regulatory Agency. St. Jude Medical: Merlin@Home transmitter [online]. London: Department of
Health; 2017 Apr 10 [cited 2017 Apr 12]. (Field safety notice; reference no. 2017/004/003/701/020). 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 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 Apr 12. MHRA FSN. 2017/004/003/701/020 Download

e 2017 Apr 12. MHRA FSN. (includes reply form) Download

e 2017 Apr 12. FDA. MedWatch Safety Alert Download

e 2017 Apr 12. FDA. Safety Communication 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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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152044/20170403StJudeMedicaMerlinAtHomeTransmittersMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152045/20170109StJudeMedicalMerlinAtHomeTransmittersMedWatch.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152046/20170109StJudeMedicalMerlinAtHomeTransmittersFDA.pdf
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[High Priority ] - A28462 : Smiths—Moisture Trap Filters Used with Capnocheck Sleep Capnograph

Systems: Connection Fitting May Be Incorrect
Medical Device Ongoing Action

Published: Thursday, April 27, 2017

UMDNS Terms:
® Capnographs [18345]

Product Identifier:

gﬁpnogra Product  Lot/Serial
Products: Nos.: Nos.:
Capnoche 4070306,
ck Sleep 9004050 4070307,
Systems 4070308
Moisture

Trap 3149429,
Fiters 178N 3172834
5/pack

[Capital Equipment, Consumable]
Geographic Regions: U.S.
Manufacturer(s): Smiths Medical North America 600 Nathan Ln N, Plymouth, MN 55442, United States

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, OR/Surgery, Pulmonology/Respiratory Therapy, Sleep
Laboratory, Materials Management

Problem:

Inan April 4, 2017, Urgent Medical Device Recall Notice letter, Smiths states that the above moisture trap filters, distributed as replacement filters or as
part of the above capnograph systems, may have incorrect connection fittings. Smiths also states that the likelihood of patient harm resulting from this
problem islow and that the above filters cannot physically be connected to the above systems. If the correct replacement filter is not available, other
monitoring devices used in parallel to capnography can be used to assess patient status; however, lack of CO2 monitoring may necessitate the
postponement of the procedure in high-risk patients. Smiths further states that it has received no reports of deaths or serious injury as aresult of this
problem. The manufacturer clarified that an April 6, 2016, Veterinary Medical Device Recall Notice letter submitted by an ECRI Institute member
hospital pertained to devices used for veterinary purposes.

Action Needed:

Identify and isolate any affected filtersin your inventory. For an illustration of how to identify affected filters, see theimagesin the letter . If you have
affected filters, verify that you have received the April 4, 2017, Urgent Medical Device Recall Notice letter and Response Form from Smiths. The firm
recommends that you examine the Luer-Lok fitting at the bottom of the moisture traps. Affected moisture traps have a male Luer-Lok fitting instead of a
femalefitting. Regardless of whether you have affected product, complete the Response Form and return it to Smiths using the information in the letter.
Upon receipt of the form, Smiths/Stericycle will provide your facility with credit or replacement product and prepaid shipping labels. Return affected
product to Stericycle using the prepaid shipping labels, along with a copy of the Response Form. Forward a copy of the letter to any facility to which you
have further distributed affected product. To report problems with affected products, contact the Smiths global complaint department by e-mail at

global complaints@smiths-medical.com .

For Further Information:

Stericycle

E-mail: smithsmedical 3682@stericycle.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 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 Apr 27. Manufacturer Letter. Download
e 2017 Apr 27. Manufacturer. The manufacturer 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 ] - A28481 : Soluscope—SERIE 3 GTA Endoscope Washer-Disinfectors: May Inject
Insufficient Dose of Predisinfecting Cleaner during Cycle 1
Medical Device Ongoing Action

Published: Thursday, April 27, 2017

UMDNS Terms:
® Disinfectors, Liquid Germicide, Flexible Endoscope [11279]

Product Identifier:
OSERIE 3 GTA Endoscope Washer-Disinfectors (EWDs) [Capital Equipment]
Serial Nos.: 23352, 23447, 23455, 23490

Geographic Regions: Belgium, Switzerland
Manufacturer(s): Soluscope SAS 100 Rue du Fauge, F-13400 Aubagne, France
Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, Central Sterilization Reprocessing

Problem:

OInaMarch 29, 2017, Important Safety Information letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Soluscope
states that it has received areport of the above washer-disinfectors injecting an insufficient dose of the predisinfecting cleaner Soluscope C+ during cycle
1 (cleaning/disinfection cycle with single cleaning phase).

Action Needed:

Oldentify any affected EWDsin your inventory. If you have affected EWDs, verify that you have received the March 29, 2017, Important Safety
Information letter and reply form from Soluscope. A Soluscope technician or representative will contact your facility to arrange to perform a corrective
action. In the meantime, do the following:

o 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 EWDs.

e Check your facility's records regarding replacement frequency of Soluscope C+ bottles. If your records indicate that you have replaced the
bottles after more than 99 cycles, this safety information applies.

e Usecycle 2 (cleaning/disinfection cycle with 2 cleaning phases) to ensure a second cleaning stage with a second, accurate dose of Soluscope
C+.

e Sample your endoscopes to verify that their microbiological quality is compliant.
Complete the reply form, and return it to Soluscope using the instructions on the form.

For Further Information:

Marlene Horgnies, Soluscope regulatory and quality director
Tel.: 33 (4) 86670210

Website: Click here

OReferences:
e Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Soluscope endoscope washer-disinfector Serie 3
GTA, Soluscope SAS [online]. 2017 Apr 24 [cited 2017 Apr 26]. Available from Internet: Click here .
Comments:

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 alert, refer to our HDA Format Guide .

Source(s):

e 2017 Apr 26. BfArM (Germany). 03077/17 Download

e 2017 Apr 26. BfArM (Germany). (includes reply form) Download

e 2017 Apr 27. Manufacturer. Soluscope 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 ] - A28462 01 : Tri-anim—Smiths Moisture Trap Filters Used with Capnocheck Sleep
Capnograph Systems: Connection Fitting May Be Incorrect
Medical Device Ongoing Action

Published: Thursday, April 27, 2017

UMDNS Terms:
® Capnographs [18345]

Product Identifier:

Capnogr  Tri- Smiths  Lot/Serial
aph anim Produc  Nos.:
Products  Produ  tNos.:
: ct

Nos.:
Capnoch 162- 90040 See the
eck Sleep  9004- 50 letter sent
Systems 050 to your

facility

Moisture  162- 11/8N 3149429,
Trap 1178N 3172834
Filters
5/pack

[Capital Equipment, Consumable]

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.

Distributor(s): ® Tri-anim Health Services Inc 5000 Tuttle Crossing Blvd, Dublin, OH 43016, United States
Manufacturer(s): Smiths Medical North America 600 Nathan Ln N, Plymouth, MN 55442, United States

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, OR/Surgery, Pulmonology/Respiratory Therapy, Sleep
Laboratory, Materials Management

Summary:

This Alert providesinformation on a Tri-anim recall of the above moisture trap filters, which were recalled by Smiths, based on an April 13, 2017, letter
submitted by an ECRI Institute member hospital. For information on the recall initiated by Smiths, see Alert Accession No. A28462 .

Problem:

[April 27, 2017]

Inan April 13, 2017, |etter submitted by an ECRI Institute member hospital, Tri-anim states that the above moisture trap filters, distributed as
replacement filters or as part of the above capnograph systems, may have incorrect connection fittings. Tri-anim has not confirmed the information
provided in the source material .

[April 27, 2017]

Inan April 4, 2017, Urgent Medical Device Recall Notice letter, Smiths states that states that the above moisture trap filters, distributed as replacement
filters or as part of the above capnograph systems, may have incorrect connection fittings. Smiths also states that the likelihood of patient harm resulting
from this problem islow and that the above filters cannot physically be connected to the above systems. If the correct replacement filter is not available,
other monitoring devices used in parallel to capnography can be used to assess patient status; however, lack of CO2 monitoring may necessitate the
postponement of the procedure in high-risk patients. Smiths further states that it has received no reports of deaths or serious injury as aresult of this
problem. The manufacturer clarified that the April 6, 2016, Veterinary Medical Device Recall Notice letter submitted by an ECRI Institute member
hospital pertained to devices used for veterinary purposes.

Action Needed: Identify and isolate any affected filtersin your inventory. For an illustration of how to identify affected filters, see theimagesin the
letter . If you have affected filters, verify that you have received the April 13, 2017, letter and copy of the Smiths April 6, 2017, Veterinary Medical
Device Recall Notice letter from Tri-anim. To arrange for product return and replacement, contact the Tri-anim customer service department using the
information below.

For Further Information:

Tri-anim customer service department
Tel.: (800) 874-2646

Website: Click here

Smiths

Website: Click here

Comments:

e Thisalertisaliving 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

©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?InternalDraftView=Y&amp;AId=1630247

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?InternalDraftView=Y&amp;AId=1630247

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/152344/20170413TrianimSmithsMoistureTrapsClient_Redacted.pdf?option=80F0607

https://www.tri-anim.com/contactus.aspx

http://www.smiths-medical.com/customer-support/contact-us.html



www.ecri.org . Printed from Health Devices Alerts on Sunday, April 30, 2017 Page 2

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 26. Member Hospital. Tri-anim letter submitted by an ECRI Institute member hospital. Download
e 2017 Apr 27. Manufacturer Letter. Download
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[High Priority ] - A28381 : Mast—15 pg Telithromycin Cartridge Disks: May Produce Zones of

Inhibition, Potentially Reporting False Resistance to Telithromycin
Medical Device Ongoing Action

Published: Wednesday, April 19, 2017

UMDNS Terms:
® Reagents, Microbiology, Bacteria, | dentification, Haemophilus Species [17349]

Product Identifier:
15 pg Telithromycin Cartridge Disks [Consumable]
Product No. TEL15C; Lot Nos.: 381208 EXP DEC 12 2018, 382779, 383911 EXP JAN 31 2019

Geographic Regions: Germany, South Africa
Manufacturer(s): MAST Group LtdMAST House, Merseyside, L20 1EA, England
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem: InaMarch 22, 2017, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Mast
states that the above cartridges may produce zones of inhibition against Haemophilus influenzae ATCC 49247 that are below the expected quality control
(QC) limits stated in current Clinical Laboratory Standards Institute (CL SI) methodology for antimicrobial susceptibility testing (M100S, 27th Edition).
Thereisapossibility that use of these lots may result in Haemophilus isolates being falsely reported as resistant to telithromycin. Routine monitoring of
performance of antimicrobial susceptibility tests with appropriate control strains, as specified in CLSI methodology would detect any problem in test
performance so it is unlikely that patient safety would be compromised as aresult. Also, if false resistance to telithromycin is reported, an alternative
antimicrobial agent would be selected and there is unlikely to be arisk to patient safety.

Action Needed:

Identify, isolate, and discard any affected products in your inventory. If you have affected product, verify that you have received the March 22, 2017,
Urgent Field Safety Notice letter and reconciliation table form from Mast. Complete the reconciliation table form and return it to Mast. Mast recommends
that areview be carried out of any results obtained using affected discs and any appropriate remedial action taken. Inform all relevant personnel 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:

Mast

Website: Click here

References:
e Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for TELITHROMY CIN 15UG / TEL15C, Mast
Group Ltd. [online]. 2017 Apr 12 [cited 2017 Apr 12]. Available from Internet: Click here.
Comments:

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 Apr 12. BfArM (Germany). 02903/17 Download
e 2017 Apr 12. BfArM (Germany). (includes reply form) Download
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[High Priority ] - A28438 : Siemens—ADVIA Centaur Systems Insulin Calibrators and ReadyPack
Kits: May Recover 40% Higher than World Health Organization Standards Based on Slope Values
Medical Device Ongoing Action

Published: Wednesday, April 26, 2017
Last Updated: Thursday, April 27, 2017

UMDNS Terms:
® VD Test Reagent/Kits, Clinical Chemistry, Cdlibration [17031]
® VD Test Reagent/Kits, Immunoassay, Diabetes, Insulin [19127]

Product Identifier:
ADVIA Centaur Systems Insulin Kit Products:  Test Codes:  Catalog Nos.: Siemens Material Nos. (SMNs):  Kit Lot Nos. Ending with the Following:
Calibrators Calibrator IRl 4618899 10310438 59 EXP APR 5 2017, 67 EXP AUG 22 2017, 70 EXP NOV 27

ReadyPacks IRI 2230141 10310439 169 EXP APR 11 2017, 170 EXP MAY 27 2017, 173 EXP JU

Kits used with the following Systems: (1) ADVIA Centaur, (2) ADVIA Centaur XP, (3) ADVIA Centaur XPT, (4) ADVIA Centaur CP [Capital
Equipment, Consumable]

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem: Inan April 5, 2017, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Siemens states that it has
determined that the above kits may recover approximately 40% higher than the World Health Organization (WHO) 1st IRP 66/304 standardization based
on slope values. The slope value was observed to be 1.40 on the ADVIA Centaur XP and 1.42 on the ADVIA Centaur CP systems. Siemens further states
that the assay’ s reportable range, reference interval, precision, analytical sensitivity, hook effect, and linearity of the assays are not affected by this
problem and continue to meet the assay performance characteristics stated in the assay instructions for use (IFU). Siemens also states that it has
concluded that araw material used during manufacturing of the above IRI calibratorsis the root cause of this problem. Some of the above lots are expired
and therefore should not be used according to Good L aboratory Practice. 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 April 5, 2017, Urgent Medical Device
Correction letter and Field Correction Effectiveness Check form from Siemens. Siemens states that this problem has been corrected and standardization
to WHO 1st IRP 66/304 has been restored beginning with ADVIA Centaur IRl ReadyPack kit lots ending in 201 when paired with IRI calibrator kit lots
ending in 02. For observed biases at specific clinical intervals that customers may observe after the correction isimplemented, see Tables4 and 5 in the
letter . Y ou may continue to use affected kits to report results until the restandardized product is available. Upon receipt of corrected kits, discontinue use
of affected kits. Use ADVIA Centaur insulin Master Curve Material lots M101 (and future lots) with the corrected kits and future lots. Refer to the Bio-
Rad website for revised control targets and ranges for use with correctedproduct. For all other commercially available controls, eval uate the need for
target reset. Review the Additional Information section of the letter for additional details regarding expected performance. Complete the Field
Correction Effectiveness Check form, and return it to Siemens using the instructions on the form. If you receive complaints of illness or adverse events
associated with affected product, contact your local Siemens customer care center or your local Siemens technical support representative. Inform all
relevant personnel at your facility of theinformation in the letter, and provide a copy of the letter to any facility to which you have distributed affected
product. Retain a copy of the letter with your records.

For Further Information:

Siemens local representative

Website: Click here

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat 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 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 19. Member Hospita. April 5, 2017 Siemens letter submitted by ECRI Institute member hospitals, CC 17-10.A.US (includes
reply form) Download
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[High Priority ] - A28395 : PENTAX—Cart-Mounted Computer Systems: May Not Include an Isolation

Transformer
Medical Device Ongoing Action

Published: Tuesday, April 18, 2017

UMDNS Terms:
® Video Systems, Endoscopic [15967]

Product Identifier:

Cart-Mounted Computer Model
Systems: Nos.:

Computer Digital Video 7245C,
Systems 7245D

Computer Digital Video
Systems 230v 7245C/E

Digital Video Capture 9200C

Digital Video Capture 9200D

Modules

HD Digital Video

Capture 9310HD
Laryngeal Strobes 9400

[Capital Equipment]
Geographic Regions: Canada, Chile, Kuwait, Saudi Arabia, Turkey, U.K., U.S.
Manufacturer(s): PENTAX Medica Co3 Paragon Dr, Montvale, NJ 07645, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Otolaryngology

Problem:

Olnan April 13, 2017, Urgent Field Correction letter submitted by an ECRI Institute member hospital, PENTAX states that customers who purchased
the above computer systems may not have been provided with an isolation transformer, which is part of the electrical safety requirements that protect
patients from electrical shock.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the April 13, 2017, Urgent Field Correction
letter and Field Correction Response Form from PENTAX. Complete the Field Correction Response Form, and return it to PENTAX using the
instructions on the form. Ensure that affected systemsin your facility are connected to an isolation transformer. For an image showing an isolation
transformer mounted on a cart, seethe letter . If any affected systems are not connected to an isolation transformer, contact PENTAX using the
information below and request model number |SO-PROMO. Notify all relevant personnel at your facility of the information in the Urgent Field
Correction letter.

For Further Information:

PENTAX

Tel.: (800) 431-5880 (select option 1, then option 3), 8:30 am. to 5 p.m. Eastern time, Monday through Friday

E-mail: customeradvisories@pentaxmedical.com

Website: 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 repeat 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 17. Member Hospital. PENTAX Reference No. MK-896 Rev.B (includes reply form) Download
e 2017 Apr 18. Manufacturer. The manufacturer confirmed the information provided in the source material.
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New Dimension® EXL™ 4/30/2017
integrated chemistry
system, Dimension
Vista® System &
Dimension EXL TNI,
Dimension Vista DIGXN,
E2, FERR, PRL, TSH

New Etest ERTAPENEM ETP 32 4/30/2017

New RAPIDPoint® 500 4/30/2017
Systems Blood Gas
Analyzer
New Synchron Systems 4/30/2017

Cholesterol, Creatinine,
HDL Cholesterol, Lactate,
Triglyceride, Uric Acid
and Salicylate Reagents

Update VITROS Chemistry 4/30/2017
Products Na+ Slides

Non-active implantable devices

# Update LFIT V40 Femoral Heads.  4/24/2017

New Modular neck with taper = 4/30/2017
10/12, Modular neck
with taper 12/14, ACOR
modular anatomic
femoral stem,

INTEGRALE modular
femoral stem and
OPTIMAL modular

femoral stem

New Standard Lag Screw 4/25/2017
Omega

Ophthalmic and optical devices

Siemens Healthcare
Diagnostics GmbH

bioMerieux Inc

Siemens Healthcare
Diagnostics

Beckman Coulter

Ortho-Clinical
Diagnostics

Stryker Orthopaedics

Amplitude GmbH

Stryker Trauma AG

ABDULREHMAN AL
GOSAIBI GTB

el Medical & Trading Co.

Abdulrauf Ibrahim
Batterjee & Bros.
Company

Al-Jeel Medical &
Trading Co. LTD

Samir Photographic
Supplies Co. Ltd.

atmo Trading Establishme

N/A

Al-Faisaliah Medical
System
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10948
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10949
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10947
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10940
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10943
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10936
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[High Priority ] - A27151 02 : *Stryker—LFIT V40 Femoral Heads: Taper Lock May Fail [Update]
Medical Device Ongoing Action

Published: Wednesday, April 19, 2017

UMDNS Terms:
® Prostheses, Joint, Hip, Femoral Component [16095]

Product Identifier:
LFIT Anatomic Cobalt Chrome (CoCr) V40 Femora Heads [Consumable]

Bgﬁeter: Offset: El?)tsalog
Bmm 45 52009
Omm  +4 0200-9-
40mm  +8 gigo'g'
40mm  +12 fac0-o-
samm  +4 0260-9-
44mm 48 gac0-o-
samm  +12 §a009

For an updated list of affected ot numbers, click here.
Units manufactured before 2011

Geographic Regions: Australia, Brazil, Canada, Chile, China, Colombia, France, Germany, India, Italy, Japan, New Zealand, Poland, Portugal,
Singapore, Spain, Sweden, Switzerland, U.K., U.S.

Manufacturer(s): Stryker Orthopaedics Div Stryker Corp325 Corporate Dr, Mahwah, NJ 07430, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Summary: This Alert new information based a March 13, 2017, Urgent Field Safety Notice |etter posted by the U.K. Medicines and Healthcare
Precngucts Regulatory Agency (MHRA) regarding Alert Accession Nos. A27151 and A27151 01 . New information is provided in the Action Needed
field.

Problem:

[September 7, 2016]

In an August 29, 2016, Urgent Medical Device Recall Notification letter submitted by ECRI Institute member hospitals, Stryker states that it has received
reports of taper lock failure for the above femoral heads, potentially leading to disassociation of the femoral head from the hip stem, fractured hip stem
trunnion, excessive metal debris, insufficient range of motion, insufficient soft tissue tension, noise, loss of implant/bone fixation strength, excessive wear
debris, and implant construct with a shortened neck length.

Action Needed:

Identify any patients who have been implanted with affected product. Unimplanted affected products are expired and therefore should not be used and
need not be returned. Verify that you have received the March 13, 2017, Urgent Field Safety Notice letter and PFA Acknowledgment Form from Stryker.
The firm recommends that you follow up with patients implanted with affected product according to the normal protocol established by their surgeons.
Petients who present with complaints of new or continued pain, stiffness, instability, or swelling in the hip, groin, buttocks, or thigh, may require further
investigation, including hematologic and chemistry lab work (i.e., complete blood count [CBC] with differential, erythrocyte sedimentation rate [ESR],
C-reactive protein, metal-ion analysis), aswell asjoint aspiration and synovid fluid analysis (i.e., cell count differential, culture sensitivity, metal-ion
analysis). Consider evaluating mechanical causes of these symptoms with magnetic resonance imaging (MRI), computed tomography (CT), or bone scan.
Inform all relevant personnel at your facility of the information in the letter. Forward a copy of the letter to any facility to which you have further
distributed affected products, and inform Stryker of the transfer. Complete the Acknowledgment Form, and return it to Stryker using the information on
the form. Retain a copy of the form for your records. Notify Stryker of adverse events associated with the use of affected product.

For Further Information:

Tom Baker, Stryker senior product manager
Tel.: (01635) 556517

E-mail: tom.baker@stryker.com

Nina Goddard, Stryker RAQA specialist
Tel.: (01635) 262476

E-mail: nina.goddard@stryker.com
Website: Click here

References:
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e Great Britain. Medicines and Healthcare Products Regulatory Agency. Stryker: LFIT Anatomic CoCr V40 femoral heads [online]. London:
Department of Health; 2017 Mar 20 [cited 2017 Mar 20]. (Field safety notice; reference no. 2016/009/028/701/006). Available from
Internet: Click here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat 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 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 20. MHRA FSN. 2016/009/028/701/006 Download

e 2017 Mar 20. MHRA FSN. Stryker Reference No. RA2016-028 - Update (includes reply form) Download

e 2017 Mar 20. Manufacturer Letter. August 29, 2016, Stryker letter Reference No. RA2016-028 (includes reply form) Download

e 2017 Mar 21. Manufacturer. The manufacturer confirmed the information in the source material.
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#

#

New Healon Ophthalmic

Viscoelastic Devices

Reusable devices

New Flexible Video
Duodenoscope

New Hi-Line and ELAN 4
Diamond Burrs

New  Hot water bag with cover.

New Inflatoball Pessaries and

Pessary Kits
New  Pereyra Ligature Carriers,

Pereyra-Raz Ligature
Carriers, and Stamey
Needles

Single-use devices

New 150 cm Semislip
Guidewires
New 5 mL Luer Lock IV
Syringes
New ARROW Kits with BD
Eclipse Needles
New DOLPHIN Inflation
Device, CALIBER Inflation
Device
New Elcam CytoGuard Closed
Luer Connectors
New Hang&Go kits, HIPP(F)

4/30/2017

4/30/2017

4/24/2017

4/30/2017

4/30/2017

4/30/2017

4/30/2017

4/30/2017

4/30/2017

4/25/2017

4/30/2017

4/30/2017

Abbott Medical Optics
Inc.

Olympus

Aesculap

'ANGHAI NINELUCK CO.L" 1meidan and khowaiter c

Cooper Surgical, Inc.

Cook Inc,

Richard Wolf GmbH

Medicina

Arrow International Inc

Perouse Medical

B Braun Medical Inc

RanD S.r.l.

Gulf Medical Co.

Salehiya Trading Est.

Gulf Medical Co.

Cure Development
International Ltd

NAFA Medical

Al-Jeel Medical &
Trading Co. LTD

Al Hammad Medical
Services

Gulf Medical Co.

FAROUK, MAAMOUN
TAMER & COMPANY

Medical supplies &
Services Co.Ltd

Gulf Medical Co.

FSN

FSN

FSN

FSN

FSN

>

ttac

hed

>
—+
I~
Q)
3}

>
I~
j—+
Q)
s}

3 O =s
2R E
S R

= =
R &
Q_ﬁ
(«—=)

>
Q)
()

—


http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10945
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10938
http://Attached
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10946
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10935
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=10952

www.ecri.org . Printed from Health Devices Alerts on Sunday, April 30, 2017 Page 1

[High Priority ] - A28440 : Abbott Medical Optics—Healon Ophthalmic Viscoelastic Devices: May
Contain Microscopic Glass Particles
Medical Device Ongoing Action

Published: Wednesday, April 26, 2017
Last Updated: Thursday, April 27, 2017

UMDNS Terms:
® |ntraocular Lens Inserters [17544]
® Viscoelastic Solutions, Intraocular [29717]

Product Identifier:
Healon Ophthalmic Viscoelastic Devices (OVDs) [Consumable]

Models: Lot Nos.:

0.55 mL UB32593

0.85 mL UB32540, UB362602

Duet UB32636, UB32683, UB32719, UB32720, UB32761
GV 0.55 mL UB32596

GV 0.85 Ml UB32571

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Abbott Medical Optics1700 E St Andrew Pl, Santa Ana, CA 92705-4933, United States
Suggested Distribution: OR/Surgery, Ophthalmology, Materials Management

Problem: Inan April 13, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Abbott Medical Optics

(AMO) states that the above OV Ds may contain microscopic glass particles because of damage that occurred at the cylinder neck during manufacturing.
AMO further states that using OV D solutions with glass particles could cause intraocular injury. AMO also states that it has received no reports of patient
injuries related to this problem. The manufacturer has not confirmed the information provided in the source material .

Action Needed:

Identify, isolate, and discontinue any affected product in your inventory. If you have affected product, verify that you have received the April 13, 2017,
Urgent Medical Device Recall |etter and Customer Reply Form from AMO. Regardless of whether you have affected product, complete the Customer
Reply Form and return it to AMO using theinstructions in the letter. To arrange for product return and replacement, contact the AMO customer support
department by telephone using the information below. Report product complaints and adverse events associated with the use of affected OVDsto AMO
by telephone using the information below. When reporting a complaint, provide the lot number of affected product; if a patient was involved, include the
surgery date, event description, and patient outcome.

For Further Information:

AMO customer support department

Tel.: (877) 266-4543

Website: 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 additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2017 Apr 19. Member Hospital. April 13, 2017 Abbott Medical Optics letter submitted by ECRI Institute member hospital Download

©2017 ECRI Ingtitute
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[High Priority ] - A28353 : Aesculap—Hi-Line and ELAN 4 Diamond Burrs: Use May Result in Release
of Diamond Particles
Medical Device Ongoing Action

Published: Wednesday, April 19, 2017
Last Updated: Thursday, April 20, 2017

UMDNS Terms:
® Burs, Surgical [21368]

Product Identifier:

Diamond Product
Burrs: Nos.:

2.0mm 1-
Ring ELAN GP162R
4 Coarse

2.0mm 1-
Ring ELAN GP161R
4 Coarse

2.3mm 1-
Ring ELAN GP163R
4 Coarse

2.3mm 1-
Ring ELAN GP164R
4 Coarse

2.3mm 2-
Ring ELAN GP321R
4 Coarse

3.0mm 1-
Ring ELAN GP165R
4 Coarse

3.0mm 1-
Ring ELAN GP167R
4 Coarse

3.0mm 1-

Ring ELAN
4 Coarse GP166R

D3.0

3.0mm 1-
Ring ELAN GP173R
4 X-CRS

3.0mm 2-
Ring ELAN GP322R
4 Coarse

4.0 mm 1-
Ring ELAN GP168R
4 Coarse

4.0 mm 1-
Ring ELAN GP174R
4 X-CRS

©2017 ECRI Ingtitute
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4.0 mm 2-
Ring ELAN GP328R
4 X-CRS

4.5 mm

Hi-Line XS

Extra GE426R
Coarse (X-

CRS) |

4.5 mm
Hi-Line XS GE526R
X-CRS I

4.5 mm
Hi-Line XS GE526SU
X-CRS I

4.5 mm
Hi-Line XS GE626R
X-CRS I

4.5 mm
Hi-Line XS GE626SU
X-CRS I

4.5 mm
Hi-Line  GE426SU
XS-CRS |

5.0 mm 1-
Ring ELAN GP169R
4 Coarse

5.0 mm 1-
Ring ELAN GP175R
4 X-CRS

5.0 mm 2-
Ring ELAN GP323R
4 Coarse

5.0 mm 2-
Ring ELAN GP324R
4 Coarse

5.0 mm 2-
Ring ELAN GP329R
4 X-CRS

6.0 mm 1-
Ring ELAN GP170R
4 Coarse

6.0 mm 1-
Ring ELAN GP176R
4 X-CRS

6.0 mm 2-
Ring ELAN GP325R
4 Coarse
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6.0 mm 2-
Ring ELAN GP330R
4 X-CRS

R RRpled 17 7r

4 X-CRS

Geographic Regions: Worldwide
Manufacturer(s): Aesculap AG A B Braun Group CoPostfach 40, 78501 Tuttlingen, Germany
Suggested Distribution: OR/Surgery, Orthopedics, Neurology, Otolaryngology, Materials Management

Problem:

OInaMarch 7, 2017, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital and a March 27, 2017, Field
Safety Corrective Action Product Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Aesculap states that
the use of the above burs, under certain conditions, may result in the rel ease of particles from the diamond coating that may not be discovered by the user.
Aesculap also states that it has received no reports of patient injury associated with this problem.

Action Needed:

Oldentify and isolate any affected product in your inventory. Do not destroy affected product. If you have affected product, verify that you have received
the March 7, 2017, Urgent Medical Device Recall Notification letter and Product Recall Acknowledgment Response Form and/or the March 27, 2017,
Field Safety Corrective Action Product Recall letter and Feedback Form from Aesculap. 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. Regardless of whether you have
affected product, complete the reply form and return it to Aesculap using the information on the form. Return affected product to Aesculap, using the
instructionsin the letter.

For Further Information:

Europe

Berenice Heid, Aesculap

Tel.: 49 (7461) 9531871

E-mail: berenice.heid@aesculap.de

u.s.

Aesculap customer service department

Tel.: (800) 828-9000

Val Strawn, Aesculap senior quality specialist

(610) 984-9414

E-mail: val.strawn@aesculap.com

Website: Click here

OReferences:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Aesculap: Diamond burs [online]. London: Department of Health;
2017 Apr 3 [cited 2017 Apr 13]. (Field safety notice; reference no. 2017/003/029/701/012). 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 additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Apr 13. Member Hospital. Aesculap letter submitted by an ECRI Institute member hospital (includes reply form) Download

e 2017 Apr 13. MHRA FSN. 2017/003/029/701/012 Download

e 2017 Apr 13. MHRA FSN. (includes reply form) Download

e 2017 Apr 18. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A28445 : CooperSurgical—Inflatoball Pessaries and Pessary Kits: May Be

Mislabeled as Latex Free
Medical Device Ongoing Action

Published: Friday, April 21, 2017
Last Updated: Wednesday, April 26, 2017

UMDNS Terms:
® Pessaries [13004]

Product Identifier:

Inflatoball Part Nos.: Lot Nos.:
Products:

Small Pessary Kits ~ MXKPINFS 137426, 139579, 141316, 142945,
144531, 150148, 153075, 157412,
157413, 166920, 166921, 166922,
178337, 178338, 178340, 178341,
185974, 185976, 185977, 185979,
201918, 211778, 212982, 218672

Medium Pessary MXKPINFM 135401, 137425, 141314, 141315,

Kits 142942, 142943, 144529, 146346,
150145, 150146, 150147, 153071,
153072, 153073, 157408, 157409,
157410, 160840, 160841, 166918,
166919, 178324, 178326, 178328,
178329, 182452, 183623, 201920,
211777, 212981, 215759, 218653,
218654, 218655

Large Pessary Kits ~ MXKPINFL 139576, 141311, 141312, 142939,
142940, 144527, 146345, 150142,
150143, 150144, 153066, 153067 ,
153068, 157403, 157404, 157405,
160837, 160838, 166912, 166913,
166914, 182446, 182447, 182448,
182450, 183622, 200098, 200099,
212979, 215757, 218630

Extra Large MXKPINFXL 142947, 142948, 142949, 146348,

Pessary Kits 153078, 153079, 157415, 160844,
166923, 166924, 166925, 178346,
178347, 178348, 182458, 185831,
185832, 185834, 185835, 185836,
211779, 219502

Small Pessaries MXPINFS 121937, 142944, 144530, 153074,
157411, 160842, 178332, 178333,
178334, 178335, 182453, 185826,
185827, 218669

Medium Pessaries ~ MXPINFM 135402, 141313, 142941, 144528,
153069, 153070, 157406, 157407,
160839, 166915, 166916, 166917,
178320, 178321, 178322, 178323,
185818, 185822, 185823, 185824,
201919, 212980, 215758

Large Pessaries MXPINFL 139577, 141310, 142937, 146344,
150141, 153064, 153065, 157402,
160467, 162612, 166911, 178317,
183618, 183619, 185809, 185810,
185812, 185814, 211776, 212978,
218621, 218622

Extra Large MXPINFXL 139581, 139582, 139583, 142946,

Pessaries 144532, 146347, 153076, 153077,
157414, 178343, 178344, 182455,
182456, 182457, 200176, 212983,
215760

[Consumable]

Geographic Regions: Australia, Bahamas, Brazil, Canada, Colombia, Costa Rica, Denmark, Greece, Guam, Israel, Lithuania, Malaysia, The
Netherlands, New Zealand, Panama, Poland, Portugal, Puerto Rico, Romania, Sweden, U.S.

Manufacturer(s): CooperSurgica Inc95 Corporate Dr, Trumbull, CT 06611, United States
Suggested Distribution: Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Urology, Materials Management

Problem: OInan April 10, 2017, Inflatoball Pessary and Inflatoball Pessary Kit Recall letter submitted by an ECRI Institute member hospital,
CooperSurgical states that the current secondary packaging box containing the above pessaries and kitsincorrectly states that the products are latex free,
posing arisk of serious allergic reaction for users allergic to latex. The product is made with 100% latex. The label on the package that contains the
product and the instructions for use (IFU) correctly states that the pessary is manufactured from latex rubber. CooperSurgical also states that it has

©2017 ECRI Ingtitute
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received no reports of adverse events or patient injury related to this problem.

Action Needed: Identify, isolate, and discontinue use of any affected product in your inventory. The lot number is printed on the opening tab of the
secondary packaging and on the clear plastic pouch containing the pessary. If you have any affected product, verify that you have received the April 10,
2017, Inflatoball Pessary and Inflatoball Pessary Kit Recall |etter and Acknowledgment and Receipt Form from CooperSurgical. Complete the
Acknowledgement and Receipt Form, and return it to CooperSurgical using the instructions on the form. Upon receipt of the form, a CooperSurgical
representative will contact your facility to arrange for product return and refund or exchange.

For Further Information:

CooperSurgical

Tel.: (203) 601-5200

Website: 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 additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Apr 20. Member Hospital. CooperSurgical letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2017 Apr 26. Manufacturer. Manufacturer confirmed information contained in source material
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[High Priority ] - A28489 : Cook—Pereyra Ligature Carriers, Pereyra-Raz Ligature Carriers, and

Stamey Needles: Reprocessing Instructions May Be Inadequate
Medical Device Ongoing Action

Published: Thursday, April 27, 2017

UMDNS Terms:
® Passer/Knot Tiers, Ligature [21417]
® Guides, Suturing [17688]

Product Identifier:

Products: Catalog Nos.:

Pereyra Ligature
Carriers '75 090100

Pereyra-Raz
Ligature Carriers 090002

Stamey Needles 095000, 095015, 095030

[Consumable]
All lot numbers

Geographic Regions: Australia, Belgium, Canada, Finland, Germany, Guatemala, Hong Kong, India, Ireland, Japan, Kuwait, Maaysia, The
Netherlands, New Zealand, Puerto Rico, Saudi Arabia, South Korea, Tawan, U.K., U.S.

Manufacturer(s): Cook Medical 700 Daniels Way, PO Box 489, Bloomington, IN 47402-1608, United States
Suggested Distribution: Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Urology, Materials Management

Problem:

OInan April 24, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Cook states that the reprocessing instructions
for the above products may not provide sufficiently detailed information for cleaning, disinfection, and sterilization. Cook's preliminary investigation
indicates that validation data related to the reprocessing of these devices does not meet the current guidance. Cook also states that it has received no
reports of adverse reactions related to inadequate cleaning, disinfection, or sterilization of these devices, however, if the devices are not adequately
reprocessed, localized surgical site infection to deeper organ space infection and/or chemical residue exposure may occur.

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the April 24, 2017, Urgent
Medical Device Recdll letter and Acknowledgment and Receipt Form from Cook. Regardless of whether you have affected product, complete

the Acknowledgment and Receipt Form and return it to Cook using the information in the letter. Return or discard affected product using the information
on the form. Report any adverse events related to use of affected product to the Cook Medical customer relations department using the information
below. 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. 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:

Cook Medical customer relations Department

Tel.: (800) 457-4500 or (812) 339-2235

, 7:30 am. to 5 p.m. Eastern time, Monday through Friday
E-mail: CustomerRelationsNA @cookmedical.com
Website: 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 Apr 26. Member Hospital. Cook letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A27834 : Richard Wolf—150 cm Semislip Guidewires: Hydrophilic-Coated Pebax Tip
May become Loose from Guidewire Core, Potentially Resulting in Tip Fragments Remaining in the

Patient's Body
Medical Device Ongoing Action

Published: Tuesday, April 25, 2017

UMDNS Terms:
® Guide Wires[11925]

Product Identifier:
150 cm Semislip Guidewires [Consumable]
Product No. 4111000150; Lot No. FA1502760

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Richard Wolf GmbHPforzheimer Strasse 32, D-75438 Knittlingen, Germany
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem:

OIn aDecember 7, 2016, Urgent Safety Information letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Richard
Wolf states that the hydrophilic-coated Pebax tip of the above guidewires may come loose from the core of the guidewire, potentially resulting in
fragments of the tip remaining in the body of the patient. This would necessitate another surgery to remove the parts of the guidewire from the patient.
Richard Wolf further statesthat it has received 1 report of this problem occurring. Richard Wolf states that if affected guidewires have been used without
loosening pa(}als of the Pebax component on the wire, there is no risk for the patient. The manufacturer has not confirmed the information provided in the
source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected guidewiresin your inventory. If you have affected guidewires, verify that you have received the
December 7, 2016, Urgent Safety Information letter and Response form from Richard Wolf. Return affected guidewires, including opened packing units,
to Richard Wolf. Upon receipt of affected guidewires, Richard Wolf will provide your facility with credit. Open packing unitswill be fully credited. If
possible, inspect previously used wires to ensure that the Pebax component is not broken. Notify al relevant personnel at your facility of the information
in the letter, forward a copy of the letter to any facility to which you have further distributed affected guidewires, and retain a copy of the letter with your
records. Regardless of whether you have affected product, complete the Response form and return it to Richard Wolf using the instructions on the form.
Notify Richard Wolf of any adverse events associated with the use of affected guidewires using the information below.

For questions regarding handling:

Marek Rast, Richard Wolf head of technical services

Tel.: 49 (7043) 351046

E-mail: marek.rast@richard-wolf.com

For safety-related questions:

Heiko Sailer, Richard Wolf head of quality management and safety officer
Tel.: 49 (7043) 351108

E-malil: heiko.sailer@richard-wolf.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Richard Wolf: guide wire Semislip L 150CM [online]. London:
Department of Health; 2017 Jan 19 [cited 2017 Apr 19]. (Field safety notice; reference no. 2017/012/015/701/007). Available from Internet:
Click here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat 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 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 19. MHRA FSN. 2017/012/015/701/007 Download
e 2017 Apr 19. MHRA FSN. QM 700007434 (includes reply form) Download
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[High Priority ] - A28433 : Medicina—5 mL Luer Lock IV Syringes: Expelled Volume May Not Meet

Predefined Specification
Medical Device Ongoing Action

Published: Tuesday, April 25, 2017

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

Product Identifier:
5 mL Luer Lock Intravenous (IV) Syringes [Consumable]
Product No. IVL05; Batch No. 160822-05

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Medicina LtdUnit 2 Rivington View Business Park, Bolton BL5 5BN, England
Suggested Distribution: Emergency/Outpatient Services, Nursing, Home Care, EM S/Transport, |V Therapy, Materials Management

Problem:

Inan April 3, 2017, Recall Notification letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Medicina states that
the volume of medication expelled from the above syringes may not meet the predefined specification. Medicina also states that it has performed a health
hazard assessment, which has not concluded that this problem represents a major or life-threatening risk to patients or end users; however, depending on
the medication being injected, the intended therapeutic effect may not be observed because of the lower-than-expected volume of medication being
delivered. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify and isolate any affected syringesin your inventory. If you have affected syringes, verify that you have received the April 3, 2017, Recall
Notification letter and Acknowledgment Form from Medicina. Compl ete the Acknowledgment Form, and return it to Medicina using the instructions on
the form. To arrange for product return, contact Medicina using the information below. Upon receipt of affected syringes, Medicinawill provide your
facility with arefund.

For Further Information:
Michelle Prescott, Medicina
Tel.: 44 (1204) 695050
E-mail: info@medicina.co.uk
Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Medicina: 5ml Luer lock 1V syringe [online]. London: Department of
Health; 2017 Apr 18 [cited 2017 Apr 19]. (Field safety notice; reference no. 2017/004/004/601/003). Available from Internet: Click here .

Comments:

e Thisalertisaliving 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 Apr 19. MHRA FSN. 2017/004/004/601/003 Download
e 2017 Apr 19. MHRA FSN. FSCA030417-002 (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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[High Priority ] - A28480 : B Braun—Elcam CytoGuard Closed Luer Connectors: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Wednesday, April 26, 2017

UMDNS Terms:
® |ntravenous Line Connectors [17501]

Product Identifier:

OElcam CytoGuard Closed Luer Connectors [Consumable]

Product Catalog No. 456081; Lot Nos.: 1240156001, 1240156002, 1240156003, 1240156004, 1370249001, 1370251101, 1370257101, 1370259201,
1370268401, 1370270401, 1370273801, 1470311101, 1570315301

Units distributed between November 7, 2012, and May 19, 2015

Geographic Regions: U.S.&#160;
Distributor(s): ® B Braun Medica Inc824 Twelfth Ave, Bethlehem, PA 18018-3524, United States

Manufacturer(s): Elcam MedicalBarAm, |L-13860, Israel

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, IV Therapy, Materials
Management

Problem:
Olnan April 19, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, B Braun states that the sterility of the above
connectors may be compromised because of punctured blisters.

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 April 19,
2017, Urgent Medical Device Recall letter and Product Removal Acknowledgment form from B Braun. Regardless of whether you have affected product,
complete the Product Removal Acknowledgment form and return it to B Braun using the instructions on the form. Upon receipt of the form, aB Braun
customer support representative will contact your facility with instructions for product handling and return. Notify al 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. Report any adverse
events associated with affected product to the B Braun clinical and technical support department by telephone at (800) 854-6851. 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:

B Braun customer support department

Tel.: (800) 227-2862

, 8 am. to 6 p.m. Eastern time, Monday through Friday
Website: Click here

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat 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 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 26. Member Hospital. (includes reply form) Download
e 2017 Apr 26. Manufacturer. The manufacturer 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 ] - A28461 : Cardinal Health—Jackson-Pratt Perforated and Hemaduct Wound Drainage

Systems: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Monday, April 24, 2017
UMDNS Terms:
® Drains, Wound [11305]

Product Identifier:
Jackson-Pratt Wound Drainage Systems: (1) Hemaduct, (2) Perforated [Consumable]

Wound Drainage Systems: Catalog Nos.: Lot Nos.:
CT HEMADUCT SIL RND DRN CT-HU1900 1161200, 1161362, 1161455, 1161599
J-P HEMADUCT SIL FLT DRN, 10 MM, JP-HUF100 1161357, 1161466, 1170015

J-P HEMADUCT SIL FLT DRN, 10 MM,
FULL DUCTS W/15 FR TROCAR

J-P HEMADUCT SIL RND DRN, 10FR

JP-HUF101 1161358

1161193, 1161194, 1161359, 1161467,

W/10FR TROCAR JP-HURL0 1161468, 1161591, 1161592
J-P HEMADUCT SIL RND DRN, 15 FR W/15 JP-HUR151 1161195, 1161196, 1161360, 1161456,
FR TROCAR 1161593, 1170021, 1170022
J-P HEMADUCT SIL RND DRN, 19 FR JP-HUR190 1161197, 1161198, 1161457, 1161597
J-P HEMADUCT SIL RND DRN, 19 FR W/15 JP-HUR195 1161199, 1161361, 1161458, 1161459,
FR TROCAR 1161594, 1161595, 1161596
1161202, 1161203, 1161364, 1161365,
J-P SIL RND DRN 10 FR W/TROCAR SU130-0321 1161471, 1161472, 1161601, 1161602,
1170030. 1170031
J-P SIL RND DRN 15 FR W/TROCAR SU130-0323 1161366, 1161473, 1161603, 1161604,
J-P PVC DRN 10 FR W/TROCAR SU130-0521 1161481, 1170193, 1170194
J-P SIL FLAT DRN 7 MM, % DUCTS SU130-1308 1161228, 1161229, 1161396, 1161397,
1161246, 1161412, 1161413, 1161460,
J-P SIL FLAT DRN 10 MM, % DUCTS SU130-1309 1161461, 1161619, 1161620, 1161621,

1170083. 1170084
J-P SIL FLAT DRN 7 MM, FULL DUCTS SU130-1310 1161230, 1161231, 1161232, 1161233,
1161247, 1161248, 1161249, 1161250,
1161251, 1161252, 1161414, 1161415,
1161416, 1161417, 1161418, 1161419,
1161420, 1161421, 1161509, 1161510,
1161511, 1161512, 1161513, 1161514,
1161515, 1161622, 1161623, 1161624,
1161625, 1161626, 1161627, 1161628,
1170089, 1170094, 1170095, 1170096,

J-P SIL FLAT DRN 10 MM, FULL DUCTS SU130-1311

TP SILRND DRN 7FR SUT30-1320 1161205, 1161368, 1161360, 1161475
1161206, 1161207, 1161370, 1161371,
J-P SILRND DRN 10FR SU130-1321 1161372, 1161476, 1161477, 1161478,

1161606. 1161607. 1161608. 1170036
1161373, 1161374, 1161375, 1161610,

J-P SILRND DRN 15FR suiso-1323  1OET O T
1161208, 1161209, 1161376, 1161479,

J-PSILRND DRN 19FR SUL30-1325 1961480, 1161612, 1161613, 1170040

7P 7 MM FULL W/TROCAR SUT30-T410 1161405, 1161584, 1161618

7P 10 MM FULL W/TROCAR SUT30-T411 1161253, 1161516, 1161692

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Cardina Health Medical Products & Services Group1450 Waukegan Rd, McGaw Perk, IL 60085-3975, United States

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

Problem:

Inan April 21, 2017, Urgent Product Recall letter, submitted by an ECRI Institute member hospital, Cardinal Health states that the inner packaging
(polybag) containing the above drainage systems may be caught in the seal of the outer Tyvek pouch, potentially compromising product sterility. Cardinal
Health also states that it has received no reports of injury related to this problem. Cardinal Health 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 April 21, 2017, Urgent Product Recall
letter and acknowledgment form from Cardinal Health. Inspect affected product in your inventory. If the inner packaging (polybag) is caught in any
portion of the seal area of the outer Tyvek pouch (see the picturesin the |etter ), do not use the product. Regardless of whether you have affected product,
complete the acknowledgment form and return it to Cardinal Health by fax at (847) 689-9101 or (614) 652-9648. Notify all relevant personnel at your

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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facility of theinformation in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. To arrange
for product return, contact the Cardinal Health customer service department by telephone at (800) 964-5227 (U.S. hospital customers) or (800) 635-6021
(distributors).

For Further Information:

Cardinal Health customer advocacy department
Tel.: (800) 292-9332

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 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 Apr 24. Member Hospital. Cardinal Health letter submitted by ECRI Institute member hospital Download
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[High Priority ] - A28457 : CP Medical—Monoswift PGCL Absorbable Sutures: May Not Meet Tensile

Strength Requirement
Medical Device Ongoing Action

Published: Thursday, April 27, 2017

UMDNS Terms:
® Sutures, Synthetic, Absorbable, Polyglycolic Acid [13908]

Product Identifier:

Monoswift Poly(Glycolide-Cocaprolactone) (PGCL) Absorbable Sutures [Consumable]

Product Nos.: L459, L463, L493, L494, L495, L497, L762, L922, L923; Lot Nos.: 150323-04, 150324-04, 150520-10, 150615-01, 150616-08, 150709-
01, 151229-64, 160414-69, 160510-59, 160617-52, 160824-50

504 hoxes (12 sutures/box) distributed

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), South Africa, U.S.
Manufacturer(s): CP Medical803 NE 25th Ave, Portland OR 97232, United States
Suggested Distribution: Critical Care, Emergency/Outpatient Services, OR/Surgery, Dentistry/Oral Surgery, Dermatology, Materials Management

Problem:

FDA's Center for Devices and Radiological Heath (CDRH) states that the above sutures may fail to meet the USP minimum value for tensile strength
over the length of the sutures shelf life. FDA's CDRH also states that the manufacturer initiated arecall by telephone cal or e-mail on February 6, 2017.
The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have been contacted by CP Medical or your
distributor.

For Further Information:

CP Medica

Website: Click here

References:
e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Monoswift [online]. 2017
Apr 20 [cited 2017 Apr 25]. Available from Internet: Click here.

Comments:

e Thisalertisaliving 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 Apr 25. FDA CDRH Database. Class 1. Z-1872-2017 Download

©2017 ECRI Ingtitute
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[High Priority ] - A28411 : Micrel—Rythmic Parenteral Nutrition DEHP-Free Spike Sets: May Leak

from Integrated Filter
Medical Device Ongoing Action

Published: Thursday, April 27, 2017

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

Product Identifier:
Rythmic Parenteral Nutrition (PN) DEHP-Free Spike Sets [Consumable]
Reference No. KM 1.EE.148.0; Lot Nos.: 10012465, 10012496, 10012517, 10012541

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): Micrel Medical Devices SAlthakis 4, Pallini, GR-153 51 Athinia, Greece
Suggested Distribution: Critical Care, Nursing, Gastroenterology, |V Therapy, Materials Management

Problem: InaMarch 21, 2017, Urgent Field Safety Natice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM),
Micrel states that the above sets may leak from one of the air vents of the filter and may be evident during priming before the start of the infusion,
potentially delaying therapy while the set is replaced. Micrel also states that infusion with a defective set/filter may result in a small amount of
underdelivery. Micrel further statesthat it has received no reports of serious injury or death related to this problem. 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 21, 2017, Urgent Field

Safety Notice letter and Acknowledgment Form from Micrel. Complete the Acknowledgment Form, and return it to Micrel using the information on the

form. Upon receipt of the form, aMicrel customer service representative will contact your facility to arrange for product replacement. Inform all relevant
personnel 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:

Micrel

Tel.: 30 (210) 6032335

E-mail: regulatory@micrelmed.com

Website: Click here

References:
e Germany. Federal Institute for Drugs and Medical Devices. Lot recall of Rythmic spike set PN DEHP free, Micrel Medical Devices SA.
[online]. 2017 Apr 11 [cited 2017 Apr 17]. 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 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 Apr 17. BfArM (Germany). 03333/17 Download
e 2017 Apr 17. BfArM (Germany). Reference No. FSN2017-01 (includes reply form) Download
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[High Priority ] - A28480 : B Braun—Elcam CytoGuard Closed Luer Connectors: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Wednesday, April 26, 2017

UMDNS Terms:
® |ntravenous Line Connectors [17501]

Product Identifier:

OElcam CytoGuard Closed Luer Connectors [Consumable]

Product Catalog No. 456081; Lot Nos.: 1240156001, 1240156002, 1240156003, 1240156004, 1370249001, 1370251101, 1370257101, 1370259201,
1370268401, 1370270401, 1370273801, 1470311101, 1570315301

Units distributed between November 7, 2012, and May 19, 2015

Geographic Regions: U.S.&#160;
Distributor(s): ® B Braun Medica Inc824 Twelfth Ave, Bethlehem, PA 18018-3524, United States

Manufacturer(s): Elcam MedicalBarAm, |L-13860, Israel

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, IV Therapy, Materials
Management

Problem:
Olnan April 19, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, B Braun states that the sterility of the above
connectors may be compromised because of punctured blisters.

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 April 19,
2017, Urgent Medical Device Recall letter and Product Removal Acknowledgment form from B Braun. Regardless of whether you have affected product,
complete the Product Removal Acknowledgment form and return it to B Braun using the instructions on the form. Upon receipt of the form, aB Braun
customer support representative will contact your facility with instructions for product handling and return. Notify al 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. Report any adverse
events associated with affected product to the B Braun clinical and technical support department by telephone at (800) 854-6851. 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:

B Braun customer support department

Tel.: (800) 227-2862

, 8 am. to 6 p.m. Eastern time, Monday through Friday
Website: Click here

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat 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 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 26. Member Hospital. (includes reply form) Download
e 2017 Apr 26. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A27381 : Applied Medical Technology —Saflo 90 Needle Safe

Subcutaneous Infusion Sets: Introducer Needle May Not Fully Withdraw After Insertion
Medical Device Ongoing Action

Published: Thursday, April 27, 2017

UMDNS Terms:
® Ports, Injection/Infusion [16854]
® |nfusion Pump Administration Sets [16579]

Product Identifier:

[0Saflo 90 Infusion Sets [Consumable]
Product Code: SF90-109

Lot No: M150735

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Applied Medical Technology 4 Kings Court, Kirkwood Rd, Cambridge, England
Suggested Distribution: Emergency/Outpatient Services, Nursing, |V Therapy, Materials Management

Problem:

OInan October 3, 2016, Field Safety Notice |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Applied Medical
Technology states that the introducer needle of the above products may not fully withdraw from the catheter after insertion. The introducer needle is
clearly visiblein the catheter if this failure occurs. 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 October
3, 2016, Field Safety Notice letter and reply form from Applied Medical Technology. Notify the distributor if you have affected product and
acknowledge your receipt of the Field Safety Notice |etter to Applied Medical Technology using the information on the form. A replacement product will
be provided.

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Applied Medical Technology: Saflo 90 Needle Safe Subcutaneous
Infusion Set [online]. London: Department of Health; 2016 Oct 10 [cited 2017 Apr 20]. (Field safety notice; reference no.
2016/008/012/401/008). 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 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 Apr 20. MHRA FSN. 2016/008/012/401/008 Download
o 2017 Apr 20. MHRA FSN. (includes reply form) Download
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