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SBED Weekly Update 25-Apr-17

Dear,
SBED team is pleased to inform you that 47 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 4/17/2017 to 4/23/2017

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

NOTE:

FSCA / Recalls are classified into three categories, representing the potential risk to
public health: Class | : High Risk, Class Il : Medium Risk and Class Ill: 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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[High Priority ] - A28409 : LivaNova—Various Implantable Cardioverter Defibrillators and Cardiac
Resynchronization Therapy Defibrillators: Battery Depletion May Occur
Medical Device Ongoing Action

Published: Wednesday, April 12, 2017

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

Product Identifier: Olmplantable Cardioverter Defibrillators (ICDs): (1) Intensia, (2) Ovatio, (3) Paradym, (4) Paradym 2, (5) Paradym RF; and
Cardiac Resynchronization Therapy Defibrillators (CRT-Ds) [Capital Equipment]

Geographic Regions: OOOO(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Sorin CRM SASParc d'Affaires Noveos, 4 avenue Reaumur, F-92140 Clamart, France
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem: Inan April 11, 2017, Urgent Field Safety Notice letter submitted by an ECRI Institute member hospital, LivaNova states that, in the event of a
right ventricular lead prob em (e g., broken or disconnected lead), recurrent shock capacitor charging caused by ventricular oversensing may deplete the
battery in the above ICDs or CRT-Ds. Because the battery status is not updated for a 24-hour period following a charge, battery depletion may remain
undetectable during the 24 hours following the last charge. Recurrent charging will stop either after deactivation of the shock therapies, or when the
oversensing stops, such as in the case of alead revision. Refer to Attachment 1 in the |etter for alist of warnings and observations that may be displayed
in case of alead problem or battery depletion. If an updated battery status is not obtained before lead revision, the need for an ICD or CRT-D replacement
cannot be assessed. If the battery is found to be depleted after the lead revision, adequate therapy may be unavailable, potentially resulting in the patient
undergoing another surgical procedure to replace the ICD or CRT-D. 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 April 11, 2017, Urgent Field Safety
Notice letter, Customer Reply Form, and e-mail from LivaNova. If you have decided to revise the right ventricular lead because of oversensing problems,
LivaNova recommends the followi ng actions:

(1) Beforelead revision:

e Deactivate the shock therapies to avoid further charging,
e Wait 24 hours, and

e Reinterrogate the ICD or CRT-D to check the updated battery status. If recommended replacement time (RRT) is reached, initiate a device
replacement.

Or

(2) If it isnot possible to wait 24 hours before replacing the lead, the lead revision may be performed as scheduled and the device may be replaced
prophylactically during the same procedure since the battery status is unknown.

Notify all relevant personnel at your facility of the information in the letter. Complete the Customer Reply Form, and return it to LivaNova using the
information on the form. Alternatively, you may use the Voting Button in the e-mail acknowledging that you have received, read, and understand the
letter; or you may reply directly to the e-mail by stating the following: "1 acknowledge receipt of the information and have read and understand the
contents.”

For Further Information:

LivaNova Canada or local representative

Tel.: (416) 751-8787 or (800) 387-4563

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):
e 2017 Apr 12. Member Hospital. LivaNova letter submitted by ECRI Institute member hospital (includes reply form) Download

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/151712/20170411LivaNovaICDCRTDBatteriesRedacted.pdf?option=80F0607

http://www.livanova.sorin.com/contact-us

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/151712/20170411LivaNovaICDCRTDBatteriesRedacted.pdf



(A28409) LivaNova-Various Implantable Cardioverter Defibrillators and Cardiac.pdf
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[High Priority ] - A28297 : McKesson—GlaxoSmithKline 200 Dose Ventolin HFA Albuterol Inhalers:

Leak Rate May Be Out of Specification
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, March 23, 2017

UMDNS Terms:
® |nhaers, Aerosol [12128]

Product Identifier:

GlaxoSmithKline 200 Dose Ventolin Hydrofluoroalkane (HFA) Albuterol Inhalers with Dose Counter [Consumable]

NDC No. 00173068220; Lot Nos.: 6ZP0003 EXP APR 30 2018; 62P9944 EXP APR 30 2018, 62P9848 EXP MAR 31 2018; UPC No. 30173068220;
McKesson Econo No. 1826700

Units distributed beginning January 4, 2017

Geographic Regions: O(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 94104-5203, United States
Manufacturer(s): GlaxoSmithKline Inc (United States) Consumer HealthcarePO Box 1467, Pittsburgh, PA 15230-1467, United States
Suggested Distribution: Pulmonology/Respiratory Therapy, Home Care, Otolaryngology, Pharmacy, Materials Management

Problem:

InaMarch 22, 2017, Urgent Drug Recall letter submitted by an ECRI Institute member hospital, McKesson initiated a subrecall of the above inhaers,
which were recalled by GlaxoSmithKline. McKesson states that GlaxoSmithKline is recalling the above inhalers because of an elevated number of units
with out-of-specification results for leak rate. The distributor 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 March
22,2017, Urgent Drug Recall letter from McKesson and/or that you have been contacted by the manufacturer. To obtain areturn kit, contact Stericycle
by telephone at (888) 943-2403. Customers participating in a McKesson-administered Return to Vendor program should return affected product to their
designated returns processor. All other customers should follow the instructions provided by the manufacturer.

For Further Information: O
McKesson:

Website: Click here
GlaxoSmithKline:

Website: Click here

Comments:

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

Source(s):
e 2017 Mar 23. Member Hospital. McKesson letter submitted by an ECRI Institute member hospital Download

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



http://www.mckesson.com/contact-us/overview/

http://us.gsk.com/en-us/contact-us/

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/150617/20170322McKessonGSKVentolinHFAInhalersClientRedacted.pdf



(A28297) McKesson- GlaxoSmithKline.pdf
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[High Priority ] - A28435 : Smirthwaite—Bath Chairs: Pommel May Become Detached from its Carrier,

Exposing a Sharp Surface
Medical Device Ongoing Action

Published: Thursday, April 20, 2017

UMDNS Terms:
® Chairs, Bath [10788]

Product Identifier:

OChairs: (1) Bath, (2) Corner Bath [Capital Equipment]

Part Nos.: (1) 7607, 7609, (2) 7511, 7512; Serial Nos.: 126560, 132862 through 132995, 133009 through 133995, 134011 through 134993,
135001 through 135516

Geographic Regions: The Netherlands, U.K., U.S.
Manufacturer(s): Smirthwaite Ltd17 Wentworth Road, Newton Abbot, TQ12 6TL, England
Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Pediatrics, Home Care, Physical Therapy/Rehabilitation

Problem:
Olnan April 5, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Smirthwaite
states that the pommel on the above chairs may become detached from its carrier, exposing arough, sharp surface that may injure the user.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the April 5, 2017, Urgent Field Safety
Notice letter from Smirthwaite. Confirm receipt of the letter by contacting Smirthwaite by e-mail at info@smirthwaite.co.uk . Remove the pommel, and
return it to Smirthwaite. Smirthwaite will provide a replacement pommel. Notify al relevant personnel at your facility of the information in the Urgent
Field Safety Notice letter, and forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

Richard Snape, managing director Smirthwaite

Tel.: (01626) 835552

Website: Click here

OReferences:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Smirthwaite: bath chair [online]. London: Department of Health;
2017 Apr 18 [cited 2017 Apr 18]. (Field safety notice; reference no. 2017/004/006/601/003). Available from Internet: Click here .
Comments:

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

Source(s):
e 2017 Apr 18. MHRA FSN. 2017/004/006/601/003 Download
e 2017 Apr 18. MHRA FSN. Smirthwaite FSCA No. 2017/003/016/401/001 Download

e 2017 Apr 19. Manufacturer. The manufacturer confirmed the information provided in the source material.

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



mailto:info@smirthwaite.co.uk

http://www.smirthwaite.co.uk/contact-us.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-10-april-to-14-april-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-10-april-to-14-april-2017

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/151949/20170418MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/151950/20170405SmirthwaiteBathChairsMHRA.pdf



(A28435) Smirthwaite-Bath Chairs.pdf
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[High Priority ] - A28340 : Bard— GHIATAS Beaded Breast Localization Wires: Packaging May

Contain Incorrect Wires
Medical Device Ongoing Action

Published: Tuesday, April 4, 2017

UMDNS Terms:
® |Lesion Localization Wires [17906]

Product Identifier:
GHIATAS Beaded Breast Localization Wires [Consumable]

Product .
NOS.: Lot Nos.:
REAN0884,
REYBL777,
477201 710988,
REZK0741
REZI0726,
479201 pE710066

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Bard Medical8195 Industrial Blvd, Covington, GA 30014, United States
Suggested Distribution: Oncology, Diagnostic Imaging, Materials Management

Problem:

OInaMarch 28, 2017, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Bard states that the packaging
for the above wiresmay contain anon-MR compatible wire instead of a MR compatible wire. Bard further states that the use of a non-MR compatible
localization wire instead of an MR compatible localization wire may create an imaging artifact and that the presence of an artifact may potentially have
serious clinical implications. 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 March
28, 2017, Urgent Medical Device Recall Notification letter and Recall and Effectiveness Check Form from Bard. To receive areturn authorization (XC)
number or consignment recall (XH) number, contact Raye Seisinger, Bard recall coordinator, by telephone at (800) 321-4254 (select option 2), ext.
2501, 6 am. to 3 p.m. Mountain time, Monday through Friday, or by e-mail a raye.seisinger@crbard.com . Mark the package as "recalled product,”
include the XC or XH number, and return affected product to Bard, using the enclosed mailing label. Bard will provide credit for returned product.
Complete the Recall and Effectiveness Check Form, and return it to Bard by fax at (800) 994-6772. Inform all relevant personnel at your facility of the
information in the Urgent Medical Device Recall Notification letter, and forward a copy of the letter to 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 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:

Bard

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 dert, refer to our HDA Format Guide .

Source(s):

e 2017 Mar 31. Member Hospital. (includes reply form) Download

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



mailto:raye.seisinger@crbard.com

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

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

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

http://www.bardmedical.com/about-us/Contact

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/151155/20170328BardMRGHIATABreastLocalizationWiresClient_Redacted.pdf



(A28340) Bard- GHIATAS Beaded Breast Localization Wires.pdf
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[High Priority ] - A28417 : Siemens—MAGNETOM Aera, Prisma, Skyra, and Spectra Magnetic
Resonance Imaging Systems: Sudden Drop in Table Height May Occur
Medical Device Ongoing Action

Published: Tuesday, April 18, 2017

UMDNS Terms:
® Scanning Systems, Magnetic Resonance Imaging [16260]
® Tables, Imaging, Magnetic Resonance [18379]

Product Identifier: MAGNETOM Magnetic Resonance Imaging (MRI) Systems: (1) Aera, (2) Prisma, (3) Skyra, (4) Spectra[Capital Equipment]
Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Siemens Healthcare 40 Liberty Blvd, Mavern, PA 19355-9998, United States

Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Diagnostic Imaging

Problem: In aMarch 2017 Customer Safety Advisory Notice letter submitted by an ECRI Institute member hospital, Siemens states that the tables of
the above systems may suddenly drop up to 5 cm, with or without user interaction. Siemens also states that it has received no reports of adverse events
related to this problem.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the March 2017 Customer Safety Advisory
Notice letter and Notification of Safety Advisory Effectiveness Check form from Siemens. Siemens will inspect affected systems and, if all safety
features involving vertical movement are not in place, Siemens will perform a correction during inspection. Regardless of whether you have affected
systems, compl ete the Notification of Safety Advisory Effectiveness Check Form and return it to Siemens using the instructions on the form. Inform all
relevant personnel at your facility of theinformation in the letter, forward a copy of the letter to any facility to which you have further distributed affected
equipment, and inform Siemens of the transfer.

For Further Information:

Siemens

Website: Click here

Comments:

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

Source(s):

e 2017 Apr 13. Member Hospital. March 2017 Siemens letter submitted by ECRI Institute member hospital, MR036/16/P (includes reply
form) Download

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



https://usa.healthcare.siemens.com/

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/151789/201703XXSiemensMagnetromClientRedacted.pdf



(A28417) Siemens-MAGNETOM Aera, Prisma, Skyra, and Spectra Magnetic Resonance Imaging Systems.pdf
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[High Priority ] - A28389 : Christie Innomed—Power Supplies Used with Fujifilm FCR XG-1
Computed Radiography Systems: May Malfunction and Emit Smoke or Odor
Medical Device Ongoing Action

Published: Tuesday, April 11, 2017

UMDNS Terms:
® |mage Digitization Systems, Computed Radiography [17904]
® Power Supplies [18557]

Product Identifier:
Power Supplies used with Fujifilm FCR XG-1 Computed Radiography (CR) Systems [Capital Equipment]

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

Distributor(s): ® Christie Innomed Inc516 rue Dufour, St Eustache, PQ J7R 0C3, Canada
Manufacturer(s): FUJFILM Europe GmbHHeesenstrasse 31, Duesseldorf D-40549, Germany
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging

Problem: InaMarch 27, 2017, Recall letter submitted by an ECRI Institute member hospital, Christie Innomed states that the power supplies used with
the above systems may malfunction and emit smoke or odor. The problem does not represent a direct risk to patients, but smoke may be arisk to users or
patientsif present. Christie Innomed states that it has received no reports of adverse events related to this problem. Christie Innomed 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 March 27, 2017, Recall |etter and reply
form from Christie Innomed. Complete the reply form and return it to Christie Innomed using the instructions on the form. Christie Innomed will contact
your facility to schedule a service call to replace power supplies on affected systems. Inform al relevant personnel of the information in the Recall letter.
For Further Information:

Christie Innomed service representative

Tel.: (800) 361-8750

Website: Click here

Comments:

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

Source(s):
e 2017 Apr 10. Member Hospital. Christie Innomed letter submitted by an ECRI Institute member hospital Download

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



http://www.christieinnomed.com/en/contact-us

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/151520/20170327ChristieInnomedFCRXG1ClientRedacted.pdf



(A28389) Christie Innomed-Power Supplies Used with Fujifilm FCR XG.pdf
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[High Priority ] - A28359 : Siemens—Symbia Intevo Systems: Line Connection Box May Trip

Unnecessarily
Medical Device Ongoing Action

Published: Thursday, April 6, 2017

UMDNS Terms:
® Scanning Systems, Computed Tomography/Single Photon Emission Computed Tomography [24013]

Product Identifier:
Symbia Intevo Systems [Capital Equipment]
Model/Catalog No. 10764804; Serial Nos.: 2107, 2110, 2111

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging

Problem: Health Canada states that the line connection boxes (L CBs) for the above CT systems may unnecessarily trip under normal operating
conditions because of a potentially defective component. Health Canada also states that the manufacturer initiated arecall on March 16, 2017. 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 been contacted by Siemens. Siemens will replace the
affected component for increased breaker stability.

For Further Information:

Siemens

Website: Click here

OReferences:
Canada

e Health Canada. Recalls and safety alerts. Symbia Intevo [onling]. 2017 Mar 31 [cited 2017 Apr 6]. Available from Internet: Click here .
e Health Canada. Recalls and safety alerts. Symbia Intevo [online]. 2017 Apr 4 [cited 2017 Apr 6]. Available from Internet: Click here.

Comments:

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

Source(s):

e 2017 Apr 4. Health Canada Recall Listings. Type Ill. RA-62862 Download
e 2017 Apr 6. Health Canada Recall Listings. Type 1. RA-62902 Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28268 : Abbott Vascular—Absorb GT1 Bioresorbable Vascular Scaffold Stents:

FDA Warns of Increased Adverse Cardiac Events
Medical Device Ongoing Action

Published: Tuesday, March 21, 2017
Last Updated: Thursday, March 23, 2017
UMDNS Terms:
® Stents, Vascular, Coronary [18237]
® Catheters, Vascular, Guiding, Coronary Artery [18674]
® Catheters, Vascular, Stent Delivery, Aorta[26791]
® Prostheses, Cardiac Valve, Biological, Whole Valve [33926]
® Stent/Grafts [20451]
® Stent/Grafts, Vascular [18585]
® Stent/Grafts, Vascular, Aortic [20453]

Product Identifier:
OAbsorb GT1 Bioresorbable Vascular Scaffold (BV'S) Stents [Consumable]

Geographic Regions: Worldwide
Manufacturer(s): Abbott Vascular Devices Div Abbott Laboratories Inc3200 Lakeside Dr, Santa Clara, CA 95054-2807, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Nursing, OR/Surgery, Materials Management

Problem: InaMarch 18, 2017, MedWatch Safety Alert and a March 18, 2017, Letter to Health Care Providers, FDA states that there has been an
increased rate of major adverse cardiac events observed in patients receiving the above BV S stents, when compared to Abbott Vascular's XIENCE drug-
eluting stent. FDA also states that an initial review of two-year data from the BV S pivotal clinical study (ABSORB |11 trial) shows an 11% rate of major
adverse cardiac events (e.g., cardiac death, heart attack, additional procedures to reopen treated heart vessels) in patients treated with the above stents at
two years, compared with 7.9% rate in patients treated with the XIENCE stent. The study showed a 1.9% rate of developing thrombosis (blood clots)
within the BV'S, and that cardiac adverse event rates may be more likely when the device is placed in small heart vessels.

Action Needed:
If you have affected product and/or have treated patients with affected product, verify that you have reviewed the March 18, 2017, MedWatch Safety
Alert and Letter to Health Care Providers . FDA recommends the following actions:

e Follow theinstructions for target heart vessel selection (e.g., avoiding BV S usein small heart vessels) and optimal device implantation that
areincluded in BV'S physician labeling.

e Advise patients experiencing any new cardiac symptoms (e.g., irregular heartbeats, chest pain, shortness of breath) to seek clinical care.

e Refer to the BVS physician labeling for information about risks associated with affected product.

e Advise BVS patients to follow the recommendations for dual antiplatelet therapy (DAPT) prescribed by their health care providers.

e Report any adverse events associated with affected product to Abbott Vascular.

U.S. customers should also 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:

Abbott Vascular

Website: Click here

References:
United States:

Food and Drug Administration. MedWatch. Absorb GT1 bioresorbable vascular scaffold (BVS) by Abbott Vascular: Letter to health care
providers—FDA investigating increased rate of major adverse cardiac events [online]. 2017 Mar 18 [cited 2017 Mar 20]. Available from
Internet: Click here.

Food and Drug Administration. FDA investigating increased rate of major adverse cardiac events observed in patients receiving Abbott
Vascular's Absorb GT1 bioresorable vascular scaffold (BV S)—Ietter to health care providers [online]. 2017 Mar 18 [cited 2017 Mar 20].
Available from Internet: Click here.

Comments:

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

Source(s):

e 2017 Mar 20. FDA. MedWatch Download
e 2017 Mar 20. FDA. March 18, 2017 FDA letter to health care providers Download
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e 2017 Mar 22. Manufacturer. Manufacturer confirmed information.
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[High Priority ] - A28364 : Bard—ARCTIC SUN 5000 Temperature Management Systems: Components

May Fail If Preventive Maintenance Is Not Performed
Medical Device Ongoing Action

Published: Thursday, April 6, 2017

UMDNS Terms:
® Warming/Cooling Units, Patient [12068]

Product Identifier:

ARCTIC SUN

5000

Temperature E':de ot
Management "
Systems:

100 to120V 5000-00-00

North America

100 to 120 V US 5000-00-00E

[Capital Equipment]
Units distributed beginning October 2010

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Bard Medical8195 Industria Blvd, Covington, GA 30014, United States
Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery

Problem: InaMarch 31, 2017, Urgent Customer Notification letter submitted by ECRI Institute member hospitals, Bard states that continued use of the
above systemsin excess of 2,000 system hours, without conducting preventive maintenance, may result in failure of certain components in the system,
most notably the mixing pump, which runs continuously during operation. These mixing pump failures may cause the system to be unavailable for use,
which may result in the inability of the system to cool or rewarm the patient, asintended. The manufacturer has not confirmed the information provided
in the source material.

Action Needed:
Oldentify any affected product in your inventory. To determine how many system hours are on your temperature management system, turn the device on
and from the Therapy Selection screen press the “Help” button on the lower |eft then, press the “Help Index” button, select “Maintenance and Service’
topic, select “ System Diagnostics’ subtopic, press “Display” and scroll to the bottom of the page to find the system hours. If you have affected product,
verify that you have received the March 31, 2017, Urgent Customer Notification letter and Acknowledgment Receipt Form from Bard. In an effort to
support customers in maintaining system performance, Bard is offering a Preventive Maintenance Program for the above systems. This program is being
implemented to encourage you to periodically service key components of the temperature management system to maintain system performance. If you
have a system approaching or exceeding 2,000 system hours, contact Bard customer service department by telephone at (800) 526-4455 (select option 5
then option 5) to obtain more details regarding Bard's Preventive Maintenance Program. If your system has less than 2,000 hours, be aware that that Bard
offers the Preventive Maintenance Program to address potential problems before they occur and to maintain device availability. Forward a copy of the
letter to any facility to which you have further distributed affected product. Compl ete the Acknowledgment Receipt Form and return it to Bard using the
is?qsmngtL%ns 533 the form. If the system becomes unavailable for use, the following alternative conventional methods to control the patient's temperature
ou used:

e Troubleshoot and restore temperature management.
e Switch to another ARCTIC SUN 5000 Temperature Management System, if available.
e Select different surface or intravascular targeted temperature management device, if available.

e Revert to conventional means for inducing and maintaining hypo- or normothermia such asice, cold packs, wet towels, fans or intravenous
infusion of chilled saline to induce hypothermia.

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:

Bard customer service department

Tel.: (800) 526-4455 (select option 5 then option 4)

E-mail: bmd.fieldaction@crbard.com

Website: Click here

Comments:

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

Source(s):
e 2017 Apr 4. Member Hospital. BMD/AS50/0317/0235 (includes reply form) Download
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[High Priority ] - A28194 : Accuscience—Bipolar Forceps: Authenticity May Be Unverified; Labeling

May Be Inconsistent
Medical Device Ongoing Action

Published: Tuesday, March 21, 2017

UMDNS Terms:
® Forceps, Electrosurgical [11502]

Product Identifier:

Forceps: Product Nos.: Lot Nos.:

110 mm Straight Adson Disposable  100-115-13100 30115/AH, 300915/AH, 301115/AH
Bipolar Forceps with 1 mm Tip

110 mm Straight McPherson 100-005-11050 250316, 300915/AH, 301115/AH,
Disposable Bipolar Forceps with 301115AH, 301115/HA, Av310815
Straight 0.5 mm Tip

110 mm Straight Micro Jewellers 100-085-11050 300915/AH, 301115/AH, AV310815
with Straight 0.5 mm Tip

200 mm Straight Disposable Bipolar  100-255-20100 301115/AH, 3110151AH, 3110I5AH,
Forceps with 1 mm Tip 311115AH, AV300915

[Consumable]

Geographic Regions: Ireland, U.K.

Manufacturer(s): AccuscienceUnit C3, M7 Business Park, Newhall, Naas, Co Kildare, Ireland
Suggested Distribution: Emergency/Outpatient Services, OR/Surgery, Neurology, Materials Management

Problem: In a January 20, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Accuscience states that the authenticity of the above productsin the pack were not verified, and that labeling inconsistencies may occur. Because the
information on the label was not verified and incorrect product was placed on the market, Accuscience cannot guarantee the quality and performance of
affected product; a quality problem may pose user and patient safety risks. The incorrect and unverified information on the labels include:

e Device name and description
e Manufacturer details

e Sterilization method

e CE mark

e Date of manufacture

e Expiration date

3lots of McPherson 110 mm straight disposable bipolar forceps with straight 0.5 mm tips were incorrectly labelled as 110 mm straight micro jewellers
with straight 0.5 mm tips. The manufacturer cannot confirm any information in relation to the performance or safety of the actual product supplied in the
packaging of Adson 110 mm straight disposable bipolar forceps with 1 mm tips (Reference No. 100-115-13100).

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 January 20, 2017, Urgent Field Safety Notice letter and Fax Back Form from Accuscience. Notify all relevant personnel at your facility of
the information in the letter. Compl ete the Fax Back Form, and return it to Accuscience using the instructions on the form. Y our Accuscience local
account manager will contact your facility to discuss the problem, address concerns, and arrange for affected product to be collected and credited to your
account.

For Further Information:

Caroline Daly, Accuscience quality representative

Tel.: 353 (4) 5882600

E-mail: caroline.daly @pharmed-group.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Accuscience: Adson disposable bipolar forceps 110mm straight with
1mm tip, McPherson disposable bipolar forceps 110mm straight with straight O.5mm tip, 110mm straight Micro Jeweller with straight
0.5mm tip, disposable bipolar forceps 200mm straight with Imm tip [online]. London: Department of Health. 2017 Mar 6 [cited 2017 Mar
17]. (Field safety notice; reference no. 2017/002/024/291/024). Available from Internet: Click here .

Comments:

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

Source(s):
e 2017 Mar 17. MHRA FSN. 2017/002/024/291/024 Download
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e 2017 Mar 17. MHRA FSN. Download
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[High Priority ] - A28283 : Verathon—GlideScope GVL 2 Stat Blades Used with GlideScope Video
Baton 1-2 Systems: Packaging May Contain Incorrect Size Blade
Medical Device Ongoing Action

Published: Thursday, April 6, 2017
Last Updated: Monday, April 10, 2017

UMDNS Terms:
® | aryngoscope Blades [23534]

Product Identifier:
GlideScope GVL Size 2 Stat Blades used with GlideScope Video Baton 1-2 Single-Use Systems [Consumable]
Stat Blade Lot No. GC32825

GVL 2 Stats distributed in the following formats:

Box of 10

Single-Pouched

Box of 10 contained in Glidescope AVL Video Baton 1-2 Kits (Box Product No. 0270-0429)

Geographic Regions: Canada, Chile, Italy, Mexico, the Netherlands, Panama, Philippines, Qatar, South Africa, Spain, U.K., U.S.
Manufacturer(s): Verathon Inc 20001 North Creek Parkway, Bothell, WA 98011, United States
Suggested Distribution: OR/Surgery, Pediatrics, Otolaryngology, NICU, Materials Management

Problem: InaMarch 31, 2017, Urgent Medical Device Recall |etter submitted by ECRI Institute member hospitals, and aMarch 1, 2017, Urgent Field
Safety Notice letter posted by the U.K. Medicines and Healthcare Regulatory Products Agency (MHRA), Verathon states that the packaging labeled as
containing the above blades may incorrectly contain GVL Size 1 blades. Verathon also states that this problem may result in patients being accidentally
intubated with a smaller stat than intended. Verathon further states that it has received no reports of adverse incidents associated with this problem. The
mislabeling was identified during preprocedure inspections at a customer site. Verathon also states that recommended patient weight ranges for GVL Stat
1 and Stat 2 overlap between 1.8 and 3.8 kg (3.96 and 8.37 |b) and that the patient population at greatest risk are those weighing more than 3.8 kg, up to
10 kg (22.04 pounds), with an airway that is known or anticipated to be difficult. Using a Stat 1 in this scenario may result in inadequate visualization of
the patient airway, necessitating a second intubation attempt or the use of an alternative intubation device.

Action Needed:

Identify, isolate, and discard any affected product in your inventory. If you have affected product, verify that you have received the March 1, 2017,
Urgent Field Safety Notice letter and/or the March 31, 2017, Urgent Medical Device Recall letter and reply form from Verathon. Regardless of whether
you have affected product, complete the reply form and return it to Verathon using the instructions on the form. To arrange to receive replacement
product, contact the Verathon customer care department using the information below.

For Further Information:

Verathon customer care department

Tel.: (425) 692-5732, 6 am. to 4 p.m. Pacific time, Monday through Friday

E-mail: csnotifications@verathon.com or customercareeu@verathon.com

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Verathon Medical. Glidescope GVL 2 Stat [online]. London:
Department of Health; 2017 Mar 20 [cited 2017 Apr 5]. (Field safety notice; reference no. 2017/003/010/291/016). Available from Internet:
Click here.

Comments:

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

Source(s):
e 2017 Apr 5. MHRA FSN. 2017/003/010/291/016 Download
e 2017 Apr 5. MHRA FSN. March 1, 2017 Verathon letter posted by MHRA (includes reply form) Download

e 2017 Apr 5. Member Hospital. March 31, 2017 Verathon letter submitted by ECRI Institute member hospitals (includes reply
form) Download

e 2017 Apr 10. Manufacturer. Manufacturer confirmed information.
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[High Priority ] - A28429 : Bracco—CT Express Injector Units: May Malfunction and Display Error

Message
Medical Device Ongoing Action

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

UMDNS Terms:
® Contrast Media Injection Systems [33478]

Product Identifier:
CT Express Injector Units [Capital Equipment]
Product No. 650195

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Bracco Injeneering SAAvenue De Sevelin 46, Lausanne, CH-1004, Switzerland
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging

Problem:

Health Canada states that on March 17, 2017, a malfunction of the above product was reported to Bracco during non-patient service activity tests. Health
Canada also states that the service engineer successfully performed a simulated injection and that moments later an error code of 2037 was displayed, and
the unit started to run independently. Health Canada also states that the manufacturer initiated arecall on March 27, 2017. 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 been contacted by Bracco.
For Further Information:

Bracco

Website: Click here

References:

e Health Canada. Recall and safety alert—CT Expressinjector unit [online]. 2017 Apr 13 [cited 2017 Apr 18]. Available from Internet: Click
here.

Comments:

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

Source(s):
e 2017 Apr 18. Health Canada Recall Listings. Type |. RA-63010 Download
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[High Priority ] - A28296 : HeartWare/Medtronic—HeartWare Ventricular Assist Device Controllers

and Heart Ware 1435 DC Adapters: Manufacturer Replaces Devices with Updated HVAD Controller
Medical Device Ongoing Action

Published: Wednesday, March 22, 2017
Last Updated: Thursday, March 23, 2017

UMDNS Terms:
® Circulatory Assist Units, Cardiac, Ventricular [10847]

Product Identifier:

HeartWar
e Devices:

[Capital Equipment]
Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): HeartWare International (United States) 500 Old Connecticut Path, Framingham, MA 01701, United States

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

Problem:

InaMarch 1, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Medtronic
(which has acquired HeartWare) states that it has developed an updated HVAD system controller following the problems described in Alert Accession
Nos. A26590 and A26590 01 aswell asAlert Accession No. A24375 and Alert Accession No. A27072 . The new HVAD controller will replace the
contrq!lers &adiablapter described in the Product I dentifier field above. The manufacturer has not confirmed the information provided in the source
material.

on Negﬂﬁqyﬁ lentify any affected controllers and adapters in your inventory. If you have affected controllers and adapters, verify that you have
recewed the March 1, 2017, Urgent Field Safety Notice letter, Acknowledgment Form, and Completion Form from HeartWare. Notify all relevant
personnel at your famlity of the information in the letter. Complete the Acknowledgment Form, and return it to HeartWare using the information on the
form. A HeartWare representative will contact your facility to arrange for training, which will cover the new product labeling including the instructions
for use (IFVU) and patient manual and is mandatory before the new HVAD controllers are distributed to your facility. HeartWare states that patients must
be educated on usi ﬁ? the new HVAD controllers by staff who have first been trained by HeartWare representatives. Do not exchange HVAD controllers
FBDC adaplebstialil your staff has been trained. After training is complete, isolate and replace affected controllers and adapters, IFU, emergency
responder gwd&s and patient manuals. HeartWare states that controller exchanges should not be performed during an electrical fault alarm because the
pumps will be running asingle stator. If an electrical fault is present, download patient log files and contact your HeartWare local representative to
resolve the fault before executing the controller exchange. After returning affected product, complete the Completion Form and return it to HeartWare by
e-mail a con2.0@medtronic.com .

For Further Information:
HeartWare local representative
Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Medtronic: HeartWare ventricular assist system [online]. London:
Department of Health; 2017 Mar 6 [cited 2017 Mar 17]. (Field safety notice; reference no. 2017/003/002/291/005). Available from Internet:
Click here.

Comments:

oNbBaxr a description of the problems referred to in this Alert, see Alert Accession Nos. A26590 and A26590 01 aswell as Alert Accession
No. A24375 and Alert Accession No. A27072 .

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
Controller b&iggrmine 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 aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
Adapters ¢ NggA3ERAar 22. MHRA FSN. 2017/003/002/291/005 Download
e 2017 Mar 22. MHRA FSN. HeartWare Reference No. FSCA JAN2017 (includes reply form) Download
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[High Priority ] - A28363 : Philips—IntelliSpace and Xcelera Information Management Systems: Fields

May Not Be Modified by Anonymization Function
Medical Device Ongoing Action

Published: Thursday, April 6, 2017

UMDNS Terms:
® |nformation Systems, Data Management, Cardiology, Electrocardiography [22499]

Product Identifier:
Information Management Systems: (1) IntelliSpace Cardiovascular, (2) Xcelera [Capital Equipment]
Software Versions: (1) 1.x, (2) R3.x, R4.x

Geographic Regions: (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, Critical Care, Emergency/Outpatient
Services, OR/Surgery, Information Technology

Problem:
In an February 20, 2017, Customer Information letter submitted by an ECRI Institute member hospital, Philips states the anonymization function (the
action "copy study" in combination with “anonymize") in the above systemsis primarily intended for modifying studies that are to be used for training
purposes, (e.g., used in presentations). This functionality will modify or empty a number of DICOM attributes that would otherwise be displayed together
with the image. The complete list of modified attributes is available in the DICOM Conformance Statement of the respective product, which can be found
here under the header "PACS". Since this functionality leaves most attributes untouched, the content of these attributes will not be changed and any
potentially identifiable information is not removed from the study. Philips states that the following fields are not being modified by the anonymization
functionality:

e Referring physician

e Date/time of the study

e Modality

e Study comment

e Study description

e Alternate ID number

e Telephone numbers:

e |n Xcelera private, business, mobile

o InIntelliSpace Cardiovascular: home, work, cell

Philips states that it normally does not know what information is stored in such DICOM attributes (which are optional per the DICOM standard), as data
is added to these attributes by HL7 mappings at import, hospital protocols on data entry at a modality, a hospital information system or direct data entry
within the Xcelera or Intelli Space Cardiovascular application. These are customer-specific implementations and vary per customer and/or country. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected product in your inventory. To identify affected systems, see the information in the letter . If you have affected product, verify that
you have received the February 20, 2017, Customer Information letter from Philips. Philips states that customers are potentially affected if they have the
above software running and store identifiable information in fields that are not included in the anonymization function, and are involved in patient data
exchange with third parties. Philips further states that whether there is potentially identifiable information in fields that are not included in the
arr]wonymizati (f)neI fémction cannot be confirmed fully or for all cases in the above systems; however, the following steps can give an indication for some of
the DICOM fields:

e Launch Xceleraor IntelliSpace Cardiovascular and open any patient's “Patient Info” tab.

e Check if the dternate ID number and phone number fields contain avalue. If it is empty, there is no problem; if it is not empty, then the data
will remain untouched upon using anonymous export, so the information is potentially affected.

The firm states that the check serves as a quick scan only. More fields contain potentially identifiable information and the user interface does not show all
fields. Philips recommends that users aways verify that patient datais completely anonymized before sharing with other parties.
Philips recommends that users always:

e Use dedicated DICOM anonymization tools in case complete deidentification of patient datais required,

e Ensurethat al studies are verified to not contain identifiable information before they are shared with third parties, and

e Ensure compliance with any hospital policy or applicable law and regulations when sharing any data (anonymized or not)
When systems are affected, Philips recommends that users do the following:

e Establish aprocess to prevent patient data, which is not fully anonymized or otherwise does not comply with applicable laws and
regulations, from being shared with unauthorized parties,

e Contact Philips to implement an alternative workflow with improved anonymization outcome,

e Contact Philips to discuss if an enhanced version of Xceleraor IntelliSpace Cardiovascular can be installed, in accordance with your
contract entitlements and/or product upgrade schedule.

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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Philips states that it has enhanced the anonymization function in Intelli Space Cardiovascular 2.1.0, by anonymizing an additional, but still limited set of
DICOM attributes, and displays a note to the user explaining the limitations of this functionality. Philipsis also in the process of making this
enhancement available on XceleraR4.1 L1 SP2 and IntelliSpace Cardiovascular 1.2.3. Philips further states that such additiona anonymization
functionally is not intended and does not warrant compliance with all applicable laws and regulations applicable to sharing any data from any of these
systems, including with any third party. Y our facility always remains responsible for the determination of the level of anonymization that is appropriate,
taking into account applicable laws and regulations.

For Further Information:

Philips

North America

Tel.: (800) 669-1328 or (321) 253-5693

Asia

Tel.: 85 (2) 28215888

Europe, Middle East, Africa

Tel.: 49 (7031) 4632254

Latin America

Tel.: 55 (11) 21250744

Canada

Tel.: (800) 291-6743

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 2017 Apr 5. Member Hospital. CIL 83000198 Download
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[High Priority ] - A28348 : Oscor—Reusable ATAR Extension Cables: May Separate From Connector

during Use
Medical Device Ongoing Action

Published: Monday, April 3, 2017
Last Updated: Thursday, April 6, 2017

UMDNS Terms:
® Electrodes, Cardiac, Externa Defibrillator/Pacemaker [18011]

Product Identifier:

JReusable ATAR Extension Cables [Consumable]

Code Nos.: ATARD-A, ATARMDTS3, ATAR-53912, ATAR-AT, ATAR-MDT, ATAR-MDT2, ATAR-MDT2S-V, ATAR-MDTL, ATAR-MDTR,
ATAR-MDTS, ATAR-R, ATAR-RD2P, ATAR-R NP, ATAR-R T2P, ATAR-R T4P, ATAR-R X2, ATAR-R1, ATAR-RL, ATAR-T, ATAR-T2,
ATAR-V, ATAR-V2, XI.A, XI.MDT, XI.R, XI.T, XI.V

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Oscor Inc3816 De Soto Blvd, Palm Harbor, FL 34683, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Materials Management

Problem:

OInaMarch 31, 2017, Important Information letter submitted by an ECRI Institute member hospital, Oscor states that the above cables may separate
from the connector if the instructions for reuse are not followed. Oscor also states that the above cables are to be used with an external pulse generator
(EPG), and this problem could result in the interruption of stimulation during the exchange of cables. Oscor further states that the above cables are able to
bhe reused, but are aIrequi red to be resterilized at Oscor facilities a maximum of 2 times. 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 March 31, 2017, Important Information
letter from Oscor. Review the current instructions for use (IFU) in the letter that indicate the number of times for reuse and the requirements for re-
sterilization of the product to be conducted by Oscor. To report any adverse reactions or quality problems, contact Oscor by e-mail a8 RGA @oscor.com .
U.S. customers should report adverse events to FDA's MedWatch Adverse Event Reporting program.

For Further Information:

Oscor customer service department

E-mail: atar@oscor.com

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 2017 Apr 3. Member Hospital. March 31, 2017, |etter submitted by an ECRI Institute member hospital Download

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/151064/20170331OscorAtarCablesClient.pdf?option=80F0607

mailto:RGA@oscor.com

mailto:atar@oscor.com

http://www.oscor.com/

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/151412/20170331OscorAtarCablesClient.pdf



(A28348) Oscor-Reusable ATAR Extension Cables.pdf


www.ecri.org . Printed from Health Devices Alerts on Monday, April 17, 2017 Page 1

[High Priority ] - A28346 : Philips—Allura Xper Connect Hospital Information Systems: May Allow

Security Breach
Medical Device Ongoing Action

Published: Wednesday, April 5, 2017
Last Updated: Thursday, April 6, 2017

UMDNS Terms:
® |nformation Systems, Data Management, Hospital [18120]

Product Identifier:
Allura Xper Connect Hospital Information Systems (HIS) [Capital Equipment]
Software Versions: 1.5.12 and below

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: Clinical/Biomedical Engineering, Information Technology

Problem:

In an October 21, 2016, Customer Information letter submitted by ECRI Institute member hospitals, Philips states that the above systems running the
above software may be affected by 460 vulnerabilities, 272 of which are present in software packages for the above systems, and 188 are associated
with Windows X P, Windows 2000, and Windows Server 2003 operating systems, which are no longer supported. These vulnerabilities, if not addressed,
could enable a remote attacker to potentially compromise the device. Philips states it had not received any reports of patient data or privacy breaches
related to this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected product in your inventory. To determine the software version, launch the software and view the display screen and locate the version
next to the lot number, which is represented by the first 3 numbers separated by ".", followed by a software build number as shown in the letter . The
software version is also displayed on the top banner when the software is running. If you have affected product, verify that you have received the October
21, 2016, Customer Information letter from Philips. 0 When customers have followed the instructions for use (IFU), and the system is running on a
version of Windows still supported by Microsoft and regularly updated by the customer accordingly, the likelihood of any of these vulnerabilities to be
exploited is low. Philips recommends that all customers do the following:

e |f running an out-of-date Windows operating system, upgrade Xper Connect Windows operating system to Windows Server 2008-R2.
Regardless of contract status, the customer is responsible for providing the Windows server operating system and necessary hardware. Refer
to the Customer Release Notes, Version 1.5 for the minimum and recommended hardware requirements.

e For further information regarding upgrades of the Windows operating system, contact Philips.

e Philips recommends that all customers reference the product |FU for practical guidance toward maintaining their role in an effective product
security partnership with Philips and to contact their local service support team to discuss any needed guidance or services

e To receive the secure Xper Connect software Version 1.5.13 in accordance with your contract entitlement, or the timeline for alternative
options that will become available in the future, contact Philips.

For Further Information:
Philips

North America

Tel.: (800) 669-1328 or (321) 253-5693
Asia

Tel.: 85 (2) 28215888
Europe, Middle East, Africa
Tel.: 49 (7031) 4632254
Latin America

Tel.: 55 (11) 21250744
Canada

Tel.: (800) 291-6743
Website: Click here

Comments:

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

Source(s):
e 2017 Apr 3. Member Hospital. CIL83000197 Download
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[High Priority ] - A28432 : Cardiovascular Systems— Saline Infusion Pumps: May Switch To

Standby Mode
Medical Device Ongoing Action

Published: Thursday, April 20, 2017

UMDNS Terms:
® |nfusion Pumps, Multitherapy [13215]

Product Identifier:

Saline Infusion Pumps [Capital Equipment]

Model No. SIP-3000

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

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Cardiovascular Systems Inc651 Campus Dr, St Paul, MN 55112, United States
Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, IV Therapy

Problem:

OInan April 14, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Cardiovascular Systems (CSl) states that the
above pumps may switch to standby (yellow light fault) during use, requiring the pump to be reset or replaced before continuing treatment. An
investigation has identified a potential root cause of electromagnetic interference (EMI) from the cath lab environment or from the pump motor that
causes a fault with the pump circuit board. Recovery from the yellow light fault is detailed in the instructions for use (IFU) troubleshooting section. In
coronary procedures, this delay of therapy may present an additional risk of atemporary, medicaly reversible injury. CS| states that the pumps are IEC
60601-1-2 3rd edition compliant and that EMI precautions are cited in the Electromagnetic Compatibility (EMC) Declaration section of the IFU. CSI
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 any affected product in your inventory. If you have affected product, verify that you have received the April 14, 2017, Urgent Medical Device
Recall letter from CSI. CSl states that affected pumps can be used until areplacement is sent. If ayellow light fault is observed and troubleshooting does
not resolve the fault, discontinue use of the pump and notify CSI. CSI will notify your facility when the replacement pump is available. CS| will provide
the replacement pump along with a copy of the April 14, 2017 letter and Customer Acknowledgment Form. Once you receive the replacement pump,
discontinue use of the affected pump. Use the box and packaging of the new pump and return the affected pump along with the Customer
Acknowledgment Form using the pre-paid FedEx label to CSl. If you do not have a FedEx pickup, contact your CSl representative or the CS| recall
coordinator, using the information below, for assistance.

For Further Information:

Csl field action hotline

Tel.: (651) 259-2800

E-mail: csifieldactionhotline@csi360.com

Jake Mellem, CSI recall coordinator

Tel.: (612) 709-6187

E-mall: Jmellem@csi360.com

Website: Click here

Comments:

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

Source(s):
e 2017 Apr 19. Member Hospital. CSl letter submitted by an ECRI Institute member hospital (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28416 : Roche—ACCU-CHEK Inform Il Blood Glucose Meters: Manufacturer

Initiates Firmware Update
Medical Device Ongoing Action

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

UMDNS Terms:
® Analyzers, Point-of-Care, Whole Blood, Glucose [16488]

Product Identifier:

OACCU-CHEK Inform Il Blood Glucose Meters [Capital Equipment]
Serial Nos. UU14000000 and above

Firmware Versions below 04.01.02

Geographic Regions: U.S.

Distributor(s): ® Roche Diagnostics Corp9115 Hague Rd, Indianapolis, IN 46250-0457, United States
Manufacturer(s): Roche Diagnostics GmbH Sandhofer Strasse 116, 68305 Mannheim, Germany

Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Information Technology, Diabetes Education/Coordination, Endocrinology,
Point-of-Care Coordination

Problem: Oln an October 12, 2016, Software Bulletin letter submitted by ECRI Institute member hospitals, Roche states that it is offering firmware
version 04.01.02, an update for the above systems. Customer sites were asked to complete installation by December 31, 2016.

Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the October 12, 2016,
Software Bulletin letter, ACCU-CHEK Inform Il compact disk (CD) SW V4.01.02 (material number 08097950001), and Faxback Form from Roche. To
determine which software version is running on your ACCU-CHEK Inform Il meter, follow the instructionsillustrated in the letter . If your meters have
not been upgraded to firmware version 04.01.02, follow the installation instructionsin the letter within 12 months of receipt of the letter. Complete the
Faxback Form, and return it to Roche using the instructions on the form. After installing the upgrade on al affected systems, discard Analyzer Bulletins
14-264 and 15-162. Retain a copy of the letter for your records.

For Further Information:

Roche ACCU-CHEK customer care service center

Tel.: (800) 440-3638

Website: Click here

Comments:

e [I00OThisaertisaliving 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 additiona information regarding the format of this alert, refer to our HDA Format Guide

Source(s):
e 2017 Apr 17. Manufacturer Letter. 16-168: Roche letter submitted by ECRI Institute member hospital Download
e 2017 Apr 20. Manufacturer. Manufacturer confirmed information contained in source material
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[High Priority ] - A28396 : Helena—Cascade Abrazo c-ACT-LR Cards: May Exhibit Inconsistent

Clotting Times
Medical Device Ongoing Action

Published: Tuesday, April 11, 2017
Last Updated: Thursday, April 13, 2017

UMDNS Terms:
® |VD Test Reagent/Kits, Hematology, Coagulation, Screening, Prothrombin Time [19692]

Product Identifier:
Cascade Abrazo c-ACT-LR Cards [Consumable]
Lot No.: 1-16-5701

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Helena Laboratories Corp 1530 Lindbergh Dr., Beaumont, TX, 77704 United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical Laboratory/Pathology, Point-of-Care Coordination, Materials
Management

Problem:

OInan April 5, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Helena
states that the above cards may exhibit shorter or longer clotting times than expected. This variation could have a different activated clotting time (ACT)
value presentation than may be expected based on patient treatment and conditions. The manufacturer has not confirmed the information provided in the
source material.

Action Needed:

Oldentify, isolate, and discard any affected product in your inventory. If you have affected product, verify that you have received the April 5,

2017, Urgent Field Safety Notice letter and Withdrawal Notification Form from Helena. If an aberrant value is displayed, the instructions for use (IFU)
indicates the specimen (patient or control) should be re-run. If an unexpected value is repeated for a control, the run would be considered invalid, and
require arepeated testing. If it occurs for a patient, acontrol set should also be tested, before repeating the patient sample, or an aternative method should
be used for diagnostic evaluation. Complete the Withdrawal Notification Form, and return it to Helena using the instructions on the form. To obtain credit
or replacement for affected products, contact Helena's. Inform all relevant personnel at your facility of the information in the Urgent Field Safety Notice
letter, and forward a copy of the letter to any facility in which you have further distributed affected product.

For Further Information:

Jessica Jones, Helena L aboratories

Tel.: (409) 842-3714

, ext. 1177

E-mail: jjones@helena.com
Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Helena Laboratories: Cascade Abrazo c-ACT-LR [onling]. London:
Department of Health; 2017 Apr 10 [cited 2017 Apr 11]. (Field safety notice; reference no. 2017/003/013/299/025. Available from Internet:
Click here.

Comments:

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

Source(s):

e 2017 Apr 11. MHRA FSN. Reference no. 2017/003/013/299/025 Download
e 2017 Apr 11. MHRA FSN. April 5, 2017, Urgent Field Safety Notice |etter from Helena (includes reply form) Download
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[High Priority ] - A28356 : Ortho Clinical Diaghostics—enGen Laboratory Automation Systems Using

TCAutomation Software with InOut Communication Interface: May Yield Erroneous Results
Medical Device Ongoing Action

Published: Tuesday, April 11, 2017
Last Updated: Wednesday, April 12, 2017

UMDNS Terms:
® Automation Systems, Laboratory [18573]

Product Identifier:

enGen Laboratory Automation Systems
(ENGEN) with the following:

All TCAutomation (TCA) Software with the
InOut Communication Interface

Product Nos.:

None listed

PARALLEL BYPASS FOR VITROS 5.1 FS AT

(VITROS 5600 Integrated System and VITROS

3600 Immunodiagnostics System use this 6844092
bypass; VITROS 5,1 FS and VITROS 4600

Chemistry Systems can use this bypass)

PERPENDICULAR BYPASS FOR VITROS® 5,1
FS AT (VITROS 5,1 FS Chemistry System, and
VITROS 4600 Chemistry System can use this
bypass)

6844094

[Capital Equipment]

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Ortho-Clinical Diagnostics Inc1001 Rt 202, Raritan, NJ 08869, United States

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

Problem:

OInaMarch 2017 Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Ortho Clinical
Diagnostics (Ortho) states that the above software may send incorrect information to a VITROS System through the InOut communication interface,
potentially causing an unintended sample to be moved into the Bypass aspiration position and aspirated, and results to be associated with the wrong
patient sample D without the operator being notified. The InOut communication interface is currently used by all enGen systems. Ortho also states that it
has not detected an occurrence of this problem, nor has an occurrence been reported on any enGen system; however, an incident was detected on a
VITROS bypass supported by another company. Ortho further states that if this problem occurs, al subsequent samples in the Bypass module may have
results that are associated with incorrect patient sample |Ds until the TCA software automatically clears the Bypass queue or the Bypass is manually reset
or shut down. If the problem occurs, test results associated with the wrong patients will be reported to the laboratory information system (LIS), which
could lead to inappropriate intervention. Ortho states that is has received no reports that suggested that the problem occurred on an enGen system. All of
the following conditions must be present for the problem to occur:

e The Bypass moduleisin the process of positioning Sample A at the aspiration position;
e At least two additional sample tubes (Samples B and C) are waiting to be sampled in the Bypass module queue;
e A radio frequency identification (RFID) tag read failure occurs on the Sample A carrier; and

e TheVITROS System is not available to aspirate on the track (e.g., the analyzer isinitiaizing, or the user is making entries on the diagnostic
screen, or samples are being aspirated from the front of the analyzer).

If the problem occurs, Sample A will not be aspirated because of the tag read failure. Sample B will be aspirated as soon as the VITROS system becomes
available to aspirate from the track. Sample C will be aspirated and will be associated with Sample B. Depending on the timing of additional samples
arriving in the aspiration position, those additional samples may also have misassociated results.

Ortho further states that this problem occurs only with VITROS 5,1 FS and 4600 Chemistry Systems, VITROS 5600 Integrated Systems and VITROS
3600 Immunodiagnostics Systems using bypasses listed on Page 1. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the March 2017 Urgent Field Safety Notice
letter and Confirmation of Receipt form from Ortho. Tag read failure at the aspiration position of the VITROS bypass (STOPPER_DEVIATOR) is one of
the events necessary for the problem to occur. Tag read failures are uncommon and indicate that the Sample ID information for the sample could not be
read. To identify atag read failure event that may indicate the problem occurred, Ortho recommends that you do the following:

e Onthe TCA controller, check the "Show All Messages' screen (Select Messages 0 More O Show All Messages) for a message with Error
1D 525 associated with a VITROS System and with workstation error details showing "STOPPER_DEVIATOR" (see "lllustrations of Error
525" on page 3 of the letter ). Ortho recommends that this check be performed at a minimum during daily maintenance.

e Only if you identify an Error ID 525 associated with a VITROS system and with workstation error details showing
"STOPPER_DEVIATOR":

e Call the Ortho Care technical support center immediately for assistance to determine whether the problem has occurred. Ortho
states that it has alimited ability to determine whether the problem occurred on your system before the date of the oldest backup
file present on the system (default is 30 days). Discuss any concerns regarding previously reported results with your laboratory
medical director to determine ﬁﬁé&%ﬁ@;ﬁl ansidotese of action.
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e Until otherwise instructed by Ortho Care, do not place samples on the track for sorting or routing. Place samples directly on the
analyzer.

Complete Confirmation of Receipt form, and return it to Ortho using the instructions on the form. Ortho states that the root cause for this problem has
been identified as a software anomaly with the InOut communication interface. This problem will be resolved by replacing it with the MOXA NPort DE-
311 device for communication between the VITROS systems and the TCA Bypass software. The MOXA device kit will be available to install at your site
in the near future.

For Further Information:
Ortho
Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Thermo Fisher: enGen laboratory automation systems [online].
London: Department of Health. 2017 Mar 20 [cited 2017 Apr 7). (Field safety notice; reference no. 2017/003/014/601/001). Available from
Internet: Click here.

Comments:

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

Source(s):
e 2017 Apr 7. MHRA FSN. 2017/003/014/601/001 Download
e 2017 Apr 7. MHRA FSN. Ortho reference no. CL2017-059_EU (includes reply form) Download
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[High Priority ] - A28421 : Waters—ACQUITY UPLC Sample Organizers: Internal Fuse Shield May

Combust , Potentially Causing Instrument Failure
Medical Device Ongoing Action

Published: Friday, April 14, 2017

UMDNS Terms:
® |nfusion/Monitoring Line Organizer Systems [17793]
® Analyzers, Laboratory, Body Fluid, Amino Acid [15090]

Product Identifier:
OACQUITY UPLC Sample Organizers, In Vitro Diagnostic (IVD) [Capital Equipment]
Product No. 1860150201V D

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Waters Corp 34 Maple St, Milford, MA 01757, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology

Problem:

OInan April 10, 2017, Medica Device Recall Correction letter submitted by an ECRI Institute member hospital, Waters states that an internal fuse
shield on the above organizers may combust, resulting in a burning odor and instrument failure. Waters also states that the potential fuse combustion is
contained within the instrument, and no risk of damage to samples or the surrounding area exists. 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 April 10, 2017, Medical Device Recall
Correction letter and Reply Verification Tracking Form from Waters. Complete the Reply Verification Tracking Form, and return it to Waters by fax at (
508) 482-2339, or by e-mail at waters_quality@waters.com . Upon receipt, a Waters field service engineer will contact your facility to arrange for
product correction. If aburning odor is detected in or around the instrument, immediately power down the unit, discontinue use, and report the event to
your local Waters service organization.

For Further Information:

Randy Koester, Waters Sr. Director, Global Quality Assurance

E-mail: Randy_Koester@waters.com

Tel.: (508) 482-2323

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 2017 Apr 14. Member Hospita. April 10, 2017, manufacturer letter (includes reply form) Download
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[High Priority ] - A28343 : Magellan—LeadCare Blood Lead Testing Systems: Venous Collection
Tube Stoppers May Cause Underestimation of Blood Lead Results
Medical Device Ongoing Action

Published: Tuesday, April 4, 2017

UMDNS Terms:
® Analyzers, Laboratory, Body Fluid, Lead [15300]
® Tubes, Blood Collection [14183]

Product Identifier:
OLeadCare Blood Lead Testing Systems [Capital Equipment]

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Magellan Diagnostics Inc 101 Billerica Ave Bldg 4, Billerica, MA 01862, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem: InaMarch 13, 2017, Notice to Customers letter submitted by an ECRI Institute member hospital, Magellan states that some venous collection
tubes, including Becton Dickinson (BD) K2-EDTA Vacutainer tubes, may introduce a substance into the blood sample, potentially resulting in
underestimation of the blood lead result on the above systems. The firm has identified the substance as a sulfur-containing curing agent in the rubber
stopper. After prolonged exposure to the stopper (tube placed on arocker or stored upside down for several hours), the substance can leach into the blood
sample. When a venous blood sampleis exposed to this substance and then mixed with treatment reagent and analyzed immediately, the substance can
suppress the lead response. The manufacturer has not confirmed the information provided in the source material .

Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the March 13, 2017, Notice
to Customers letter and Fax Form Record from Magellan. If you are receiving venous samples collected at other sites and cannot assess the extent to
which the blood sample has been in contact with the rubber cap, the firm recommends that the blood-treatment reagent mixtures incubate at room
temperature for 4 hours before analysis with the LeadCare system to allow complete release of the lead; this length of time suffices to mitigate the effects
of rubber stopper exposure. Complete the Fax Form Record, and return it to Magellan using the instructions on the form.

For Further Information:

Magellan product support department

Tel.: (800) 275-0102

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 alert, refer to our HDA Format Guide .

Source(s):
e 2017 Apr 4. Member Hospital. Magellan letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A28349 01 : McKesson—Mylan EpiPen and EpiPen Jr Autoinjectors: May Fail or Be
Difficult to Activate
Medical Device Ongoing Action

Published: Thursday, April 13, 2017

UMDNS Terms:
® |njectors, Medication/Vaccine, Syringe [12132]

Product Identifier:

Mylan

EpiPen 2-
Pak Auto-
Injectors:

NDC Nos.: UPC Nos.: Lot Nos.: Econo Nos.:

5GN767
EXP APR
302017,

5GN773
49502050 34950250
0.15mgJr 105 102 EXP APR 1411107

302017

5GM631
EXP APR
302017,
5GM640
EXP MAY
312017,
6GMO072
EXP SEP
302017,
6GM081
EXP SEP
302017,
6GM082
EXP SEP
49502500 34950250 30 2017,
02 002 6GM087
EXP OCT
312017,
6GMO088
EXP OCT
312017,
6GM091
EXP OCT
312017,
6GM198
EXP OCT
312017,
6GM199
EXP OCT
312017

0.3mg 1412022

[Consumable]
Units distributed beginning December 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 CorpOne Post St, San Francisco, CA 94104, United States

Manufacturer(s): Meridian Medica Technologies Inc 6350 Stevens Forest Rd Suite 301, Columbia, MD 21046, United States
Pfizer Canada 450 - 55 Standish Court, Mississauga, ON L5R 4B2, Canada
Mylan Laboratories Inc Robert J Coury Global Center, 1000 Mylan Blvd, Canonsburg, PA 15317, United States
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Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Home Care, EM S/Transport, Pharmacy, Materials Management

Summary:

OThis Alert provides information on a McKesson subrecall of the above autoinjectors. For information on the action initiated by Meridian, Mylan, and
Pfizer Canada, see Alert Accession No. A28349 .

Problem:

[April 4,2017]

Inan April 3, 2017, Urgent Drug Recall letter, McKesson initiated a subrecall of the above autoinjectors, which were recalled by Meridian, Mylan, and
Pfizer Canada, followed by an Urgent Updated Expiration Dates on Lots letter also dated April 3, 2017. The distributor has not confirmed the information
provided in the source material.

[April 4,2017)

Ina Company Announcement and News Release posted March 31, 2017, by FDA, Mylan states that it has received 2 reports of the above autoinjectors
failing to activate because of a defect in asupplier component. Mylan also states that the defect could make the autoinjectors difficult to activate in an
emergency, failing to activate or requiring increased force to activate, potentially causing significant health consequences for a patient experiencing a
life-threatening allergic reaction. Health Canada states that Pfizer Canadainitiated arecall of the above autoinjectors and that no failures were reported to
date in Canada. Pfizer has not confirmed the information provided in the Health Canada source material .

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the April 3, 2017, Urgent Drug
Recall letter, Business Reply Card (BRC) form, and prepaid shipping label from McKesson. Regardless of whether you have affected product, complete
the BRC and return it to Stericycle. Return affected product to Stericycle using the prepaid shipping label. To obtain additional return kits, contact
Stericycle by telephone at (877) 650-3494. Customers who participate in a M cK esson-administered Return to Vendor program should return product to
their designated returns processor; all others should follow instructions provided by the manufacturer.

For Further Information:

McKesson:

Website: Click here

Mylan customer relations department

Website: Click here

Comments:

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

Source(s):
e 2017 Apr 4. Distributor. McKesson Reference No. 17-069 Download
e 2017 Apr 7. Distributor. McKesson Reference No. 17-069 Download
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[High Priority ] - A28419 : Roche—PreciControl Varia Level 0 Reagents Used with Elecsys PTH and

PTH STAT Immunoassay Systems: May Yield Erroneous Target Values for Elecsys PTH Assays
Medical Device Ongoing Action

Published: Thursday, April 20, 2017

UMDNS Terms:
® Analyzers, Laboratory, Clinical Chemistry/Immunoassay [20821]
® VD Test Reagent/Kits, Immunoassay, Control [17061]
® |VD Test Reagent/Kits, Immunoassay, Bone Metabolism Hormone, Parathyroid Hormone [19133]

Product Identifier:
OPreciControl VariaLevel 0 Reagents used with Elecsys Parathyroid Hormone (PTH) Immunoassays and PTH STAT Immunoassays on the following
Systems: (1) cobas e 411, (2) cobas e 601, (3) cobas e 602, (4) MODULAR ANALYTICSE 170 [Consumable, Capital Equipment]

Reagents: Catalog Nos.: Lot Nos.:  Bottle Lot Nos.:
Elecsys PTH Immunoassay 11972103160 143251 Not listed
Elecsys PTH STAT 04892470160 143261 Not Tisted
Immunoassay

PreciControl Varia Level 0 05618860160 189285 174577

Geographic Regions: U.S.
Manufacturer(s): Roche Diagnostics GmbH Sandhofer Strasse 116, Mannheim Baden-Wurttemberg, Germany D-68305
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology, Materials Management

Problem: Inan April 10, 2017, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Roche states that the e-
barcode and value sheet for the above reagents may contain a typographical error for the target values. Because of the incorrect low target value for level
0, an unacceptable run may be accepted. This may influence PTH patient results and a false low result may remain undetected. In the case of an
intraoperative measurement, an erroneously low PTH result may lead to an incorrect interpretation and conclusion that the resection is complete. In the
worst case, remaining tumor/hyperplastic tissue may be left undetected.

Action Needed: Oldentify any affected product in your inventory. If you have affected product, verify that you have received the April 10, 2017,
Urgent Medical Device Correction letter and faxback form from Roche. The controls for the above analyzers cannot be downloaded with an e-barcode
file, and the e-barcode file with updated values for the cobas e 602 module is not available yet; manually enter the control values and ranges using the
valueslisted in the "Manually Updating Control Values' section of the letter . Refer to the appropriate operator's manual or quick reference card,
available on the Roche Diagnostics USA  website , to manually revise the control values for the following:

o MODULAR ANALYTICS System Operator's Manua > Chapter 10 Special operation: How to ... > QC: How to ... > How to edit control
vaues

e cobas e 411 analyzer Operator's Manual> Chapter 7 Special operation: How to ... > How to edit control target values and ranges
e cobas 6000 analyzer series Quick Reference Card (Manually Installing New Control Lot Numbers, Means, and SD Values)
e cobas 8000 modular analyzer series Quick Reference Card (Quality Control Configuration)

Forward a copy of the letter to any facility to which you have further distributed affected product. Complete the faxback form, and return it to the
manufacturer using the information on the form. Retain a copy of the letter for your records. 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:

Roche support network customer support center

Tel.: (800) 428-2336

Website: Click here

Comments:

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

Source(s):
e 2017 Apr 18. Member Hospital. Roche letter submitted by ECRI Institute member hospital Download
e 2017 Apr 18. Manufacturer. Manufacturer confirmed information contained in source material
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[High Priority ] - A28350 : Roche—proBNP Il and proBNP Il Stat Reagents: May Yield Erroneous

Results
Medical Device Ongoing Action

Published: Thursday, April 6, 2017

UMDNS Terms:
® |VD Test Reagent/Kits, Immunoassay, Cardiac Marker, Protein, Brain Natriuretic Peptide [20692]

Product Identifier:

OReagents: (1) proBNP 11, (2) proBNP || Stat [Consumable]
Catalog Nos.: (1) 4842464190, (2) 5390109190

All lot numbers

Geographic Regions: OO0(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Roche Diagnostics GmbH Sandhoferstrasse 116, 68305 Mannheim, Germany
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem: Health Canada states that the above reagents may yield discrepant results, caused by an NT-proBNP genetic variant. Health Canada also states
that the manufacturer initiated arecall on March 13, 2017. 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 been contacted by Roche. Roche
will update the method sheets in the limitations-interference section.

For Further Information:

Roche

Website: Click here

OReferences:
e Health Canada. Medical device recall. Elecsys proBNP Il and proBNP |1 Stat (2017-03-13) [online]. 2017 Mar 31 [cited 2017 Apr 5].
Available from Internet: Click here.

Comments:

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

Source(s):
e 2017 Apr 5. Health Canada Recall Listings. Type |I. Reference No. RA-62860 Download
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[High Priority ] - A28402 : Beckman Coulter—Various Synchron Systems Reagents: Metamizole,

Sulfasalazine, and Sulfapyridine May Cause Interference
Medical Device Ongoing Action

Published: Wednesday, April 12, 2017

UMDNS Terms:
® |VD Test Reagent/Kits, Clinical Chemistry, Enzyme, Lactate Dehydrogenase [18888]
® |VD Test Reagent/Kits, Clinical Chemistry, Lipid, Cholesterol [18911]
® |VD Test Reagent/Kits, Clinical Chemistry, Lipid, Cholesterol, High-Density Lipoprotein [18912]
® |VD Test Reagent/Kits, Clinical Chemistry, Nitrogen Metabolite, Creatinine [18941]
® |VD Test Reagent/Kits, Clinica Chemistry, Nitrogen Metabolite, Uric Acid [18942]
® |VD Test Reagent/Kits, Immunoassay, Toxicology, Salicylate [19172]
® |VD Test Reagent/Kits, Clinical Chemistry, Lipid, Triglyceride [18918]

Product Identifier:

Synchron Systems  Reference
Reagents: Nos.:

Cholesterol (CHOL) 467825

Enzymatic

Creatinine (CRE) 760298
High-Density

Lipoprotein A15625

Cholesterol (HDL)

Lactate (LACT) A95550
Salicylate (SALY) 378194

Triglycerides (TG
and TG-B) 445850

Uric Acid (URIC) 442785

[Consumable]
All lot numbers

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Beckman Coulter Inc Clinical Diagnostics Div250 S Kraemer Blvd, Brea, CA 92822-8000, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:

Inan April 3, 2017, Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, Beckman Coulter states that it has identified
metamizole (dipyrone) (an analgesic/antispasmodic/antipyretic drug [no longer for salein certain geographies, including the U.S. and Canada)),
sulfasalazine (an antiinflammatory drug), and sulfapyridine (a sulfonamide antibiotic drug) as potentia sources of interference with the above reagents.
Beckman Coulter also states that these drugs may have the following effects on patient analytes:

e Metamizole (dipyrone) may cause false low cholesterol, enzymatic creatinine, HDL cholesterol, lactate, triglycerides, and uric acid results
to be generated.

e Sulfasalazine may cause false high salicylate results to be generated.
e Sulfapyridine may cause false low salicylate results to be generated.

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

Action Needed:

Identify any affected reagentsin your inventory. If you use affected product, verify that you have received the April 3, 2017, Urgent Medical Device
Recall letter and Response Form from Beckman Coulter. Beckman Coulter states that the following statement will be added to the respective
"INTERFERENCES" sections of the Chemistry Information Sheets (CISs) of the CHOL, CRE-E, HDL, LACT, TG, TG-B, and URIC reagents:

e "Venipuncture immediately after or during the administration of Metamizole (Dipyrone) may lead to falsely low results for [analyte name].
Venipuncture should be performed prior to the administration of Metamizole."

Beckman Coulter also states that the following statements will be added to the "INTERFERENCES' section of the SALY reagent CIS:
e "Patients treated with Sulfasalazine may generate afalse high result for Salicylate.”
e "Patients treated with Sulfapyridine may generate afalse low result for Salicylate.”

Beckman Coulter also states that the updated CISs are available on the firm's website under Technical Documents. Beckman Coulter does not
recommend a retrospective review of results. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter
to any facility to which you have further distributed affected product. Retain a copy of the letter with your laboratory quality system documentation.
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Complete the Response Form, and return it to Beckman Coulter using the instructions on the form.

For Further Information:

Beckman Coulter customer support center (U.S. and Canada) or Beckman Coulter local representative (outside U.S. and Canada)
Tel.: (800) 854-3633 (U.S. and Canada)

Website: Click here

Comments:

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

Source(s):

e 2017 Apr 11. Member Hospital. Beckman Coulter letter submitted by an ECRI Institute member hospital: FA-29156 (includes reply
form) Download
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[High Priority ] - A28266 : SCIEX—Varian TV 801 Turbo Pumps on APl 4000, 4000 QTRAP, and API
5000 Mass Spectrometer Systems: Rotor Fragmentation May Cause Ejection of Metal Fragments,

Potentially Resulting in Injury or Death
Medical Device Ongoing Action

Published: Thursday, March 23, 2017
Last Updated: Thursday, March 30, 2017

UMDNS Terms:
® Spectrometers, Mass, Laboratory [17199]

Product Identifier:

Varian TV 801 Turbo Pumps (supplied by Agilent Technologies) on the following Mass Spectrometer Systems: (1) 4000 QTRAP, (2) API 4000, (3) API
5000 [Capital Equipment]

Mass Spectrometer Systems for research use only (not for use in diagnostic procedures) and sold under various brand names, including AB SCIEX,
Applied Biosystems, MDS SCIEX, and SCIEX; Pumps manufactured by Varian between 2002 and 2009; All TV 801 model Turbo Pumps (including
exchange models); Aligent Pump Part Nos.: SQ336, EX8698933 (refurbished pump), EXSQ336 (refurbished pump)

Geographic Regions: Australia, Austria, Belgium, Canada, Chile, China, Croatia, Czech Republic, Denmark, Egypt, Finland, France, Germany,
Greece, Guatemala, Hong Kong, Hungary, India, Ireland, Israel, Italy, Japan, Jordan, Korea, Lebanon, Lithuania, Malaysia, Mexico, Netherlands, New
Zealand, Norway, Poland, Portugal, Romania, Russia, Saudi Arabia, Singapore, Slovenia, South Africa, Spain, Sweden, Switzerland, Taiwan,
Thailand, Turkey, U.S., United Arab Emirates, Vietham

Distributor(s): ® Agilent Technologies Inc 121 Hartwell Ave, Lexington, MA 02124, United States (TV 801 Turbo Pump supplier)

Manufacturer(s): AB SCIEX Pte LtdMarsiling Ind Estate Road 3, Singapore 739256 (mass spectrometer systems manufacturer)
Varian Medica Systems Inc3100 Hansen Way, Palo Alto, CA 94304-1038, United States (TV 801 Turbo Pump manufacturer)

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

Summary:
JOn March 24, 2017, the manufacturer confirmed the information provided in the source material and verified additional regions of geographic
distribution. ECRI Institute has updated the Geographic Regions field accordingly.

Problem:

InaMarch 13, 2017, Important Safety Notice Immediate Action Required letter submitted by an ECRI Institute member hospital, SCIEX states that the
above pumps may experience arotor fragmentation, leading to a sudden separation of the body from the envelope, allowing metal fragments to be gjected
from the pump at high speeds, potentially resulting in serious injury or death. SCIEX also states that it has received 2 reports related to this problem;
however, it has received no reports of injuries associated with this problem.

Action Needed:

Identify and discontinue use of any affected systemsin your inventory. If you have affected systems, verify that you have received the March 13, 2017,
Important Safety Notice Immediate Action Required |etter, Response Form, and copy of the March 8, 2017, Agilent Technologies |etter from SCIEX.
Use the steps and images in the "How to Determine Whether Y ou Have an Affected Turbo Pump" section of the letter to aid in identifying systems with
an affected pump. If you do not feel comfortable performing these steps, follow the stepsin the "How to Shut Down the System" section of the |etter ,
and then contact your SCIEX local service representative. If your system does contain an affected pump, do the following:

1 Shut down the system by following the stepsin the "How to Shut Down the System" section of the |etter .
2. Complete the Response Form, and return it to SCIEX using the instructions on the form.

3. If you have questions, contact the SCIEX technical assistance center (TAC) or click here . Customersin the U.S. and Canada should
contact the SCIEX TAC by telephone at (877) 740-2129; customersin other regions should click here to find the appropriate contact
information.

4. Do not resume use of the affected system until a correction has been installed.

Notify al relevant personnel at your facility of the information in the letter, forward a copy of the letter to any facility to which you have further
distributed affected product, and notify SCIEX of the transfer. Retain a copy of the letter as part of your laboratory quality system documentation.

For Further Information:
SCIEX
Website: Click here

Comments:

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

Source(s):
e 2017 Mar 22. Member Hospital. SCIEX letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2017 Mar 24. Manufacturer. SCIEX confirmed the information provided in the source material.
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[High Priority ] - A28388 : Smith & Nephew—ACUFEX TRUNAYV Retrograde Drills: Blade May Detach

from Device and/or Distal Drill Head May Fracture during Retrograde Reaming
Medical Device Ongoing Action

Published: Wednesday, April 12, 2017

UMDNS Terms:
® Drill Bits, Surgical, Bone [33883]

Product Identifier:

ACUFEX
TRUNAV  Product Batch
Retrograd Nos.: Nos.:
e Drills:

G11243,
G11244,
(18810,
(G18813,
G32171,
G32172

55mm 72204037

G10766,
G10782,
(G18814,
6 mm 72204038 G18815.
G32178,
G32179

G10785,
G10787,
(18816,
G18817

6.5mm 72204039

F93290,
F93297,
G107009,
7mm 72204040 G10712,
G15944,
(G15945,
G27849

F93305,
F93306,
G11233,
7.5mm 72204041 611234
G27843,
G27847

F92143,
F92147,
(G10380,
(G10382,
G11216,
G11217,
G11231,
G11232,
G15940,
G15943,
(18835,
(G18836,
G30219,
G30220,
G30254,
30255,

(32180,
G32182,
(G32183,
G32184

8 mm 72204042

@

F93301,
F93303,
G04665,
G27840,

8.5mm 72204043
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F86213,
F86216,
G04654

G04655,
G04656,
G10376,
G10377,
G11224,
G11226,
G11237,
G11238,
(G15935,
G15936,
G15937,
(18822,
(18823,
9mm 72204044 G18824,
(18826,
(G18837,
(18838,
(18840,
(18841,
G30215,
G30216,
G30247,
G30248,
G30256,
G32169,
G32173,
G32174,
G32175,
G32176,
G32177

F93298,
F93299,
F93300,
9.5mm 72204045 G11240,
G11242,
G30252,
G30253

F91770,
F92141,
(G10378,
G10379,
G10788,
G10790,
G11229,
G11230,
G11235,
G11236,
10mm 72204046 G15938,
G15939,
(18830,
(G18832,
G27835,
G27836,
G30217,
G30218,
G30250, G
30251,
G32170

(10802,
10.5mm 72204047 G10804,
G18818

11mm 72204048 G15888,
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[Consumable] (15934,
Units distributed between November 2016 and March 2017

G11227,
11.5mm 72204049 ~1805n

G11228,
(G18821

12mm 72204050

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Smith & Nephew Inc (Memphis)1450 Brooks Rd, Memphis, TN 38116, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem: InaMarch 15, 2017, Urgent Medical Device First Recall Notice letter submitted by an ECRI Institute member hospital, Smith & Nephew
states that the cutting blade may detach from the above drills and/or the above distal drill head may fracture during retrograde reaming, potentially
resulting in an irretrievable foreign body in the joint space that may cause iatrogenic injuries. The manufacturer has not confirmed the information
provided in the source material .

Action Needed: Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the March 15,
2017, Urgent Medical Device First Recall Notice letter and Response Form from Smith & Nephew. The firm recommends that you perform postoperative
x-raysin 2 planes as part of the routine follow-up for patients, and, where the drill head has broken, examine x-rays specificaly for the presence of loose
metallic fragments, particularly in the posterior part of the knee joint but also throughout the entire joint space. Regardless of whether you have affected
product, complete the Response Form and return it to Smith & Nephew using the instructions on the form. Upon receipt of the form, Smith & Nephew
will provide your facility with areturn authorization (RA) number. Inform all relevant personnel at your facility of the information in the Urgent Medical
Device First Recall Notice letter, and forward a copy of the |etter to any facility to which you have further distributed affected product. Return affected
product by mail to Smith & Nephew, Attn: Global Field Actions, 76 S. Meridian Ave., Oklahoma City, OK 73107, United States.

For Further Information:

Smith & Nephew

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

Source(s):

e 2017 Apr 10. Member Hospital. Smith & Nephew letter submitted by an ECRI Institute member hospital. Reference No. R-2017-05
(includes reply form) Download
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[High Priority ] - A28425 : Fujifilm—Air/Water and Suction Buttons on Gl Endoscopes: May Stick

during Use
Medical Device Ongoing Action

Published: Thursday, April 20, 2017

UMDNS Terms:
® Endoscopes, Gastrointestinal Tract, Upper Tract, Video/Ultrasound [23503]

Product Identifier:
Buttons used with Type-5 Gl Endoscopes within the following series: 250, 450, 500, 600 [Capital Equipment]

Buttons: Model Nos.:
Air/Water AW-500/G
Suction SB-500/G

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): FUJFILM Europe GmbHHeesenstrasse 31, Duesseldorf D-40549, Germany
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Gastroenterology

Problem: In aFebruary 10, 2017, Medical Device Field Action Notification letter submitted by an ECRI Institute member hospital, Fujifilm states that
it has received reports involving the above buttons becoming stuck or sticky and exhibiting difficulty in smooth operation and/or in removal from their
respective valve cylinder. Although sticky or stuck buttons may cause an inconvenience to the user (e.g., sluggish operation, continuous water flow,
inadequate or continuous suction) and could result in an insignificant delay in a procedure, FUJIFILM states that no patient adverse events have been
reported to regarding this problem. 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 February 10, 2017, Medical Device
Field Action Notification letter and Tracking/Verification Form from Fujifilm. Complete the Tracking/V erification Form and return it to Fujifilm using
the instructions on the form. Fujifilm states that it is updating the air/water and suction buttons (version D), and that the design and certain materials have
been changed to improve their durability and performance, simplify insertion and withdrawal from their respective valve cylinders and reduce the
potential for "sticking" or "stuck" buttons. If a sticky/stuck button occurs, Fujifilm states that continuous water flow or suction can be eliminated
immediately by turning off the air pump or suction pump, or by temporary disconnection or removal of the air/water source (e.g., water tank) or suction
source (e.g., tube from aspirator/wall suction) from the endoscope. The firm further states that if a sticky/stuck button occurs, it should be replaced with
the new version "D" type air/water or suction button. When ordering the newest AW-500/G and SB-500/G buttons, identify your specific type of
endoscope. Version "D" buttons will be provided for non-duodenoscopes.

For Further Information:

Fujifilm

Tel.: (800) 385-4666 8 am. to 5 p.m. Eastern time

E-mall: g5info@fujifilm.com

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

Source(s):
e 2017 Apr 18. Member Hospital. Fujifilm letter submitted by an ECRI Institute member hospital (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28384 01 : Cardinal Health—Sekisui Diagnostics OSOM BVBLUE Test Kits: May

Exhibit False Positive Test Results
Medical Device Ongoing Action

Published: Monday, April 10, 2017

UMDNS Terms:
® |VD Test Reagent/Kits, Microbiology, Bacteria, | dentification, Gardnerella vaginalis [21737]
® |VD Test Reagent/Kits, Serology, Rapid Test, Bacteria[19083]

Product Identifier:
Sekisui Diagnostics OSOM BVBLUE Test Kits [Consumable]
Cardinal Health Product Nos.: 183S, B10490-183; Sekisui Part No. 183; Lot No. B2323

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

Distributor(s): ® Cardinal Health Medical Products & amp; Services Group1450 Waukegan Rd, McGaw Park, IL 60085-3975, United States
Manufacturer(s): Sekisui Diagnostics LLC31 New Y ork Ave, Framingham, MA 01701-9322, United States

Suggested Distribution: Clinical Laboratory/Pathology, Obstetrics/Gynecology/Labor and Delivery, Point-of-Care Coordination, Materials
Management

Summary:

This Alert provides information on a Cardinal Health subrecall of the above test kits based on an April 6, 2017, Urgent Product Recall |etter submitted by
an ECRI Institute member hospital. For information on the action initiated by Sekisui Diagnostics, see Alert Accession No. A28384 .

Problem:

[April 10, 2017]

Inan April 6, 2017, Urgent Product Recall letter submitted by an ECRI Institute member hospital, Cardinal Health initiated a subrecall of the above test
kits, which were recalled by Sekisui Diagnostics. The distributor has not confirmed the information provided in the source material.

[April 10, 2017]

In an April 3, 2017, Important Product Correction letter submitted by an ECRI Institute member hospital, Sekisui Diagnostics states that the above test
kits may yield false-positive results. Sekisui Diagnostics further states that excessive temperature fluctuations during shipping and/or handling may be the
root cause 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 April 6,
2017, Urgent Product Recall letter, Recall Acknowledgment Form, and copy of the April 3, 2017, Sekisui Diagnostics Important Product Correction letter
and Confirmation of Notification form from Cardinal Health. Regardless of whether you have affected product, complete the Recall Acknowledgment
Form and return it to Cardinal Health by fax at (847) 689-9101 or (614) 652-9648. Forward a copy of the letters to any facility to which you have further
distributed affected product. To arrange for product return and to obtain credit, contact the Cardinal Health customer service department by telephone at
(800) 964-5227 (U.S. hospital customers), at (800) 444-1166 (U.S. federal government facilities), or at (888) 444-5440 (all other U.S. customers).

For Further Information:

Leena Sims, Cardina Health regulatory management specialist

Tel.: (800) 292-9332

Website: Click here

Sekisui technical services department

Tel.: (800) 332-1042

Website: Click here

Comments:

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

Source(s):

e 2017 Apr 7. Member Hospital. April 6, 2017 Cardinal Health letter submitted by ECRI Institute member hospital, Event #2017-00632
(includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28418 : McKesson—B Braun APEX 26-Lead Transfer Sets : Internal Leaking May

Occur at the Macro Valves
Medical Device Ongoing Action

Published: Friday, April 14, 2017

UMDNS Terms:
® Transfer Sets, Liquid [16610]

Product Identifier:

0B Braun CS4 APEX 26-Lead Transfer SetslJ [Consumable]

NDC No. 08021002234; UPC No. 46964656101; McK esson Econo No. 3595907; Lot Nos.: 61492651, 61503073, 61503074, 61503075, 61503838,
61503079, 61503076, 61503092, 61506054, 61503096, 61506055, 61506056, 61506057, 61507600, 61507601, 61507602, 61507603, 61507612,
61514488, 61507645

Units distributed beginning May 27, 2016

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

Distributor(s): ® McKesson CorpOne Post St, San Francisco, CA 94104, United States
Manufacturer(s): B Braun Medical Inc824 Twelfth Ave, Bethlehem, PA 18018-3524, United States
Suggested Distribution: Pharmacy, Materials Management

Problem:

Olnan April 12, 2017, Urgent Drug Recall |etter submitted by an ECRI Institute member hospital, McKesson initiated a subrecall of the above sets,
which were recalled by B Braun. McKesson states that B Braun is recalling the above sets because internal leaking may occur at the macro valves of
about 0.11% of the product. The distributor 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 April 12,
2017, Urgent Drug Recall letter and response form from McKesson and/or that you have been contacted by the manufacturer. Complete the response
form, and return it to B Braun by fax at (610) 849-1197

or by email at PA_QualityAssurance. BBMUS_Service@bbraun.com . If you need a response form, contact B Braun using the information below. Upon
receipt of the form, B Braun will issue areturnskit. Customers participating in a McKesson-administered Return to Vendor program should return
affected product to their designated returns processor. All other customers should follow the instructions provided by the manufacturer.

For Further Information:

B Braun customer service department

Tel.: (800) 227-2862

Website: Click here

McKesson

Website: Click here

Comments:

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

Source(s):
e 2017 Apr 13. Member Hospital. McKesson Reference No. 17-074 Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28354 : Abbott—Thoratec HeartMate Il System Pocket Controllers: Manufacturer
Updates Software and Alarm Guides to Facilitate Easier Exchange and Reduce Rate of Unnecessary

Patient Controller Exchanges
Medical Device Ongoing Action

Published: Thursday, April 13, 2017

UMDNS Terms:
® Circulatory Assist Units, Cardiac, Ventricular [10847]

Product Identifier: HeartMate || System Pocket Controllers [Consumable, Capital Equipment]
Model No. 105109; U.S. Catalog Nos.: 106015, 106762, 107801; Catalog Nos. Outside U.S.: 106016, 106017; All seria nos.

Geographic Regions: Asia, Australia, Canada, Europe, Latin America, U.S.
Manufacturer(s): Abbott/Thoratec6035 Stoneridge Drive, Pleasanton, CA 94588, United States

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

Problem: InaMarch 29, 2017, Urgent Medical Device Correction letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA) and submitted by ECRI Institute member hospitals, Abbott states that it is updating aert guides, upgrading software, and adding controller
aignment markings for the above system pocket controllers to ensure that patients can successfully exchange their pocket controllersin emergency
situations. Abbott further states that following a voluntary field correction in 2014 regarding the patient controller exchange process, patients still
experienced alow level of adverse events (including serious injury or death) at arate of 0.1%, because of unnecessary patient controller exchanges.

Action Needed:

Identify any affected product in your inventory and any patients implanted with affected product. If you have affected product and/or patients, verify that
you have received the March 29, 2017, Urgent Medical Device Correction letter and Acknowledgment Form from Abbott. An Abbott representative will
contact your facility to assist in scheduling software and instruction updates for affected patients. These updates include the following:

e Updated labeling and alarm guides

o A software upgrade that simplifies the system controller alarm message by removing some non critical advisory alerts on the patient's
system controller. Abbott states that removing these alerts will further reduce the chance that a patient will attempt to unnecessarily change
system controllers in response to seeing them.

e Enhanced controller alignment markings on the System Controller and left ventricular assist device (LVAD)'s driveline connector for better
alignment during insertion and removal.

e System Controllers with new yellow markings will be provided to all newly-implanted patients.

e When existing patients need to have controllers replaced because the models are damaged or old, Abbott will replace the controllers at no
cost; however, the implanted driveline will not change and therefore will not have matching yellow markings.

All ongoing HeartMate || LVAS patients should receive these software updates, updated labeling, and alarm guides from you or your VAD coordinator,
with assistance from Abbott. This office visit should include the following:

e Software updates on the primary and backup system controllers, with support from authorized Abbott representatives
e Explanation of the latest software update for the patient (and caregivers)

e A reminder to patients to contact their VAD coordinator in the event an alarm appears on their system controller and reinforcement that
system controller exchanges are to be performed by their VAD coordinator in the hospital.

Compl ete the Acknowledgment Form, and return it to Abbott using the instructions on the form.
For Further Information:

U.S:

Abbott HeartLine

Tel.: (800) 456-1477

Outsidethe U.S.:

Abbott technical services department

Tel.: 46 (8) 4744147

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Abbott. HeartMate 11® system controller [online]. London:
Department of Health; 2017 Apr 3 [cited 2017 Apr 6]. (Field safety notice; reference no. 2017/003/030/701/007). Available from Internet:
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 dert, refer to our HDA Format Guide .

Source(s):

e 2017 Apr 5. Member Hospital. March 29, 2017 Abbott Vascular letter submitted by ECRI Institute member hospitals (includes reply
form) Download

e 2017 Apr 5. MHRA FSN. March 29, 2017 Abbott letter posted by MHRA Download
©2017 ECRI Ingtitute

5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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e 2017 Apr 5. MHRA FSN. 2017/003/030/701/007 Download
e 2017 Apr 13. Manufacturer. Manufacturer confirmed information.
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[High Priority ] - A28410 : Lifetech—IrisFIT Patent Foramen Ovale Occluders: Wire May Fracture
Medical Device Ongoing Action

Published: Wednesday, April 19, 2017

UMDNS Terms:
® Occluders, Cardiac Septum [20414]

Product Identifier:
IrisFIT Patent Foramen Ovale (PFO) Occluders [Consumable]
Product Nos.: LT-PFOs-18, LT-PFOs-25, LT-PFOs-30

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

Manufacturer(s): Lifetech ScientificCybio Electronic Building, Langshan 2nd Street, North Area of High-tech Park, Nanshan District, Shenzhen
518057, P. R. China

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem:
InaMarch 9, 2017, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Lifetech states the
wire in the above occluders may fracture. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify and isolate any affected productsin your inventory. If you have affected product, verify that you have received the March 9, 2017, Urgent Field
Safety Notice letter from Lifetech. If you have used affected product, no action is necessary and you can continue to manage patients in accordance with
your standard patient management protocol. To return affected product, contact Cherry Jing be telephone at 86 (755) 8602-6250, ext. 8807 or by e-mail at
cherry.jing@lifetechmed.com . Inform all relevant personnel of the information in the Urgent Field Safety Notice letter, and forward a copy of the letter
to any facility to which you have further distributed affected product.

For Further Information:

Lifetech

Website: Click here

References:
o Germany. Federal Institute for Drugs and Medical Devices. Recall of Lifetech IrisFI T patent foramen ovale (PFO) occluders, Lifetech
Scientific [online]. 2017 Apr 11 [cited 2017 Apr 11]. Available from Internet: Click here.
Comments:

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

Source(s):

e 2017 Apr 11. BfArM (Germany). 02300/17 Download
e 2017 Apr 11. BfArM (Germany). Download

©2017 ECRI Ingtitute
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May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28198 : Coloplast—Multi-Organ Procurement Catheters: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Wednesday, April 5, 2017
Last Updated: Thursday, April 6, 2017

UMDNS Terms:
® Catheters, Vascular, Perfusion [10739]

Product Identifier:
OMulti-Organ Procurement Catheters [Consumable] Catalog No. AJ6516; Lot Nos.: 4709982, 4893648, 5066441, 5260931, 5260932

Geographic Regions: Europe, U.K.
Manufacturer(s): Coloplast A/SHoltedam 1-3, DK-3050 Humlebaek, Denmark
Suggested Distribution: Infection Control, OR/Surgery, Perfusion, Tissue Bank, Materials Management

Problem: In aFebruary 24, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Coloplast states that the pouches containing the above catheters may be defective, compromising device sterility, and potentialy resulting in
patient infection. If the defect is recognized by staff, they would have to change the device and thereby prolong the procedure.

Action Needed: Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the February
24, 2017, Urgent Field Safety Notice letter and Confirmation of Receipt of the FSN form from Coloplast. Return any affected product to Distribution
Center of Coloplast Champlan, Recall AJ6516, Service Retour, 2 bis route du Chemin Blanc, ZAC du Clotais, 91160 CHAMPLAN, France. Notify all
relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed
affected product. Compl ete the Confirmation of Receipt of the FSN form, and return it to Coloplast using the instructions on the form. The firm will
refund all expenses.

For Further Information:

Coloplast supply chain customer service department

Tel.: (01733) 368739

E-mail.: gbcma@coloplast.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Coloplast: Multi-organ procurement catheter [online]. London:
Department of Health; 2017 Mar 6 [cited 2017 Mar 17]. (Field safety notice; reference no. 2017/002/024/701/015). Available from Internet:
Click here.
Comments:

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

Source(s):
e 2017 Mar 28. MHRA FSN. 2017/002/024/701/015 Download
e 2017 Mar 28. MHRA FSN. Ref. FRGNY -2017-0216-AJ6516 (includes reply form) Download

e 2017 Apr 5. Manufacturer. Manufacturer confirmed information contained in source material

©2017 ECRI Ingtitute
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[High Priority ] - A28257 : Centurion—Post-Op Eye Tray Convenience Kits Containing Covidien

Curity Oval Eye Pads: Oval Eye Pad Sterility May Be Compromised
Medical Device Ongoing Action

Published: Tuesday, March 21, 2017

UMDNS Terms:
® Absorption Pads, Eye Secretion [11661]
® Procedure Trays, Surgical [17168]

Product Identifier:

Post-Op Eye Tray Convenience Kits containing Covidien Curtiy Oval Eye Pads [Consumable]

Kit Product No. ET235; Kit Lot/Batch Nos.: 2015083190, 2015111190, 2016031490, 2016072790, 2016092190; Covidien Curity Oval Eye Pad Product
No. 2841

Kits distributed between July 2013 and March 2017

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

Manufacturer(s): Centurion Medical Products100 Centurion Way, Williamston, M1 48895, United States (kit manufacturer)
Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States (eye pad manufacturer)

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

Problem:

InaMarch 9, 2017, Urgent Product Recall Notice letter submitted by an ECRI Institute member hospital, Centurion states that the above kits contain
Covidien Oval eye pads, which are being recalled by Medtronic because their sterile packaging may be compromised, potentially compromising product
sterility and an increased risk of infection. Centurion also states that other components of the above kits are not affected by the recalled product. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected kitsin your inventory. If you have affected kits, verify that you have received the March 9, 2017,
Urgent Product Recall Notice letter and Accountability Record form from Centurion. Regardless of whether you have affected kits, complete the
Accountability Record form and return it to Centurion using the instructions on the form. Upon receipt of the form, a Centurion representative will
contact your facility to arrange to retrieve affected product from your facility (if applicable). 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; fax at
(800) 332-0178; by mail (using postage-paid FDA form 3500, available here) at MedWatch, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or
online at the MedWatch website .

For Further Information:
Centurion
Website: Click here

Comments:

e For information on the action initiated by Medtronic, see Alert Accession No. A28214 .

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

Source(s):
e 2017 Mar 15. Member Hospital. Centurion letter submitted by an ECRI Institute member hospital Download

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



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

https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm

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

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1629730

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1629730

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/150214/20170309CenturionConvenienceKitsClientRedacted.pdf



afsaif
(A28257) Centurion-Post-Op Eye Tray Convenience Kits.pdf


www.ecri.org . Printed from Health Devices Alerts on Sunday, April 23, 2017 Page 1

[High Priority ] - A28423 : Maquet/Getinge—SENSATION PLUS Intra-Aortic Balloon Catheters with

Insertion Kits and STATLOCK: Tip Seal May Leak, Potentially Causing Balloon to Leak
Medical Device Ongoing Action

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

UMDNS Terms:
® Catheters, Vascular, Intra-Aortic Balloon [10725]

Product Identifier:

8 Fr 50 cc SENSATION PLUS Intra-Aortic Balloon Catheters (IABCs) with Insertion Kits and STATLOCK [Consumable]
Product/Part No. 0684-00-0576-01U; Lot Nos.: 3000038372, 3000040272, 3000043376, 3000045515

Manufactured between September 7 and October 6, 2016 and distributed between October 13, 2016, and February 16, 2017

Geographic Regions: U.S.
Manufacturer(s): Datascope Angioplasty Div Datascope Corpl5 Law Drive, Fairfield, NJ 07004, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Materials Management

Problem:

Olnan April 12, 2017, Urgent Medical Device Recall Removal Notice letter submitted by ECRI Institute member hospitals, Maquet/Getinge states that
thetip seal of the above IABCs may leak potentially causing a balloon leak, which may lead to an interruption of therapy, resulting in the need to replace
the affected IABC with anew catheter. If this occurs, it may cause momentary hemodynamic instability or potential complications related to vessel
bleeding from replacement of the |AB catheter. Maguet/Getinge further states that it has received no reports of serious injury associated with this
problem. The firm states that the above IABCs work in conjunction with the intra-aortic balloon pump (IABP) that is designed to alarm if a balloon leak
occurs. 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 April 12,
2017, Urgent Medical Device Recall Removal Notice letter and Response Form from Maquet/Getinge. Compl ete the Response Form, and return it to
Maguet/Getinge using the instructions on the form. To obtain areturn authorization (RA) and shipping instructions, contact the Maguet/Getinge customer
service department by telephone using the information below. Return affected product, along with appropriate return documents, using the shipping
instructions provided. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which
you have further distributed affected product. U.S. customers should report 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 mail (using postage-paid FDA form 3500,
available here) at MedWatch, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Maquet/Getinge customer support department

Tel.: (888) 627-8383 (select option 2, then option 1), 8 am. to 6 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

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

Source(s):

e 2017 Apr 17. Member Hospital. April 12, 2017 Maguet/Getinge |etter submitted by ECRI Institute member hospitals (includes reply
form) Download

e 2017 Apr 18. Manufacturer. Manufacturer confirmed information.
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[High Priority ] - A28431 : Breg—Various Dressings: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Thursday, April 20, 2017
Last Updated: Friday, April 21, 2017

UMDNS Terms:
® Heating/Cooling Pads, Circulating-Liquid [11988]
® Dressings[11315]

Product Identifier:

Dressings: Egrst . Lot Nos.:
Back 09810 D163404

If Hip, Sterile Polar 010680 D163444

D163424,

Knee L/XL 04708 D163474

Knee/Shoulder 02328 D163434

D163474,
M/U XL 02344 D163544
D163474,
RECT L 02428 D163544
Shoulder 04908 D163434
Shoulder XL 04918 D163544

[Consumable]
Expiration Date DEC 1 2020

Geographic Regions: U.S.
Manufacturer(s): Breg Inc2885 Loker Ave E, Carlsbad, CA 92010, United States
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Physical Therapy/Rehabilitation, Materials Management

Problem:

OInan Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Breg states that some of the above dressings may not
have been sealed before sterilization, potentially compromising sterility. Breg also states that it has received no customer complaints or reports of adverse
events associated with this problem.

Action Needed:

Oldentify any affected product in your inventory. For images showing how to identify affected product, see the |etter . Breg states that products with a
green QC stamp are not affected by this corrective action. If you have affected product, verify that you have received the Urgent Medical Device
Correction letter and Return Response Form from Breg. Complete the Return Response Form, and return it to Breg using the instructions on the form.
Inspect affected product, and discard any open pouches. Breg will contact your facility to arrange for product replacement and provide return material
authorization (RMA).

For Further Information:

Breg customer care department

Tel.: (800) 321-0607

Website: Click here

Comments:

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

Source(s):
e 2017 Apr 18. Member Hospital. (includes reply form) Download
e 2017 Apr 21. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A28265 01 : Cardinal Health—Bard SURESTEP Foley Catheter Tray Systems with

BARDEX I.C. COMPLETE CARE Drainage Bags: May Contain Incorrect Catheter
Medical Device Ongoing Action

Published: Thursday, March 23, 2017

UMDNS Terms:
® Procedure Kit/Trays, Catheterization, Urinary, Indwelling [16781]
® Drainage Bags[11301]

Product Identifier:

SURESTEP Foley Catheter Tray Systems with BARDEX |.C. COMPLETE CARE Drainage Bags [Consumable]
Cardinal Health Product No. A300316A; Lot No. NGAV 2400 EXP OCT 31 2018

Units distributed beginning in October 2016

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

Distributor(s): ® Cardina Health7000 Cardinal P, Dublin, OH 43017, United States
Manufacturer(s): Bard Medical8195 Industrial Blvd, Covington, GA 30014, United States

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

Summary:

OThis Alert provides information on a Cardinal Health subrecall of the above trays based on aletter submitted by an ECRI Institute member hospital. For
information on the action initiated by Bard, see Alert Accession No. A28265 .

Problem:

O[March 23, 2017]

InaMarch 17, 2017, Urgent Product Recall letter submitted by an ECRI Institute member hospital, Cardinal Health initiated a subrecall of the above
trays, which were recalled by Bard. The distributor has not confirmed the information provided in the source material.

[March 23, 2017]

InaMarch 9, 2017, Urgent Medical Device Product Recall letter submitted by ECRI Institute member hospitals, Bard states that the above tray kits

may be labeled as product number A399400A, which indicates that the kit contains a silicone Foley catheter, instead of the correct product number
A300316A, which indicates that the kit contains alatex catheter. Bard also states that this problem poses arisk for anaphylaxisif the latex catheter is used
on a patient who has latex allergies. 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 March 17,
2017, Urgent Product Recall letter, Recall Acknowledgment Form, and copy of the Bard March 9, 2017, Urgent Medical Device Product Recall |etter
from Cardinal Health. Regardless of whether you have affected product, complete the Recall Acknowledgment Form and return it to Cardinal Health by
fax at (847) 689-9101 or (614) 652-9648. Forward a copy of the letters to any facility to which you have further distributed affected product. To arrange
for product return and to obtain credit, contact the Cardinal Health customer service department by telephone at (800) 964-5227 (U.S. hospital
customers), at (800) 444-1166 (U.S. federal government facilities), or at (888) 444-5440 (al other customers).

For Further Information:

Deborah Vinson, Cardinal Health senior quality assurance specialist

Tel.: (800) 292-9332

Website: Click here

Bard

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 2017 Mar 22. Member Hospital. Cardinal Health letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A28330 01 : Medline—Teleflex WECK Visistat 35R Skin Staplers: Boxes May Be

Labeled as Containing Incorrect Device
Medical Device Ongoing Action

Published: Wednesday, April 5, 2017

UMDNS Terms:
® Staplers, Skin [20324]

Product Identifier:
Teleflex WECK Visistat 35R Skin Staplers [Consumable]
Teleflex Product No. 528135; Medline Item No. PWK528135; Lot/Batch No. 73H1600207

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Teleflex Medical2917 Weck Dr, Research Triangle Park, NC 27709, United States
Suggested Distribution: Emergency/Outpatient Services, OR/Surgery, Materials Management

Summary:
This Alert provides information on a Medline subrecall of the above staplers. For information on the action initiated by Teleflex, see Alert Accession No.
A28330.

Problem:

[April 5,2017]

InaMarch 30, 2017, Teleflex Medical Device Correction Notice Immediate Action Required |etter submitted by an ECRI Institute member hospital,
Medline initiated a subrecall of the above staplers, which were recalled by Teleflex. The distributor has not confirmed the information provided in the
source material.

[April 3, 2017]

InaMarch 24, 2017, Urgent Medical Device Correction Notice letter submitted by an ECRI Institute member hospital, Teleflex states that the boxes
containing the above staplers (product number 528135, lot number 73H1600207) may be mislabeled as containing Visistat Wide devices, instead of the
above regular devices. Teleflex also states that the individual units are correctly labeled. Teleflex further states that this problem may lead to a delay of
procedure; however, it is unlikely to result in any adverse health consequences.

Action Needed:

Identify, isolate, and discontinue use of any affected staplersin your inventory. If you have affected staplers, verify that you have received the March 30,
2017, Teleflex Medical Device Correction Notice Immediate Action Required letter and Urgent Remedial Action Response Form from Medline.
Regardless of whether you have affected staplers, complete the Urgent Remedial Action 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 (if applicable). Return affected staplersto Medline using the
return labels. Upon receipt of affected staplers, Medline will provide your facility with credit. Notify all relevant personnel at your facility of the
information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected staplers.

For Further Information:

Medline:

Tel.: (866) 359-1704

Website: Click here

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

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

Source(s):
e 2017 Apr 5. Member Hospital. Medline letter submitted by an ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A28339 01 : Cardinal Health— Vyaire Medical AirLife Modudose 0.9% Sodium

Chloride Solution Vials: Packaging May Be Incorrectly Stamped with "Sterile Water"
Medical Device Ongoing Action

Published: Tuesday, April 4, 2017

UMDNS Terms:
® Intravenous Fluid Containers [12172]

Product Identifier:

05 mL Vyaire Medica AirLife Modudose 0.9% Sodium Chloride Solution Vials [Consumable]

Cardina Health/Vyaire Medical Material No. 5257; Lot Nos.: 1612314, 1612315, 1612316, 1612317, 1612318, 1612319, 1612320, 1612321, 1612322,
1612323, 1612324, 1612325

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), &#160;U.S.

Distributor(s): ® Cardina Health7000 Cardinal P, Dublin, OH 43017, United States
Manufacturer(s): Vyaire Medical Inc100 S Saunders Rd Unit 150, L ake Forest, IL 60045, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Home Care, EM S/Transport, Pharmacy, Materias
Management

Summary:

OThis Alert provides information on a Cardinal Health subrecall of the above vials based on aletter submitted by an ECRI Institute member hospital. For
information on the action initiated by Vyaire Medical, see Alert Accession No. A28339 .

Problem:

O[April 4, 2017]

InaMarch 29, 2017, Urgent Product Recall letter submitted by an ECRI Institute member hospital, Cardinal Health initiated a subrecall of the above
vias, which were recalled by Vyaire Medical. The distributor has not confirmed the information provided in the source material.

[April 4,2017]

InaMarch 22, 2017, Field Safety Notice letter submitted by an ECRI Institute member hospital, Vyaire Medica states that the above vials may be
incorrectly labeled as " Sterile Water." Vyaire Medical also states that it has received no reports of death or seriousinjury related to this problem. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the March 29,
2017, Urgent Product Recall letter, Recall Acknowledgment Form, and copy of the Vyaire Medical March 22, 2017, Field Safety Notice |etter from
Cardinal Health. Regardless of whether you have affected product, complete the Recall Acknowledgment Form and return it to Cardinal Health by fax at
(847) 689-9101 or (614) 652-9648. Forward a copy of the letters to any facility to which you have further distributed affected product. To arrange for
product return and to obtain credit, contact the Cardinal Health customer service department by telephone at (800) 964-5227 (U.S. hospital customers), at
(800) 444-1166 (U.S. federal government facilities), or at (888) 444-5440 (all other customers).

For Further Information:

Deborah Vinson, Cardina Health senior quality assurance specialist

Tel.: (800) 292-9332

Website: Click here

Vyaire Medical technical support department

Tel.: (800) 323-9088 (select option 1), 8 am. to 5 p.m. Central time, Monday through Friday

Kristina Scheppa, Vyaire Medical customer advocacy analyst

Tel.: (847) 362-9549

E-mail: Kristina.Scheppa@carefusion.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 alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Apr 3. Member Hospital. Cardinal Health letter submitted by ECRI Institute member hospital (includes reply form) Download
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*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* Dndicates that medical devices subject to removal and/ or destroyed action.

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

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

To see recent recalls kindly visit the following link:

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

