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SBED Weekly Update 23-Sep-15

Dear,
SBED team is pleased to inform you that 74 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 9/13/2015 to 9/19/2015

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
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http://www.sfda.gov.sa
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8268
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8245
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=5&rid=8249
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[High Priority ] - A24673 : Henry Schein—O-Two Medical Technologies Ventilation Timing Lights

Used with SMART Bag Adults Ventilators: May Flash at Twice the Rate Indicated
Medical Device Ongoing Action

Published: Thursday, July 9, 2015

UMDNS Terms:
® Resuscitators, Pulmonary, Manual, Disposable [17592]

Product Identifier:

O-Two
?cehng% Technolog
Products: Product  i€s Lot Nos.:
NoO.- Product
" Nos.:

SMART
Bag,
Adult, 130117,
with  499-9718 91BM320 140506,
Timing *140719
Lights
(6/case)
SMART
Bag,
Adult, 130117,
with 7001206 91BM320 140506,
Timing *140719
Lights
(12/case)
Ventilatio

| 078734,
n Timing 499-7711 01BM100 079810,
Lights 0-cs 081071
(50/case)

[Consumable]

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

Distributor(s): ® Henry Schein Inc135 Duryea Rd, Melville, NY 11747, United States
Manufacturer(s): O-Two Medica Technologies Inc.7575 Kimbel St, Mississauga, ON L5S1C8, Canada

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, OR/Surgery, Pulmonology/Respiratory Therapy,
EMS/Transport, Materials Management

Problem: In aJune 30, 2015, Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, Henry Schein states that the above
ventilator timing lights may flash at approximately twice the rate noted on the label, potentially leading to patient hyperventilation. Henry Schein 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 June 30,
2015, Urgent Medical Device Recall letter and Response Form from Henry Schein. Return affected product to Henry Schein using the instructionsin the
letter. Henry Schein will provide your facility with credit for returned product. Complete the Response Form, and return it to Henry Schein using the
information on the form.

For Further Information:

O-Two Medica Technologies

Tel.: (905) 677-9410

Website: Click here

Henry Schein

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

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://otwo.com/contact-us/

http://www.henryschein.com/us-en/CountrySelector.aspx

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

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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Source(s):

e 2015 Jul 8. Member Hospital. Henry Schein letter submitted by an ECRI Institute member hospital. Reference No. 4233 (includes reply
form) Download

©2015 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://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8233
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8244
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8242
http://Attached
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http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8246
http://Attached
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[High Priority ] - A24996 : Varian—All Oncology Products: Manufacturer Warns That Safe and
Effective Operation with Windows 10 Has Not Been Tested or Validated, Potentially Compromising

Patient Safety
Medical Device Ongoing Action

Published: Thursday, August 27, 2015

UMDNS Terms:
® Brachytherapy Systems, Remote Afterloading [17517]
® Radiotherapy Systems, Linear Accelerator [12364]
® Radiotherapy Systems, Neutron Beam [20544]
® Radiotherapy Systems, Proton Beam [20546]
® Software, Radiotherapy System, Linear Accelerator [26966]
® Software, Stereotactic System, Frame-Guided, Radiosurgery [26991]
® Software, Workstation Management, Radiotherapy Planning [26844]
® Stereotactic Systems, Image-Guided, Radiosurgical [27304]
® Workstations, Radiotherapy, Planning [21955]
® Brachytherapy Applicators, Automated [17732]
® |nformation Systems, Data Management, Oncology [22508]
® |nformation Systems, Data Management, Oncology, Radiotherapy [20800]
® Radiographic Quality Assurance Devices [15770]

Product Identifier:
All Varian Oncology Products [Capital Equipment]

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Varian Medical Systems Inc Oncology Systems3100 Hansen Way, Palo Alto, CA 94304-1129, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Information Technology, Radiation Oncology/Medical Physics

Problem:

In aJuly 20, 2015, Product Advisory letter submitted by an ECRI Institute member hospital, Varian states that it has not tested or validated whether
Varian products can operate safely and effectively while running on Windows 10. Therefore, if a user accepts and installs the Windows 10 upgrade
(which was made available by Microsoft at no cost to eligible customers beginning July 29, 2015), patient safety could be compromised. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected product at your facility. If you have affected product, verify that you have received the July 20, 2015, Product Advisory letter from
Varian. Do not upgrade to Windows 10. If you have aready upgraded to Windows 10, immediately discontinue use of the updated device and contact
your Varian representative. Varian states that it will evaluate whether Windows 10 is appropriate for Varian devices as quickly as possible. Post a copy of
the letter with your most current product labeling, and notify all relevant personnel at your facility of the information in the letter.

For Further Information:

Varian Oncology Help Desk

North America

Tel.: (888) 827-4265 (U.S. and Canada)
E-mail: support-americas@varian.com
Europe:

Tel.: 41 (41) 7498844

E-mail: support-emea@varian.com
Australia/New Zealand

E-mail: support-anz@varian.com
South East Asia:

E-mail: support-sea@varian.com
China/Asia:

E-mail: support-china@varian.com
Japan:

E-mail: support-japan@varian.com
Latin America:

E-mail: soporte.al @varian.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 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):

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:support-americas@varian.com

mailto:support-emea@varian.com

mailto:support-anz@varian.com

mailto:support-sea@varian.com

mailto:support-china@varian.com

mailto:support-japan@varian.com

mailto:soporte.al@varian.com

http://www.varian.com/us/corporate/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
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e 2015 Aug 27. Member Hospital. Varian letter submitted by an ECRI Institute member hospital Download

©2015 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 ] - A25005 : Philips—Allura Xper X-Ray Systems: Uncontrolled Geometry Movements

May Occur When System Is Not Switched On/Off Regularly
Medical Device Ongoing Action

Published: Wednesday, September 2, 2015
Last Updated: Thursday, September 3, 2015

UMDNS Terms:
® Radiographic/Fluoroscopic Systems, Angiography/Interventional [16597]
® Radiographic/Fluoroscopic Systems, Cardiovascular [17192]

Product Identifier:
Allura Xper X-Ray Systems [Capital Equipment]
Software Version R8.2.1.1

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Philips Healthcare North America3000 Minuteman Rd, Andover, MA 01810-1099, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Diagnostic Imaging, Information
Technology

Problem: In an August 20, 2015, Customer Information letter submitted by an ECRI Institute member hospital, Philips states that uncontrolled

geometry movements may occur when the above systems are not switched on/off regularly. Philips states that user will perceive agradua sluggishness of
the system and, upon activation of the IU controls, uncontrolled movement can occur. The uncontrolled movements are immediately stopped upon release
of the IU controls. 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 August 20, 2015, Customer Information
letter from Philips. Philips recommends restarting the systems once a day as stated in the instructions for use (1FU) to avoid uncontrolled geometry
movements. If the system is not switched on/off regularly and an unintended movement occurs during a procedure, patient/bystander safety will remain
unaffected because of the following:

e All safety measures such as current sensing, 3D model and bodyguard remain intact, avoiding serious harm.
e The unintended movements are immediately stopped on release of the buttons.

A systems reboot will restore normal system operation. Philips will contact your facility to arrange to correct the problem at no charge.
For Further Information:

Philips technical support line

Tel.: (800) 722-9377

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 2015 Sep 1. Member Hospital. CIL: AP-FCO72200266 X CR603-150426 Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.healthcare.philips.com/main/about/officelocator/

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/121477/20150820PhilipsAlluraXPeraClientRedacted.pdf
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[High Priority ] - A20079 01 : *Brainlab—Cranial Navigation Systems: Accuracy May Be Compromised

under Certain Circumstances [Update]
Medical Device Ongoing Action

Published: Wednesday, July 8, 2015
UMDNS Terms:
® Stereotactic Systems, Image-Guided, Surgical, Intracranial [18179]

Product Identifier:

Cranial Navigation Systems [Capital Equipment]
Software versions below 3.0

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): BrainLAB AGKapellenstrasse 12, D-85622 Feldkirchen, Germany
Suggested Distribution: Clinical/Biomedical Engineering, Information Technology, Radiation Oncology/Medical Physics

Summary:
OThis Alert provides new information based on source material submitted by an ECRI Institute member hospital and posted by the German Federal
Institute for Drugs and Medical Devices (BfArM) regarding Alert Accession No. A20079 . New information is provided in the following fields:

e Product Identifier (see bolded information)
e Problem
e Action Needed

Problem:

[July 8, 2015]

InaMay 29, 2015, Update to Field Safety Notice Product Notification letter submitted by an ECRI Institute member hospital and posted by BfArM,
Brainlab states that it has released new software version 2.1.2 to address the problem described below. The new software integrates a reference array
software positioning setup guide that opens if the distance between the reference array and the region of interest is greater than recommended. The
manufacturer has not confirmed the information provided in the source material.

[May 13, 2013]

Inan April 22, 2013, Field Safety Notice Product Notification letter posted by the U.K. Medicine and Healthcare Products Regulatory Agency (MHRA)
and submitted by an ECRI Institute member hospital, Brainlab states that the following conditions may have a significant effect on the overall navigation
accuracy of the above systems:

e Large distance between the reference array and the region of interest
e Major changes of the camera position relative to the reference array during the procedure

The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the May 29, 2015, Update to Field Safety
Notice Product Notification letter from Brainlab. Brainlab will begin actively contacting customers to schedule the update installation in September 2015.
Continue to follow the Measures to Improve Cranial Navigation Accuracy leaflet that was attached to the April 22, 2013, letter when using affected
systems, eveln after the update isinstalled. Inform al personnel at your facility of the information in the Update to Field Safety Notice Product
Notification letter.

For Further Information:

Brainlab customer hotline

Tel.: (800) 597-5911 (U.S.) or 49 (89) 99156844 (Outside the U.S.)
E-mail: support@brainlab.com or brainlab.vigilance@brainlab.com
Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. BrainLAB Germany. Surgical navigation system and accessories.
Brainlab Cranial Navigation System [online]. London: Department of Health; 2013 Apr 29 [cited 2013 May 10]. 1 p. (Field safety notice;
reference no. 2013/004/025/081/011). Available from Internet: Click here .

e Germany. Federal Institute for Drugs and Medical Devices. Safety information/update for the Cranial Navigation System (all versions),
Brainlab [online]. 2015 Jul 6 [cited 2015 Jul 7]. 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 2015 Jul 7. Member Hospital. May 29, 2015, Brainlab letter submitted by an ECRI Institute member hospital:
CAPA-20130417-000315 Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1611116

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1611116

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/117836/20130422BrainlabCranialNavigationSystemsBfArM.pdf?option=80F0607

mailto:support@brainlab.com

mailto:brainlab.vigilance@brainlab.com

http://www.brainlab.com/contact-us/offices

http://webarchive.nationalarchives.gov.uk/20150122075153/http:/mhra.gov.uk/safetyinformation/safetywarningsalertsandrecalls/fieldsafetynotices/con263972

http://webarchive.nationalarchives.gov.uk/20150122075153/http:/mhra.gov.uk/safetyinformation/safetywarningsalertsandrecalls/fieldsafetynotices/con263972

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2013/2443-13_Kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2013/2443-13_Kundeninfo_en.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/117832/20150529BrainlabCranialNavigationSystemsClientRedacted.pdf
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2015 Jul 7. BfArM (Germany). 2443/13 Download

2015 Jul 7. BfArM (Germany). May 29, 2015, Brainlab letter posted by BfArM: CAPA-20130417-000315 Download
2015 Jul 7. BfArM (Germany). 2443/13 Download

2015 Jul 7. BfArM (Germany). April 22, 2013, CAPA-20130417-000315 Brainlab letter posted by BfArM Download
2015 Jul 7. MHRA FSN. 2013/004/025/081/011 Download

2015 Jul 7. MHRA FSN. April 22, 2013, Brainlab letter posted by MHRA: CAPA-20130417-000315 Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/117833/20150706BrainlabCranialNavigationSystemsBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/117834/20150529BrainlabCranialNavigationSystemsBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/117835/20130522BrainlabCranialNavigationSystemsBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/117836/20130422BrainlabCranialNavigationSystemsBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/117837/20130429BrainlabCranialNavigationSystemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/117838/20130422BrainlabCranialNavigationSystemsMHRA.pdf
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[High Priority ] - A24901 : Theraclion—Echopulse High-Intensity Focused Ultrasound Therapy
Systems: Articulated Arm May Break
Medical Device Ongoing Action

Published: Thursday, August 13, 2015

UMDNS Terms:
® Ultrasound Therapy Systems, Tissue Ablation [18825]

Product Identifier:

Echopulse High-Intensity Focused Ultrasound Therapy Systems [Capital Equipment]
Model Nos.: THC800154-D, THC800154-E

Units distributed from December 2012 through July 2015

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Theraclion102 rue Etienne Dolet, 92240 Malakoff, France
Suggested Distribution: Clinical/Biomedical Engineering, Obstetrics/Gynecol ogy/Labor and Delivery, Oncology, OR/Surgery

Problem:

InaJuly 20, 2015, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Theraclion states that
the articulated arms of the above ultrasound ablation systems may break, potentially injuring a patient or user. The manufacturer has not confirmed the
information provided in the source material.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the July 20, 2015, Field Safety Notice letter
from Theraclion. A Theraclion representative will visit your facility to inspect and repair, if necessary, affected arms. The firm recommends that systems
in Batch 2013 and earlier be revised with reinforcing plates before use. No action is necessary for facilities with systemsin Batch 2014. Notify all
relevant personnel at your facility of the information in the 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:

Theraclion

Tel.: 33 (01) 55489070

E-malil: contact@theraclion.fr

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Theraclion: Echopulse [onling]. London: Department of Health; 2015
Aug 10 [cited 2015 Aug 11]. (Field safety notice; reference no. 2015/007/030/601/002). 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 2015 Aug 12. MHRA FSN. 2015/007/030/601/002 Download
e 2014 Aug 12. MHRA FSN. Theraclion Reference No. FSCA 1507-001 Download

©2015 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.theraclion.com/contacts/

https://www.gov.uk/government/publications/safety-information-from-manufacturers-field-safety-notices/field-safety-notices-3-to-7-august-2015

https://www.gov.uk/government/publications/safety-information-from-manufacturers-field-safety-notices/field-safety-notices-3-to-7-august-2015

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/120061/20150810TheraclionECHOPULSEMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/120062/20150720TheraclionECHOPULSEMHRA.pdf
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[High Priority ] - A25025 : Varian—Velocity Advanced Imaging Software: May Exhibit Errors When

Resampling Dose onto Tilted Diagnostic MR Image
Medical Device Ongoing Action

Published: Thursday, September 3, 2015

UMDNS Terms:
® |nformation Systems, Data Management, Oncology [22508]
® |nformation Systems, Data Management, Oncology, Radiotherapy [20800]

Product Identifier:

Image Management and Informatics Software: (1) Velocity Advanced Imaging (Al), (2) Velocity Advanced Imaging Solutions (AlS), (3) VelocityGRID
Equipment]

Software Versions: 3.0.1, 3.1.0, 3.1.1

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Varian Medical Systems Inc Oncology Systems3100 Hansen Way, Palo Alto, CA 94304-1129, United States
Suggested Distribution: Clinical/Biomedical Engineering, Oncology, Information Technology, Radiation Oncology/Medical Physics

Problem:

In an August 18, 2015, Technical Advisory letter submitted by an ECRI Institute member hospital, Varian states that in workflows that include dose
resampling onto atilted diagnostic magnetic resonance (MR) image using the above software, the resampled dose may be decreased by 50% and the dose
volume may appear shifted when overlaid on the tilted diagnostic MR image. Varian aso states that this problem occurs when the tilted magnetic
resonance (MR) image is designated as primary and the historical computed tomography (CT) image as secondary. The greater the degree of volumetilt,
the greater the displacement. Varian also states that the resampled image can be the dose volume or CT/positron emission tomography (PET)/MR image
scan. Varian further states that it has received 2 customer inquiries regarding atypical workflows that exhibited this problem on the above VelocityAl
version 3.0.1 and higher. Varian states that it has received no reports of treatment misadministration resulting from this problem. Varian also states that in
al of the above affected versions, the resampled dose with tilted MR frame of reference being decreased by 50% is highly detectable by the user
reviewing the image and the erroneous results are indicated by the following:

(1) Reviewing the window level histogram of the resampled dose and comparing it to the original dose.

(2) Reviewing isodose lines of the resampled dose and comparing them to the original dose.

(3) Creating isodose lines based on the resampled dose and comparing them to the original dose.

(4) Creating dose volume histograms of the resampled dose for critical/target structures and comparing them to the original dose.

(5) Export of resampled dose cannot be imported by third party systems.

Varian further states that in case of summing nonoverlapping (conformal, IMRT, SBRT, or SRT) dose distributions, because clinical users have
knowledge of the previous dose prescriptions, they will easily identify the unintended significant dose scaling error. Varian states that the dose volume
shift and dose decrease of 50% do not occur with the "create resample” operation when the primary image is not tilted. For additional details regarding
the problem and typical clinical workflows, see the Detail section of the |etter . 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 August 18, 2015, Technical Advisory
letter from Varian. Do not resample the dose onto atilted MR image where the MR image is designated primary. After completing any "create
resampled” operation, always review the resampled image to evaluate against the original structure volume and dose and treatment plan objectives. A
Varian service representative will contact your facility to schedule installation when atechnical fix becomes available. Retain a copy of the letter with
your most current product labeling and notify all relevant personnel at your facility of the information in the letter.

For Further Information:
Varian oncology help desk
Tel.: (888) 827-4265 (U.S. and Canada) or 41 (41) 749-8844 (Europe)

E-mail: support@varian.com
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 aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):
e 2015 Sep 2. Member Hospital. Varian letter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A24679 : CareFusion—Alaris LVP Infusion Systems: Use of Third Party LVP

Membrane Frame May Result in Overinfusions
Medical Device Ongoing Action

Published: Thursday, July 9, 2015
Last Updated: Friday, July 10, 2015

UMDNS Terms:
® |nfusion Pumps, Multitherapy, Large Volume [28057]

Product Identifier:
Alaris Large Volume Pump (LVP) Infusion Systems [Capital Equipment]

Geographic Regions: Worldwide
Manufacturer(s): CareFusion Corp A BD Co3750 Torrey View Ct, San Diego, CA 92130, United States (pump manufacturer)

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, IV
Therapy, Materials Management

Problem:

InaJuly 6, 2015, letter submitted by ECRI Institute member hospitals, CareFusion states that use of athird party LV P membrane frame (part number
TC10006587) with the above LV P infusion systems may result in overinfusions. CarefFusion & so states that it has not been involved with and is not
aware of any testing or validation for the performance and functionality of its systems when used with replacement parts manufactured/refurbished and
sold by third parties. CareFusion further states that the firm's warranty will not apply in the event that a device has suffered damage or premature wear,
malfunctions, or otherwise operates incorrectly, when used with third party components or spare parts.

Action Needed:
Oldentify any affected systemsin your inventory. If you have any affected systems, verify that you have received the July 6, 2015, |etter and Reply Form
from CareFusion. CareFFusion recommends not using any third party components for the maintenance, service, or repair of CareFusion devices except as
explicitly stated otherwise in the directions for use. CareFusion also recommends that you verify that your third party providers use only original
CareFusion replacement parts and components when servicing, repairing, or loaning CareFusion products. U.S. customers should report any adverse
events or quality problems with affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800)
332-0178; by mail (using postage-paid FDA Form 3500, available here) at MedWatch, HF-2, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or
online at the MedWatch website .

For Further Information:

CareFusion customer advocacy

Tel.: (888) 812-3266

E-mall: customerfeedback @carefusion.com
CareFusion customer order management

Tel.: (800) 482-4822, 5:30 am. to 4 p.m. Pacific time
E-mall: custcareinfusion@carefusion.com
CareFusion technical support department

Tel.: (866) 488-1408 (select option 1), 6 am. to 5 p.m. Pacific time, Monday through Friday
E-mail: DL-US-INF-Tech-Support@carefusion.com
Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstancesin 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 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 2015 Jul 8. Member Hospital. CareFusion letter submitted by ECRI Institute member hospitals Download
e 2015 Jul 9. Manufacturer. CareFusion confirmed the information provided in the source material.

©2015 ECRI Ingtitute
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[High Priority ] - A24703 : Zethon—Bipolar and Monopolar Cables: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Thursday, July 16, 2015

UMDNS Terms:
® Cables/Leads, Electrosurgical Unit [11496]
® Electrosurgica Units, Monopolar/Bipolar [18231]

Product Identifier:
OCables: (1) Bipolar, (2) Monopolar [Consumable] Part Nos.: BPC2030EU, BPC2030US, REM-071/2-D; Batch Nos.: 2077, 2120, 2164, 2214

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): ZethonUnit 2, Halton Brook Business Park, Weston Rd, Aston Clinton, Aylesbury HP22 5WF, England
Suggested Distribution: Infection Control, Nursing, OR/Surgery, Materials Management

Problem: Oln aJduly 8, 2015, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Zethon states that the sterility of the above cables may be compromised. Zethon also states that it has received no reports of adverse events
related to this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the July 8, 2015, Urgent Field
Safety Notice letter and Customer Response Form from Zethon. Complete the Customer Response Form and return it to Zethon using the instructions on
the form. Return affected product to Zethon and label it Attn: Zethon Vigilance—FSNOO4. Inform all relevant personnel of the information in the Urgent
Field Safety Notice |etter, and forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

Zethon

Tel.: 44 (1296) 634090

E-mail: vigilance@zethon.com

Website: Click here

OOReferences:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Zethon: monopolar and bipolar cables [online]. London: Department
of Health; 2015 Jul 13 [cited 2015 Jul 13]. (Field safety notice; reference no. 2015/006/030/291/003). Available from Internet: Click here.
Comments:

e [JOThisaertisaliving 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 aert, refer to our HDA Format Guide .

Source(s):

e 2015 Jul 13. MHRA FSN. 2015/006/030/291/003 Download
e 2015 Jul 13. MHRA FSN. IFSN-004 (includes reply form) Download
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[High Priority ] - A24993 : Biosense Webster—CARTO 3 System CARTO VISITAG Modules: Force

Time Interval Feature Values May Yield Different Lesions under Different Power Settings
Medical Device Ongoing Action

Published: Thursday, August 27, 2015

UMDNS Terms:
® Stereotactic Systems, Image-Guided, Cardiac Mapping/Ablation [18607]
® Software, Stereotactic System, Image-Guided Cardiac Mapping/Ablation [26973]

Product Identifier: CARTO 3 System CARTO VISITAG Modules [Capital Equipment]
Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Biosense Webster Inc3333 Diamond Canyon Rd, Diamond Bar, CA 91765, United States

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

Problem:

In an August 19, 2015, Important Customer Notification letter submitted by an ECRI Institute member hospital, Biosense Webster states that ablation
catheter positions that meet the user-defined thresholds for filters such as temperature, impedance, drop, and force data are grouped into areas according
to their spatial stability when the above ablation modules are used. Visual indication of this data can be presented as locations on the above modules,
which appear as elements similar to ablation tagsin a standard CARTO 3 system study. Biosense Webster reiterates the warning in the CARTO 3 system
instructions for use (IFU; version number UG-5400-0032-H):

"The CARTO VISITAG module provides access to data collected during the application of RF [radio-frequency] energy. The data does not indicate the
effectiveness of RF energy application.”

Biosense Webster also states that lesion formation depends on many factors, including catheter stability, power, time, and applied force and the above
modules provide a visual display for tracking these parameters; further, although the above modules |ocations can be colored according to force time
interval (FTI), acalculation of force and time, the FTI valueis not alesion predictor. The same FTI value with different combinations of force and time
may yield different lesions when different power settings are applied, as shown in theimage in the letter . The firm further states that it does not issue
recommendations for targeting specific FT1 values. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected modules in your inventory. If you have affected modules, verify that you have received the August 19, 2015, Important Customer
Notification letter from Biosense Webster. Notify al relevant personnel at your facility of the information in the Important Customer Notification letter,
and refer to the IFU provided with affected systems and modules and for catheters for recommendations on ablation parameters. Biosense Webster states
that it will deploy additional training on use of the CARTO VISITAG module.

For Further Information:

Biosense Webster

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 2015 Aug 26. Member Hospital. Biosense Webster |etter submitted by an ECRI Institute member hospital. Download
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[Critical Priority ] - A24952 : Lumenis—VersaCut+ Tissue Morcellator Handpieces: May Damage

Nontarget Tissue
Medical Device Ongoing Action

Published: Friday, August 21, 2015
Last Updated: Thursday, August 27, 2015

UMDNS Terms:
® Morcellators, Endoscopic, Gynecology [28015]

Product Identifier:
VersaCut+ Tissue Morcellator Handpieces [Capital Equipment]
Morcellator Part No. GA-0007600; Handpiece Part Nos.: GA-4768700, GA-4769200

Geographic Regions: OO(Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide
Manufacturer(s): Lumenis Inc 5302 Betsy Ross Dr, Santa Clara, CA 95054, United States

Suggested Distribution: Clinical/Biomedical Engineering, Obstetrics/Gynecology/L abor and Delivery, OR/Surgery, Risk Management/Continuous
Quality Improvement

Problem: In an August 7, 2015, Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, Lumenis states that the
handpieces for the above morcellators may operate inconsistently and unpredictably during the morcellation procedure, potentially damaging nontarget
tissue. Lumenis states that it has received 5 reports (3 in Australia, 1 in France, and 1 in the U.S.) of surgeons experiencing difficulty during the
morcellation procedure, extending procedures beyond physicians' reasonable expectations; 4 of the cases reported handpieces cycling on and off, leading
to damage to nontarget tissue. 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 August 7, 2015, Urgent Medical Device Recall letter and Return Confirmation Card from Lumenis. Destroy the operator manual in your
possession. Your Lumenislocal representative will contact your facility to provide you with an RMA number for the return of affected handpieces.
Alternatively, you may contact Lumenis using the information below to arrange for immediate product return. Lumenis will provide your facility with
replacement handpieces. Y ou may begin using the replacement handpiece according to indications and instructionsin the IFU that will be provided with
the new handpiece. Return affected handpieces, along with the Return Confirmation Card, to Lumenis using the UPS prepaid shipping information
provided with the replacement handpiece. Forward a copy of the Urgent Medical Device Recall letter to any facility to which you have further distributed
affected product.

For Further Information:

Brett Godfrey, Lumenis

Tel.: (801) 656-2663

E-mail: versacutmorcellator@lumenis.com

Website: Click here

Comments:

e [OThisaertisaliving 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 2015 Aug 20. Member Hospital. Lumenis letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A24639 : Fresenius—M20 5001 multiFiltratePRO Dialysis Systems Using Software

Version 3.1/3.11: Monitor Screen May Freeze, Potentially Preventing Alarms and Automatic Stops
Medical Device Ongoing Action

Published: Thursday, July 16, 2015

UMDNS Terms:
® Hemofiltration Units [15039]
® Hemodiaysis Units, Renal, Continuous Replacement Therapy [23426]

Product Identifier: M20 5001 multiFiltratePRO Diaysis Systems using Software Version 3.1/3.11 [Capital Equipment]
Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): Fresenius Medical Care AG & Co KGaAElse-Kroener-Strasse 1, D-61352 Homburg, Germany

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Dialysis’Nephrology, Nursing, Information Technology

Problem:

InaJune 17, 2015, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM) Fresenius states
that the monitor control unit of the above systems may fail during treatment and exhibit a frozen monitor screen with the message "SY STEM ERROR."
The system will not be able to generate a safe condition with acoustic and optical alarms and automatic stops of the device. If this occurs, subsequent
critical alarms (e.g., lower venous pressure, Ci-Ca alarms) may go undetected by the user, potentially resulting in patient injury or death. Fresenius also
states that it has received no reports of this problem occurring during treatment. 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 June 17, 2015, Urgent Field Safety Notice
letter from Fresenius. If the above problem occurs, manually stop the device with the ON/OFF button, disconnect the patient, and manually return the
blood (refer to chapter 5.16 in the instructions for use). Until a software update is provided, Fresenius recommends that you stop using affected product
for patient treatment. If treatment is required and you do not have alternative equipment, contact Fresenius for special operating instructions. Inform all
relevant personnel at your facility of the information in the letter.

For Further Information:

Fresenius

Website: Click here

References:
e Germany. Federd Institute for Drugs and Medical Devices. Corrective action for the multiFiltratePRO devices, Fresenius Medical Care
[online]. 2015 Jun 30 [cited 2015 Jul 7]. 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 aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2015 Jul 7. BfArM (Germany). 3915/15 Download
e 2015 Jul 7. BfArM (Germany). Download
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[High Priority ] - A24994 :

Compromised
Medical Device Completed Action

Published: Wednesday, August 26, 2015

Zethon—Sterile Bipolar Forceps and Electrodes: Sterility May Be

UMDNS Terms:
® Electrodes [15578]
® Forceps, Tissue[11797]

Product Identifier:

Sterile Product .
Products: Nos.: Batch Nos.:
AV-950, 238, 340, 341,
AV-952. 342,343, 2038,
AV-953, 2039, 2041,
BAF2015- 2043, 2044,
05, 2047, 2048,
BAF2015- 2049, 2050,
10, 2051, 2053,
BMF2010- 2056, 2057,
05, 2059, 2060,
BSF2015- 2061, 2062,
05, 2063, 2072,
BSF2015- 2073, 2074,
10, 2075, 2078,
BSF2015- 2080, 2082,
20, 2083, 2086,
BSF2020- 2087, 2088,
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Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Infection Control,
OR/Surgery, EM S/Transport, Materials Management

Problem: The U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Medical Device Alert (MDA/2015/033 ) warning
healthcare workers that sterility of the above electrodes and forceps may be compromised. MHRA further states that Zethon issued a July 6, 2015, Urgent
Field Safety Notice letter and aJuly 8, 2015, Urgent Field Safety Notice |etter . The manufacturer has not confirmed the information provided in the
source material.

Action Needed:
OMHRA recommends that you do the following:

e |dentify and isolate affected electrodes and forceps.

e Complete the customer response form and return it to Zethon using the instructions on the form.

e Return affected product to Zethon

e Report any adverse incidents associated with the use of affected product using the Yellow Card Scheme .

For Further Information:

Will Desoutter, Zethon

Tel.: 44 (01296) 634090

E-mail: vigilance@zethon.com

Website: Click here

For technical inquiries to MHRA:

Paul Sandhu

Tel.: (020) 30807266

E-mail: paul.sandhu@mhra.gsi.gov.uk

For clinical inquiries to MHRA:

Mark Grumbridge

Tel: (020) 30807128

E-mail: mark.grumbridge@mhra.gsi.gov.uk
Website: Click here

Northern Ireland:

Northern Ireland Adverse Incident Centre
Tel.: (028) 90523868

Email: NIAIC@dhsspsni.gov.uk

Website: Click here

Scotland:

Incident Reporting and Investigation Centre
Tel.: (0131) 2757575

E-mail: nss.iric@nhs.net

Website: Click here

Wales:

Healthcare Quality Division, Welsh Government
Tel.: (01267) 225278 or (02920) 825510
E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiries to MHRA should cite reference no. MDA/2015/033, 2015/006/030/291/002 or 2015/006/030/291/004.

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Sterile electrosurgical forceps and el ectrodes—some devices may not
be sterile [onling]. London: Department of Health; 2015 Aug 26 [cited 2015 Aug 26]. (Medica device alert; no. MDA/2015/033). Available
from Internet: Click here.

Comments:

e [IFor the original Alerts regarding Zethon's Bipolar Forceps and Electrodes, see Alert Accession Nos.: A24665 and A24944 .

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 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 2015 Aug 26. MHRA MDA. MDA/2015/033 Download

©2015 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 ] - A24720 : TRUMPF— Various Medical Lighting, Camera, and Monitor Systems:

Welds Require Biannual Inspection
Medical Device Ongoing Action

Published: Thursday, July 16, 2015
Last Updated: Friday, July 17, 2015

UMDNS Terms:
® Lights, Surgical [12282]
® Cameras, Video, Surgical [26334]
® Monitors, Video, High Definition [28170]
® Facility Booms, Ceiling-Mounted [22613]

Product Identifier:

Spring Arms on the following O Surgical Lighting, Camera, and Monitor Systems: (1) iLED 3, (2) iLED 5, (3) Helion S, (4) Helion M, (5) Helion L,
(6) TruLight 3000, (7) TruLight 5000, (8) TruVidia SD, (9) TruVidiaHD, (10) VidiaPort, (11) Xenion S, (12) Xenion M, (13) Xenion L [Capital
Equipment]

For afull list of Spring Arm Material Nos., see Appendix A in the letter .

All affected units were distributed prior to July 2010.

Geographic Regions: U.S.
Manufacturer(s): TRUMPF Medical Systems Inc 1046 LeGrand Blvd, Charleston, SC 29492, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Facilities/Building Management

Problem:

OInaduly 6, 2015, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, TRUMPF states that it was notified by its
supplier that there is potential for the welds of the above spring arms to develop fatigue fractures over time when exposed to extreme forces. TRUMPF
states that it has received no customer reports of this problem occurring.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the July 6, 2015, Urgent Medical Device
Correction letter, Confirmation of Receipt form, and Supplement to the User Manual from TRUMPF. Complete the Confirmation of Receipt form, and
return it to TRUMPF using the instructions on the form. TRUMPF states that a visual inspection of the welded joints should be completed on a biannual
basis as advised in the user manual. If you are not under contract for the affected product, contact the TRUM PF technical service department at (888)
474-9360 to schedule a visual inspection of the welds as part of your standard biannual maintenance, or have your authorized technician perform the
inspection. Store a copy of the supplement with the user manual(s) for the affected product. 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 product.

U.S. customers should report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse
Event Reporting program by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at MedWatch, 5600 Fishers Lane,
Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Joseph (Chandler) Sprinkles, TRUMPF QA/RA engineer

Tel.: (888) 474-9359 or (843) 329-0543

E-malil: Joseph.sprinkles@trumpfmedical.com

Corlissa Ravenel, TRUM PF service coordinator

Tel.: (888) 474-9359 or (843) 416-1391

E-Mail: Corlissaravenel @trumpfmedical.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 alert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2015 Jul 15. Member Hospital. TRUMPF letter submitted by ECRI Institute member hospital (includes reply form). Download
e 2015 Jul 17. Manufacturer. The manufacturer confirmed the information provided in the source material.

©2015 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 ] - A25004 : Zimmer Biomet— Various Guidewires: Package Testing Does Not Support
Labeled 10-Year Expiration Date
Medical Device Ongoing Action

Published: Tuesday, September 1, 2015

UMDNS Terms:
® Guide Wires[11925]

Product Identifier:
Guidewires: Product Nos.:

2.4mmx 70 cm Ball Tip  47-2255-008-00

2.4 mm Diameter Bullet

Tip 00-2228-024-00

3.0 mm x 100 cm Ball Tip 47-2255-008-01

%8 mmx 100 cm Bullet 44 5542 938 g9

2.4 mm x 70 cm Humeral
Bullet Tip 00-2255-026-00

2.4mmx 70 cm Humeral 4 5555 995.00

Smooth

2.4 mm x 100

¢m Smooth 47-2237-033-00
3.0mm x 100 cm

Smooth 47-2237-037-00

[Consumable]
For acomplete list of affected lot numbers, refer to the chart in the letter .
Units distributed between August 2005 and December 2011

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Zimmer Inc 1800 W Center St PO Box 708, Warsaw, IN 46581-0708, United States
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem:

OInan August 27, 2015, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that the package
testing supports a 5-year expiration date for the above guidewires instead of the labeled 10-year expiration date. This problem may result in acute post-
operative infection as the result of use of a sub-sterile guidewire as well as, osteomyelitis, soft tissue abscess, and sepsis. Zimmer states that it has
received no reports of injury as the result of 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 August 27,
2015, Urgent Medical Device Recall letter and Acknowledgment of Responsibility Form from Zimmer. Y our Zimmer sales representative will contact
your facility to arrange for product removal. Complete the Acknowledgment of Responsibility Form, and return it to Zimmer using the instructions on the
form. Inform Zimmer of any adverse events associated with use of affected product by e-mail at zimmer.per@zimmer.com . U.S. customers should also
report any adverse eventsto FDA’s MedWatch Adverse Event Reporting program by fax at (800) 332-0178; by mail (using postage-paid FDA Form
3500, available here) at Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Zimmer customer call center

Tel.: (877) 946-2761, 8 am. to 5 p.m. Eastern time, Monday through Friday

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 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 2015 Sep 1. Member Hospital. Zimmer letter submitted by an ECRI Institute member hospital (includes reply form) Download

©2015 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 ] - A24920 : 3M—DuraPrep Surgical Solution Preoperative Skin Preparation: May

Have Been Exposed to Sterilant during Package Sterilization
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Wednesday, August 12, 2015
UMDNS Terms:
® Swabs, Antiseptic [13913]

Product Identifier:
ODuraPrep Surgical Solution Preoperative Skin Preparation (Iodine Povacrylex [0.7% available lodine] and I sopropyl Alcohol 74% w/w) [Consumable]

Size: Catalog Nos.: Lot Nos.:

6 mL 8635 2016-08DC
2016-09EE,

26mL 8630 2016-09EF,
2016-09EG

Units distributed between December 2014 and May 2015
Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): 3M Health Care 3M Center, Bldg 275-4NW-02, St Paul, MN 55144-1000, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Infection Control,
Nursing, Obstetrics/Gynecol ogy/L abor and Delivery, OR/Surgery, Pharmacy, Materials Management

Problem:

OInan August 6, 2015, Voluntary Drug Recall letter submitted by ECRI Institute member hospitals, 3M states that the above solution may be discolored
asthe result of unintended exposure to the sterilant during package sterilization, resulting from a crack in the glass ampule holding the solution. Direct
exposure to the sterilant causes a color change from dark brown to yellow/clear and rendersit unfit for use given the formation of byproducts with the
potential for sensitization, irritation, and acute dermal toxicity. 3M states that it has received no reports of adverse events related to this problem. The
manufacturer has not confirmed the information 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 August
6, 2015, Voluntary Drug Recall |etter and reply form from 3M. 3M states that any discolored product should not be used. Complete the reply form, and

return it to 3M using the instructions on the form. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the
letter to any facility to which oyu have further distributed affected product. Return affected product to 3M

For Further Information:

3M

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 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 2015 Aug 11. Member Hospital. 3M letter submitted by an ECRI Institute member hospital (includes reply form) Download

©2015 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 ] - A24717 : Siemens—Calibrator A for T3 and T4 Assays Used with ADVIA Centaur
Systems: Percent Recoveries for Patient Sample Dilutions May Be Lower Than Reported in the

Instructions for Use
Medical Device Ongoing Action

Published: Friday, July 17, 2015
Last Updated: Thursday, July 23, 2015

UMDNS Terms:
® Analyzers, Laboratory, Clinical Chemistry [15551]

Product Identifier:
Calibrator A for T3 and T4 Assays used with ADVIA Centaur Systems [Consumable, Capital Equipment]

Products: Siemens Material Nos. (SMNs):
ADVIA Centaur T3 (400 test kit) 10285732
ADVIA Centaur T3 (80 test kit) 10285733
ADVIA Centaur T3 (Ref) (400 test kit) 10285734
Calibrator A 2-pack 10285903
Calibrator A 6-pack 10285904
Calibrator A 6-pack (Ref) 10285905
ADVIA Centaur T4 (100 test kit) 10309960
ADVIA Centaur T4 (500 test kit) 10309961
ADVIA Centaur T4 Diluent 10311585
ADVIA Centaur T3 Master Curve Material (MCM) 10361928

ADVIA Centaur T3 MCM ot numbers 38453 and 43789; All in date lots for all other product.

Geographic Regions: Worldwide

Manufacturer(s): Siemens Healthcare Diagnostics Inc 511 Benedict Ave, Tarrytown, NY 10591, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Materials Management

Problem:

In aJuly 2015 Customer Notification letter submitted by ECRI Institute member hospitals, Siemens states that percent recoveriesfor 1:4 (with Calibrator
A lots ending lower than 87) and 1:8 (all lots) patient sample dilutions with the above assays may be lower than reported in the Instructions for Use (IFU)
(see Table 2 inthe letter ). Siemens also states that although 1:4 and 1:8 dilution recovery failures with Calibrator A kit lots may affect the accuracy of
T4 levels above the assay range (values above 30 ug/dL, 387 nmol/L), the differences do not affect diagnosis or patient management. Siemens further
states that the other assays utilizing Cdlibrator A (FT3, FT4, and T-Uptake) are not affected by this problem. Siemens states that with Calibrator A kit lots
ending in 87, T4 dilution recoveries using 1:2 and 1:4 manual dilutions perform as intended; the 1:8 dilution continues to perform unacceptably. For
comparisons between calibroator A lots ending in 86 and 87 for T4 and T3, see Figures 1 through 7 in the letter .

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the July 2015 Customer Notification letter
from Siemens. Discontinue use of 1:8 manual dilutions for T4 samples with the ADVIA Centaur Systems T4 assay. If you have Calibrator A kits from
lots 87 and above, you can continue to perform 1:2 and 1:4 manua dilutions for T4 samples. Calibrator A kit lots ending in 84 and 86 may be used for
assays that require Calibrator A, except for T4 sample dilutions. Siemens states that laboratory lookback is not necessary. Quality control (QC) values
and ranges for control lotslisted in Table 3 of the |etter will be published on Bio-Rad's website, because of the recalibration of Calibrator A kit lots
ending in 87 and above, for use with the T3 and T4 assays. Bio-Rad will list assigned values as "For Use with T4 and T3 Calibrator A lot 87 and above"
in the insert sheet and Unity reports. Review the letter with your medical director. Retain a copy of the letter with your laboratory records, notify al
rel %\I/ant personnel at your facility of the information in the letter, and forward the letter to any facility to which you have further distributed affected
product.

For Further Information:

Siemens customer care center or Siemens technical support representative

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 alert, refer to our HDA Format Guide .

Source(s):
e 2015 Jul 16. Member Hospital. Siemens letter submitted by member hospitals, CC 15-14.A.US-OUS (includes reply form) Download
e 2015 Jul 23. Manufacturer. Manufacturer confirmed information.

©2015 ECRI Ingtitute
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www.ecri.org . Printed from Health Devices Alerts on Tuesday, September 15, 2015 Page 1

[High Priority ] - A24716 : Siemens—Dimension Reagent Probe Cleaners: Bottle Caps May Leak
Medical Device Ongoing Action

Published: Thursday, July 16, 2015

UMDNS Terms:
® Anayzers, Laboratory, Clinical Chemistry, Automated, Discrete [16299]
® Cleaning Solutions, Laboratory Anayzer [28100]

Product Identifier:
O ODimension Reagent Probe Cleaners [Consumable]
Catalog No. RD702; Siemens Material No. 10445036

Geographic Regions: O(Impact in specific regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Siemens Healthcare Diagnostics Inc 511 Benedict Ave, Tarrytown, NY 10591, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem: In aJuly 2015 Customer Notification letter submitted by an ECRI Institute member hospital, Siemens states that the above reagent probe
cleaner bottles may leak from the cap. Siemens also states that this problem could cause users to be exposed to 0.1 N NaOH liquid from leaking bottles;
however, the overall health risk is negligible and there is no impact on generated laboratory results. Siemens states that it has received reports of this
problem occurring with lot numbers 5BD665, 5CD671, and 5CD674; however, other lots may be affected. 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 July 2015 Customer Notification letter
from Siemens. Siemens does not recommend laboratory lookback. If you experience leaking with affected bottles, contact Siemens customer care-
technical solutions using the information below. Retain acopy of the letter with your laboratory records, and forward a copy of the letter to any facility to
which you have further distributed affected product.

For Further Information:

Siemens customer care center-technical solutions

Tel.: (800) 441-9250

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 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 2015 Jul 15. Member Hospital. Siemens letter submitted by ECRI Institute member hospital Download

©2015 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 ] - A24651 : DePuy Synthes—16 mm Chisel Blades: May Be Etched with Incorrect
Size
Medical Device Ongoing Action

Published: Monday, July 6, 2015
Last Updated: Monday, August 17, 2015

UMDNS Terms:
® Chisels, Surgical, Bone, Orthopedic [10829]

Product Identifier:
116 mm Chisel Blades used in the following: (1) Hip Preservation Surgery Sets, (2) LCP Anterior Ankle Arthrodesis Plate Systems [Consumable]
Part No. 399.56; Lot No. T106341

Geographic Regions: OO(Impact in additional regions&#160;has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): DePuy Synthes Co1302 Wrights Ln E, West Chester, PA 19380, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem: In aJune 24, 2015, Urgent Notice Medical Device Recall letter submitted by an ECRI Institute member hospital, DePuy Synthes states that a
10 mm chisel blade may have been etched as a 16 mm chisel blade, potentially resulting in surgical delay if the correct instrument must be located during
surgery. 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 any affected product, verify that you have received the June 24, 2015, Urgent
Notice Medical Device Recall letter and Verification Section from DePuy Synthes. To arrange for product return, contact DePuy Synthes by telephone at
(800) 479-6329 to obtain areturn authorization (RA) number. Regardless of whether you have affected product, complete the Verification Section of the
letter and return it to DePuy Synthes using the information in the section. Notify all relevant personnel at your facility of the information in the Urgent
Notice Medical Device Recall letter.

For Further Information:

DePuy Synthes

Tel.: (610) 719-5450

Website: Click here

Comments:

e [[Thisdertisaliving 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 2015 Jul 6. Member Hospital. DePuy Synthes letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2015 Aug 17. FDA CDRH Database. Class |1. Z-2086-2015 Download

©2015 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 ] - A24857 : Smith & Nephew—5.5 mm SpeedScrew Plus Kits: Packaging May Contain

Incorrect Suture Cartridges
Medical Device Ongoing Action

Published: Tuesday, August 25, 2015

UMDNS Terms:
® Screws, Bone[16101]
® Procedure Trays, Surgical [17168]
® Sutures[13896]

Product Identifier: 5.5 mm SpeedScrew Plus Kits [Consumable]
Kit Product No. OM-9167; Batch No. 1083386

5.5mm
SpeedScr
ew Plus
Kit
Contents:

Catalog
Nos.:

PerfectPa

sser Blue

Cobraid OM-8176
Suture

Cartridge

SpeedsScr
ows OM-6500

Kits branded by ArthroCare Corporation and distributed between December 15, 2014, and February 3, 2015
Geographic Regions: U.S.

Manufacturer(s): Smith & Nephew Inc Orthopaedic1450 Brooks Rd, Memphis, TN 38116, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Summary:

JOn August 25, 2015, the manufacturer confirmed the information provided in the source material.

Problem:

Inaduly 21, 2015, Urgent Product Recall 1st Notification letter submitted by an ECRI Institute member hospital, Smith & Nephew states that the
packaging of the above kits may contain a SmartStitch blue cobraid suture cartridge (catalog number OM-8076). If recognized, the presence of the
incorrect suture cartridge in the kit may delay surgery; however, it is possible that the incorrect suture cartridge may necessitate conversion of an
arthroscopic procedure to a mini-open procedure if a backup suture cartridge or device is not available.

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the July 21, 2015, Urgent Product
Recall 1st Notification letter and Inventory Return Certification Form from Smith & Nephew. Regardless of whether you have affected product, complete
the Inventory Return Certification Form and return it to Smith & Nephew using the information in the letter. To obtain areturn authorization (RA)
number, contact the Smith & Nephew field action department by fax at (901) 566-7975 or by e-mail at fieldactions@smith-nephew.com . Return
affected product to Smith & Nephew, indicating the RA number on the return shipment.

For Further Information:

Smith & Nephew field action department

E-mail: fieldactions@smith-nephew.com

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 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 2015 Aug 21. Member Hospital. Smith & Nephew letter submitted by an ECRI Institute member hospital. Reference No. R-2015-07
(includes reply form) Download

e 2015 Aug 25. Manufacturer. The manufacturer confirmed the information in the source material.

©2015 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 ] - A24863 : Baxter—Actifuse ABX and Actifuse MIS System Synthetic Bone
Substitute Products: Endotoxin Levels May Be above Specification Criteria
Medical Device Ongoing Action

Published: Friday, August 21, 2015

UMDNS Terms:
® Grafts, Bone, Synthetic [16966]

Product Identifier:

Actifuse Bone

Substitute Products: Product Nos.:

ABX, 1to 2 mm, 1.5 mL 506005078060
ABX, 1to 2 mm, 2.5 mL 506005078050
ABX,1to2mm,5mL 506005078051
ABX, 1to 2 mm, 10 mL 506005078052
ABX, 1to 2 mm, 20 mL 506005078058

MIS System, 1 to 2
mm, 7.5 mL 506005078070

MIS System Refill, 1 to
2mm. 7.5mL 506005078072

[Consumable]
All lot numbers, EXP AUG 1 2015 through JUL 29 2017

Geographic Regions: Worldwide
Manufacturer(s): Baxter Healthcare Corpl Baxter Pkwy, Deerfield, IL 60015-4625, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

In an August 18, 2015, Urgent Product Recall letter submitted by an ECRI Institute member hospital, Baxter states that the above bone substitute
products may have endotoxin levels above specification criteria. Baxter also states that the limit pertains to products that may come in contact with
cerebrospina fluid (CSF). Baxter further states that in surgical procedures in which the device comes into contact with CSF through a dural opening
(iatrogenic injury), use of amedical device with increased endotoxin levels may augment the typical inflammatory reaction to surgery and contribute to
adverse health consequences. Baxter further states that is has received no reports of adverse events associated with the above products that can be linked
to cerebrospinal fluid exposure to increased levels of endotoxins. Baxter states that this recall is not compelled by a confirmed safety signal, but rather an
out-of-limit endotoxin test result for a stability batch.

Action Needed: Identify, isolate, and discontinue use of any affected product in your inventory. The product number and expiration date can be found
on the individua product or shipping carton. If you have affected product, verify that you have received the August 18, 2015, Urgent Product Recall
letter and Customer Reply Form from Baxter. To arrange for product return and to receive credit, contact the Baxter Healthcare center for service by
telephone at (888) 229-0001, 7 am. to 6 p.m. Centra time, with your 8-digit ship-to account number, product number, ot 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 the information in the Urgent Product Recall letter, and forward a copy of the letter to any facility to which you have further distributed affected
product. Report adverse reactions or quality problems associated with use of affected product to the Baxter product surveillance department by telephone
at (800) 437-5176, 8 am. to 5:30 p.m. Centra time, Monday through Friday. 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; by fax at (800)
'3>32r;0172éj by mﬁil (Lésb' ng 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:

Center for One Baxter

Tel.: (800) 422-9837, 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 aert. For additiona information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2015 Aug 20. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FCA-2015-071 Download
e 2015 Aug 20. Manufacturer. Baxter confirmed the information provided in the source material.

©2015 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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[Critical Priority ] - A24708 : SentreHEART—LARIAT Suture Delivery Devices: Use in LAA Closure
Procedures Has Not Been Evaluated by FDA; May Be Associated with Patient Deaths and Serious

Adverse Events
Medical Device Ongoing Action

Published: Thursday, July 16, 2015

UMDNS Terms:
® Catheters, Vascular, Occlusion [10736]
® Guide Wires[11925]
® Passer/Knot Tiers, Ligature [21417]
® Guides, Suturing [17688]
® Suture Units, Automated [15065]

Product Identifier:
LARIAT Suture Delivery Devices [Consumable]
Used with the following associated devices: (1) EndoCATH Occlusion Balloon Catheters, (2) FindrWIRZ Systems, (3) Sof TIP Guide Cannulae

Geographic Regions: O(Impact in&#160;additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): SentreHEART, Inc300 Saginaw Dr, Redwood City, Ca 94063, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Risk Management/Continuous Quality Improvement,
Materials Management

Problem:

OInaJduly 13, 2015, Safety Communication and a July 13, 2015, Safety Alert, FDA states that it has identified 45 adverse events through June 30, 2015,
that occurred in patients undergoing left atrial appendage (LAA) closure procedures with the above suture delivery device and its associated devices.
FDA aso states that these reports describe 6 patient deaths and other serious medical complications including laceration and/or perforation of the heart,
complete LAA detachment from the heart, bleeding (hemorrhage), low blood pressure (hypotension), fluid collection around the heart (pericardial
effusion), fluid collection around the heart that causes low blood pressure and decreased heart function leading to shock (cardiac tamponade), and fluid
collection around the lung (pleural effusion). FDA further states that of the 45 adverse events reported to FDA, 34 (approximately 75%) resulted in the
need to perform emergency heart surgery. FDA states that although the above delivery device is cleared by FDA to deliver a pre-tied stitch (suture) to aid
in soft tissue closure during surgery, FDA has not evaluated the device for LAA closure to reduce therisk of stroke in atrial fibrillation patients. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:
Oldentify any affected product in your inventory. FDA recommends the following:

e Beaware that the safety and effectiveness of affected product to close the LAA and prevent stroke in patients with atrial fibrillation has not
been established.

e Toreducetherisk of stroke in patients with atrial fibrillation, consider treatment options for which safety and effectiveness have been
established.

e Beforetreatment, inform atrial fibrillation patients of the benefits and risks of the available treatment options to help prevent stroke.
e Report any adverse events associated with the use of affected product and/or its associated devicesto FDA and SentreHEART.

For FDA's recommendations for patients, see the Safety Communication . FDA states that it will continue to monitor the problem and will inform the
public if significant new information becomes available.

For Further Information:

SentreHEART

Website: Click here

For inquiries regarding FDA's communication:

FDA Center for Devices and Radiological Health (CDRH)'s Division of Industry Communication and Education (DICE)
Tel.: (800) 638-2041 or (301) 796-7100

E-mail: DICE@FDA.HHS.GOV

Website: Click here

References:
United States:

e Food and Drug Administration. MedWatch. Lariat suture delivery device for left atrial appendage (LAA) closure by SentreHEART: FDA
safety communication—Reports of patient deaths and other serious adverse events [online]. 2015 Jul 13 [cited 2015 Jul 14]. Available from
Internet: Click here.

e Food and Drug Administration. Use of LARIAT suture delivery device for left atrial appendage closure: FDA safety communication
[online]. 2015 Jul 13 [cited 2015 Jul 14]. 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 .
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Source(s):
e 2015 Jul 14. FDA. Safety Communication Download
e 2015 Jul 14. FDA. MedWatch Safety Alert Download
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[High Priority ] - A24956 : Ecolab—ORS Fluid Warming and Slush Drapes: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Thursday, August 20, 2015

UMDNS Terms:
® Kick Bucket Liners[12223]
® Surgical Drapes[12368]

Product Identifier:

ORS
Drapes:

SKU Nos.:

44 x 44
inch Fluid ORS-100
Warming

48 x 48
inch Fluid ORS-110
Warming

48 x 48
inch Slush ORS-130
Disc

66 x 44
inch Fluid ORS-300
Warming

66 x 44

inch

Slush/Wa

rmer ORS-2200
Smart

Drape

66 x 52
inch Fluid ORS-301
Warming

[Consumable]

Units distributed between March 1 and December 18, 2012, with lot numbers: DxxxxxX, DXXXXXXA, or DAxxxxxx; and units distributed between
December 19, 2012, and August 4, 2015

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

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Ecolab Inc370 N Wabasha S, St Paul, MN 55102-2233, United States
Suggested Distribution: Emergency/Outpatient Services, Infection Control, OR/Surgery, Materials Management

Problem: Inan August 18, 2015, Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, Ecolab states that the packaging
of the above drapes may contain small channelsin the pouch seal, compromising package integrity and product sterility. Ecolab has received no reports
of patient injury associated with this problem. Ecolab also states that the risk of serious adverse health consequences is remote. 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 August 18,
2015, Urgent Medical Device Recall |etter and Recall Response Form from Ecolab. Complete the Recall Response Form, and return it to Ecolab using
the information on the form. Upon receipt of the form, Ecolab will provide your facility with areturn material authorization (RMA) and issue credit for
unopened returned product. Forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

Ecolab customer service department

Tel.: (800) 824-3027

E-mail: customerservice@microtekmed.com

Website: Click here

Comments:

©2015 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 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 2015 Aug 20. Member Hospital. Ecolab letter submitted by an ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A24956 01 : *Ecolab—ORS Fluid Warming and Slush Drapes: Sterility May Be
Compromised [Update]
Medical Device Ongoing Action

Published: Wednesday, August 26, 2015
Last Updated: Friday, August 28, 2015

UMDNS Terms:
® Kick Bucket Liners[12223]
® Surgical Drapes[12368]

Product Identifier:

ORS
Drapes:

SKU Nos.:

44 x 44
inch Fluid ORS-100
Warming

44 x 66

inch

Slush/Wa ORS-325
rmer Disc

with Skirt

48 x 48
inch Fluid ORS-110
Warming

48 x 48
inch Slush ORS-130
Disc

66 x 44
inch Fluid ORS-300
Warming

66 x 44

inch

Slush/wa ORS-320
rmer Disc

66 x 44

inch

Slush/Wa ORS-330
rmer

Plate

66 x 44

inch

Slush/Wa ORS-2200
rmer

Smart

66 x 52
inch Fluid ORS-301
Warming

©2015 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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66 x 52

inch
Slush/wa ORS-321

rmer Disc

66 x 52

inch

Slush/Wa ORS-331
rmer

Plate

[Consumable]

Units distributed between March 1 and December 18, 2012, with lot numbers: Dxxxxxx, DxxxxxxA, or DAxxxxxx; and units distributed between
December 19, 2012, and August 4, 2015

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

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Ecolab Inc370 N Wabasha St, St Paul, MN 55102-2233, United States
Suggested Distribution: Emergency/Outpatient Services, Infection Control, OR/Surgery, Materials Management

Summary:

OThis Alert provides new information based on an August 18, 2015, Urgent Medical Device Recall |etter submitted by ECRI Institute member hospitals
regarding Alert Accession No. A24956 . New information is bolded in the Product Identifier field.

Problem:

[August 20, 2015]

In an August 18, 2015, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Ecolab states that the packaging of the
above drapes may contain small channelsin the pouch seal, compromising package integrity and product sterility. Ecolab has received no reports of
patient injury associated with this problem. Ecolab aso states that the risk of serious adverse health consequences is remote. The manufacturer has not
confirmed the information provided in the source material.

Action Needed: Thefollowing actions are those listed in  Alert Accession No. A24956 . |dentify and isolate any affected product in your inventory. If
you have affected product, verify that you have received the August 18, 2015, Urgent Medical Device Recall letter and Recall Response Form from
Ecolab. Complete the Recall Response Form, and return it to Ecolab using the information on the form. Upon receipt of the form, Ecolab will provide
your facility with areturn material authorization (RMA) and issue credit for unopened returned product. Forward a copy of the letter to any facility to
which you have further distributed affected product.

For Further Information:

Ecolab customer service department

Tel.: (800) 824-3027

E-mail: customerservice@microtekmed.com

Website: Click here

Comments:

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

Source(s):
e 2015 Aug 26. Ecolab letter submitted by ECRI Institute member hospitals (includes reply form) Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1623620

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1623620

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1623620

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1623620

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1623620

mailto:customerservice@microtekmed.com

http://www.microtekmed.com/contact_info.htm

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/121188/20150818EcolabORSFluidWarmingSlushDrapes1ClientRedacted.pdf



afsaif
File Attachment
(A24956 01) Ecolab—ORS Fluid Warming and Slush Drapes.pdf


www.ecri.org . Printed from Health Devices Alerts on Tuesday, September 15, 2015 Page 1

[High Priority ] - A24513 01 : Aesculap—S4C Occiput Torque Wrench F/Set Screws: Wrench Release

Mechanism May Cause Screw to Fracture if Wrench Is Improperly Reassembled
Medical Device Ongoing Action

Published: Thursday, July 23, 2015
Last Updated: Tuesday, August 4, 2015

UMDNS Terms:
® Prosthesis Implantation Instruments, Orthopedic [13180]
® Screws, Bone[16101]

Product Identifier:

SAC Occiput Torque Wrench F/Set Screws [Consumable]
Product No. FW103R; Versions: V01. V02

Units distributed after 2010

Geographic Regions: U.K., U.S.&#160;

Manufacturer(s): Aesculap AGAm Aesculap-Platz, D-78532 Tuttlingen, Germany
Aesculap Inc A B Braun Group Co3773 Corporate Pkwy, Center Valley, PA 18034,

Suggested Distribution: OR/Surgery, Orthopedics, Neurology, Materials Management

Summary:

OThis Alert provides additional information based on a July 6, 2015, Important Product Field Safety Notification letter submitted by an ECRI Institute
member hospital regarding Alert Accession No. A24513 . Additional information is bolded in the Geographic Regions and Product Identifier fields.
On July 23, 2015, the manufacturer confirmed the information provided in the source material.

Problem:

[July 14, 2015]

Inadune 1, 2015, FSN Safety Information letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM) and the U.K. Medicines
and Healthcare Products Regulatory Agency (MHRA), Aesculap states that it has received reports of one of the above screws breaking off during an
intervention because of the rel ease mechanism of the above torque wrenches (which apply a defined torque of 2.8 Nm) failing to release and applying
excessive torque. In the reported instance, the surgery was completed successfully with a new screw and different torque wrench; it was discovered that
the affected torque wrench had not been assembled correctly after reprocessing.

Action Needed:

Identify any affected wrenchesin your inventory. If you have affected wrenches, verify that you have received the June 1, 2015, FSN Safety Information
letter and Feedback Form or the July 6, 2015, Important Product Field Safety Notification letter and Acknowledgment Form from Aesculap. Complete
the Feedback Form/Acknowledgment Form, and return it to Aesculap using the information on the form. The following actions are those listed in Alert
Accession No. A24513 . The firm recommends that you review in detail the safety information describing the assembly/disassembly process of 2
different versions of affected wrenches on the market. After cleaning, care must be taken to assemble the individual parts of the wrenches correctly to
ensure that the correct torque of 2.8 Nm is applied during surgery. For an illustration of the correct assembly, see the figuresinthe letter . Notify all
relevant personnel at your facility of the information in the FSN Safety Information letter, and forward a copy of the letter to any facility to which you
have further distributed affected product.

For Further Information:

Eric Lopez, Aesculap spine product manager

Tel.: (610) 984-9239

Val Strawn, Aesculap quality speciaist

Tel.: (610) 984-9414

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Aesculap: SAC occiput torque wrench f/set screw [onling]. London:
Department of Health; 2015 Jun 8 [cited 2015 Jun 8]. (Field safety notice; reference no. 2015/006/001/701/022). Available from Internet: C
lick here.

e Germany. Federal Institute for Drugs and Medical Devices. Safety information for the SAC occiput torque wrench F/set screw, Aesculap
AG [onling]. 2015 Jun 15 [cited 2015 Jul 10]. 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 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 2015 Jul 23. Member Hospital. Aesculap letter submitted by an ECRI Institute member hospital (includes reply form) Download

e 2015 Jul 23. MHRA FSN. 2015/006/001/701/022 Downl oad

e 2015 Jul 23. MHRA FSN. (includes reply form) Download

e 2015 Jul 23. BfArM (Germany). 3499/15 Download

e 2015 Jul 23. BfArM (Germany). (includes reply form) Download

e 2015 Jul 23. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A24923 : DePuy Synthes—Sciatic Nerve Retractors: Micropores May Allow Fluid to
Enter Hollow Handle
Medical Device Ongoing Action

Published: Wednesday, August 19, 2015

UMDNS Terms:
® Retractors, Surgical, Nerve [33162]

Product Identifier:
[J

Devices: Part Nos.: Lot Nos.:

Sciatic Nerve Retractors 03.100.013 5001180, 5001181, 5043720, 5043721,
5043722, 5043723, 5056224, 5056410,
5056411, 5101097, 5106064, 5109323,
5162016, 5207917, 5252353, 5252354,
5303914, 5303916, 5626912, 904732/A70A43,
908057/A7PA10, 909551/A7PA20,
910819/A7PA30, A70A17, A7T0A26, A70A30,
A70A37, ATOA43, A7PA10, A7PA20, A7PA30,
T100870, T104992, T108114, 7114599,
T938508, T939338, T939640, 7942069,
T945414, T946497, T949375, 7954443,
T958062, T963371, T968151, 7968381,
T972086, T974174, T974550, T977901,
T980418, T980555, T983069, 7984285,
T987813, T993091, T996572, 7999967

Sciatic Nerve Retractor Long 03.100.014 5001182, 5001183, 5042920, 5042921,
5042922, 5042923, 5056851, 5087081,
5087082, 5109324, 5109325, 5109326,
5109327, 5162012, 5207918, 5252394,
5256421, 5256479, 5256480, 5305758,
5305759, 5305760, 5877095, 6040220,
6040225, 6040226, 6056133, 6056134,
903786/A70A37, 904731/A70A43,
908058/A7PA10, 909552/A7PA20,
910911/A7PA31, A70A17, ATOA26, A7OA30,
A70A37, ATOA43, A7TPAL0, A7PA20, A7PA31,
T100871, T104993, T108115, 7114598,
T932282, T932954, 7935264, 7939339,
T945413, T946498, T947785, 7954444,
T958061, 7963372, T968152, T974175,
T977904, 7980511, T983070, 1984228,
T987809, T989000, T993092, T996565,
T999969

[Consumable]
Units contained in 3.5 mm Low Profile Pelvic Systems

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): DePuy Synthes Co A Johnson & Johnson Co1302 Wrights Ln E, West Chester, PA 19380, United States
Suggested Distribution: OR/Surgery, Materials Management

Problem: In an August 10, 2015, Urgent Notice Medical Device Recall letter submitted by ECRI Institute member hospitals, DePuy Synthes states that
micropores may form on the hollow handle of the above retractors. DePuy Synthes also states that the micropores may increase in size, allowing fluid to
enter the hollow handle, potentially posing an infection risk and adverse tissue reaction if retained fluids leak out during use. If liquid and/or
discoloration are not identified preoperatively and enter the operative theater, surgery may be delayed while areplacement or alternative retractor is
procured. 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 August 10,
2015, Urgent Notice Medical Device Recall letter and list of affected product from DePuy Synthes. To arrange for product return, contact DePuy Synthes
by telephone at (800) 479-6329 to obtain a return authorization (RA) number. Regardless of whether you have affected product, complete the Verification
Section of the letter and return it to DePuy Synthes using the information in the letter.

For Further Information:

DePuy Synthes

Tel.: (610) 719-5450

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):

©2015 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 2015 Aug 17. Member Hospital. DePuy Synthes letter submitted by ECRI Institute member hospital Download
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[High Priority ] - A24751 : OrthoSolutions—UItOS Locking Screws: Locking Thread Feature May Be

Out of Specification, Potentially Failing to Lock onto the Plate
Medical Device Ongoing Action

Published: Tuesday, August 25, 2015

UMDNS Terms:
® Screws, Bone[16101]

Product Identifier:

lLJCI’E%Sng Product Batch Nos.:
Screws:

12X35 08421712 8440, 8555
W X227 0s420514 7519
WX35 05421714 8692, 8666
16%35 08421716 7519
18%35 08421718 7519, 8692
22%2.7 08422522 7519
22X35 03421722 7519
2427 08422524 7519, 8692

O[Consumable]

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): OrthoSolutions LtdWest Station Business Park, Maldon CM9 6FF, England

Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem: InaJuly 14, 2015, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
OrthoSolutions states that the locking thread feature of the above screws may not have been manufactured to specification, potentially resulting in the
screw not locking onto the plate during primary insertion into the plate and bone. OrthoSolutions also states that this problem may necessitate
replacement of the screw, potentially delaying the procedure. 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 July 14, 2015, Urgent Field
Safety Notice letter and Field Safety Corrective Action Declaration Form from Ortho Solutions. Complete the Field Safety Corrective Action Declaration
Form, and return it to OrthoSolutions using the information on the form. Upon receipt of the form, an OrthoSol utions representative will contact your
facility to arrange for product return and replacement.

For Further Information:

Ji Hee Ko, OrthoSolutions quality and regulatory affairs manager

Tel.: 44 (1621) 872010

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Ortho Solutions. UItOS 3.5mm locking screw / UItOS 2.7mm
locking sc [online]. London: Department of Health; 2015 Aug 17 [cited 2015 Aug 19]. (Field safety notice; reference no.
2015/007/014/291/006). Available from Internet: Click here .

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
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 2015 Aug 19. MHRA FSN. 2015/007/014/291/006 Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.orthosol.com/?q=node/4

https://www.gov.uk/government/publications/safety-information-from-manufacturers-field-safety-notices/field-safety-notices-13-to-17-july-2015

https://www.gov.uk/government/publications/safety-information-from-manufacturers-field-safety-notices/field-safety-notices-13-to-17-july-2015

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/120599/20150817OrthoSolutionsUltOSLockingScrewsMHRA.pdf



www.ecri.org . Printed from Health Devices Alerts on Friday, September 18, 2015 Page 2

e 2015 Aug 19. MHRA FSN. OrthoSolutions Reference No. CAPA 15-11 (includes reply form) Download
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[High Priority ] - A24926 : Alcon—23 G and 25 G Valved Entry Systems: Valved Cannulae May Leak
Medical Device Ongoing Action

Published: Tuesday, August 18, 2015

UMDNS Terms:
® Cataract Extraction Phacoemulsification/Vitrectomy Systems [27995]

Product Identifier: Vaved Entry Systems: (1) 23 G, (2) 25 G [Consumable]

Product Nos.: (1) 8065750837, (2) 8065751443

Systems may be sold as standal one products, within CONSTELLATION TOTAL PLUS Paks, or within Custom Paks
For alist of affected Paks, click here

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), &#160;U.S.
Manufacturer(s): Alcon Laboratories Inc6201 South Frwy, Fort Worth, TX 76134-2099, United States
Suggested Distribution: OR/Surgery, Ophthalmology, Materials Management

Problem: In an August 11, 2015, Non-Safety Voluntary Market Correction letter submitted by ECRI Institute member hospitals, Alcon states that a
small percentage of the above valved cannulae may leak, potentially leading to loss of intraocular fluid, which may result in fluctuation of intraocular
pressure (I0P). 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 August 11, 2015, Non-Safety Voluntary
Market Correction letter from Alcon. The firm will provide your facility with standalone plugs to use with affected valved cannulae if excessive leakage
is observed during use of affected paks. To arrange to obtain additional standalone plugs, contact the Alcon customer service department by telephone at
(800) 862-5266. Notify all relevant personnel at your facility of the information in the Non-Safety Voluntary Market Correction letter, and forward a
copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

Alcon customer service department

Tel.: (800) 862-5266

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstancesin 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 alert. 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 2015 Aug 12. Member Hospital. Alcon letter submitted by an ECRI Institute member hospital. Alcon Reference No. MA
2015.032 Download

©2015 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 ] - A24702 : Vygon—8-10 mm Y Connectors: May Be Blocked
Medical Device Ongoing Action

Published: Monday, August 17, 2015
Last Updated: Thursday, August 20, 2015

UMDNS Terms:
® Intravenous Line Connectors [17501]

Product Identifier:
[08-10 mm Y Connectors [Consumable]
Product No. 0884.08 (FSW576); Lot/Batch Nos.: 021214EG, 100315EG

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Vygon UK Ltd Pierre Simonet Building V Park Gateway North, Swindon, Wiltshire SN25 4DL, England

Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Nursing,
OR/Surgery, Pediatrics, Home Care, |V Therapy, Materials Management

Problem:

OInaduly 3, 2015, Urgent Field Safety Corrective Action letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Vygon states that the above connectors may be blocked as aresult of an intermittent manufacturing defect. 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 July 3, 2015, Urgent Field
Safety Corrective Action letter and FSCA Fax Back Form from Vygon. Regardless of whether you have affected product, complete the FSCA Fax Back
Form and return it to Vygon using the instructions on the form. A Vygon representative will contact your facility to arrange for product return and
replacement. 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 product.

For Further Information:

Kate O'Connell, Vygon technical support department

Tel.: 17 (93) 748800

E-mail: kate.oconnell @vygon.co.uk

Website: Click here

[OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Vygon SA - ¢/o Vygon: Y connector 8-10mm [onlin€]. London:
Department of Health; 2015 Aug 10 [cited 2015 Aug 13]. (Field safety notice; reference no. 2015/007/003/601/501). 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 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 2015 Aug 13. MHRA FSN. 2015/007/003/601/501 Download
e 2015 Aug 13. MHRA FSN. (includes reply form) Download

©2015 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 ] - A24660 : Ecolab—Sterile 60 mL EU BD Syringe Multi-Packs: Sterility May Be
Compromised
Medical Device Ongoing Action

Published: Thursday, July 9, 2015

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

Product Identifier:
Sterile 60 mL EU BD Syringe Multi-Packs [Consumable]
Part No. 3058460; Batch No. 2484SW2D

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Ecolab Inc370 N Wabasha St, St Paul, MN 55102-2233, United States

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Obstetrics/Gynecology/L abor and
Delivery, OR/Surgery, Pharmacy, IV Therapy, Materials Management

Problem: In aJune 12, 2015, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Ecolab
states that the above syringes may have been subject to abiological indicator fail from the sterilization process and may have been released in error from
quarantine. 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 June 12,
2015, Field Safety Notice letter and Response Form from Ecolab. Complete the Recall Response Form, and return it to Ecolab using the information on
the form. Ecolab will contact your facility to arrange for product return.

For Further Information:

Ecolab

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Ecolab: Sterile 60ml EUBD syringe multi-packs [onling]. London:
Department of Health; 2015 Jul 6 [cited 2015 Jul 6]. (Field safety notice; reference no. 2015/006/016/291/003). Available from Internet: Cl
ick 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 2013 Jul 6. MHRA FSN. 2015/006/016/291/003 Download
e 2012 Jul 6. MHRA FSN. Ecolab Reference No. NCR 15-133 (includes reply form) Download

©2015 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 ] - A24959 : Hospira—100 mg/mL 5 mL Ketamine Hydrochloride Injection: Vials May

Leak
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Tuesday, August 25, 2015
Last Updated: Thursday, August 27, 2015

UMDNS Terms:
® Medication Vials[15862]
® |ntravenous Fluid Containers[12172]

Product Identifier: 100 mg/mL 5 mL Ketamine Hydrochloride (HCI) Injection USP Multidose Vials [Consumable]
NDC No. 0409-2051-05; Lot Nos.: 43-406-DD EXP JUL 1 2016, 44-255-DD AUG 1 2016

Units distributed from September 2014 through May 2015

AmerisourceBergen Product No.: 10023078; McKesson UPC No. 30409205105; McKesson Econo No. 1820554

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

Distributor(s): ® McKesson Corp One Post S, San Francisco, CA 94104-5203, United States
® AmerisourceBergen Drug Corp1300 Morris Dr Suite 100, Chesterbrook, PA 19087, United States

Manufacturer(s): Hospiralnc275 N Field Dr, Lake Forest, IL 60045, United States
Suggested Distribution: Anesthesia, Critica Care, Emergency/Outpatient Services, OR/Surgery, Pharmacy, 1V Therapy, Materials Management

Problem: In an August 20, 2015, Urgent Drug Recall letter, Hospira states that the above vials may leak because of a glass flaw at the neck and shoulder
of the vial. Hospira also states that drugs stored in leaking vials may become contaminated, posing arisk to patients. In addition, leaking ketamine

may pose arisk of eyeirritation, skin irritation, and organ damage to clinicians from prolonged exposure. In August 20, 2015, Urgent Recall and Urgent
D_;|ug F;ekcall |etters submitted by ECRI Institute member hospital, AmerisourceBergen and McKesson notified their customers of the recall of the above
vials of ketamine.

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 August 20,
2015, Urgent Drug Recall letter and Recall Reply Form from Hospira and/or aletter from your distributor. Regardless of whether you have affected
product, complete the Recall Reply Form and return it to Stericycle using the information on the form. Return affected product to Stericycle using the
return label. For additional return labels or assistance, contact Stericycle by telephone at (888) 342-0935, 8 am. to 5 p.m. Eastern time Monday through
Friday. Do not duplicate return labels; for additional labels, click here . Instruct any facilities to which you have further distributed affected product to
contact Stericycle by telephone at (888) 342-0935 to receive aletter and/or reply form. Customers currently participating in a McKesson administered
Return to Vendor program should return affected product to their designated returns processor. U.S. customers should report serious adverse events or
product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by fax at (800) 332-0178; by
mail (using postage-paid FDA Form 3500, available here); or online at the MedWatch website .

For Further Information:

For questions regarding this action:

Hospira customer care department

Tel.: (877) 946-7747, 7 am. to 6 p.m. Central time, Monday through Friday

To report adverse events or product complaints:

Hospira global complaint management department

Tel.: (800) 441-4100, 8 am. to 5 p.m. Central time, Monday through Friday
E-mail: ProductComplaintsPP@hospira.com

For medical inquiries:
Hospiramedical communications
Tel.: (800) 615-0187

E-mail: medcom@hospira.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 2015 Aug 21. Member Hospital. McKesson letter submitted by an ECRI Institute member hospital McKesson Reference No.
15-154 Download

e 2015 Aug 25. Manufacturer Letter. Hospira reference no. FA508-01 (4) (includes reply form) Download

e 2015 Aug 25. Member Hospital. AmerisourceBergen letter submitted by an ECRI Institute member hospital. Reference No.
2038.0 Download

©2015 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 ] - A24756 : Baxter—50 mL 0.9% Sodium Chloride Injections in VIAFLEX Plastic
Containers and 100 mL 0.9% Sodium Chloride Injections in MINI-BAG Plus Containers: May Contain
Particulate Matter

Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Tuesday, July 21, 2015
Last Updated: Thursday, July 23, 2015

UMDNS Terms:
® |ntravenous Fluid Containers[12172]

Product Identifier:

0.9% Sodium McKesson  [AmerisourceBergen Item
Chloride Product Nos.: NDC Nos.: Lot Nos.: McKesson UPC Nos.: . . g
Iniections: Econo Nos.: [Nos.:

njections:

VIAFELK 281301 0333 P39AL o eo0so1t 1224443, |10052138, 10061099,
Plastic 0049-11 312015 1292119 10106901

Containers

100 mLin

MINI-BAG 0338- 1412204,

Plus 2B0043 0553-18 P327635 30338055318 1949718 10137465

Containers

[Consumable]
Units distributed between October 7, 2014, and July 14, 2015

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

Distributor(s): ® McKesson Corp One Post St, San Francisco, CA 94104, United States
® AmerisourceBergen Drug Corp 1300 Morris Dr Suite 100, Chesterbrook, PA 19087, United States

Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Home Care, EM S/Transport, Pharmacy, 1V Therapy,
Materials Management

Problem:

FDA states that the above lots of injections may contain particulate matter. FDA also states that the particul ate matter in each case was identified asa
result of acustomer complaint and that the matter was determined to be an insect. FDA further states that the matter was identified before patient
administration and that Baxter has received no reports of adverse events associated with the use of the above injections. FDA states that injecting a
product containing particulate matter, in the absence of in-line filtration, may result in blockage of blood vessels, which can result in stroke, heart attack,
or damage to other organs such as the kidney or liver. There is aso the possibility of alergic reactions, local irritation, and inflammation in tissues and
organs. InaJduly 20, 2015, Urgent Drug Recall letter submitted by an ECRI Institute member hospital, McKesson initiated a subrecall of the above
injections. In a July 20, 2015, Urgent Recall letter submitted by an ECRI Institute member hospital, AmerisourceBergen initiated a subrecall of the above
injections.

Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have been contacted by Baxter, or review the F
DA firm pressrelease . If you received affected product from McKesson, verify that you have received the July 20, 2015, Urgent Drug Recall letter from
McKesson. If you received affected product from AmerisourceBerge, verify that you have received the July 20, 2015, Urgent Recall letter from
AmerisourceBergen. To arrange for product return and replacement or to receive credit, contact the Baxter Healthcare center for service by telephone at
(888) 229-0001, 7 am. to 6 p.m. Central time. U.S. customers should report serious adverse events or product quality problems relating to the use of
affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by 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
McKesson customers currently participating in a Mckesson administered Return to Vendor program should return affected product to their designated
returns processor.

For Further Information:

Baxter

Tel.: (800) 422-9837, 8 am. to 5 p.m. Central time, Monday through Friday
E-mail: onebaxter@baxter.com

Website: Click here

OReferences:
e United States. Food and Drug Administration. Recall—firm press release: Baxter initiates voluntary recall of two lots of 1V solutions due to
the potential presence of particulate matter [online]. 2015 Jul 17 [cited 2015 Jul 20]. Available from Internet: Click here.

Comments:

©2015 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 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 2015 Jul 20. FDA. Press Release Download

e 2015 Jul 20. Member Hospital. McKesson letter submitted by an ECRI Institute member hospital Download

e 2015 Jul 21. Manufacturer. Baxter confirmed the information provided in the source material.

e 2015 Jul 21. FDA. MedWatch Download

e 2015 Jul 21. Member Hospital. AmerisourceBergen letter submitted by an ECRI Institute member hospital Download

e 2015 Jul 22. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FCA-2015-063 Download

©2015 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 ] - A24650 : Hospira—50 mL 0.9% Sodium Chloride Injections: May Leak at Threaded

Vial Port, Potentially Compromising Product Sterility
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Tuesday, July 7, 2015
Last Updated: Thursday, July 9, 2015

UMDNS Terms:
® Medication Vials[15862]
® |ntravenous Fluid Containers[12172]

Product Identifier:

50 mL 0.9% Sodium Chloride Injection ADD-Vantage Units, USP [Consumable]

Primary Container NDC No. 0409-7101-68; Case NDC No. 0409-7101-66; Lot Nos.: 49-084-JT, 49-119-JT; EXP JUL 1 2016
Lot numbers may be followed by 01 to 99

Units distributed between February and June 2015

McKesson UPC No. 30409710166

Geographic Regions: U.S.
Distributor(s): ® McKesson Corp One Post St, San Francisco, CA 94104-5203, United States

Manufacturer(s): Hospiralnc275 N Field Dr, Lake Forest, IL 60045, United States

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Oncology, OR/Surgery, Home
Care, EMS/Transport, Pharmacy, IV Therapy, Materials Management

Problem: InaJduly 2, 2015, Urgent Drug Recall letter submitted by ECRI Institute member hospitals, Hospira states that the above solution may leak at
the threaded via port, potentially resulting in a breach of sterility and contamination and/or leakage of container contents. A leaking container may
provide an open pathway for product contamination, potentially resulting in bacteremia, sepsis, septic shock, and endocarditis if administered to a patient.
Leakage may also lead to drug wastage and spills onto equipment, floors, and personnel. Hospira also states that aleak would readily be discovered by a
clinician before administration and that it has received no reports of adverse events associated with this problem. McKesson initiated a subrecall by
Urgent Drug Recall letter dated July 2, 2015.

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 July 2, 2015, Urgent Drug Recall letter and Urgent Drug Recall Reply Form from Hospira and/or aletter from your distributor. Complete the
Reply Form, and return it to Stericycle using the information on the form. Return affected product to Stericycle using the return label. For additional
return labels or assistance, contact Stericycle by telephone at (888) 943-5205, 8 am. to 5 p.m. Eastern time Monday through Friday. Do not duplicate
return labels; for additional labels, click here . Instruct any facilities to which you have further distributed affected product to contact Stericycle by
telephone at (888) 943-5205 to receive aletter and/or reply form. U.S. customers should report serious adverse events or product quality problems
relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by fax at (800) 332-0178; by mail (using postage-paid
FDA Form 3500, available here); or online at the MedWatch website .

For Further Information:

For questions regarding this action:

Hospira customer care department

Tel.: (877) 946-7747, 7 am. to 6 p.m. Central time, Monday through Friday

To report adverse events or product complaints:

Hospira global complaint management department

Tel.: (800) 441-4100, 8 am. to 5 p.m. Central time, Monday through Friday
E-mail: ProductComplaintsPP@hospira.com

For medical inquiries:
Hospiramedical communications
Tel.: (800) 615-0187

E-mail: medcom@hospira.com
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 2015 Jul 7. Member Hospital. Hospira letter submitted by an ECRI Institute member hospital. Reference No. FA506-04 (5) (includes reply
form. Download

e 2015 Jul 7. Member Hospital. McKesson letter submitted by an ECRI Institute member hospital. McKesson Reference No.
15-114 Download

e 2015 Jul 7. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A24726 : Mylan—Calcium Chloride Syringes: May Be Incompatible with Some

Needleless Adapters; Manufacturer Withdraws Product from Market
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Wednesday, July 22, 2015
Last Updated: Thursday, July 23, 2015

UMDNS Terms:
® Syringes, Plunger, Prefilled [20290]

Product Identifier:
Calcium Chloride Intravenous Infusion 10%w/v Syringes [Consumable]

Description: NDC Nos.: Lot Nos.: Expires
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7006979 April 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7006980 April 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7006981 April 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7006990 April 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7007007 May 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7007008 May 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7007009 May 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7007010 May 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7007063 June 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7007064 June 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7007065 June 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7007066 June 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7007109 July 2016
Calcium Chloride Intravenous Infusion 10%w/v 53150-697-01 7007118 July 2016

Packaged in 10mL prefilled syringes; distributed between March 19, 2014 and February 25, 2015
Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Mylan Laboratories Inc1500 Corporate Dr Suite 400, Canonsburg, PA 15317, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery,
NICU, EMS/Transport, |V Therapy, Materials Management

Problem: InaJduly 13, 2015, press release posted by the FDA, Mylan states that it is withdrawing the above syringes from the market because of
customer complaints of incompatibility with some needleless adapters, which may cause difficulty administering medication. 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 reviewed the July 13,
2015, pressrelease . Return affected product to Stericycle. To arrange for product return, contact Stericycle using the information below. Notify all
relevant personnel at your facility of the information in the press release, and notify any facility to which you have further distributed affected product.
U.S. customers should report serious adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse
Event Reporting program by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-
2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

For inquiries regarding product return

Stericycle

Tel.: (877) 958-5705, Website: Click here

Mylan

Tel.: (724) 514-1800

Website: Click here

References:
United States:

e Food and Drug Administration. Recall—firm press release: Market withdrawal: Calcium Chloride intravenous infusion 10% w/v—210mL
(prefilled syringe) [onling]. 2015 Jul 13 [cited 2015 Jul 16]. Available from Internet: Click here.

e Food and Drug Administration. MedWatch. Calcium Chloride intravenous infusion 10% w/v 10mL prefilled syringe by Mylan: Market
withdrawa —difficulties in administration [online]. 2015 Jul 14 [cited 2015 Jul 16]. Available from Internet: Click here.

Comments:

e For related information regarding this problem, please see Accession Alert No. P3361 .

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 .
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Source(s):
e 2015 Jul 16. FDA. Press release Download
e 2015 Jul 16. FDA. Product label photo Download
e 2015 Jul 16. FDA. MedWatch Download
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[High Priority ] - A24691 : CooperSurgical—WarmGel and Liquid Infant Heel Warmers: May Lack

FDA Clearance for Use with Infants
Medical Device Ongoing Action

Published: Monday, July 13, 2015
Last Updated: Wednesday, August 12, 2015

UMDNS Terms:
® Warming Units, Gel [17506]

Product Identifier:

Infant Heel
Warmers:

Part Nos.: Packaging:

CooperSurgical Prism box
Liquid 24401 t100

CooperSurgical Prism box
WarmGel 20418 of 100

Fisher Brand Gel 24647 Box of 100

Fisher Brand

Liquid 24646 Box of 100

[Consumable]

Geographic Regions: Australia, Bahrain, Bermuda, Canada, Ecuador, France, Latvia, Libya, Mexico, New Zealand, Puerto Rico, Qatar, Saudi
Arabia, Singapore, U.K., U.S.

Manufacturer(s): CooperSurgical Inc 95 Corporate Dr, Trumbull, CT 06611, United States
Suggested Distribution: Obstetrics/Gynecology/Labor and Delivery, NICU, Materials Management

Problem: In aJune 30, 2015, Urgent WarmGel Infant Heel Warmer and Liquid Infant Heel Warmer Notification letter submitted by an ECRI Institute
member hospital, CooperSurgical states that the above infant heel warmers may lack FDA clearance for use with infants. The warmers were cleared by
FDA in October 1991 with an indication to provide heat therapy. In a June 10, 2015, letter, FDA notified CooperSurgical that the product had not been
cleared for use to provide heat therapy to infants. CooperSurgical has made and distributed about 57 million heel warmer units since it began
manufacturing and distributing these products in 2003. In that time, the firm received 7 reports of adverse events associated with the use of the product,
which alleged that the product reached higher-than-labeled temperatures of activation or burns. Use of this product beyond the |abeled expiration dates
and recommended storage conditions may cause them to activate at higher-than-labeled temperatures, potentially creating arisk of burns.

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 June 30, 2015, Urgent WarmGel Infant Heel Warmer and Liquid Infant Heel Warmer Notification letter and Response Form from
CooperSurgical. The firm is seeking FDA review of a premarket notification for the warmer and its use in an infant population and will not be
distributing or marketing affected product until it receives FDA clearance. The firm recommends that you either discard affected product following the
label instructions or return it to CooperSurgical. Complete the Response Form, and return it to the manufacturer using the instructions on the form. U.S.
customers should report any adverse events or quality problems with affected product to FDA's MedWatch Adverse Event Reporting program by
telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at MedWatch, HF-2, FDA, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

James Keller, CooperSurgical vice president for regulatory affairs/quality assurance

Tel.: (203) 601-5200

Website: Click here

Comments:

e [1For aprevious action related to this communication, see Alert Accession No. A24217 .

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 2015 Jul 13. Member Hospital. CooperSurgical letter submitted by ECRI Institute member hospital (includes reply form) Download

e 2015 Jul 14. Manufacturer. Manufacturer confirmed information contained in source material

e 2015 Aug 12. FDA CDRH Database. Class 1. Z-2147-2015 Download
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[High Priority ] - A25024 : Arrow—Kits Containing Medtronic Covidien 0.9% Sodium Chloride Flush

Syringes: Outer Syringe Barrel Sterility May Be Compromised
Medical Device Ongoing Action

Published: Thursday, September 3, 2015

UMDNS Terms:
® Catheters, Vascular, Infusion, Central Venous, Peripherally-Inserted [18017]
® Syringes, Plunger, Prefilled, Catheter Flush [20295]

Product Identifier:
Arrow Kits containing Medtronic Covidien 0.9% Sodium Chloride Flush Syringes [Consumable]
Product Nos.: Lot Nos.:

ASK-01000-CK ~ 23F15E1036

ASK-01552-DMI 23F15E0064

ASK-02041-JHVAL 23F15C1146

23F15D0139,
ASK-04000-WA 23F15F0609
23F15C1842,
ASK-04001-CG1 23F15E0654

ASK-04001-DU4S 23F15D1110

23F15D1111,
ASK-04001-DUSS 53r120T 1L
ASK-04001-DU7 23F15C1225
23F15C1226,
ASK-04001-DU8  33012CT226
23F15D1396,
ASK-04001-MC  53r15p1764

ASK-04001-UOC  23F15E0418

23F15D0616,
23F15D1774,
23F15E1786,
23F15F1151

ASK-04001-VCUH

ASK-04020-BH  23F15D0777
ASK-04301-HH1  23F15E0430
ASK-04500-BGH  23F15D0630

23F15C1843,
ASK-04510-MM3 55F15C1843
23F15D1459,
ASK-05052-QV 53r15F0337
ASK-05052-5FL 2371500622
23F15D0262,
IASK-05502-UWMC 23F15D1823,
23F15F1779
ASK-09600-FAM 23FI5F1152
23F15F0014,
ASK-09804-SPH  53F15F00L
ASK-09810-
A 23F15E1787
23F15D1482,
ASK-00903-ECL  23r15D1982

ASK-09903-HH1  23F15E0424
ASK-09903-HM  23F15E1044

ASK-09903-MGH3 23F15C1848

ASK-09903-NKC1 23F15D1727
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ASK-09903-0SU2 23F15F0972

ASK-09903-
PCMHL 23F15D1728

ASK-11142-MGH4 23F15F1579

ASK-11242-HM  23F15C2317

23F15D0158,
23F15E1047

ASK-12703-HM  23F1F51834

ASK-12703-HH1

ASK-12703-MGH3 23F15D2018

ASK-12703-PMAH 23F15D0620

IASK-12703-PMMC 23F15D1726

23F15D0631,
ASK-12703-PSPH  23F15E1048,
23F15F0345

ASK-12703-SV1  23F15C1705

IASK-12703-WMC1 23F15E0627

IASK-15703-ECMC1 23F15D1960

ASK-15703-KHS ~ 23F15D0624

23F15D0241,
ASK-15703-MH  23F15D1124,
23F15E0571

ASK-15703-PJHH2 23F15E1094

ASK-15703-PNM  23F15F0712

ASK-15703-PSJR1 23F15E1050

ASK-17702-PJHH2 23F15D0627

ASK-21142-GMC  23F15C0348
ASK-21142-HF2  23F15D0626

ASK-21142-OHSU 23F15D0836

ASK-21142-SG1  23F15E0648
ASK-21242-0SU  23F15E1051

ASK-21242-
PCMH1 23F15E1539

ASK-22123-MS2  23F15E1052
ASK-25123-MS2  23F15C1232
ASK-29803-MM  23F15E0062

23F15D0398,

ASK-29903-OHU1 23F15D2034,
23F15E0574

ASK-29903-UHC2 23F15D2009

ASK-42703-CMC2 23F15D1765

23F15D1932,

ASK-42703-MS3 23F15D0941

ASK-42703-OHU1 23F15D1724,
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23F15E0832,
23F15F0002,
23F15F0706.
23F15C1828,

IASK-42703-PCCH1 23F15D1557

23F15C0239,
ASK-42703-PCS)  23F15D1804,
23F15E0575

IASK-42703-PDCH1 23F15D0618

ASK-42703-PECL  23F15D1451

23F15D1440,
ASK-42703-PFS1  23F15E1567,
23F15G0238
23F15D0196,
ASK-42703-PIA  53ci5E0142

ASK-42703-PMHG 23F15D1736

ASK-42703-PNO  23F15E0146

ASK-42703-POM  23F15C1840

ASK-42703-POSU  23F15D1554

ASK-42703-PPMC 23F15F0725

IASK-42703-PSBM1 23F15D0256

23F15D1934,
23F15D1449

23F15D1446,
23F15E1137

23F15D0202,
23F15E0841

ASK-42703-PSCH

ASK-42703-PSFM

ASK-42703-PSHA

ASK-42703-PTRH 23F15D0842

ASK-42703-PUCI  23F15D0623

23F15D0708,
23F15C1318

ASK-42703-PUCS

ASK-42703-SIMT  23F15D1443

ASK-42703-SU  23F15D1551
ASK-42703-UHC  23F15D1802
ASK-42703-VBH  23F15F0003
ASK-42802-ECL1  23F15D0625

ASK-42802-PHF1 23F15E1125

IASK-42802-PHPA2 23F15E1126

ASK-42802-POSU  23F15E1086

ASK-42802-PSMC 23F15E1119

ASK-42802-PST1  23F15F0477

23F15E1124,
ASK-42802-PUCS  23F15F0028,
23F15F1783

ASK-42854-CMC2 23F15E1088
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ASK-42854-

PMGH1 23F15C2121

ASK-42854-POM  23F15D0767

ASK-45703-MM3  23F15E1096

ASK-45703-MSM2 23F15D1424

ASK-45703-NYU1 23F15C1898

ASK-45703-OHSU 23F15D1735

ASK-45703-PCC  23F15E1379

IASK-45703-PCCH1 23F15D0628

23F15D0615,
23F15F0016

23F15D1936,
23F15E0578

ASK-45703-PCHS1

ASK-45703-PCSJ

IASK-45703-PDCH1 23F15D2011

ASK-45703-PECL  23F15D1477

ASK-45703-PFH1  23F15D1466

ASK-45703-PFS1  23F15E0613

23F15C1719,
ASK-45703-PGM1 93F15E1731
23F15C1321,
ASK-45703-PHCH 23F15D1729,
23F15F1434
23F15D1918,
ASK-45703-PHF1  23F15E1083,
23F15E1550
ASK-45703- 23F15E0144,
PHHM1 23F15F0005

IASK-45703-PHPA2 23F15F0675

ASK-45703-PHU  23F15E0071

23F15D0198,
23F15E0965

23F15C1850,
23F15E0540

23F15D0619,
23F15E1555

23F15D1431,
23F15F0708

ASK-45703-PMP  23F15E1145
ASK-45703-PNO  23F15D2017

23F15D1468,
23F15D1991

ASK-45703-PLGH1

ASK-45703-PMCG

ASK-45703-PMHG

IASK-45703-PMMC

ASK-45703-POSU

ASK-45703-PPCM 23F15D0199

ASK-45703-PPHC1 23F15E0181

ASK-45703-PSCH  23F15D0621

ASK-45703-PSJ1  23F15D1448
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ASK-45703-PSJ2  23F15F1126

23F15C0685,
23F15E1090

ASK-45703-PSJR

ASK-45703-PSRC  23F15D0729

ASK-45703-PSVM 23F15C0042

IASK-45703-PTMC1 23F15D0201

IASK-45703-PUAB1 23F15F0007

ASK-45703-PUCI  23F15D1423

ASK-45703-PUHC 23F15D1475

ASK-45703-PUHS 23F15D1461

23F15D0165,

ASK-45703-PUIC 55ci5r1784

ASK-45703-PUR1 23F15C1896

23F15D1486,

ASK-45703-PUW1 23F151127

ASK-45703-PVAL  23F15E0577

23F15D0133,
ASK-45703-PVCU 23F15E0270,
23F15F0823

ASK-45703-SHB1 23F15D0629

ASK-45703-S)JM  23F15D0197
ASK-45703-UHC  23F15D1470

23F15D2012,

ASK-45703-WA  53r15F1431

ASK-45802-

A 23F15E0644
23F15D0849,

ASK-45854-NG  53-1°D0843

23F15D0229,
IASK-45854-PCCH1 23F15F1581

23F15C1839,
23F15D2025

ASK-45854-PCHS1

IASK-45854-PDCH1 23F15F1748

ASK-45854-PFAM 23F15D0208

ASK-45854-PLGH 23F15D0114

23F15F0718,

ASK-45854-PNM 5o 501786

ASK-45854-PPCM 23F15E1470

ASK-45854-PUC  23F15E1795
ASK-45854-PUIC  23F15D0200

ASK-46702- 23F15C1832,
PWBH1 23F15D1920

CDC-02041-MK1A 23F15E1024
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CDC-02051-MK1A 23F15F1674

23F15E1710,

CDC-05052-HPK1A 23F15F0148

CDC-05063-HPK1A 23F15C1552

CDC-05531-PK1A 23F15E1324

23F15C1553,

CDC-05541-HPK1A 531 EF0151

CDC-05542-PK1A 23F15D1849

CDC-05552-HPK1A 23F15D0938

CDC-22122-XU1A 23F15C1845

CDC-22123-X1A  23F15D1888

23F15D1930,
23F15D0885

CDC-22402-X1A  23F15F0030
CDC-22502-X1A  23F15D1018
CDC-24402-X1A  23F15E0023
CDC-25122-X1A  23F15E1345
CDC-25123-X1A  23F15D0521
CDC-25142-X1A  23F15F0051
CDC-25502-X1A  23F15F1209
CDC-25553-X1A  23F15F0037

23F15E1037,
23F15G0089

CDC-26553-X1A  23F15E0748

23F15D0276,
CDC-29903-X1A  23F15D0805,
23F15E0282

CDC-22142-X1A

CDC-26142-X1A

23F15C0708,
23F15D0943

23F15F1166,
23F15F1732

CDC-34041-HPK1A

CDC-34041-VPS

CDC-34052-HPK1A 23F15E0775

23F15F1164,
23F15G0038

CDC-34063-VPS  23F15F1169

23F15D1412,
23F15F0663

23F15F0001,
23F15F1847

CDC-34052-VPS

CDC-35041-HPK1A

CDC-35041-VPS

23F15C0997,
CDC-35052-HPK1A 23F15F0281,
23F15G0035

23F15F0595,
CDC-35052-VPS  23F15F1729,
23R15F0003

CDC-35063-VPS  23R15F0002

CDC-35541-HPK1A 23F15F0667

CDC-35541-VPS  23F15F1167

CDC-35552-HPK1A 23F15E0781,
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23F15F0668

CDC-35552-VPS

23F15F0602

CDC-41563-JX1A

23F15F0041

CDC-42052-JX1A

23F15D0454

CDC-42541-JX1A

23F15D0456

CDC-42552-JX1A

23F15D0475

CDC-42703-XP1A

23F15C1111,
23F15C1116,
23F15C2257,
23F15C1687,
23F15D0332,
23F15C2259,
23F15D0331

CDC-42854-XP1A

23F15C1911,
23F15D1834

CDC-43052-JX1A

23F15D0240

CDC-43063-JX1A

23F15D0458

CDC-44041-HPK1A 23F15D1006

CDC-44052-HPK1A 23F15D1007,

23F15D0173,
23F15F0774

CDC-45041-HPK1A 23F15F0775

CDC-45052-HPK1A 23F15D0512

CDC-45541-HPK1A 23F15D1413

CDC-45552-HPK1A 23F15C1509

CDC-45703-XP1A

23F15C1964,
23F15C1969,
23F15C1972,
23F15C1974,
23F15C2260,
23F15C2262,
23F15C2263,
23F15C2264

23F15D0351,
23F15E0009

CDC-45703-XPB1A 23F15D0946

CDC-45854-XP1A

23F15D0026,
23F15D0024,
23F15C1909

CDC-46702-XP1A

23F15D1924

CDC-47702-XP1A

23F15D1046

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
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Manufacturer(s): Arrow International Inc, a Teleflex Company2400 Bernville Rd, Reading, PA 19605, United States (kit manufacturer)
Medtronic Inc 710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Nursing, Oncology, OR/Surgery, |V Therapy, Materials
Management

Problem:

In an August 27, 2015, Urgent Medical Device Recall Notification letter submitted by ECRI Institute member hospitals, Arrow initiated a recall

of Medtronic Covidien 0.9% sodium chloride flush syringes contained in the above kits, which were recalled by Medtronic because the sterility of the
outer barrel of the syringe may be compromised. Arrow & so states that Medtronic has received no reports of patient injuries associated with this problem.
The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify and isolateany affected kitsin your inventory. If you have affected kits, verify that you have received the August 27, 2015, Urgent Medical
Device Recall Notification letter, Acknowledgment Form, and copy of the Medtronic recall letter from Arrow. Remove the Medtronic pre-filled saline
syringe from the exterior kit packaging. Removal of the Medtronic syringe from the kit packaging will not compromise the sterility of the kit. Regardless
of whether you have affected kits, complete the Acknowledgment Form and return it to Arrow using the instructions on the form. Upon receipt of the
Acknowledgment Form, an Arrow customer service representative will provide you with a return goods authorization (RGA) number and arrange for
product return. Notify all relevant personnel at your facility of the information in the letters, and forward a copy of the letters to any facility to which you
have further distributed affected product.

For Further Information:

Arrow customer service department
Tel.: (866) 246-6990

Website: Click here

Comments:
e For information on the action initiated by Medtronic, see Alert Accession No. A24924 .

e Thisalert isaliving 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 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 2015 Sep 2. Member Hospital. Arrow letter submitted by ECRI Institute member hospitals Download

©2015 ECRI Ingtitute
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http://www.teleflex.com/en/usa/contact/index.html

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1623535

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1623535

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/121453/20150827TeleflexKitsContainingMonojectSyringesClientRedacted.pdf



afsaif
File Attachment
(A25024) Arrow—Kits Containing Medtronic Covidien 0.9% Sodium Chloride Flush.pdf
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[High Priority ] - A24958 : Edwards—Pressure Monitoring Kits and Sets: Flow May Be Restricted in

Trifurcated IV Set
Medical Device Ongoing Action

Published: Friday, August 21, 2015
UMDNS Terms:
® Physiologic Monitor Modules, Invasive Blood Pressure [20772]

Product Identifier:
[JPressure Monitoring Kits and Sets [Consumable]

Model Nos.: Lot Nos.:

- 59987950 EXP MAR 12 2017, 60008882 EXP MAR
242017, 60043561 EXP MAY 1 2017
59994227 EXP MAR 8 2017, 60025936 EXP APR

PX3X3272 A

oXEXEAN 60008883 EXP MAR 26 2017, 60030889 EXP APR
172017

PXAK2066 60025499 EXP FEB 27 2017

PXAVMP3 60036757 EXP APR 27 2017

PXMKI970 60001398 EXP APR 16 2017
59994210 EXP MAR 9 2017, 60001412 EXP MAR

PXMK2043 17 2017, 60020166 EXP APR 5 2017, 60030868
EXP APR 26 2017

PXMK2144 60019038 EXP APR 17 2017
50994267 EXP MAR 12 2017, 60020235 EXP APR

PXMK2217 15 2017, EXP APR 20 2017

PXVK0458 59983333 EXP APR 6 2017

PXVK1079 59994195 EXP MAR 11 2017, 60020153 EXP MAR
312017
59998630 EXP MAR 12 2017, 59999004 EXP MAR

PXVMP2X31 132017, 59999006 EXP MAR 13 2017

o 50994223 EXP MAR 13 2017, 60049581 EXP APR
232017

PXVMP3X32 60025874 EXP MAR 31 2017

TOOT746A 60036771 EXP APR 30 2017
59976102 EXP MAR 10 2017, 60014134 EXP MAR

T001759A 312017, 60020177 EXP APR 13 2017, 60049570
EXP MAY 5 2017

T330VI1A 60014160 EXP MAR 20 2017

1333F00A 59987991 EXP MAR 9 2017, 60001468 EXP MAR
16 2017, 60022033 EXP MAR 13 2017

133041A 60008925 EXP MAR 25 2017, 60049612 EXP MAR
132017

T3365478 60008910 EXP MAR 27 2017

13373058 59987992 EXP MAR 11 2017, 60001473 EXP MAR
172017

T391314A 60020222 EXP MAR 20 2017

T391T01A 60014163 EXP MAR 30 2017

13956063 60022034 EXP MAR 13 2017, 60025971 EXP APR
142017

T430140A 60014177 EXP MAR 31 2017
60001486 EXP MAR 16 2017, 60043616 EXP APR

T430609A S000L4¢

4313058 60008942 EXP MAR 25 2017, 60059909 EXP MAY
82017

4408208 50994257 EXP MAR 13 2017, 60030953 EXP APR
172017

T440821A 59976162 EXP AR 112017, 60025987 EXP APR
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60030938 EXP APR 17 2017, 60049616 EXP MAY

T440B26B 42017
60020223 EXP APR 15 2017, 60036750 EXP APR
T443422A 29 2017
60008929 EXP MAR 24 2017, 60043599 EXP APR
T449103B 28 2017
T450544A 60030944 EXP APR 20 2017
TA94CO0B 60001415 EXP MAR 25 2017, 60020168 EXP MAR
192017, 60043543 EXP APR 21 2017
15301168 ?goz%sl%s? EXP MAR 24 2017, 60022035 EXP MAR

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Edwards Lifesciences Corp One Edwards Way, Irvine, CA 92614, United States

Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Nursing,
OR/Surgery, |V Therapy, Materials Management

Problem:

OInan August 10, 2015, Urgent Product Recall Action Required letter submitted by ECRI Institute member hospitals, Edwards states that flow may be
restricted in the trifurcated intravenous (1V) set included in the above pressure monitoring kits and sets, potentially resulting in an inability to prime
the system before use or difficulty flushing the line after drawing blood. Edwards also states that it has no information to indicate that this problem may
cause arisk to patient safety. 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 August 10, 2015, Urgent
Product Recall Action Required letter and Acknowledgment Form from Edwards. Regardless of whether you have affected product, complete the
Acknowledgment Form and return it to Edwards using the instructions on the form. To arrange for product return and replacement, contact the Edwards
customer service department by telephone using the information below.

For Further Information:

Edwards customer service department

Tel.: (800) 424-3278

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 2015 Aug 20. Member Hospital. Edwards letter submitted by ECRI Institute member hospital. Download
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http://www.edwards.com/ContactUs/Pages/Selection.aspx

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/120705/20150810EdwardsPressureMonitoringKitsAndSetsClient_Redacted.pdf
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[High Priority ] - A25014 : Medline— Terumo SURFLO IV Catheters: May Be Damaged, Potentially

Causing Catheter Tube to Break during Use
Medical Device Ongoing Action

Published: Thursday, September 3, 2015

UMDNS Terms:
® Tubes, Blood Collection [14183]
® Catheters, Vascular [18636]

Product Identifier:
Terumo SURFLO Intravenous (1V) Catheters [Consumable]

Medline Product Nos.: Lot Nos.:

RF2727,RG0227, RG2027,
RG2327, RH1427, RH2127,
RH2827, RH3127, RK0427,
RK1127, RK1827, RK2527

3SR-0X2225CA TMOSROX2225

RF2727,RG0927, RG1627,
3SR-OX2419CA TMOSROX2419 RHO0727, RH1427, RL0227,
RLO827, RL1527, RL2227

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 IncOne Medline PI, Mundelein, IL 60060-4486, United States
Manufacturer(s): Terumo Medical Corp 2101 Cottontail Ln, Somerset, NJ 08873, United States

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

Problem:

In an August 26, 2015, Immediate Action Required |etter submitted by an ECRI Institute member hospital, Medline initiated a subrecall of the

above catheters that were recalled by Terumo because the catheters may be damaged, potentially resulting in breakage of the catheter tube during use.
The distributor or 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 August 26, 2015, Immediate
Action Required letter and Urgent Remedia Action Response Form from Medline. Regardless of whether you have affected product, complete the
Response Form and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will provide your facility with return
labels. To obtain credit, return affected product to Medline. Forward a copy of the letter to any facility to which you have further distributed affected
product.

For Further Information:
Medline

Tel.: (866) 359-1704
Website: Click here

Comments:

e [0Thisalert isaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2015 Sep 2. Member Hospital. Medline letter submitted by ECRI Institute member hospital Download
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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/121373/20150826MedlineTerumoSurfloIVCathetersClientRedacted.pdf



afsaif
File Attachment
(A25014) Medline—Terumo.pdf


* The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* D Indicates 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/CaCompositeListing.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



