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Dear,
SBED team is pleased to inform you that 33 new FSCA/recalls posted on SFEDA website
(Please note: below list of FSCA/ recalls for the period of 10/2/2018 to 10/7/2018

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
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Active Implantable Devices

# New Model 37604 Activa PC+S 10/4/2018 Medtronic SA Medtronic Saudi Arabia FSN Attac
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Neurostimulators
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# New Smith Press Machines 10/4/2018 CYBEX International Inc N/A 2 ttache 8

Diagnostic and therapeutic radiation devices

New CyberKnife® M6™ 10/7/2018 Accuray Inc Gulf Medical Co. FSN  https
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http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13263
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[High Priority ] - A31304 : Medtronic—Model 37604 Activa PC+S Implantable Neurostimulators: May
Be Unable to Communicate with Programming Instruments
Medical Device Ongoing Action

Published: Tuesday, September 25, 2018
Last Updated: Thursday, September 27, 2018

UMDNS Terms:

® Stimulators, Electrical, Brain, Tremor [18468]
Product Identifier:

[Consumable]
Medtronic Inc
Product Model No.
Activa PC+S Implantable Neurostimulators (INSs) 37604

Geographic Regions: U.K.
Manufacturer(s): Medtronic Inc7000 Central Avenue NE, Minneapolis, MN 55432, United States
Suggested Distribution: OR/Surgery, Home Care, Neurology, Pain Clinic, Materials Management

Problem:

OInan August 2018 Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Medtronic
states that a firmware anomaly may result in the above devices being unable to communicate with programming instruments such as the patient
programmer (model 37642) or 8840 clinician programmer. This problem also affects Activa PC+S devices that have been updated with the
investigational Nexus-E firmware. Medtronic also states that the above devices are used in physician-sponsored clinical studies as part of Medtronic's
External Research Program (ERP) and that the Activa PC, RC, and SC models are not affected. Medtronic states that during two in-clinic research visits,
apatient programmer (model 37642) was used to interrogate an Activa PC+S INS while the Sensing Programmer Telemetry Module (SPTM) was
actively retrieving recorded data and transferring it to the sensing programmer (SP). This patient programmer interrogation during a data upload resulted
inthe INS entering a“busy" scheduling loop and prevented communication with other programming instruments. Therapy is unaffected when the INS is
in this scheduling loop (i.e., stimulation remainsin the state it was in before entering the loop); however, it cannot be adjusted. In these instances, a
Medtronic ERP project manager assisted the clinician with instructions on restoring communication with the INS. Medtronic further states that in these
two events, no patient harm occurred beyond the inconvenience to resolve the communication problem. There is a potential for harms associated with loss
of therapy if this problem were to occur while therapy is turned off. Based on known use cases, the problem would occur only during aclinical visit.
Medtronic stgtes that the above devices are CE marked; however, they are not distributed commercially and are available only to select researchers for
investigational use.

Action Needed:

Oldentify any affected product in your inventory and patients implanted with affected product. If you have affected product or patients, verify that you
have received the August 2018 Urgent Field Safety Notice letter and response form from Medtronic. Medtronic recommends that you avoid the
simultaneous use of two instruments when interfacing with an Activa PC+S. Only one antenna or telemetry head should be placed over the INS at any
point in time. If the problem is encountered and communication between the INS and programming devices ceases, contact your Medtronic ERP project
manager, who can assist with instructions on resetting the INS to resolve the problem. Assess this information for any regulatory reporting requirements
that you may have as the sponsor of your clinical study. Assess the risk regarding this communication problem as it relates to your study protocol and/or
informed consent form and whether it has an effect on patient safety, or on the rights, safety, or welfare of patientsin the study. Complete the response
form, and return it to Medtronic. Retain a copy of the letter and response form for your records.

For Further Information:
Medtronic

Website: Click here
References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Medtronic: Activa PC+S implantable neurostimulator (INS) [online].
London: Department of Health; 2018 Sep 3 [cited 2018 Sep 12]. (Field safety notice; reference no. 2018/008/030/081/001). Available from
Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

2018 Sep 25. MHRA FSN. 2018/008/030/081/001 Download
2018 Sep 25. MHRA FSN. Meditronic reference no. FA836 Download
e 2018 Sep 25. Manufacturer. Manufacturer confirmed information

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.medtronic.com/us-en/index.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-28-to-31-august?utm_source=0ea799bb-4704-475b-83af-2a3084129309&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-28-to-31-august?utm_source=0ea799bb-4704-475b-83af-2a3084129309&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180119/20180903MedtronicActivaMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180120/201808MedtronicActivaMHRA.pdf
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[High Priority ] - A31405 : Cybex—Smith Press Machines: Weight Bar May Fall If Not Fully Engaged
Medical Device Ongoing Action

Published: Tuesday, September 25, 2018
Last Updated: Thursday, September 27, 2018

UMDNS Terms:

® Exercisers, Muscle Strength, Constrained Barbell [24739]
Product Identifier:
[Capital Equipment]

Product :\:/IT)S(:EIX International Inc

Smith Press Machines 5340, 5341

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): CYBEX Internationa Inc10 Trotter Dr, Medway, MA 02053, United States
Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Home Care, Physical Therapy/Rehabilitation

Problem:
In aRecall Notice letter submitted by an ECRI Institute member hospital, Cybex states that the weight bar on the above models may fall and injure users
if not fully engaged or "racked." The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected equipment in your facility. If you have affected equipment, verify that you have received the Recall
Notice letter and Product Recall Return Response Form from Cybex. To arrange for kit installation to correct affected equipment, contact Cybex
customer service using the information below. Regardless of whether you have affected machines, complete the Product Recall Return Response Form
amd return it to Cybex using to the instructions on the form. Inform all relevant personnel at your facility of the information in the Recall Notice letter,
and forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

Cybex

Tel.: (877) 423-3253, 7 am. to 6 p.m. Central Time, Monday through Friday

E-mall: recall @cybexintl.com
Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Sep 20. Member Hospital. Cybex letter submitted by ECRI Institute member hospital (includes reply form) Download

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:recall@cybexintl.com

https://www.cybexintl.com/contactus/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180068/2018CybexSmithPressesClientRedacted.pdf
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[Critical Priority ] - A31467 : Oscor—TB-Temporary Bipolar Pacing Leads: Connector Cap Housing

May Slide, Potentially Exposing Connection Wire and Leading to Interruption of Pacing System

Medical Device Ongoing Action

Published: Thursday, October 4, 2018
Last Updated: Friday, October 5, 2018

UMDNS Terms:

® | eads, Implantable Defibrillator/Cardiac Pacemaker [17964]

Product Identifier:

[Consumable]
Oscor Inc
Product Model No. GTIN
4 Fr TB Temporary Bipolar Pacing Leads with 2 mm 020004 00836559009726
Unshrouded Connectors
020010 00836559009788
020022 00836559009900
TBK04110USG 00836559009030
TBVK04110USG 00885672007027
TBJIK04110USG 00885672007034
TBRHK04110USG 00885672004378
5 Fr TB Temporary Bipolar Pacing Leads with 2 mm 020005 00836559009733
Unshrouded Connectors
020011 00836559009795
020017 00836559009856
020023 00836559009917
TBK05110USG 00836559009054
6 Fr TB Temporary Bipolar Pacing Leads with 2 mm 020006 00836559009740
Unshrouded Connectors
020012 00836559009801
020018 00836559009863
020024 00836559009924
TBK06110USG 00836559009078
TBRHK06110USG 00885672103682

Geographic Regions: Worldwide

Manufacturer(s): Oscor Inc 3816 DeSoto Blvd., Palm Harbor, FL 34683, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Home Care, Materials Management

Problem:

00In a September 26, 2018, Product Recall Action Required letter submitted by an ECRI Institute member hospital and a September 27, 2018, Company
Announcement posted by FDA, Oscor states that the connector cap housing on the above products may slide and potentially expose the connection wire,
potentialy causing the wire to be more susceptible to loss of connectivity or breakage during movement of the cables, which may cause interruption of
the pacing system. Oscor also states that this problem occurs because of a design change of the cap housing of the pins. Oscor further states that in the
last six years, it received four reports of serious injury, which were attributed to a connector cap malfunction. No deaths were reported; however, the risk
for injury isaconcern if the connectors separate during use. For pacing-dependent patients, an interruption of pacing system could result in serious injury
or death if not detected. Continuous monitoring is required.

©2018 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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Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. See the letter sent to your facility for alist of products shipped to your
facility. If you have affected product, verify that you have received the September 26, 2018, Product Recall Action Required letter and Exhibit A Form
from Oscor and/or that you have reviewed the Company Announcement . Do not destroy affected product. Regardless of whether you have affected
product, complete the Exhibit A Form, and return it to Oscor using the instructions on the form. Upon receipt of the form, Oscor will provide your facility
with areturned goods authorization (RGA) number with shipping instructions for product return. To request replacement product, contact Oscor by e-
mail using the information below. 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
F%rbm 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:

Oscor customer relations department

Tel.: (727) 937-2511, 8:30 am. to 5:30 p.m. Eastern Time, Monday through Friday

E-mail: TB@oscor.com

Website: Click here

References:

United States. Food and Drug Administration. Company announcement—Oscor Inc. issues recall of TB —temporary bipolar pacing lead
(unshrouded 2 mm pins models) [online]. 2018 Sep 27 [cited 2018 Oct 4]. Available from Internet: Click here.

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 4. FDA. Company Announcement Download

e 2018 Oct 4. Member Hospital. Oscor letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2018 Oct 4. Manufacturer. The manufacturer has confirmed the information provided in the source material .

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.fda.gov/Safety/Recalls/ucm621931.htm

https://www.fda.gov/Safety/Recalls/ucm621931.htm

https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

mailto:TB@oscor.com

http://www.oscor.com/

https://www.fda.gov/Safety/Recalls/ucm621931.htm?utm_campaign=FDA%20MedWatch%20Recall%20Notice%20-%20TB%20%E2%80%93%20Temporary%20Bipolar%20Pacing%20Lead%20by%20Oscor&amp;utm_medium=email&amp;utm_source=Eloqua&amp;elqTrackId=b06ea50ed5ea484eb8b59cf6d75b417b&amp;elq=3c2044e6e867448c92c4c29def9fe80d&amp;elqaid=5311&amp;elqat=1&amp;elqCampaignId=4239

https://www.fda.gov/Safety/Recalls/ucm621931.htm?utm_campaign=FDA%20MedWatch%20Recall%20Notice%20-%20TB%20%E2%80%93%20Temporary%20Bipolar%20Pacing%20Lead%20by%20Oscor&amp;utm_medium=email&amp;utm_source=Eloqua&amp;elqTrackId=b06ea50ed5ea484eb8b59cf6d75b417b&amp;elq=3c2044e6e867448c92c4c29def9fe80d&amp;elqaid=5311&amp;elqat=1&amp;elqCampaignId=4239

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180502/20180927OscorBipolarPacingLeadFDA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180503/20180926OscorBipolorPacingLeadsClient_Redacted.pdf
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13257
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13249
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13262
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13259
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13252
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13258
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13251
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[High Priority ] - A31425 : Medtronic Navigation—O-arm O2 Imaging Systems: Manufacturer Releases
Software Update to Address Potential Problems
Medical Device Ongoing Action

Published: Wednesday, September 26, 2018
UMDNS Terms:
® Radiographic/Fluoroscopic Units, Mobile [11758]

® Fuoroscopic Units, Portable [18434]
Product Identifier:
[Capital Equipment]

Medtronic Navigation Inc

Product Model

Imaging Systems O-arm 02

Geographic Regions: Worldwide
Manufacturer(s): Medtronic Navigation Inc300 Foster Street, Massachusetts, Littleton 01460, United States
Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, OR/Surgery, Diagnostic Imaging, Information Technology

Problem: In a September 13, 2018, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Medtronic states that it has

released software update 4.1.0, an updated user manual and image acquisition system (IAS) product label, and a new design of the AC power input circuit
in the Mobile View Station (MVS), in response to reports of software anomalies in the above systems. Medtronic states that the following problems have

been reported to affect the above systems' functionality:

e Visua indicators

e Image acquisition/reconstruction

e Dose display/reporting

e Gantry motion

o Network and navigation system communication
e Navigationa accuracy

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the September 13, 2018, Urgent Medical
Device Correction letter from Medtronic. A Medtronic representative will contact your facility to arrange to install the software update, user manual
update, and, if applicable, the component(s) for the new AC power input circuit and IAS product label application. Y ou may continue to use affected
systems, but maintain awareness of the above problems, which may result in a delayed surgery, patient exposure to non-navigated surgery, navigational
inaccuracy, or unused x-ray dose.

For Further Information:

Medtronic technical support department

Tel.: (800) 595-9709

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Sep 24. Member Hospital. Medtronic letter submitted by ECRI Institute member hospitals Download
e 2018 Sep 26. Manufacturer. Manufacturer confirmed information

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.medtronic.com/contact-us/index.htm

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179718/20180913MedtronicOarmO2ImagingSystemsClient_Redacted.pdf
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[High Priority ] - A31402 : Intuitive—da Vinci Si Drapes and Disposable Accessory Kits: Wrinkles
along Pouch Seal May Result in Channel within Seal, Potentially Causing Sterility Breach
Medical Device Ongoing Action

Published: Friday, September 21, 2018
Last Updated: Thursday, September 27, 2018
UMDNS Terms:
® Telemanipulation Systems, Surgical, Minimally Invasive [18600]

® Surgical Drapes[12368]
Product Identifier:
[Capital Equipment, Consumabl €]

Intuitive Surgical Inc

Product Part No. Lot No.

daVinci Si Instrument Arm Drapes (Box of 20) 420015-03 D173357, D173337A, D180047A, D180207, D180057,
D180127A, D180277

daVinci Si Camera Arm Drapes (Box of 20) 420279-03 D180437A, D180567

daVinci Si 3-Arm Disposable Accessory Kits (Box 420290-03 D173047, D173557, D173017, D180127, D172917,

of 5) D180137, D172827, D172897, D180197A, D172757,
D173037, D173557A, D180297, D172907, D180127A,
D173207, D172847, D180397, D180037, D180287,
D180267, D180197, D180277, D180417, D172787,
D180047, D173057, D180407, D172797, D173567,
D180477, D180607

daVinci Si 4-Arm Disposable Accessory Kits (Box 420291-03 D173147, D173177, D173517, D173437, D173487,

of 5) D172937, D173407, D173417, D173317, D180117,

D180177, D173477, D180087, D173187, D173137,
D172987, D173217, D173067, D173497, D173447,
D173427, D173287, D180167, D180027, D173577,
D173077, D180097, D180157, D173627, D173607,
D173467, D173567, D180197, D173257, D173637,
D173457, D180267, D180257, D172997, D173547,
D180317, D180237, D173227, D173537, D173507,
D180107, D173617, D173267, D180247, D173197,
D180057, D180187, D180347, D180337, D180377,
D180037, D180307, D180437, D173017, D180507

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Intuitive Surgical Inc1266 Kifer Rd Bldg 101, Sunnyvale, CA 94086-5304, United States
Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Materials Management

Problem:

In a September 17, 2018, Field Safety Notice Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Intuitive states that

wrinkles may be present along the seal of the pouches containing the above drapes, which are distributed individually and as components of the above

accessory kits. Intuitive also states that the wrinkles could result in a channel within the seal (at alow frequency <1%), potentially resulting in breach

in product sterility. For images comparing a good pouch seal with a pouch seal with sterile breach present, see Figures 1 and 2, respectively, in the letter
Intuitive further states that the risk to patientsis low because the drapes maintain their barrier properties and are not intended to come into direct contact

with the patient. The likelihood of direct unintentional contact between the drapes and the patient is remote. Intuitive states that, since the drapes are

single-use disposable products that are not resterilized for multiple uses, there is no risk of infections originating from previous patients or procedures.
Intuitive 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, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the
September 17, 2018, Field Safety Notice Urgent Medical Device Correction letter and Acknowledgment Form from Intuitive. Return affected product to
Intuitive. Upon receipt of affected product, Intuitive will provide your facility with replacement product up to the nearest full box of returned product.
Notify all relevant personnel at your facility of the information in the letter. Log onto the da Vinci Online Community Field Action resource to read or
complete actions related to this problem here . If the da Vinci online resource cannot be used, complete the Acknowledgment Form and return it to
Intuitive using the instructions on the form. Retain a copy of the letter and Acknowledgment Form with your records.

For Further Information:

Intuitive local clinical sales representative, or

Intuitive Surgical customer service department

North America and South America:

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

E-mall: customerservice@intusurg.com

Europe, Middle East, Asia, and Africa:

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

Website: Click here

©2018 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/179705/20180917IntuitiveDaVinciSiDrapesAndAccessoryKitsClientRedacted.pdf?option=80F0607

https://www.davincisurgerycommunity.com/

mailto:customerservice@intusurg.com

mailto:ics@intusurg.com

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

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

e 2018 Sep 21. Member Hospital. Intuitive |etter submitted by ECRI Institute member hospitals: 1SIFA2018-12-R (includes reply
form) Download

©2018 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/180033/20180917IntuitiveDaVinciSiDrapesAndAccessoryKitsClientRedacted.pdf
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[High Priority ] - A31384 : Arthrex—Li-lon Battery Housings for DrillSaw Sports 400 Systems: May
Allow Fluid Ingress and Egress, Posing Remote Risk of Contamination and Patient Infection
Medical Device Ongoing Action

Published: Tuesday, September 25, 2018

UMDNS Terms:
® Hand Drills, Surgical, Bone [11331]

® Dock/Battery Chargers[28047]
Product Identifier:
[Consumable, Capital Equipment]

Arthrex GmbH DrillSaw Sports 400 System
PITOLIE: Part No. Product No. ERED (.
Li-ion Battery Housings for AR-400UBH AR-400 GB4091590, GB4103994, GB4211089,
DrillSaw Sports 400 Systems GB4260648, GB4241346, GBA4279490,
GB4320568, GBP3854432, GBP3854435,
GBP3854434

Geographic Regions: Canada, China, Europe, U.K., U.S.
Manufacturer(s): Arthrex GmbHErwin-Hielscher Strasse 9, D-81249 Munich, Germany
Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem:

OInan Urgent Voluntary Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Arthrex states
that the above battery housings may not provide a complete seal around the battery, allowing for potential fluid ingress and egress, which poses aremote
risk of contamination and patient infection. Arthrex also states that it has received no reports of adverse events associated with this problem.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. The part and batch numbers are located on the inside of the battery
housing lid. If you have affected product, verify that you have received the Urgent Voluntary Field Safety Notice letter and Customer's Response Form
from Arthrex. To receive a return merchandise authorization (RMA) number and product return instructions, contact the Arthrex customer returns
department by telephone at 49 (89) 9090058900 or by e-mail at CustomerReturns@arthrex.de . Complete the Customer's Response Form, and return it to
Arthrex using the instructions on the form. Notify al relevant personnel at your facility of the information in the letter, and forward a copy of the letter to
any facility to which you have further distributed affected product.

For Further Information:

Product-Specific Questions

Rainer Schneider, Arthrex senior product manager power & resection

Tel.: 49 (89) 9090054125

E-mail: rainer.schneider@arthrex.at

Customer Returns Service

Robert Mann, Arthrex manager customer returns service specialist

Tel.: 49 (89) 9090058910

E-mail: robert.mann@arthrex.de

Product Surveillance

Alexander Salomon, Arthrex supervisor product surveillance

Tel.: 49 (89) 9090055240

E-mail: complaints@arthrex.de

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Arthrex: DrillSaw Sports 400 system Li-ion battery housing [online].
London: Department of Health; 2018 Sep 17 [cited 2018 Sep 19]. (Field safety notice; reference no. 2018/009/007/701/021). Available from
Internet: Click here.
Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Sep 19. MHRA FSN. 2018/009/007/701/021 Download
e 2018 Sep 19. MHRA FSN. Reference R517 (includes reply form) Download
e 2018 Sep 20. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A31419 : Medtronic—Puritan Bennett 980 Ventilator Systems: Manufacturer
Releases Software Update
Medical Device Ongoing Action

Published: Friday, September 21, 2018
Last Updated: Tuesday, September 25, 2018
UMDNS Terms:

® Ventilators, Intensive Care [17429]
Product Identifier:
[Capital Equipment]

Medtronic
Product Model Model No.
Ventilators Puritan Bennet 980 PB980

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medtronic 710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing,
Pulmonology/Respiratory Therapy, Information Technology

Problem:

In a September 19, 2018, Medical Device Correction letter submitted by an ECRI Institute member hospital, Medtronic statesthat it isreleasing a
software update for the above ventilators to address routine customer feedback and complaints and concerns raised by Australia's regulatory authority, the
Therapeutic Goods Administration (TGA). TGA's concerns are related to the external USB drive performance and its effect on graphic user interface
(GUI) functionality and labeling of the scalar waveform displayed on the GUI during ventilation. Medtronic states that there have been previous reports
of patient transfer because of general ventilator GUI malfunctions; however, the firm has received no reports related to this action. Medtronic further
states that it has received no reports of patient injury or death associated with this software release and that the firm's data analysis determined that the
risk to patients is remote. Medtronic also states that this software update will provide additional product enhancements. 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 September 19, 2018, Medical Device
Correction letter and Acknowledgment and Receipt Form from Medtronic. Medtronic states that software update Maintenance Release (MR) 5.4 is now
available for installation. For warranty and contract customers, a Medtronic service engineer will load the software update during your next scheduled or
planned maintenance visit. For customers outside of warranty or not on an active service agreement, a Medtronic service team representative will contact
your facility to arrange to perform the update at no cost. Complete the Acknowledgment and Receipt Form, and return it to Medtronic using the
information on the form. Medtronic has made modifications to the operator's manual, which can be downloaded here . The section on GUI functionality
and recovery from GUI failures has been updated with additional information for users, and the labeling of the tidal volume wave form on the scalar
display has been updated with detailed information. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of
the letter to any facility to which you have further distributed affected product. Report any adverse events or incidents related to this problem to
Medtronic using the information below.

For Further Information:

Medtronic technical support department

Tel.: (800) 255-6774 (select option 4, then option 1)
Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Sep 25. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A31447 : LS| Medience—hs-cTnl Reagents Used with PATHFAST Type-D Analyzers:

Print-Out May Yield Incorrect Results without Unit
Medical Device Ongoing Action

Published: Wednesday, September 26, 2018

UMDNS Terms:
® |VD Test Reagent/Kits, Immunoassay, Cardiac Marker, Protein, Troponin | [19689]

® Analyzers, Laboratory, Immunoassay [18625]
Product Identifier:

[Consumable]
LSI Medience Corp (LSIM) .
Product Product No. Model Version
Immunoanalyzers Not listed PATHFAST Type-D 405
PATHFAST hs-cTnl Reagents PF1241-K Not listed Not listed

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): LS| Medience Corp (LSIM)The KAITEKI Building, 4.0.5 Tokyo, Japan
Suggested Distribution: Clinical Laboratory/Pathology, Information Technology, Point-of-Care Coordination, Materials Management

Problem:

OIn a September 4, 2018, Product Notification letter posted by the German Federa Institute for Drugs and Medical Devices (BfArM), LSI Medience
states that the use of the above analyzers in combination with the above reagents may cause the print-out results to incorrectly show 0.000 without unit
(seethe examplein the letter ). In a September 5, 2018, Product Notification letter, LSl Medience states that only the combination of Type-D version
4.0.5 and the new PATHFAST hs-cTnl reagents caused this problem. LSI Medience further statesthat all items other than hs-CTnl work correctly when
used with Type-D version 4.0.5; hs-CTnl also works correctly on Type-B and Type-C. The manufacturer has not confirmed the information provided in
the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the
September 4 and 5, 2018, Product Notification letters from LS| Medience. Type-D versions 4.0.2, 4.0.3, and 4.0.4 with the new PATHFAST hs-cTnl
parameter should be upgraded using the Item Parameter Data Sheet according to the procedure "6-10, New Registration” in the PATHFAST operator's
manual. There are two types of Item Parameter Data Sheets; oneisfor Type-A, B, and C, and the other isfor Type-D. Ensure that you are using the
correct Item Parameter Data Sheet. For version 4.0.5 Type-D, a software patch will be released to resolve the problem. LS| Medience does not
recommend downgrading from version 4.0.5 to version 4.0.3 because the parameters installed at the factory will be cleared.

For Further Information:

LSI Medience

Website: Click here

References:

Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for PATHFAST by LSI Medience Corporation [onlineg].
2018 Sep 25 [cited 2018 Sep 26]. Available from Internet: Click here.

Comments:

e [IThisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Sep 26. BfArM (Germany). 11379/18 Download
e 2018 Sep 26. BfArM (Germany). P20180904-1, P20180905-1 Download
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[High Priority ] - A31426 : Abbott/Data Innovations—Instrument Manager Software used with  Alinity

ci Interface: QC Data May Not Be Processed If “Hold Results Until Complete” Feature Is Enabled
Medical Device Ongoing Action

Published: Monday, September 24, 2018

UMDNS Terms:
® Software, Automation System, Laboratory [26825]

® |nformation Systems, Data Management, Laboratory [15124]
Product Identifier:
[Capital Equipment]

Abbott Laboratories Inc

Product List No. Serial No. Software Version
Instrument Manager (IM) Abbott 03P23 34046, 34054, 34115, v8.00.0001

Alinity ci-series (abdicgii) Accessory 34340, 34451

Drivers

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

Manufacturer(s): Abbott Laboratories Inc100 Abbott Park Rd, Abbott Park, IL 60064-3500, United States
Data Innovations North Americal20 Kimball Ave Suite 100, South Burlington, VT 05403, United States

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

Problem:

OIn a September 18, 2018, Product Correction Urgent Immediate Action Required |etter submitted by an ECRI Institute member hospital, Abbott states
that when Alinity ci instruments transmit results from a quality control (QC) sample ID (Q*control in SPM segment), the Instrument Manager (IM)
Alinity ci driver (v8.00.0001) may not parse the results, potentially resulting in QC data not going into IM. Abbott also states that this problem may occur
when the driver configuration "Hold Results Until Complete" feature is enabled. In an August 29, 2018, letter, Data Innovations states that the
communication trace log may show the sample being transmitted, but no information may be logged in the Specimen Event Log (SEL). Data Innovations
also states that thereis potential for harm if QC results are not processed because downstream verification rules may misfire based on missing QC resullts,
potentially leading to a delay in treatment or incorrect treatment. Additionally, QC results would be unavailable for Iab evaluation. Data Innovations and
Abbot_ta]have received no reports of patient harm related to this problem. The manufacturer has not confirmed the information provided in the source
material.

Action Needed:

Oldentify any affected softwarein your inventory. If you have affected software, verify that you have received the September 18, 2018, Product
Correction Urgent Immediate Action Required letter, Customer Reply Form, and copy of the Data Innovations letter from Abbott. Complete the
Customer Reply Form, and return it to Abbott using the instructions on the form. To correct this problem, an Abbott representative will contact your
facility to schedule the application of the updated version (v8.00.0002) of IM driver. To disable the "Hold Results Until Complete" optionin IM (driver
configuration), complete the following actions:

e For IM version 8.14/10, use Getting Started Setup Guide, page 45, "Editing a Driver Configuration" and Alinity ci v8.00.0001 driver help
file"HRUC Configuration."

e For IM version 8.15.11, use "Editing a Driver Configuration", web user guide and Alinity ci v8.00.0001 driver help file"HRUC
Configuration."

e Ensurethat "Hold Results Until Complete” is disabled for every license number of IM software versions listed above and installed in your
laboratory regardless of its use (production and test environments).

If "Hold Results Until Complete" logic is required, aworkaround is not available. Discontinue use until the updated driver isinstalled.

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
Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Abbott customer service department

Tel.: (877) 422-2688

Website: Click here

Data Innovations support department

Tel.: (802) 658-1955

E-malil: northamerica-support@datainnovations.com

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

e 2018 Sep 24. Member Hospital. Abbott/Data Innovations letters submitted by an ECRI Institute member hospital (includes reply
form) Download
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[High Priority ] - A31373 : Honeywell—Mobile Computers with Android Operating Systems: May Be
Susceptible to Improper Privilege Management Vulnerability
Medical Device Ongoing Action

Published: Monday, September 24, 2018

UMDNS Terms:

® Computers, Handheld [21950]
Product Identifier:
[Capital Equipment]

Honeywell International Inc

Product Software Version

Model
Mobile (Handheld) Computers CT60 Android 0S 7.1
CN80 Android 0S 7.1
CT40 Android 0S 7.1
CK75 Android 0S 6.0
CN75 Android OS 6.0
CN75e Android 0S 6.0
CT50 Android OS 4.4, Android OS 6.0
D75e Android OS 4.4, Android OS 6.0
CN51 Android OS 6.0
EDA50k Android OS 4.4, Android OS 7.1
EDAS50 Android 0S 7.1
EDA70 Android 0S 7.1
EDA60Ok Android 0S 7.1
EDA51 Android 0S 8.1

Geographic Regions: O(Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide
Manufacturer(s): Honeywell International Inc 115 Tabor Rd, Morris Plains, NJ 07950, United States
Suggested Distribution: Clinical/Biomedical Engineering, Information Technology, Materials Management

Problem:

In a September 13, 2018, Advisory, the U.S. Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that a vulnerability in a
system service on the above mobile computers could allow a malicious third-party application to gain elevated privileges. ICS-CERT also statesthat a
skilled attacker with advanced knowledge of the target system could exploit this vulnerability by creating an application that would successfully bind to
the service and gain elevated system privileges. This could enable the attacker to obtain access to keystrokes, passwords, personal identifiable
information, photos, e-mails, and business-critical documents. No known public exploits specifically target this vulnerability; high skill level is needed to
exploit. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected mobile computersin your inventory. If you have affected mobile computers, verify that you have reviewed the September 13, 2018
ICS-CERT Advisory . Honeywell has released software updates that resolve this vulnerability. All users with affected computers should update their
products as indicated in the Mitigations section of the Advisory . Updates are available here or from Honeywell through product support. ICS-CERT
states that Honeywell always recommends the whitelisting of trusted applications to limit risk from malicious apps being installed on the device. For
additiona information, see the Android Network and Security Guide here . The U.S. National Cybersecurity and Communications Integration Center
(NCCIC) recommends that users take defensive measures to minimize the risk of exploitation of this vulnerability, including the following specifically:

e Minimize network exposure for all control system devices and/or systems, and ensure that they are not accessible from the Internet .

e L ocate control system networks and remote devices behind firewalls, and isolate them from the business network.

©2018 ECRI Ingtitute
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e \When remote access is required, use secure methods, such as Virtual Private Networks (VPNSs), recognizing that VPNs may have
vulnerabilities and should be updated to the most current version available. Also recognize that VPN is only as secure as the connected
devices.

NCICC reminds organizations to perform impact analysis and risk assessment before deploying defensive measures. NCCIC also provides a section for ¢
ontrol systems security recommended practices on the ICS-CERT web page. Several recommended practices are available for reading and download,
including Improving Industrial Control Systems Cybersecurity with Defense-in-Depth Strategies . Additional mitigation guidance and recommended
practices are publicly available on the ICS-CERT website in the Technical Information Paper, 1CS-TIP-12-146-01B--Targeted Cyber Intrusion
Detection and Mitigation Strategies . Organizations observing any suspected malicious activity should follow their established internal procedures and
report their findings to NCCIC for tracking and correlation against other incidents.

For Further Information: O

NCCIC

Tel.: (888) 282-0870

E-mail: NCCICCUSTOMERSERVICE@hg.dhs.gov
Website: Click here

Honeywell

Website: Click here

References:[

e United States. Department of Homeland Security. Industrial Control Systems Cyber Emergency Response Team. Advisory. Honeywell
mobile computers with Android operating systems [online]. 2018 Sep 13 [cited 2018 Sep 19]. Available from Internet: Click here .

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Sep 19. ICS-CERT Advisory (ICSA-18-256-01) Download
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[High Priority ] - A31431 : Medtronic—N'Vision 8840 Physician Programmers: Application Card May

Contain Unencrypted Patient Personal Health Information
Medical Device Ongoing Action

Published: Thursday, September 27, 2018

UMDNS Terms:
® Programmer/Testers, Implantable Infusion Pump [20411]

® |nfusion Pumps, Analgesic, Implantable, Intrathecal [27893]
Product Identifier:
[Capital Equipment]

Medtronic Inc

Product Model

Physician Programmers N'Vision 8840

Geographic Regions: (Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide
Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Information
Technology, Pain Clinic, IV Therapy

Problem:

OInaMay 17, 2018, Security Bulletin letter submitted by an ECRI Institute member hospital, Medtronic states that an external security researcher has
identified a potential vulnerability related to the above programmers and the removable compact flash application card. The compact flash application

card used in the physician programmer may contain unencrypted patient personal health information (PHI), if that information is not deleted following
individual patient device programming. Medtronic further states that these findings revealed alow safety risk because:

e Physical accessto aphysician programmer is needed to exploit the vulnerability.
e This problem does not pose arisk for changing the function or performance of an implanted device.

e These devices are not commercialy sold and are intended for only healthcare practitioners. Any commercial salesto third parties are strictly
prohibited.

Medtronic also states that this problem was covered in aMay 17, 2018, Advisory posted by the U.S. Industrial Control Systems Cyber Emergency
Response Team (ICS-CERT). The ICS-CERT Advisory states that, in addition to the ability to access PHI and persona identifying information (Pl1), an
attacker with physical access to the 8870 application card may be able to modify the card to execute arbitrary code on the 8840 clinician programmer.
The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected programmersin your inventory. If you have affected programmers, verify that you have received the May 17, 2018, Security
Bulletin letter from Medtronic and/or that you have reviewed the ICS-CERT Advisory. To minimize the risk of this problem occurring, Medtronic
recommends that hospitals and clinician users do the following:

e Maintain strict physical control of the application card.

e Useonly legitimately obtained application cards and not cards provided by any third party, because firmware and system updates are
provided directly by Medtronic using new application cards.

e Properly dispose of all application cards after use, or return cards to Medtronic so they can be securely discarded.

Medtronic has not developed a product update to address the vulnerability, but is reinforcing security reminders to help reduce the risk associated with
the vulnerability. NCICC reminds organizations to perform impact analysis and risk assessment before deploying defensive measures. NCCIC also
provides a section for control systems security recommended practices on the ICS-CERT web page. Several recommended practices are available for
reading and download, including Improving Industrial Control Systems Cybersecurity with Defense-in-Depth Strategies . Additional mitigation guidance
and recommended practices are publicly available on the ICS-CERT website in the Technical Information Paper, 1CS-TIP-12-146-01B--Targeted
Cyber Intrusion Detection and Mitigation Strategies . Organizations observing any suspected malicious activity should follow their established internal
procedures and report their findings to NCCIC for tracking and correlation against other incidents. No known public exploits specifically target these
vulnerahilities. These vulnerabilities are not exploitable remotely.

For Further Information:

Medtronic

Website: Click here

NCCIC

Tel.: (888) 282-0870

E-mail: NCCICCUSTOMERSERVICE@hg.dhs.gov
Website: Click here

References:O
e United States. Department of Homeland Security. Industrial Control Systems Cyber Emergency Response Team. Advisory. Medtronic
N'Vision clinician programmer (Update A) [online]. 2018 May 17 [cited 2018 Sep 26]. Available from Internet: Click here .

Comments:
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e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Sep 27. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital Download
e 2018 Sep 27. ICS-CERT reference no. ICSMA-18-137-01 Download
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[High Priority ] - A31416 : DePuy Synthes—Mitek Screw and Washer Depth Gauges: May Measure

Incorrectly
Medical Device Ongoing Action

Published: Tuesday, September 25, 2018

UMDNS Terms:

® Screws, Bone[16101]
Product Identifier:

[Consumable]
DePuy Synthes Mitek
Product Sports Medicine GTIN Lot No.
Item No.
Mitek Screw and Washer 219024 (01)10886705005390 0005178, 0009101, 0009181,
Depth Gauges 0102157, 0103045, 0205355,

0207451, 0208597, 0301615,
0302184, 0303337, 0311333,
0311389, 0512552, 0605571,
0612501, 0707512, 0710501,
0801536, 0809117, 0905130,
0912100, 950229, 961232, 970198,
971229, 980585, 990765, 1002144,
1006113, 1008120, 1103103,
1103107, 1105132, 1112106,
1201104, 9809121, 1000064514,
1000196842, 1000415749,
1000431580, 1000661713,
1001119996, C000007655,
C000012527, C000020182

Geographic Regions: OO0O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, U.S.
Manufacturer(s): DePuy Synthes Mitek Sports Medicine325 Paramount Dr, Raynham, MA 02767, United States
Suggested Distribution: OR/Surgery, Materials Management

Problem: In a September 18, 2018, Urgent Medical Device Recall Updated Information letter submitted by an ECRI Institute member hospital, DePuy
states that it has received reports of the above gauges measuring incorrectly. The gauge has an offset in the design that results in areading about 3.2 mm
shorter than the actual length of the bone hole. If the offset measurement is detected during use, the problem would result in surgical delay while an
alternative depth gauge is obtained or screws are replaced with a different size screw. The possibility of minor bone damage or malunion/nonunion may
exist if incorrect screw sizes are selected because of the incorrect measurement. The firm has received no reports of patient harm related to this problem.
DePuy statesthat it initiated a Voluntary Product Removal of the above gauges on August 30, 2018; however, the current letter is revised to remove the
previously suggested aternative products because of potential problems with product compatibility. Health Canada states that the manufacturer initiated a
recall on August 30, 2018. 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 September
18, 2018, Urgent Medical Device Recall Updated Information letter and business reply form from DePuy, or that you have been otherwise contacted by
the firm. Disregard the August 30, 2018, letter. Perform the following actions:

e Contact your DePuy local sales consultant to assist in the coordination of the return of any affected product. Include any open/used products
inthe return.

e To return goods directly, contact the DePuy customer service team by e-mail at RA-DPY US-RaynServCoo@its.jnj.com to generate a
returns good authorization (RGA) number for the return of any inventory.

e Complete the business reply form, and return it to DePuy by e-mail a8 DPY USMitekFieldActions@its.jnj.com .

e Notify al relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you
have further distributed affected product.

e Retain acopy of the letter for your records with affected product.

For Further Information:

Katie Newell, DePuy Mitek recall coordinator
Tel.: (508) 977-6956

E-mail: DPYUS-MitekFieldActions@its.jnj.com
Website: Click here

OReferences:

e Health Canada. Recalls and safety alerts. Mitek screw and washer depth gauge [online]. 2018 Sep 17 [cited 2018 Sep 21]. Available from
Internet: Click here.

Comments:

e [0Thisaert isaliving document and may be updated when ECRI |nstitute receives additional information.

Source(s):
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e 2018 Sep 21. Member Hospital. DePuy Synthes letter submitted by ECRI Institute member hospital (includes reply form) Download

e 2018 Sep 21. Health Canada Recall Listings. Type Ill. RA-67768 Download
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[High Priority ] - A31401 : TriVascular—Ovation, Ovation Prime, and Ovation IX Abdominal Stent
Graft Systems: Intra-Vascular Polymer Leaks May Occur
Medical Device Ongoing Action

Published: Tuesday, September 25, 2018

UMDNS Terms:

® Stent/Grafts, Vascular, Aortic [20453]
Product Identifier:

[Consumable]

TriVascular Inc

Product Catalog No. Lot No.

Ovation Abdominal Stent Graft Systems TV-AB2080-B, TV-AB2380-B, TV-AB2680-B, TV-AB2980-B, TV- All
AB3480-B

Ovation IX Abdominal Stent Graft Systems TV-AB2080-I OR J, TV-AB2380-I OR J, TV-AB2680-| OR J, TV- All
AB2980-1 OR J, TV-AB3480-| OR J

Ovation Prime Abdominal Stent Graft Systems TV-AB2080-D, TV-AB2380-D, TV-AB2680-D, TV-AB2980-D, TV- All

AB3480-D

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), [ Canada
Manufacturer(s): TriVascular Inc3910 Brickway Blvd, Santa Rosa, CA 95403, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem:

[JHealth Canada states that intra-vascular polymer leaks may occur in the above graft systems when the stepsin the instructions for use (IFU) are
followed out of sequence. Health Canada also states that the manufacturer initiated arecall on August 30, 2018. The manufacturer has not confirmed the
information provided in the source material .

Action Needed:

Oldentify any affected graft systemsin your inventory. If you have affected graft systems, verify that you have been contacted by TriVascular. Adhere to
the current warnings and cautions in the |FU to mitigate the risk of this problem occurring.

For Further Information:

TriVascular

Website: Click here

[OReferences:

e Health Canada. Recalls and safety alerts. Ovation, Ovation Prime, and Ovation | X abdominal stent graft system [online]. 2018 Sep 7 [cited
2018 Sep 25]. Available from Internet: Click here.

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Sep 25. Health Canada Recall Listings. Type Il. RA-67712 Download
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[High Priority ] - A31451 : Cook—Zilver 518 and Zilver 635 Biliary Stents: Manufacturer Corrects Error

in Instructions for Use
Medical Device Ongoing Action

Published: Thursday, September 27, 2018
Last Updated: Friday, September 28, 2018
UMDNS Terms:

® Stents, Biliary, Metdllic, Self-Expanding [20421]
Product Identifier:

[Consumable]
Product gg?ekrg]zgul\’focos Product No. Lot No.
Zilver 518 Biliary Stents Z1B5-125-4.0-20 G31437 1191034, C1220682,

C1313012, C1313443,
C1317060, C1413145,
C1439875, C1446680,
C1458060, C1485400
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ZIB5-125-4.0-30 G31438 C1169959, C1193923,
C1261161, C1305123,
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C1325626, C1359495,
C1397698, C1415166,
C1512838

ZIB5-125-4.0-40 G31439 C1177250, C1189882,
C1213767, C1218327,
C1223237, C1237938,
C1261155, C1278048,
C1301595, C1309455,
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C1328001, C1349742,
C1372005, C1382410,
C1401110, C1417867,
C1434611, C1439872,
C1455844, C1478926,
C1485774, C1528349
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ZIB5-125-4.0-60 G31441 C1153290, C1162727,
C1174267, C1179230,
C1187753, C1191078,
C1207033, C1216351,
C1237937, C1266607,
C1274863, C1282667,
C1317958, C1348315,
C1355854, C1373411,
C1395292, C1416081,
C1435412, C1469734,
C1481662, C1512837

ZIB5-125-4.0-80 G36047 C1147727, C1154987,
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C1164640, C1181563,
C1191064, C1207059,
C1228031, C1238584,
C1256058, C1270538,
1280815, C1295188,
C1318283, C1323310,
C1334425, C1367811,
C1391126, C1402822,
C1413140, C1420931,
C1464467

ZIB5-125-5.0-20 G31350 C1146242, C1147735,
C1162726, C1325622,
C1417444, C1509226
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C1151570, C1168866,
C1192904, C1268457,
C1279206, C1306019,
C1310990, C1347841,
C1388282, C1475340,
C1507803

ZIB5-125-5.0-40 G31352 C1152849, C1176815,
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C1191077, C1213427,
C1220723, C1222644,
C1242172, C1252633,
C1265099, C1274366,
1288980, C1307369,
C1321941, C1335491,
C1352673, C1367807,
C1381103, C1392047,
C1401639, C1414711,
C1427898, C1447761,
C1457132, C1474686,
C1522355

ZIB5-125-5.0-60 G31354 C1159347, C1164642,
1185880, C1203142,
C1209838, C1216350,
C1236086, C1243591,
C1267382, C1280305,
C1289753, C1304554,
C1323309, C1330919,
C1360606, C1365667,
C1374357, C1387821,
C1399835, C1418273,
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C1445522, C1456192,
C1471974, C1479327,
C1488744, C1526126

ZIB5-125-5.0-80 G36048 C1146739, C1159777,
C1184125, C1187754,
C1194948, C1199509,
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C1217344, C1227180,
C1234445, C1253642,
C1269790, C1280304,
C1306795, C1318072,
C1327024, C1349749,
C1356384, C1373410,
C1386322, C1399837,
C1413139, C1427921,
C1439876, C1447119,
C1447120, C1452328,
C1452334, C1464992,
C1477977, C1512842

ZIB5-80-5.0-80 G36260 CF1217298, CF1269805,
CF1318461, CF1518351
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C1161549, C1219614,
C1240040, C1248308,
C1289008, C1331985,
C1396530, C1415164,
C1438423, C1444403,
C1477599, C1508792

ZIB6-125-12.0-40 G36239 C1146738, C1184123,
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C1206669, C1222028,
C1238897, C1249527,
C1270535, C1291451,
C1303510, C1314536,
C1320480, C1333893,
C1355850, C1408070,
C1424557, C1445081,
C1469124, C1474685,
C1507802

Z1B6-125-12.0-60 G36240

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.





www.ecri.org . Printed from Health Devices Alerts on Wednesday, October 3, 2018 Page 15

C1162513, C1175290,
C1197405, C1211269,
C1214975, C1216406,
C1242180, C1252100,
C1260578, C1288978,
C1321938, C1329957,
C1347371, C1360034,
C1379961, C1398207,
C1415656, C1428970,
C1448505, C1470910,
C1484831, C1527278

Z1B6-125-12.0-80 G36241 C1151133, C1180227,
C1184118, C1196534,
C1220302, C1242174,
C1266045, C1295185,
C1314134, C1320479,
C1329962, C1358600,
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C1394137, C1418239,
C1429476, C1447118,
C1458059, C1505812,
C1512293

ZIB6-125-14.0-30 G36243 C1148496, C1182118,
C1216405, C1247302,
C1298898, C1464029,
C1513198
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C1184933, C1189890,
C1204635, C1228032,
C1253600, C1256057,
C1278047, C1288571,
C1304553, C1312550,
C1318460, C1342553,
C1370916, C1398190,
C1423178, C1435993,
C1445525, C1475796,
C1488039, CR1266598

ZIB6-125-14.0-60 G36245
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C1147298, C1172655,
C1184931, C1188906,
C1201951, C1211848,
C1223173, C1234857,
C1243580, C1259673,
C1270524, C1280303,
C1286672, C1305114,
C1325970, C1343070,
C1376825, C1395664,
C1407612, C1428964,
C1450221, C1474690,
C1487586

Z1B6-125-14.0-80 G36246 C1164639, C1183505,
C1193454, C1213770,
C1221127, C1232721,
C1246819, C1254045,
C1279205, C1304552,
C1314532, C1325559,
C1326489, C1336009,
C1352669, C1370405,
C1398563, C1411004,
C1440319, C1450740,
C1470354, C1482468,
C1507276, CR1193939
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C1179613, C1198226,
C1240039, C1316742,
C1363922

ZIB6-125-5.0-40 G32032 C1164641, C1176817,
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C1184407, C1190470,
C1204202, C1214317,
C1223806, C1305113,
C1315049, C1323813,
C1333086, C1341679,
C1372010, C1398187,
C1417865, C1431459,
C1434959, C1485780

Z1B6-125-5.0-60 G32033 C1162512, C1168865,
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C1180226, C1184402,
C1195477, C1206095,
C1213013, C1230191,
C1262130, C1277482,
C1343071, C1390227,
C1416085, C1427899,
C1464028, CR1239021

ZIB6-125-5.0-80 G36022 C1151581, C1179124,
C1184947, C1198173,
C1209842, C1217343,
C1298632, C1320738,
C1325621, C1342128,
C1354620, C1391999,
C1403233, C1417864,
C1448504, C1512292
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ZIB6-80-12.0-30 G36228 C1154984, C1181444,
C1194035, C1194532,
C1195473, C1208923,
C1231596, C1447126
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C1186643, C1199516,
C1206713, C1208435,
C1221616, C1233929,
C1248315, C1266848,
C1269293, C1271695,
C1292977, C1303122,
C1342132, C1361070,
C1382409, C1392041,
C1405135, C1420876,
C1431405, C1446112,
C1454368, C1469123,
C1482130, C1509655,
C1513199, C1528311,
CR1465417

Z1B6-80-12.0-60 G36230 C1161556, C1184930,
C1187193, C1192882,
C1199511, C1215786,
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C1221128, C1227549,
C1242424, C1258887,
C1271136, C1279689,
C1289745, C1304549,
C1320732, C1330917,
C1354280, C1379376,
C1390214, C1402818,
C1410118, C1422095,
C1430992, C1443907,
C1452327, C1464026,
C1464031, C1478299,
C1482983, C1489062,
C1513726, CR1328874

Z1B6-80-12.0-80 G36231 C1152847, C1177705,
C1195264, C1209347,
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C1215963, C1222650,
C1246536, C1270634,
C1291822, C1301594,
C1320478, C1330564,
C1338700, C1357224,
C1373409, C1391141,
C1404714, C1435405,
C1457514, C1474682,
C1478921, C1488740,
C1527280

Z1B6-80-14.0-30 G36233 C1157421, C1157423,
C1187577, C1198623,
C1213773, C1225150,
C1246538, C1271126
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Z1B6-80-14.0-40 G36234 C1161827, C1167415,
C1175711, C1207039,
C1208913, C1213437,
C1235263, C1247301,
C1262056, C1272070,
C1275446, C1285062,
C1297111, C1320721,
C1329956, C1349741,
C1378078, C1392040,
C1420414, C1426059,
C1448509, C1457520,
C1466495, C1473495,
C1486588, C1512840

Z1B6-80-14.0-60 G36235 C1148922, C1159795,
C1183507, C1193455,
C1197312, C1204172,
C1214319, C1217799,
C1223244, C1234850,
C1236634, C1246815,
C1253603, C1263413,
C1266970, C1273182,
C1286139, C1297106,
C1310732, C1318467,
C1320477, C1323802,
C1329961, C1339175,
C1350236, C1372003,
C1395251, C1405140,
C1411841, C1425145,
C1432051, C1437965,
C1446111, C1458058,
C1474730, C1482469,
C1489072, C1525331

Z1B6-80-14.0-80 G36236 C1148493, C1177257,
C1187755, C1206085,
C1206088, C1215244,
C1217798, C1227551,
C1235709, C1250232,
C1260122, C1271125,
C1283049, C1292976,
C1312071, C1318284,
C1322924, C1333158,
C1344370, C1360605,
C1372974, C1400251,
C1420942, C1442842,
C1462698, C1471973,
C1478296, C1512839,
C1512848, CR1261234

Z1B6-80-4.0-80 G36014 C1228030, C1389339

ZIB6-80-5.0-20 G32001 C1148504, C1181559,
C1263405, C1391140

ZIB6-80-5.0-30 G32007 C1204190, C1273768

ZIB6-80-5.0-40 G32008 C1184541, C1230599,
C1313707, C1398566,
C1507808

ZIB6-80-5.0-60 G32009 C1175292, C1223235,

C1263407, C1398567

ZIB6-80-5.0-80 G36015 C1151996, C1197403,
C1231825, C1249212,
C1339185, C1390223,
C1427510, C1457143

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Cook Group CosPO Box 4195, Bloomington, IN 47402-4195, United States
Suggested Distribution: OR/Surgery, Gastroenterology, Materials Management

Problem: Oln a September 25, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Cook states that the
instructions for removing the delivery system following stent deployment in step seven of the instructions for use (IFU) of the above stents are incorrect.
Cook also states that if the device is used as per the IFU error, stent damage or stent fracture caused by the user pushing the handle of the device forward
during recapture of the tip may result. The potential adverse events could range from no harm to surgical intervention. Cook further statesthat it has
received no reports of adverse events related to this problem. The manufacturer has not confirmed the information provided in the source material.

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.





www.ecri.org . Printed from Health Devices Alerts on Wednesday, October 3, 2018 Page 32

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the September 25, 2018, Urgent Medical
Device Correction letter and Acknowledgment and Receipt Form from Cook.

Thefollowing incorrect language in step 7 of the IFU (IFU0042-8) will be removed:

e "It isrecommended to re-advance the outer sheath to its pre-deployment position prior to removing the system.™

The IFU will be corrected to include this statement into the PRECAUTIONS section:
e "Do not advance the sheath after the stent has been deployed.”

Cook also states that the following statement will be added to the IFU (Deployment of the Stent - Step 7) to clarify instructions for recapturing the tip of
the delivery system:

e "NOTE: Déelivery System can be removed without recapturing tip. If recapture of thetip isrequired during removal of the delivery system,
this must be performed by holding the handle (a) steady and pulling the hub on the metal cannula (b) backwards. Ensure the handle is not
pushed forward during recapture.”

The following will be removed from the IFU (Deployment of the Stent - step 7):

e "NOTE: If resistance is met during the withdrawal of the delivery system, re-advance the outer sheath to its pre-deployment position.
Withdraw the system as one unit".

And substituted by the following in the PRECAUTIONS section:

e "Following stent deployment, if resistance is met during the withdrawal of the delivery system, gently re-advance the outer sheath to its pre-
deployment position (while continuing to fluoroscopically monitor the stent). Carefully remove the delivery system and wire guide together
asaunit. If resistanceis still encountered during removal of the delivery system and wire guide as a unit, remove the wire guide, delivery
system and access sheath together as a unit."

Regardless of whether you have affected product, complete the Acknowledgment and Receipt Form and return it to Cook using the information in the
letter. Maintain a copy of the letter with your records. Notify al relevant personnel at your facility of the information in the letter, and forward a copy of
the letter to any facility to which you have further distributed affected product. Report any adverse events related to affected product to the Cook Medical
customer relations department using the information below. U.S. customers should also report any problems with affected product to FDA’s MedWatch
Adverse Event Reporting program by telephone at (800) 332-1088; 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:

Cook Medical customer relations department

Tel.: (800) 457-4500 or (812) 339-2235, 7:30 am. to 5 p.m. Eastern time, Monday through Friday
E-mail: CustomerRelationsNA @cookmedical.com

Website: _Click here.

e [[Thisdertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

e 2018 Sep 28. Member Hospital. Cook letter submitted by member (includes reply form) Download
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[High Priority ] - A31355 : Stryker—XIA 3 Instrument Trays and French Benders: Manufacturer

Updates Sterilization Instructions
Medical Device Ongoing Action

Published: Tuesday, September 25, 2018

UMDNS Terms:

® Procedure Kit/Trays, Spinal Surgery [22573]
Product Identifier:

[Consumable]
Product Sgrr){k'\e]g .Spine
XIA 3 Degenerative Instrument Trays 48230012
XIA 3 Rod and Cross Connector Trays 48230006
French Benders 48237010

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), & #160;U.K.
Manufacturer(s): Stryker Spine2 Pearl Ct, Allendale, NJ 07401, United States
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Central Sterilization Reprocessing, Materials Management

Problem:

In a September 4, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Stryker
states that the above degenerative instrument trays and French benders did not pass validation to the U.K. steam sterilization cycle of 134°C for three
minutes because the French bender instrument did not meet the required sterility assurance level (SAL) of 10-6. Stryker also states that since the rod and
Cross connector tray has the same design and configuration as the French bender instrument, the firm has determined that it would not pass validation.
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 September 4, 2018, Urgent Field Safety
Notice letter, an excerpt from the sterilization instructions, and Customer Acknowledgment Form from Stryker. The firm states that in order for affected
traysto meet SAL, the French bender instrument must be removed from the tray and sterilized independently, according to the revised sterilization
instructions. For afull copy of the cleaning and sterilization document, click here . Notify all relevant personnel at your facility of the information in the
letter. Retain a copy of the letter with your records. Notify Stryker of any affected product that has been further distributed to other facilities, and inform
Stryker of adverse eventsrelated to the use of affected product. Regardless of whether you have affected product, complete the Customer
Acknowledgment Form and return it to Stryker using the information in the letter.

For Further Information:

Stryker

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Stryker: Stryker Xia 3 [online]. London: Department of Health; 2018
Sep 10 [cited 2018 Sep 21]. (Field safety notice; reference no. 2018/009/005/291/015). Available from Internet: Click here .

Comments:

Thisaert isaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Sep 21. MHRA FSN. 2018/009/005/291/015 Download
e 2018 Sep 21. MHRA FSN. Stryker Reference No. RA 2018-1883171 (includes reply form) Download
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[High Priority ] - A31418 : Carl Zeiss—Occlutech Sizing Balloons: May Contain Incorrect Instructions
for Use

Medical Device Ongoing Action

Published: Tuesday, September 25, 2018

Last Updated: Thursday, September 27, 2018

UMDNS Terms:

® Catheters, Vascular, Embolectomy/Thrombectomy, Balloon, Venous [10756]
Product Identifier:

[Consumable]
Carl Zeiss Meditec AG
Product Reference No. Lot No.
Occlutech Sizing Balloons 53SB355 B18007

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Carl Zeiss Meditec AGGoeschwitzer Strasse 51-52, Jena 07745, Germany
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem:

OHesalth Canada states that during the manufacturing step of "packaging and labeling," a mismatched instructions for use (IFU) was attached to the above
products. Health Canada also states that the manufacturer initiated arecall on August 31, 2018. The manufacturer has not confirmed the information in
the source material.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have been contacted by Carl Zeiss.
For Further Information:

Carl Zeiss

Website: Click here

References:

Health Canada. Recalls and safety aerts. Occlutech sizing balloon [onling]. 2018 Sep 17 [cited 2018 Sep 25]. Available from Internet: Click
here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Sep 25. Health Canada Recall Listings. Type Ill. RA-67762 Download
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[High Priority ] - A31428 : Maquet/Getinge—Datascope CARDIOSAVE Intra-Aortic Balloon Pumps
May Exhibit Interruption or Inability to Start Therapy at Altitudes above 3,200 ft/975 m

Medical Device Ongoing Action

Published: Wednesday, September 26, 2018

Last Updated: Thursday, September 27, 2018

UMDNS Terms:

® Circulatory Assist Units, Cardiac, Intra-Aortic Balloon [10846]
Product Identifier:
[Capital Equipment]

Datascope Corp

Product Model Part No. Distribution Date
Intra-Aortic Balloon Pumps Cardiosave Hybrid 0998-00-0800-XX 2012 Mar 6 to 2018 Aug 31
(IABPs)

Cardiosave Rescue 0998-UC-0800-XX 2012 Mar 6 to 2018 Aug 31

Geographic Regions: Africa, Australia, Brazil, Canada, China, Europe, India, Israel, Japan, Latin America, Mexico, Middle East, Russia, South
Korea, Taiwan, U.S.

Manufacturer(s): Datascope Corp 1300 MacArthur Blvd, Mahwah, NJ 07430, United States
MAQUET Medica Systems USA A Getinge Group Co45 Barbour Pond Dr, Wayne, NJ 07470,

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, OR/Surgery, Information
Technology, Perfusion

Problem:

In a September 20, 2018, Company Announcement posted by FDA, and a September 24, 2018, Urgent Medical Device Correction letter submitted by
ECRI Institute member hospitals, Maguet/Getinge states that the above IBAPs, when used with certain IABs, may exhibit interruption or inability to start
therapy to patients at altitudes above 3,200 ft (975 m), which could lead to hemodynamic instability. Maquet/Getinge also states that it has received no
reports of adverse events or deaths attributed to this problem.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the September 24, 2018, Urgent Medical
Device Correction letter and reply form from Maquet/Getinge. Refer to the operating altitudes for affected product as specified in the Company
Announcement or |etter . CS100 and CS300 |ABP models may also be used since they are not affected by this problem. Maquet/Getinge is developing a
software correction for affected product. A Maquet/Getinge service representative will contact affected customers to schedule installation of updated
software. U.S. customers should report adverse events or product quality problems relating to the use of affected product to FDA’'s MedWatch Adverse
Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at
Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Helena Swan, Getinge

Tel.: (973) 709-7967, 8 am. to 6 p.m. Eastern time, Monday through Friday

E-mall: Helena.swan@getinge.com

Website: Click here

References:

e United States. Food and Drug Administration. Company announcement—Getinge issues worldwide voluntary correction of Maguet/Getinge
Cardiosave intra-aortic balloon pumps (IABP) for interruption and/or inability to start therapy at altitudes above 3,200 feet/975 meters
[onling]. 2018 Sep 20 [cited 2018 Sep 21]. Available from Internet: Click here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

2018 Sep 21. FDA. Company Announcement Download
2018 Sep 26. Manufacturer. Manufacturer confirmed information.

2018 Sep 26. Member Hospital. September 24, 2018 Maquet/Getinge letter submitted by ECR Institute member hospitals (includes reply
form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180038/20180920MaquetGetingeCardiosaveIAPumpsFDACompanyAnnouncement.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180040/20180924MaquetGetingeCardiosaveClientRedacted.pdf
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* 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

