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Dear,
SBED team is pleased to inform you that 42 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 6/12/2017 to 6/18/2017

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 Prometra II 6/12/2017 Flowonix Medical N/A 1
Programmable Pumps

Anaesthetic and respiratory devices

# New Various NIPPY Ventilators 6/13/2017 B&D Electromedical N/A 2

Diagnostic and therapeutic radiation devices

New Artis Systems in 6/15/2017 Siemens Medical Siemens Medical FSN  https
conjunction with the Solutions Solutions //nc

Artis table mdr.

New Centricity Critical Care 6/18/2017 GE Healthcare GE Healthcare FSN  https
(CCC, formerly known as ://nc
Clinisoft) mdr


http://www.sfda.gov.sa
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11181
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11198
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www.ecri.org . Printed from Health Devices Alerts on Monday, June 12, 2017 Page 1

[Critical Priority ] - A28675 : Flowonix—Prometra Il Programmable Pumps: Manufacturer Changes

Instructions for Use to Include Removal of Drug from Pump before MRI Scan
Medical Device Ongoing Action

Published: Friday, June 2, 2017
Last Updated: Friday, June 9, 2017

UMDNS Terms:
® |nfusion Pumps, Analgesic, Implantable, Intrathecal [27893]

Product Identifier:
Prometra |l Programmable Pumps [Consumable]

Geographic Regions: U.S.
Manufacturer(s): Flowonix Medical Inc500 International Dr Suite 200, Mt Olive, NJ 07828, United States
Suggested Distribution: Critical Care, Emergency/Outpatient Services, OR/Surgery, Diagnostic Imaging, Pain Clinic, Materials Management

Problem: InaMay 22, 2017, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Flowonix statesthat it has
received areport of a patient who had been implanted with one of the above pumps and who may have received afatal drug overdose during a magnetic
resonance imaging (MRI) procedure. Flowonix also states that the above pumps have an FDA-approved design feature intended to permit safe exposure
to an MRI without the need to remove the drug from the reservoir. Flowonix is investigating the cause of the reported incident. Flowonix further states
that it is changing the labeling instructions to include removal of the drug from the Prometra |l pump before an MRI procedure as a preventive measure to
reduce potential risk. Flowonix has taken this action as a precaution to protect patients while the investigation process is ongoing. Flowonix issued
Device Correction lettersto all U.S. physicians, all patients implanted with a Prometra Il pump, and MRI centersin the U.S,, with instructions to remove
drug from the Prometra |l pumps before MRI procedures. Flowonix states that the Prometra | pump has always included labeling instructions to remove
drug from the pump before MRI procedures.

Action Needed:

Identify any affected product in your inventory and any patients implanted with affected product. If you have affected product, verify that you have
received the May 22, 2017, Urgent Medical Device Correction letter and MRI Instruction Guide from Flowonix. Ensure that all drug is removed from all
Prometra pumps before patients who are implanted with affected product undergo MRI procedures. The firm has revised the labeling on Prometra Il
Ipumps to require that all drug be removed from the pump before an MRI procedure. Notify all relevant personnel at your facility of the information in the
etter.

For Further Information:

Flowonix customer care department

Tel.: (855) 356-9665

Website: Click here

Comments:

e For information on an Alert regarding Prometral pumps, see Alert Accession Nos. A27301 and A27301 01 .

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

Source(s):
e 2017 Jun 1. Member Hospital. Flowonix letter submitted by an ECRI Institute member hospital. Reference No. PL-15200-00 Download

e 2017 Jun 1. Manufacturer. The manufacturer confirmed the information in the source material.

e 2017 Jun 1. Manufacturer Letter. Prometraand Prometra |l Programmable Pumps Magnetic Resonance Imaging (MRI) Instruction Guide
Download

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



http://www.flowonix.com/contact-us

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628487

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628613

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628613

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154683/20170522FloxonixPrometraPumpsClient_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154685/PL-15200-00 MRI Scan Instructions MFR.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154685/PL-15200-00 MRI Scan Instructions MFR.pdf
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www.ecri.org . Printed from Health Devices Alerts on Tuesday, June 13, 2017 Page 1

[High Priority ] - A28692 : B&D Electromedical—Various NIPPY Ventilators: Impeller inside Blower

Assembly May Seize and Stop Blower from Rotating If Ventilator Is Subjected to Impact
Medical Device Ongoing Action

Published: Tuesday, June 6, 2017

UMDNS Terms:
® Ventilators, Intensive Care, Neonatal/Pediatric [14361]
® Ventilators, Intensive Care [17429]
® Ventilators, Portable/Home Care [17423]

Product Identifier:
NIPPY Ventilators: (1) 3+, (2) Junior+, (3) ST+, (4) S+ [Capital Equipment]
Unitswith 1 or more of the following traits:

e Serial Nos.: 2016-25579 through 2016-26728 (not all unitsin this serial number range are affected; 459 units in this range are affected)

e Underwent repairg/services in which the blower assembly was replaced at B& D Electromedical between March and June 2016 (111 units;
these units can have seria numbers beginning with 2007 and above and are al in U.K. hospitals)

e 3+ units with 10,000-hour service kits shipped between March and June 2016 (333 kits were shipped; these units can have serial numbers
beginning with 2007 and above and are al in U.K. hospitals)

Geographic Regions: Ireland, U.K.

Manufacturer(s): B and D ElectromedicalUnit A2 Bridge Business Center, Timothy's Bridge Rd, Stratford-upon-Avon, Warwickshire CV37 9HW,
England

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery,
Pediatrics, Pulmonology/Respiratory Therapy, Home Care

Problem:

InaMay 11, 2017, Important Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), B&D
Electromedical states that the impeller inside the blower assembly used in the above ventilators may seize and stop the blower from rotating if the device
is subject to impact, potentially resulting in the ventilator ceasing to provide ventilatory support. B& D Electromedical also states that if the ventilator
stops, the device will alarm. The manufacturer states that 70 facilities are affected by this action and that the firm has notified all of them.

Action Needed:

Identify any affected ventilatorsin your inventory. If you have affected ventilators, verify that you have received the May 11, 2017, Important Field
Safety Notice letter, Acknowledgment Form, and Confirmation of Blower Exchange form from B& D Electromedical. If you have a 10,000-hour service
kit containing an affected blower, B& D Electromedical will provide your facility with areplacement blower. Affected ventilators will soon be due for
their annual service and B& D Electromedical recommends that during the annual service the blower be changed. Either return the ventilator to B& D
Electromedical for its annual service or, if you are technically trained in carrying out service procedures yourself, B&D Electromedical will provide your
facility with areplacement blower. Affected repairs/services should be returned to B& D Electromedical for fitting of anew blower. B& D Electromedical
will contact your facility to ensure that a suitable plan to replace affected blowersisin place. Complete the Acknowledgment Form, and return it to B&D
Electromedical using the instructions on the form. When affected blowers are replaced at your facility, complete the Confirmation of Blower Exchange
form and return it to B& D Electromedical using the instructions on the form. Inform all relevant personnel at your facility of the information in the letter,
and forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:
B&D Electromedical
Tel.: (01789) 293460
Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. B& D Electromedical: NIPPY 3+ RANGE OF VENTILATORS [onli
ne]. London: Department of Health; 2016 May 31 [cited 2017 Jun 2]. (Field safety notice; reference no. 2017/005/023/291/017). 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 Jun 2. MHRA FSN. 2017/005/023/291/017 Download

e 2017 Jun 2. MHRA FSN. ref. CA 026/17 FSCA (includes reply form) Download

e 2017 Jun 6. Manufacturer. B&D Electromedical 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.



http://www.nippyventilator.com/home/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notices-22-26-may-2017

https://www.gov.uk/drug-device-alerts/field-safety-notices-22-26-may-2017

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154282/20170531BandDElectromedicalNippyVentilatorsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154283/20170511BandDElectromedicalNippyVentilatorsMHRA.pdf



AFsaif
(A28692) B&D Electromedical-Various NIPPY Ventilators.pdf


Update

# New

New

# Update

Infant Warmer System
(IWS) Hot “Heater Head"

IRIDICA Controller

Software Used with

IRDICA Bead Beater
Systems

Shimadzu Ceiling Type X-

ray Tube Support,

Shimadzu Ceiling Type X-

ray Tube Support,

6/15/2017
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Electro mechanical medical devices
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# New
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New
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New

ARROWGgard Blue CVC,
ARROW MAC TwoLumen
Central Venous Access,
Arrow Pressure Injectable

PICC Kit

da Vinci Xi Surgical
Systems

Flowtron ACS900

Organ Care System
(OCS) Heart system

Philips IntelliVue MX40

Wearable Patient
Monitors .

Rosa One 3.1

Sharesource Claria

Connectivity Platform for

Use with Homechoice
Claria APD System

6/15/2017

6/12/2017

6/15/2017

6/17/2017

6/17/2017

6/18/2017

6/15/2017

GE Healthcare

Abbott

Shimadzu Medical
Systems..

Shimadzu Medical
Systems..

Arrow International Inc

Intuitive Surgical Inc

jo Huntleigh - electric bec

TransMedics

Philips Healthcare

Zimmer Biomet

Baxter Corp Canada

GE Healthcare

Medical supplies &
Services Co.Ltd
Mediserv

Salehiya Trading Est.

Salehiya Trading Est.

Gulf Medical Co.

Gulf Medical Co.

Gulf Medical Co.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11183
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11193
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11186
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11178
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11192
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11196
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11202
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11184
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www.ecri.org . Printed from Health Devices Alerts on Wednesday, June 14, 2017 Page 1

[High Priority ] - A28351 : Abbott—IRIDICA Controller Software Used with IRDICA Bead Beater
Systems: May Fail to Initialize
Medical Device Ongoing Action

Published: Thursday, June 8, 2017

UMDNS Terms:
® Nucleic Acid Processors, Replication, Thermal Cycle [20811]
® Centrifuges [10778]

Product Identifier:
OIRIDICA Controller Software used with IRIDICA Bead Beater (BB) Systems [Capital Equipment]
BB List No. 08N26-010; Software Part No. 70-150088; Software Version 2.1b

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Abbott Molecular Inc1300 E Touhy Ave, Des Plaines, IL 60018-3315, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem:

OInaMarch 29, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Abbott
states that internal testing revealed that an error in the above software used with the above instruments may cause the instruments to fail to

initialize, prematurely advancing samples through the IRIDICA workflow to the next step without generating an error or warning. Abbott further states
that the normal cycletimeis approximately 5 min for processing and 5 min for cool down; however, when this software error occurs, the above BB
instrument indicates that samples are ready for the next step approximately 2 sec after initializing. Abbott also states that failure to complete the

BB process may potentially result in incorrect results. Abbott states that it has received no reports of this problem occurring. The manufacturer has not
confirmed the information provided in the source material .

Action Needed:
Oldentify any affected instrumentsin your inventory. If you have affected instruments, verify that you have received the March 29, 2017, Urgent Field
Safety Notice letter from Abbott. Abbott states that you may continue to use the affected instruments according to the following instructions:

e Audibly verify that the BB instrument has started sample processing. The BB instrument produces a loud motorized sounds that you should
hear within afew seconds after starting the BB run. This motorized sound indicates that the BB instrument is functioning as intended.

e Visuadly verify that the BB instrument has started sample processing. Inspect the BB tube holder to ensure that the sample tubes are
agitating.

Retest samples generated with affected instruments. Contact Abbott Molecular technical support if the instrument does not start; if this happens, you will
not be able to restart the BB process. Notify all relevant personnel at your facility of the information in the Urgent Field Safety Notice letter and retain a
copy of the letter with your records.
For Further Information:
Abbott
Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Abbott IRDICA bead beater (BB) [onling]. London: Department of
Health; 2017 Apr 3 [cited 2017 Jun 7]. (Field safety notice; reference no. 2017/003/029/701/023). 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 Jun 7. MHRA FSN. 2017/003/029/701/023 Download
e 2017 Jun 7. MHRA FSN. Download

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



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

https://www.gov.uk/drug-device-alerts/field-safety-notice-27-march-to-31-march-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-27-march-to-31-march-2017

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154647/2017043AbbottIRDICABeadBeaterMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154648/20170329AbbottIRDICABeadBeaterMHRA.pdf
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www.ecri.org . Printed from Health Devices Alerts on Sunday, June 18, 2017 Page 1

[High Priority ] - A28783 : Shimadzu—FDR Visionary Suite Digital Radiography Systems, CH-
200/200M X-Ray Tube Ceiling Units, and RADspeed Pro General Radiographic Systems: Tube
Holding Shaft May Crack over Time

Medical Device Ongoing Action
Published: Thursday, June 15, 2017

UMDNS Terms:
® Radiographic/Fluoroscopic Systems, General-Purpose [16885]
® X-Ray Generators [16602]

Product Identifier:
Devices: (1) FDR Visionary Suite Digital Radiography Systems, (2) CH-200/CH-200M X-Ray Tube Ceiling Units, (3) RADspeed Pro General
Radiographic Systems [Capital Equipment]

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Shimadzu Medical Systems USA20101 S Vermont Ave, Torrance, CA 90502-3130, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Facilities/Building Management

Problem:

InaMay 12, 2017, Urgent Voluntary Medical Device Recall Notice letter and Field Safety Notice |etter submitted by ECRI Institute member hospitals,
Shimadzu states that over time, cracks may occur on the tube holding shaft near the base of the tube mounting flange on the above devices. If these cracks
increase in size, the tube mounting flange may separate from the tube holding shaft. Shimadzu also states that if separation of the tube mounting flange
from the tube holding shaft occurs, it may be possible for the x-ray tube assembly to come into contact with the patient or operator. The manufacturer has
not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected systemsin your inventory. Your Shimadzu local representative or the Shimadzu national technical support department can
investigate whether systems at your facility are affected; contact them for more information. If you have affected systems, verify that you have received
the May 12, 2017, Urgent Voluntary Medical Device Recall Notice letter and Field Safety Notice |etter from Shimadzu. Shimadzu will install additional
protective parts that will prevent the x-ray tube assembly from coming into contact with the patient if separation of the tube mounting flange from the
tube holding shaft occurs. Y our Shimadzu local representative will contact your facility to determine whether your system requires this corrective action.
If you are not contacted by Shimadzu, contact the Shimadzu national technical support department by telephone using the information below. Inspect the
CH-200/CH-200M unit daily according to the instruction manual. If you find abnormalities (e.g., rattling, deviation of the light irradiation field),
discontinue use and contact your Shimadzu service representative. When rotating the x-ray tube device, control the movement of the x-ray tube assembly
to gé/oid aforcif_ul stop at the end of the rotational movement; if cracks have already occurred, aforceful stop at the end of rotational movement may
accelerate cracking.

For Further Information

Shimadzu national technical support department
Tel.: (800) 228-1429

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 repest their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):

e 2017 Jun 13. Member Hospital. Shimadzu |etters submitted by an ECRI Institute member hospital: SM S051217CH200 and
SMS051217CH200_2 Download

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



http://www.shimadzu.com/contact/index.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155014/20170512ShimadzuXrayClientRedacted.pdf
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www.ecri.org . Printed from Health Devices Alerts on Monday, June 12, 2017 Page 1

[High Priority ] - A28699 : Intuitive—da Vinci Xi Surgical Systems: Patient Side Cart Arm Brake

Screws May Not Be Torqued to Appropriate Specification
Medical Device Ongoing Action

Published: Friday, June 2, 2017

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

Product Identifier:
daVinci Xi Surgical Systems [Capital Equipment]
Serial Nos.: SK0822, SK1001, SK1040, SK1082, SK 1146, SK1154, SK1170, SK1176, SK1180, SK1190

Geographic Regions: France, Ireland, Japan, Taiwan, U.S.
Manufacturer(s): Intuitive Surgical Inc1266 Kifer Rd Bldg 101, Sunnyvale, CA 94086-5304, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Risk Management/Continuous Quality Improvement

Problem:

InaJune 1, 2017, Field Safety Notice Urgent Medical Device Correction letter, Intuitive states that the patient side cart (PSC) of the above systems may
include PSC arm brake screws that were not torqued to the appropriate specification at manufacture, potentially resulting in the screws loosening during
system operation. Intuitive also states that this problem may result in the screws becoming detached and that if all 3 brake screwsin a PSC arm become
detached, the brake of the PSC arm may fail to engage properly if the system enters an error condition. This can cause the PSC arm to drift during
operation of the system. Intuitive further states that if the tip of a surgical instrument mounted to the PSC arm is holding patient tissue or is positioned
near patient tissue, the drifting motion of the PSC arm may result in tissue damage. Intuitive states that it has received no reports of adverse events
relating to this problem and that this problem was identified through internal inspections.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the June 1, 2017, Field Safety Notice
Urgent Medical Device Correction letter and Acknowledgment Form from Intuitive. If you notice arattling noise in a PSC arm during system operation
or If your system encounters system error code 26004 (Manipulator Brake Test Failed) when the system is powered on, follow the standard
troubleshooting procedures and contact the Intuitive Surgical dVSAT technical support department. An Intuitive representative will contact your
facility to schedule a site visit to replace affected PSC arms. Notify all relevant personnel at your facility of the information in the letter. Inform affected
personnel when the correction has been completed. Log into the da Vinci Online Community Field Action resource to read or complete any requested
actions related to this problem. Customers unable to use the da Vinci online resource should complete the Acknowledgment Form and return it to
Intuitive using the instructions on the form. Retain a copy of the letter and Acknowledgment Form with your records.

For Further Information:

Intuitive Surgical customer service department

North America:

Tel.: (800) 876-1310 (select option 3), 4 am. to 5 p.m. Pacific time

E-mall: customersupport-servicesupport@intusurg.com

Europe, Middle East, Asia, and Africa:

Tel.: (800) 08212020 or 41 (21) 8212020, 8 am. to 6 p.m. Central European time
E-mail: ics@intusurg.com

Japan:

Tel.: (0120) 565635 or (03) 55751362, 9 am. to 6 p.m. Japan timeWebsite: Click here

Comments:

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

Source(s):
e 2017 Jun 2. Manufacturer Letter. Intuitive |etter submitted by the manufacturer: 1SIFA2017-06-C (includes reply form) Download
e 2017 Jun 2. Manufacturer. Intuitive confirmed the information provided in the source material.

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



https://www.davincisurgerycommunity.com/

mailto:customersupport-servicesupport@intusurg.com

mailto:ics@intusurg.com

http://www.intuitivesurgical.com/support/contact/

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154251/20170601IntuitivedaVinciXiSUrgicalSystemsMFR.pdf
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200 mg/100 mL
Fluconazole Injections
and 100 mL 20 mg/100
mL Milrinone Lactate 5%
in Dextrose Injections in
INTRAVIA Containers

ABL90Flex battery
module used with
Radiometer ABL9OFLEX
blood gas analyser
(Optional battery)

ASP6025 Tissue Processor

Calibrator 30 (2 pack)
used with ADVIA Centaur
Enhanced Estradiol (eE2)

on the ADVIA Centaur,
Centaur XP and Centaur

XPT systems

cobas 8000 ISE module
900 / 1800, cobas ¢ 311 /
501 /502 /701 /702

cobas omni MGP
Reagent when used with
cobas MPX assay (for use
on the cobas 6800/8800
systems)

Creatinine (Enzymatic)

6/15/2017

6/12/2017

6/17/2017

6/15/2017
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GE Healthcare

Baxter Corp Canada

Radiometer America Inc

Leica Microsystems, Inc.

Siemens Healthcare
Diagnostics GmbH

Roche Diagnostics Corp

Roche Diagnostics Corp

SENTINEL CH. SpA

GE Healthcare

Baxter AG

Salehiya Trading Est.

Salehiya Trading Est.

ABDULREHMAN AL
GOSAIBI GTB

FAROUK, MAAMOUN
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FAROUK, MAAMOUN
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http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11197
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11185
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11201
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11180
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[High Priority ] - A28718 : Baxter—200 mg/100 mL Fluconazole Injections and 100 mL 20 mg/100 mL

Milrinone Lactate 5% in Dextrose Injections in INTRAVIA Containers: May Leak
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Tuesday, June 6, 2017

UMDNS Terms:
® Intravenous Fluid Containers [12172]

Product Identifier:
Injections contained in

INTRAVIA Plastic ,'flg’sd_“‘:t NDCNos.: Lot Nos.:
Containers: "
100 mL. 20 mg/100 mL P342485 EXP NOV 30 2017,

(200 mcg/mL) Milrinone  2J0900  0338-6010-48

Lactate 5% in Dextrose P344408 EXP DEC 31 2017

200 mg/100 mL P348136 EXP APR 30 2018,
Fluconazole 211446 0338-6046-48 pag)377 EXp AUG 31 2018

[Consumable]
Units distributed in the U.S. between November 13, 2015, and April 27, 2017

Geographic Regions: Canada, Colombia, Puerto Rico, United Arab Emirates, U.S.
Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States
Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Pharmacy, |V Therapy, Materials Management

Problem:

InaMay 22, 2017, Urgent Drug Recall letter submitted by an ECRI Institute member hospital, Baxter states that a potential material defect at the port
seal may lead to leaks in the above bags. Baxter also states that aleak of the solution bag may result in delay or interruption of therapy, underdelivery,
unintended drug exposure, and/or microbial contamination. If not detected, the use of aleaking fluconazole or milrinone lactate solution bag with a
leak could lead to a bloodstream infection or other serious adverse health consequences. Baxter further states that it has received no reports of adverse
events associated with this problem.

Action Needed:

Locate and remove any affected product in your inventory. The product number and lot number can be found on the individual product or shipping
carton. To arrange for product return and to receive credit, contact the Baxter Healthcare Center for Service by telephone at (888) 229-0001, from 7 am.
to 6 p.m. Centra time, Monday through Friday, with your Baxter 8-digit ship-to account number, product number(s), lot number(s), and quantity of
product to be returned. If you received the Customer Reply Form directly from Baxter, complete and return it to Baxter using the instructions on the
form. If you did not receive aletter and reply form directly from Baxter, do not return areply form to Baxter. Notify all relevant personnel at your facility
of theinformation in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Report any adverse
events associated with the use of affected product to the Baxter Corporate Product Surveillance department by telephone at (800) 437-5176, from 8 am.
to 5 p.m. Centra time, Monday through Friday, or by e-mail at corporate_product_complaints_round_lake@baxter.com ( Click here). U.S. customers
should also report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event
Reporting program by telephone at (800) 332-1088; fax at (800) 332-0178; by mail (using postage-paid FDA form 3500, available here) at MedWatch,
FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website.

For Further Information:

Baxter product surveillance

Tel.: (800) 437-5176, 8 am. to 5 p.m. Central time, Monday through Friday
Website: Click here

Comments:

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

Source(s):
e 2017 Jun 6. Member Hospital. Baxter |etter submitted by an ECRI Institute member hospital: FA-2017-014 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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Non-active implantable devices

New

New

New

New

New

New

Phenocell B 0.8% and 3%
and Abtectcell III
0.8%RhD

Valproic Acid and
Antibiotic TDM Multi-
Calibrator

Various Microgenics
Application Sheets.

29mm Blue REGUS
Circular Stapler RCS-29

58 mm PINNACLE Hip
Sector DUOFIX HA Shells

Atrium iCAST Balloon
Expandable Covered
Stents

HeartMate 3 Left
Ventricular Assist System
(LVAS),

LATARJET EXPERIENCE
Systems Instruments

Various Prosthesis
Components

Single-use devices

New

New

60-Inch Enteral Extension
Sets

Aortic Arch Cannula..

6/17/2017

6/18/2017

6/18/2017

6/14/2017

6/14/2017

6/12/2017

6/18/2017

6/14/2017

6/14/2017

6/12/2017

6/15/2017

Seqirus Pty Ltd

Beckman Coulter UK Ltd

Thermo Fisher Scientific
Inc.

Regus Surgical BVBA

Depuy Orthopaedics, Inc

Getinge Disinfection AB

Thoratec Corp

Depuy Orthopaedics, Inc

aap Implantate AG

Kentec Medical Inc

Sorin Group

N/A

Beckmancoulter INT L

Medical supplies &
Services Co.Ltd

N/A

FAROUK, MAAMOUN
TAMER & COMPANY

Gulf Medical Co.

Arabian Trade House
Est.

FAROUK, MAAMOUN

TAMER & COMPANY

Saudi Import Co.
Banaja

N/A

Arabian Trade House Est.
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[High Priority ] - A28689 : DePuy Synthes—58 mm PINNACLE Hip Sector DUOFIX HA Shells:
Packaging May Contain Wrong Product
Medical Device Ongoing Action

Published: Tuesday, June 6, 2017

UMDNS Terms:
® Prostheses, Joint, Hip, Acetabular Component [16084]

Product Identifier:

58 mm PINNACLE Hip Sector DUOFIX Hydroxyapatite (HA) Shells [Consumable]
Part No. 121712058; GTIN No. 10603295009191; Lot No. H03642

18 units distributed

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): DePuy Synthes Joint Reconstruction700 Orthopaedic Dr, Warsaw, IN 46582, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

OIn aFebruary 2017 Urgent Field Safety Notice Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
DePuy Synthes states that the packaging labeled with the above product information may actually contain the product "PINN (100) HA ACET CUP 50
mm" and that the 2 products were mixed at a supplier facility responsible for coating them with HA and packaging the parts. DePuy Synthes also states
that this packaging error may cause surgical delay if it is observed during surgery; and loosening, poor joint mechanics, pain, and, potentially, revision
surgery if not observed until after implantation. DePuy Synthes further states that revision surgery poses the potential risks of infection, additional
scarring, neural and vascular damage, functional problems as aresult of the aforementioned risks, and anesthesia-associated risks. D

Synthes also states that it is not recommending prophylactic revision if the patient presents no symptoms and that it recommends that surgeons discuss
clinical implications and risks with patients who received the incorrect cup. The manufacturer has not confirmed the information provided in the source
material.

Action Needed:

Oldentify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the February 2017
Urgent Field Safety Notice Recall letter and Acknowledgment form (Attachment A) from DePuy Synthes. Return affected product to your DePuy
Synthes sales consultant. Complete the Acknowledgment form, and return it to your DePuy Synthes Orthopaedics sales consultant using the information
on the form. Notify all relevant personnel at your facility of the information in the Urgent Field Safety Notice Recall letter, forward a copy of the letter to
any facility to which you have further distributed affected product, and retain a copy of the completed Acknowledgment form with your records.

For Further Information:

Clare Mathers, DePuy Synthes recall vigilance associate

Tel.: 353 (21) 4914581

Email: RA-DPYIE-VigilRecal @ITS.JNJ.com

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. DePuy Orthopaedics: PINNACLE hip sector DUOFIX HA shell 58 mm
[online]. London: Department of Health; 2017 May 31 [cited 2017 Jun 2]. (Field safety notice; reference no. 2017/005/023/299/001). 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 Jun 2. MHRA FSN. (includes reply form) Download
e 2017 Jun 2. MHRA FSN. 2017/005/023/299/001 Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28697 : Getinge—Atrium iCAST Balloon Expandable Covered Stents: Device

Manifold May Be Printed with Incorrect Size Labeling
Medical Device Ongoing Action

Published: Thursday, June 8, 2017

UMDNS Terms:
® Stents, Tracheobronchial [20440]

Product Identifier:

7 mm x 22 mm x 120 cm Atrium iCAST Balloon Expandable Covered Stents [Consumable]

Product/Part No. 85455; Lot Nos.: 240523, 240735

Units manufactured between June 30 and July 12, 2016, and distributed between August 30 and November 16, 2016
Product distributed to Europe:

Atrium Advanta V12 Balloon Expandable Covered Stent

Part No. 85355; Lot No.. 240734

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.S.
Manufacturer(s): Atrium Medical Corp 5 Wentworth Drive, Hudson, NH, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Oncology, OR/Surgery, Pulmonol ogy/Respiratory Therapy,
Materials Management

Problem:

InaMay 25, 2017, Urgent Medica Device Recall Notice letter submitted by an ECRI Institute member hospital, Getinge states that the above stents may
be labeled with an incorrect size on the device manifold (or catheter hub); the product size printed on the manifold may not match the size listed on the
internal and external product labeling. For images of an incorrectly labeled manifold and a correctly labeled manifold, see Figures 1 and 2, respectively,
inthe letter . Getinge further states that the correct product size is listed on the box and internal packaging. Getinge states that there is no physical
difference between the labeled stent, delivery catheter, and balloon to the actual product inside the box. Getinge aso states that if the stent dimensions on
the catheter manifold are incorrect (compared to the actual size and correctly listed dimensions on the pouch/packaging), it could result in user
inconvenience and increased procedural time. Getinge further states that the instructions for use (IFU) instruct users to carefully inspect the device before
use to verify that it has not been damaged in shipment and that the dimensions are suitable for the specific procedure. If the clinician does not detect the
manifold label discrepancy, there should be no additional risk to the patient because the stent, balloon, and delivery catheter match the shelf box (with the
exception of the manifold printing). Getinge states that it has received no reports of patient injury related to this problem. Getinge also states that it i ssued
an updated Urgent Medical Device Recall Notice letter on June 2, 2017, to correct a typographical error on the reply form. Getinge further states that the
June 2, 2017, Urgent Medical Device Recall letter contains additional information for identifying lot numbers on affected product.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received either the May
25, 2017, or the June 2, 2017, Urgent Medical Device Recall Notice letter and Response Form from Getinge. To arrange for product return, contact the
Getinge customer service department by telephone using the information below for return authorization (RA) and shipping instructions. Pack and return
affected product to Getinge according to the instructions in the | etter. Complete the Response Form, and return it to Getinge using the instruction on the
form. 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 the preaddressed reporting form available here, or online at
the MedWatch website. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to
which you have further distributed affected product.

For Further Information:

Getinge customer service department

Tel.: (603) 880-1433, 9 am. to 5 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. 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 Jun 2. Member Hospital. May 25, 2017 Maguet letter submitted by ECRI Institute member hospitals (includes reply form) Download
e 2017 Jun 7. Manufacturer. Manufacturer confirmed information.

e 2017 Jun 8. Member Hospital. June 2, 2017 Maguet letter submitted by ECRI Institute member hospital (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28684 : DePuy Synthes—LATARJET EXPERIENCE Systems Instruments: May

Break Intraoperatively When Used at Off-Axis Angle
Medical Device Ongoing Action

Published: Tuesday, June 6, 2017
Last Updated: Thursday, June 8, 2017

UMDNS Terms:
® Screwdrivers, Surgical, Bone/Bone Prosthesis [13517]
® Hand Drills, Surgical, Bone [11331]
® Driver/Extractors[11345]
® Screws, Bone[16101]

Product Identifier:

LATARJET Product Nos.: GTIN Nos.: Lot Nos.:
EXPERIENCE
Combo Screw Driver 288211 (01)10886705026890 16D02, 16E01, 16J01,
Coracoid Drill 288201 (01)10886705026791 16C01, 16E01, 16E02,
16E03, 17B01
Coracoid Top Hat Drill 288202 (01)10886705026807 16C01, 16E03, 16R01,
17A01 17R01
Extraction Driver 288216 (01)10886705026944 16D01, 16D02, 16E02,
16J01, 17B02, 17B03,
Top Hat Tap 288203 (01)10886705026814 16D01, 16D02, 16E01,
16J01, 16R0O1, 17A01

17A02. 17C03
[Consumable]

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): DePuy Synthes Mitek Sports Medicine325 Paramount Dr, Raynham, MA 02767, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

OInaMay 18, 2017, Urgent Field Safety Notice Product Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), DePuy Synthes states that the material of the above screwdrivers may cause the tip of the screwdriver to be more likely to bresk intra-
operatively when used at an angle off-axis to the screw with either the 3.5 mm coracoid screw and/or sterile LATARJET EXPERIENCE screw implants,
potentialy causing surgical delay or localized tissue damage or reaction if it wereto fall into the surgical space. DePuy Synthes also states that the other
products listed above have been included in the scope of the recall because they contain the same material and may also be used off-axis and therefore
have the potential to break as well. Additionally, DePuy Synthes states that the surgical technique of the Bristow-Latarjet Shoulder Instability System
should be followed using the desired LATARJET EXPERIENCE implants and disposable kits because the instruments in that system are also compatible
with the Sterile LATARJET EXPERIENCE screws, top hats, and disposable kits currently used with LATARJET EXPERIENCE. 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 received the May 18, 2017, Urgent Field
Safety Notice Product Recall letter and Verification form from DePuy Synthes. Regardless of whether you have affected product, complete the
Verification form and return it to DePuy Synthes using the information on the form. Contact your DePuy Synthes sales consultant to arrange for product
return. Notify all relevant personnel at your facility of the information in the Urgent Field Safety Notice letter, forward a copy of the letter to any facility
to which you have further distributed affected product, and retain a copy of the letter with your records.

For Further Information:

DePuy Synthes

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Medos International: LATARJET EXPERIENCE [onlineg]. London:
Department of Health; 2017 May 31 [cited 2017 Jun 2]. (Field safety notice; reference no. 2017/005/023/291/027). Available from Internet: Cli
ck 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 Jun 2. MHRA FSN. 2017/005/023/291/027 Download
e 2017 Jun 2. MHRA FSN. (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28278 : aap Implantate—Various Prosthesis Components: Sterility May Be
Compromised
Medical Device Ongoing Action

Published: Thursday, June 8, 2017

UMDNS Terms:
® Prostheses, Joint, Hip, Femoral Component [16095]
® Prostheses, Joint, Hip, Acetabular Component [16084]
® Prostheses, Joint, Knee, Femoral Component [16097]
® Prostheses, Joint, Knee, Tibial Component [16098]
® Prostheses, Joint, Shoulder, Glenoid Component [16922]
® Prostheses, Joint, Shoulder, Humeral Component [16921]
® Screws, Bone[16101]

Product Identifier:

Prosthesis Model
Compone Nos.:
nte:

6.5x 25

mm SV 6500-
Cancellou 25-2

s Screw

6.5%x 25

mm SV 6500-
Cancellou 25-2

s Screw

6.5 x

25mm SV 6500-
Cancellou 25-2

s Screw

6.5 x 30

mm SV 6500-
Cancellou 30-2

s Screw

6.5 x 30

mm SV 6500-
Cancellou 30-2

s Screw

6.5 x 30

mm SV 6500-
Cancellou 30-2

s Screw

6.5x 35

mm SV 6500-
Cancellou 35-2

s Screw

6.5x 35

mm SV 6500-
Cancellou 35-2

s Screw

6.5x40

mm SV 6500-
Cancellou 40-2

s Screw

6.5x40

mm SV 6500-
Cancellou 40-2

s Screw

10 x 100

mmTss oo 1100-
Stem

©2017 ECRI Ingtitute
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10 x 150
mm TSS
Stem

CS 1150-
10-2

10 x 180
mm TSS
Stem

CS 1180-
10-2

12 x 100
mm TSS
Stem

CS 1100-
12-2

12 x 150
mm TSS
Stem

CS 1150-
12-2

12 x 180
mm TSS
Stem

CS 1180-
12-2

14 x 100
mm TSS
Stem

CS 1100-
14-2

14 x 150
mm TSS
Stem

CS 1150-
14-2

14 x 180
mm TSS
Stem

CS 1180-
14-2

22/42
Long Ball gg 4222-

Head 2L

22/42
Short Ball
Head 2S

CK 4222-
01

23/40
Long Ball gg 4023-

Head 1L

23/40
Short Ball
Head 1S

CK 4023-
01

26/44
Long Ball gg 4426-

Head 3L

26/44
Short Ball
Head 3S

CK 4426-
01

28 mm

Biolox

Delta

Ceramic  HA 4003-
Ball Head, 28
Taper

12/14,

Long

28 mm

Biolox

Delta

Ceramic  HA 4403-
Ball Head, 28
Taper

12/14,

Long

©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 . Printed from Health Devices Alerts on Wednesday, June 14, 2017 Page 3

28 mm

Biolox

Delta

Ceramic  HA 4002-
Ball Head, 28
Taper

12/14,

Medium

28 mm

Biolox

Delta

Ceramic  HA 4402-
Ball Head, 28
Taper

12/14,

Medium

28 mm

Biolox

Delta

Ceramic  HA 4001-
Ball Head, 28
Taper

12/14,

Short

28 mm

Biolox

Delta

Ceramic  HA 4401-
Ball Head, 28
Taper

12/14,

Short

28 mm

Metal Ball

Head, HA 3002-
Taper 12/ 28

14

Medium

28 mm

Metal Ball

Head, HA 3003-
Taper 28

12/14

Long

28 mm

Metal Ball

Head, HA 3001-
Taper 28

12/14

Short

28 mm .
Metal Ball I;Q 3004

Head, )
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28 mm

Size35 AT 4028-
Ceramic 35

Inlay

28 T

Size 37 AT 4028-
Ceramic 37

Inlay

32mm

Biolox

Delta

Ceramic  HA 4203-
Ball Head, 32
Taper

12/14,

Long

32mm

Biolox

Delta

Ceramic  HA 4503-
Ball Head, 32
Taper

12/14,

Long

32mm

Biolox

Delta

Ceramic  HA 4202-
Ball Head, 32
Taper

12/14,

Medium

32mm

Biolox

Delta

Ceramic  HA 4502-
Ball Head, 32
Taper

12/14,

Medium

32mm

Biolox

Delta

Ceramic  HA 4201-
Ball Head, 32
Taper

12/14,

Short

32 mm
Biolox
Delta
Ceramic
Ball Head,

HA 4501-
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32mm

Biolox

Delta

Ceramic  HA 4504-
Ball Head, 32
Taper

12/14, X-

rong

32mm

Metal Ball

Head’ HA 3003-
taper

12/14

Long

32mm

Metal Ball

Head’ HA 3002-
Taper

12/14

Medium

32mm

Metal Ball

Head’ HA 3001-
Taper

12/14

Short

32mm

Metal Ball

Head’ HA 3004-
Taper

12/14 X-

Long

32mm

Metal Ball

Head’ HA 3005-
Taper

12/14 XX-

Long

32mm

Metal Ball

Head’ HA 3006-
Taper

12/14

XXX-Long

32mm

Size39 AT 4032-
Ceramic 39

Inlay

32mm AT 4032-
Size4l 41

©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 . Printed from Health Devices Alerts on Wednesday, June 14, 2017 Page 6

Caramir

32 mm
Size44 AT 4032-
Ceramic 44

Inlay

32 mm

Size 48 AT 4032-
Ceramic 48

Inlay

32 mm

Size 52 AT 4032-
Ceramic 52

Inlay

36 mm Siz

ed4 AT 4036-
Ceramic 44

Inlay

36 mm

Biolox

Delta

Ceramic  HA 4303-
Ball Head, 36
Taper

12/14,

Long

36 mm

Biolox

Delta

Ceramic  HA 4603-
Ball Head, 36
Taper

12/14,

Long

36 mm

Biolox

Delta

Ceramic  HA 4302-
Ball Head, 36
Taper

12/14,

Medium

36 mm

Biolox

Delta

Ceramic  HA 4602-
Ball Head, 36
Taper

12/14,

Medium

36 mm

Biolox

Delta

Ceramic  HA 4301-
Ball Head, 36
Taper

12/14,

Short
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36 mm

Biolox

Delta

Ceramic  HA 4601-
Ball Head, 36
Taper

12/14,

Short

36 mm

Biolox

Delta

Ceramic  HA 4604-
Ball Head, 36
Taper

12/14, X-

Long

36 mm

Size 48 AT 4036-
Ceramic 48

Inlay

36 mm

Size52 AT 4036-
Ceramic 52

Inlay

42 x 28

mm

Bipolar Z{ZA 9328-
Head
Modular

42mm  HA9001-
Bipolar 52

42 mm

Self-

Centered, HA 9003-
Taper 42
12/14,

Long

42 mm

Self-

Centered, HA 9002-
Taper 42
12/14,

Medium

42 mm

Self-

Centered, HA 9001-
Taper 42
12/14,

Short

43 mm

Self-

Centered, HA 9002-
Taper 43
12/14,

Medium

44 x 28
HA 9328-
mm a4

Bipolar
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44 mm
Self-
Centered,
Taper

HA 9003-
44

12/14,
Long

44 mm
Self-
Centered,
Taper
12/14,
Medium

HA 9002-
44

44 mm
Self-
Centered,
Taper
12/14,
Short

HA 9001-
44

45 mm
Self-
Centered,
Taper
12/14,
Medium

HA 9002-
45

46 x 28
mm
Bipolar
Head
Modular

HA 9328-
46

46 mm
Self-
Centered,
Taper
12/14,
Long

HA 9003-
46

46 mm
Self-
Centered,
Taper
12/14,
Medium

HA 9002-
46

46 mm
Self-
Centered,
Taper
12/14,
Short

HA 9001-
46

47 mm
Self-
Centered,
Taper
12/14,
Medium

HA 9002-
47

48 x 28
mm
Bipolar
Head
Modular

HA 9328-
48

www.ecri.org . Printed from Health Devices Alerts on Wednesday, June 14, 2017 Page 8

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





48 mm
Self-
Centered,
Taper
12/14,
Long

HA 9003-
48

48 mm
Self-
Centered,
Taper
12/14,
Medium

HA 9002-
48

48 mm
Self-
Centered,
Taper
12/14,
Short

HA 9001-
48

49 mm
Self-
Centered,
Taper
12/14,
Medium

HA 9002-
49

50 x 28
mm
Bipolar
Head
Modular

HA 9328-
50

50 mm
Self-
Centered,
Taper
12/14,
Long

HA 9003-
50

50 mm
Self-
Centered,
Taper
12/14,
Medium

HA 9002-
50

50 mm
Self-
Centered,
Taper
12/14,
Short

HA 9001-
50

51 mm
Self-
Centered,
Taper
12/14,
Medium

HA 9002-
51

52 x 28
mm
Bipolar
Head
Modular

HA 9328-
52

52 mm
Self-

HA 9003-
52
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Centered,
Taper

52 mm
Self-
Centered,

HA 9002-
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Taper
12/14,
Medium

52

52 mm
Self-
Centered,
Taper
12/14,
Short

HA 9001-
52

54 x 28
mm
Bipolar
Head
Modular

HA 9328-
54

54 mm
Self-
Centered,
Taper
12/14,
Long

HA 9003-
54

54 mm
Self-
Centered,
Taper
12/14,
Medium

HA 9002-
54

54 mm
Self-
Centered,
Taper
12/14,
Short

HA 9001-
54

56 x 28
mm
Bipolar
Head
Modular

HA 9328-
56

56 mm
Self-
Centered,
Taper
12/14,
Long

HA 9003-
56

56 mm
Self-
Centered,
Taper
12/14,
Medium

HA 9002-
56

56 mm
Self-
Centered,
Taper
12/14,
Short

HA 9001-
56
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58 x 28
mm
Bipolar
Head
Modular

HA 9328-
58
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58-mm
Self-
Centered,
Taper
12/14,
Long

HA 9003-
58

58 mm
Self-
Centered,
Taper
12/14,
Medium

HA 9002-
58

58 mm
Self-
Centered,
Taper
12/14,
Short

HA 9001-
58

60 x 28
mm
Bipolar
Head
Modular

HA 9328-
60

60 mm
Self-
Centered,
Taper
12/14,
Long

HA 9003-
60

60 mm
Self-
Centered,
Taper
12/14,
Medium

HA 9002-
60

60 mm
Self-
Centered,
Taper
12/14,
Short

HA 9001-
60

62 x 28
mm
Bipolar
Head
Modular

HA 9328-
62

62 mm
Self-
Centered,
Taper
12/14,
Long

HA 9003-
62

62 mm
Self-
Centered,

HA 9002-
62
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Taper
12/14,
Medium

62 mm

Self-

Centered, HA 9001-
Taper 62
12/14,

Short

9x 100
mm TSS
Stem

CS 1100-
09-2

OMebio

Knee KE 1030-
Femoral, 00

Large

Mebio

Knee KE 1040-
Femoral, 00

Large

Mebio

Knee KE 2030-
Tibial, 00
Large

Mebio

Knee KE 2020-
Tibial, 00
Medium

Mebio

Knee KE 2010-
Tibial, 00
Small

Mebio
Knee
Tibial, X-
Large

Mebio

Knee KE 1020-
Femoral, 00
Medium

Modular

Shoulder CT 1010-
Device 01-2
M5, Slim

Modular
Shoulder
Device
M5,
Standard

CT 1010-
00-2

Mebio

Knee KE 1010-
Femoral, 00

Small
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Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.K.
Manufacturer(s): aap Implantate AGLorenzweg 5, D-12099 Berlin, Germany
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem: In an Urgent Safety Notice Recall letter dated March 15, 2017, posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA) and the German Federal Institute for Drugs and Medical Devices (BfArM), aap Implantate states that sterility of the above prostheses cannot be
guaranteed and that implantation of unsterile products may lead to infection. aap Implantate has received no reports of adverse events related to this
problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the February
26 and/or March 13, 2017, Urgent Safety Notice Recall letter and Confirmation form from aap Implantate. Notify all relevant personnel at your facility of
the information in the Urgent Safety Notice Recall letter, and forward a copy of the letter to any facility to which you have further distributed affected
product. Complete the Confirmation form, and return it to aap Implantate using the information on the form. Return affected product to aap Implantate.
For Further Information:

Denis Kiihn, aap Implantate medical device safety officer

Tel.: 49 (30) 75019197

E-mail: Incident@aap.de

Website: Click here

References:

e Germany. Federal Institute for Drugs and Medical Devices. Lot recall of sterile endoprosthetics products and cancellous screw VariaCup
[sic], aap Implantate AG [onlin€]. 2017 Mar 17 [cited 2017 Mar 21]. Available from Internet: Click here.

e Great Britain. Medicines and Healthcare Products Regulatory Agency. aap Implantate: Annex A: Item 6 information on the medical device
[online]. 2017 Apr 10 [cited 2017 May 15]. (Field safety notice; reference no. 2017/004/004/701/013). 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 Mar 21. BfArM (Germany). 02596/17 Download

e 2017 Mar 21. BfArM (Germany). aap Implantate Reference No. CAPA 2017-006 (includes reply form) Download

e 2017 May 15. MHRA FSN. 2017/004/004/701/013 Download

e 2017 May 15. MHRA FSN. aap Implantate Reference No. CAPA 2017-006 (includes reply form) Download
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https://www.gov.uk/drug-device-alerts/field-safety-notice-03-april-to-07-april-2017#aap-implantate-annex-a-item-6-information-on-the-medical-device

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150468/20170217aapImplantateVariousProsthesisComponentsBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/150469/20170215aapImplantateVariousProsthesisComponentsBfArM.pdf
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[High Priority ] - A28704 : Kentec—60-Inch Enteral Extension Sets: Packaging May Contain Sets of

Incorrect Length
Medical Device Ongoing Action

Published: Wednesday, June 7, 2017

UMDNS Terms:
® Procedure Kit/Trays, Feeding, Enteral [11677]

Product Identifier:

60-Inch Enteral Extension Sets: Catalog Nos.:
1.7MILPV OC-ENT-060
ENFIT ENF-EXT-060
ENFITY ENF-EXT-YO60
With MED Port 2.1 MILPV YOC-ENT-060

[Consumable]
Units manufactured between August 2014 and May 2017

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Kentec Medical Inc17871 Fitch, Irvine, CA 92614, United States
Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Home Care, Gastroenterology, Materials Management

Problem:

InaMay 15, 2017, Important Medical Device Correction letter submitted by an ECRI Institute member hospital, Kentec states that the product labeling
(i.e., primary and secondary) for the above setsincorrectly identifies the extension set length. The length isidentified as 60 inches, however, the packaged
product is 50 inches. Refer to theillustrations of the problem in the letter . This labeling problem does not affect the priming volume. The priming
volumeis correctly identified on the product labeling. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the May 15, 2017, Important Medical
Device Correction letter and Field Correction Response Form from Kentec. Complete the Field Correction Response Form, and return it to Kentec using
the instructions on the form.

For Further Information:

Kentec

Tel.: (800) 825-5996

E-malil: customerservice@kentecmedical.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 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 Jun 6. Member Hospital. Kentec letter submitted by ECRI Institute member hospital Download
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[High Priority ] - A28696 : Medline—ChloraPrep Skin Preparation Applicators Contained in GYN

Laparoscopy Complete Delivery Systems: May Be Incorrectly Labeled as Sterile
Medical Device Ongoing Action

Published: Tuesday, June 6, 2017
UMDNS Terms:
® Swabs, Antiseptic [13913]

Product Identifier:

OChloraPrep Skin Preparation Applicators contained in GY N Laparoscopy Complete Delivery Systems (CDSs) [Consumable]
CDS No. CDS983472F; Lot Nos.: 16HD2996, 161D0772, 161D2912, 16JD2978, 17AD1880, 17CD2758, 17CD3347, 17DD3270
Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medline Industries IncOne Medline Place, Mundelein, IL 60060, United States

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

Problem:

OInaMay 24, 2017, Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that the non-sterile portion of the
above complete delivery systems was assembled with a non-sterile ChloraPrep applicator and labeled as sterile. 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 received the May 24, 2017, Immediate
Action Required letter and verification form from Medline. Complete the verification form, and return it to Medline using the instructions on the form.

Upon receipt of the form, Medline will provide return labels, if applicable, and replacement product.
For Further Information:

Medline

Tel.: (866) 359-1704

Website: 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 Jun 5. Member Hospital. Medline Recall Reference No. R-17-066 Download
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[High Priority ] - A28170 : Guardian —Double-Wrapped Gauze Swabs Contained in Various Guardian

Procedure Packs: Tape May Detach
Medical Device Ongoing Action

Published: Wednesday, June 7, 2017
Last Updated: Thursday, June 8, 2017

UMDNS Terms:
® Surgical Packs[13887]

Product Identifier:
130 x 30 cm, 18 Ply, Stitched and Taped, 5 Tied, Double Wrapped Gauze Swabs contained in Procedure Packs [Consumable]

Guardian Procedure Packs: Product Codes: Lot Nos.:

Abdominal Packs 15.88.002 WOO027745, WO030503

CPT Hip Packs CHX002/002 WO0027236, WO028170, WO030165,
WO030660

CPT Knee Packs CHX001/001 WO027129, WO027742, WO030964

Neck Dissection Packs 15.12.116 WO0028718, WO029996

Laparoscopic Appendix & Ectopic Packs RO015456 WQO027254

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Guardian Surgical 74 Crankhall Lane, Wednesbury, West Midlands WS10 OEQ, England
Suggested Distribution: Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Orthopedics, Gastroenterology, Materials Management

Problem:

In aFebruary 16, 2017, Field Safety Notice Urgent letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Guardian
Surgical states that the tape intended to be securely stitched to the corner of the above gauze swabs contained in the above procedure packs may detach
because of expired components. 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 received the February 17, 2017, Field
Safety Notice Urgent letter and return receipt form from Guardian. Complete the return receipt form, and return it to Guardian using the information on
the form. To arrange for product return and replacement, contact Guardian Surgical using the information below. Notify all relevant personnel at your
facility of the information in the letter.

For Further Information:

Guardian Surgical

Tel.: (01465) 714848

Email: girvan@guardiansurgical.com or bespoke@guardiansurgical.com

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Guardian Surgical: Guardian [online]. London: Department of
Health; 2017 Feb 27 [cited 2017 Jun 5]. (Field safety notice; reference no. 2017/002/009/601/010). Available from Internet: 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 Jun 5. MHRA FSN. 2017/002/009/601/010 Download
e 2017 Jun 5. MHRA FSN. Guardian reference no. FSN001.1 Download
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[High Priority ] - A28705 : BD—Insulin Syringes with BD Ultra-Fine Needles: Polybag May Be

Mislabeled
Medical Device Ongoing Action

Published: Tuesday, June 6, 2017

UMDNS Terms:
® Needles, Injection, Intravenous [12748]
® Syringes, Plunger, Insulin [13941]

Product Identifier:

Insulin Syringes with 1/2 mL, 12.7 mm x 30 G Ultra-Fine Needles [Consumable]
Catalog No. 328466; NDC/HRI No. 08290-8466-01; Lot No. 6291768

Units distributed beginning March 3, 2017

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Diabetes Education/Coordination, Home Care, Endocrinology, 1V
Therapy, Materials Management

Problem: InaMay 25, 2017, Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, BD states that the polybag
containing the above needles may be incorrectly labeled as "BD Ultra-Fine needle 1/2 mL 8 mm 31 G, Catalog # 328468." The shelf carton is correctly
labeled with the above information. BD also states that use of a 12.7 mm needle for injection when an 8 mm needle was intended could result in an
increased risk of an inadvertent intramuscular injection, which may lead to unanticipated hypoglycemia. The manufacturer has not confirmed the
information provided in the source material .

Action Needed:

Identify any affected product in your inventory. To determine whether you have affected product in the shelf box and/or the polybag, refer to the pictures
inthe letter . If you have product from the affected lot number, verify that you have received the May 25, 2017, Urgent Medical Device Recall letter
from BD. To arrange for affected product return and replacement, contact BD by telephone using the information below.

For Further Information:

BD

Tel.: (888) 345-5364, 8 am. to 8 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
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 Jun 5. Member Hospital. BD letter submitted by ECRI Institute member hospital Download
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[High Priority ] - A28701 : BD—PrecisionGlide Needles: Hub May Be Damaged, Potentially Resulting

in Breakage and/or Leaking during Use
Medical Device Ongoing Action

Published: Friday, June 2, 2017

UMDNS Terms:
® Needles, Injection, Intravenous [12748]

Product Identifier:

18 G x 1-Inch PrecisionGlide Needles [Consumable]
Catalog No. 305195; Lot No. 6152995

Units distributed beginning September 9, 2016

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

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Home Care, EM S/Transport,
Pharmacy, Materials Management

Problem: InaMay 31, 2017, Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, BD states that the hub of the above
needles may be damaged, potentially resulting in breakage and/or leakage during use. For examples of the damaged hub, see the picturesin the letter

. BD also states that use of a damaged needle may result in local or systemic effects caused by exposure of the clinician to hazardous drugs during
medication preparation and/or exposure of the clinician to blood/body fluid that potentially contains bloodborne pathogens while blood/body fluids are
aspirated.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the May 31,
2017, Urgent Medical Device Recall letter and Business Response Card from BD. Regardless of whether you have affected product, complete

the Business Response Card and return it to BD using the instructions on the form. Return affected product to BD, along with a copy of the

completed Business Response Card form, using the packaging instructions included with the letter. Upon receipt of affected product, BD will provide
your facility with replacement product. 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 or online at the MedWatch website .
For Further Information:

BD

Tel.: (855) 215-4932, 8 am. to 5 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
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 Jun 2. Member Hospital. BD letter submitted by ECRI Institute member hospital Download
e 2017 Jun 2. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A28763 : Medline —Master & Frank Enterprise Sirus Gowns Poly Reinforced with

Breathable Sleeve: Breathable Sleeve Seam May Seal Inconsistently
Medical Device Ongoing Action

Published: Tuesday, June 13, 2017

UMDNS Terms:
® Gowns, Medical, Disposable [11901]

Product Identifier:
OMaster & Frank Enterprises Size X-Long Sirus Gowns Poly Reinforced with Breathable Sleeve [Consumable]
Item No. DY NJP2229S; Lot No. 45016070513PH

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

Distributor(s): ® Medline Industries Inc One Medline Place, Mundelein, IL 60060, United States
Manufacturer(s): Master & Frank Enterprise Co Ltd19/Fl No 57 Sec 2 Tun Hwa S Road, Taipei City, Taiwan
Suggested Distribution: Infection Control, OR/Surgery, Materials Management

Problem:

InaJune 6, 2017, Master & Frank Enterprise Co. Ltd Subrecall Immediate Action Required letter submitted by an ECRI Institute member hospital,
Medline states that there may be inconsistent sealing of the breathable sleeve seam material on the above gowns. The manufacturer has not confirmed the
information provided in the source material .

Action Needed:

Identify and destroy any affected product in your inventory. If you have affected product, verify that you have received the June 6, 2017, Master & Frank
Enterprise Co. Ltd Subrecall Immediate Action Required letter and Destruction Form from Medline. Regardless of whether you have affected product,
complete the Destruction Form and return it to Medline using the information on the form. If necessary, Medline will credit your account upon receipt of
the completed form. Forward a copy of the |etter to any facility to which you have further distributed affected product.

For Further Information:

Medline

Tel.: (866) 359-1704

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 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 Jun 12. Member Hospital. Recall reference no. R-17-104 Download
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[High Priority ] - A28758 : Biosense Webster—Sterilmed SOUNDSTAR eco Catheters Used with

CARTO 3 or CARTO XP Navigation Systems: May Not Function
Medical Device Ongoing Action

Published: Monday, June 12, 2017

UMDNS Terms:
® Stereotactic Systems, Image-Guided, Cardiac Mapping/Ablation [18607]
® Catheters, Cardiac, Electrophysiology, Mapping/Ablation [18609]

Product Identifier:
Sterilmed 8 Fr SOUNDSTAR eco Catheters used with the following CARTO Navigation Systems: (1) 3, (2) XP [Consumable, Capital Equipment]
Catheter Product Nos. R10439011, R10439236; All lot numbers; EXP MAY 2018 and before

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

Manufacturer(s): Biosense Webster Inc3333 Diamond Canyon Rd, Diamond Bar, CA 91765, United States (Navigation system manufacturer)
Sterilmed Inc11400 73rd Ave N Suite 100, Maple Grove, MN 55369, United States (Catheter manufacturer)

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Diagnostic Imaging, Information Technology, Materials
Management

Problem: InaJune 7, 2017, Urgent Medical Device Recall Removal letter submitted by an ECRI Institute member hospital, Biosense Webster states
that an "Invalid Catheter ID" error may display and the catheters may not function when the above catheters are connected to the above navigation
systems. The manufacturers have not confirmed the information provided in the source material.

Action Needed: Identify and isolate any affected product in your inventory. For help identifying affected product, see the image in the |etter . If you
have affected product, verify that you have received the June 7, 2017, Urgent Medical Device Recall Removal letter, copy of the Sterilmed June 7, 2017,
Urgent Medical Device Recall Removal letter, Business Reply Form and shipping label from Biosense Webster. Regardless of whether you have affected
product, complete the Business Reply Form and return it to Sterilmed using the information on the form. Return affected product to Sterilmed using the
shipping label. Inform all relevant personnel at your facility of the information in the letters.

For more information:

Sterilmed customer care team

Tel.: (888) 541-0078

Website: Click here

Biosense Webster

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 Jun 12. Member Hospital. Biosense Webster letter submitted by an ECRI Institute member hospital (includes reply form). Download
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* The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* Dndicates that medical devices subject to removal and/ or destroyed action.

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

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

To see recent recalls kindly visit the following link:

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

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


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

