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SBED Weekly Update 26-Jun-17

Dear,
SBED team is pleased to inform you that 22 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 6/19/2017 to 6/24/2017

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

NOTE:

FSCA / Recalls are classified into three categories, representing the potential risk to
public health: Class | : High Risk, Class Il : Medium Risk and Class IlI: Low Risk.

FSN ( Field Safety Notice) : A communication to customers and/or users sent out by a
manufacturer or its representative in relation to a Field Safety Corrective Action

Diagnostic and therapeutic radiation devices

New 2 over 2 Elevating 6/24/2017 Omega Medical N/A 2 https
Monitor Suspension Imaging, Inc. ://nc
pillar/column accessory madr.

New CADstream Software 6/19/2017 Merge Healthcare Corp. N/A 2 f
New Merge PACS software ,  6/23/2017 Merge Healthcare Corp. N/A 2 A/Ca\
New Merge PACS software, 6/23/2017 Merge Healthcare Corp. N/A 2 A/Ca\
New Proteus 235 6/24/2017 on Beam Applications S.A N/A 2 A/Ca\
New SOMATOM Perspective, ~ 6/24/2017 SIEMENS Siemens Medical 2 https
SOMATOM Scope Power, Solutions //nc
and SOMATOM Scope mdr.


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11213
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11215
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11214
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11216
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11212
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[High Priority ] - A28750 : Merge—CADstream Software: PHI May Be At Risk of Unauthorized

Disclosure; Application May be Accessed without Authorization at Administrator and User Levels
Medical Device Ongoing Action

Published: Monday, June 12, 2017

UMDNS Terms:
® Computer-Aided Detection Systems, Image [28312]

Product Identifier:

JCADstream Software [Capital Equipment]

Software Versions: 6.0.1 and earlier

Units shipped beginning March 2008 (formerly shipped by Confirma, Inc.)

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Merge Healthcare Corp71 S Wacker Dr 20th Floor, Chicago, IL 60606, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology

Problem:

OInaJdune 7, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Merge states that there may be a potential risk
of unauthorized disclosure of patient health information (PHI) in the above software and unauthorized access to the CADstream application at the
administrator and user levels. Merge also states that the installation and reference guides for the above software may contain the default administrator
username and password. An original equipment manufacturer (OEM) reselling CADstream posted the guides on a support website; therefore, the default
passwords were exposed to anyone who searches for the default CA Dstream passwords. Merge further states that unauthorized access of the above
software can happen under the following circumstances:

1. A user hasaccessto your facility's network.
2. A user has the CADstream default administrator username and password.

3. Your facility did not change the default password. Changing the default password is recommended in the installation and reference
guides.

4, The user has malicious intent to misuse PHI, manipulate the data, shut down the system, or delete studies.

This security vulnerability may lead to adelay in treatment or incorrect treatment if an unauthorized user tampers with patient data. Merge states that
incorrect treatment may lead to unnecessary procedures and/or medication, potentially leading to infection, procedure complications, allergic reaction,
manifestation of an illness or disease, or permanent damage to a body structure stemming from an undiagnosed cancer manifestation. The manufacturer
has not confirmed the information provided in the source material.

Action Needed:
Oldentify any affected software in your inventory. If you have affected software, verify that you have received the June 7, 2017, Urgent Medical Device
Recall e-mail from Merge. Merge recommends the following actions:

1. Verify your administrator and user accounts.
1. Log in to the system as admin user. Navigate to the User Accounts page, and review the lists of users and their permissions.

2. Veify that granted permissions marked with a checkbox in columns "View," "Process,” and "Admin" are correctly assigned to
each user.

3. Take the necessary actions to address unauthorized permissions and/or accounts.
2. Changeall the administrative and username passwords.

1 From the My Account page, click on the Change Password command to display the Change My Password page. For an image
showing the Change My Password page, seethe letter . Y ou must enter avaluein each of the 3 text fields to change your

password.
2 In the old password text field, enter your current password.
3. In the new password text field, enter your new password. Three to 10 characters are required.
4 Reenter your new password in the confirm password field.

5. After completing the 3 text fields, click the Save button to process the changes.

Reply to the notification by visiting the link in the e-mail. Notify all relevant personnel at your facility of the information in the letter, and forward a copy
of the letter to any facility to which you have further distributed affected product.

For Additional Information:

Merge

E-mail: recall@merge.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 aert, refer to our HDA Format Guide .

Source(s):
©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/154671/20170607MergeCADstreamSoftwareClient_Redacted.pdf?option=80F0607

mailto:recall@merge.com

http://www.merge.com/Contact.aspx

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

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



e 2017 Jun 8. Member Hospital. Merge Recall No. 2017-004 Download

©2017 ECRI Institute
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/154671/20170607MergeCADstreamSoftwareClient_Redacted.pdf
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# New Various Ultrasound 6/19/2017 Toshiba Medical Gulf Medical Co. 2
Systems Systems Corporation

Electro mechanical medical devices

#  New Accu2i pMTA Applicators  6/19/2017 AngioDynamics Inc MAAMOUN TAMER & Ct 2 |

New AK 98, 230V, Bio . 6/22/2017 Baxter Healthcare Baxter AG FSN  A/Ca\
New Encore™ 26 Inflation 6/20/2017 Boston Scientific Gulf Medical Co. FSN https
Device Single Pack ://nc

# New Model 8015 Alaris 6/19/2017 BD Biosciences Becton Dickinson B.V. 2

System PC Units,

#  New Model 8100 Alaris Pump  6/19/2017 BD Biosciences Becton Dickinson B.V. 2
Modules and Pump
Module Door Latch Kits

New ROTH MOBELI grab 6/22/2017 EOS Imaging Bio Standards FSN  https
handles used with EOS //nc
System mdr.
#  New Visualase Cooled Laser 6/19/2017 Medtronic SA Medtronic Saudi Arabia 2
Applicator System 15
mm Tip Caps

In vitro diagnostic devices

#  New Sample Mixer 2 Devices  6/21/2017 Exact Sciences N/A 2

#  New Synchron Systems AQUA  6/19/2017 Beckman Coulter UK Ltd  Beckmancoulter INT L 2
Cal 1 Reagents

Medical software
New MOSAIQ Radiation 6/21/2017 IMPAC Medical Systems = Medical Regulations FSN  https
Oncology, Inc Gate ://nc

Non-active implantable devices


http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11208
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11206
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11205
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11204
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[High Priority ] - A28747 : Toshiba—Various Ultrasound Systems: Displayed Mean Pressure Gradient

Value May Lower than the Value Obtained by Spline Tracing
Medical Device Ongoing Action

Published: Thursday, June 15, 2017

UMDNS Terms:
® Scanning Systems, Ultrasonic, Obstetric/Gynecologic [15657]
® Scanning Systems, Ultrasonic, Vascular [15957]
® Scanning Systems, Ultrasonic, General-Purpose [15976]
® Scanning Systems, Ultrasonic, Abdominal [16241]
® Scanning Systems, Ultrasonic, Small-Parts [18052]

Product Identifier:

Ultrasound Systems: Model Nos.:
Aplio 300 TUS-A300
Aplio 400 TUS-A400
Aplio 500 TUS-A500
Aplioi700 TUS-AI700
Aplioi800 TUS-A1800
Aplioi900 TUS-A1900
XARIO100 TUS-X100
TUS
XARIO200 X200/TUS
X200S
UltraExtend FX TUW-U001
UtraExtend FX  oss

[Capital Equipment]
Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, U.K.
Manufacturer(s): ToshibaMedical Systems Corp1385 Shimoishigami, Otawara 324-8550, Japan

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Obstetrics/Gynecol ogy/L abor and
Delivery, Diagnostic Imaging, Vascular Laboratory

Problem:

[JHealth Canada states that when continuous trace is used as the tracing method for velocity trace measurement in the above systems, the displayed mean
pressure gradient (MPG) value may be as low as half the value obtained by spline tracing. Health Canada also states that Toshibainitiated arecall on
May 16, 2017. In aJune 5, 2017, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Toshiba
states that this problem may lead to impaired function of the cardiac valves being overlooked or normal cardiac valves being incorrectly assessed.
Toshiba also states that this problem may occur when velocity trace measurement is performed on image data acquired in PW or CW mode and
continuous traced is used for tracing Doppler waveforms. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have been contacted by Toshiba and received the Reply
Slip form. Complete the Reply Slip form, and Return it to Toshiba using the instructions on the form. Y our Toshiba service representative will contact
your facility to schedule a software update that corrects this problem when the update is available. Until the fix can be completed, do not use continuous
trace as the tracing method for velocity trace measurement when calculating the MPG value. Instead, use range, spline trace, or line trace as the tracing
method. Refer to the operational manual provided with the affected systems for instructions regarding how to change the preset tracing method selected
automatically at the start of measurement or for changing the tracing method during measurement. Notify all relevant personnel at your facility of the
information in the letter.

For Further Information:

Toshiba service department hotline

Tel.: (0808) 13121110 or (01293) 653710

Website: Click here

References:

e Hedlth Canada. Recalls and safety alerts. Aplio 500, 300, 1700, 1800 main units [online]. 2017 Jun 7 [cited 2017 Jun 8]. Available from
Internet: Click here.

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Toshiba: diagnostic ultrasound system [online]. London: Department
of Health; 2017 Jun 5 [cited 2017 Jun 12]. (Field safety notice; reference no. 2017/006/005/291/028). Available from Internet: Click here.

Comments:

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



https://medical.toshiba.com/contact/

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/63540r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/63540r-eng.php

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-june-2017#toshiba-diagnostic-ultrasound-system

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-june-2017#toshiba-diagnostic-ultrasound-system



www.ecri.org . Printed from Health Devices Alerts on Monday, June 19, 2017 Page 2

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 Jun 8. Health Canada Recall Listings. Type |l. Identification No. RA-63540 Download

e 2017 Jun 12. MHRA FSN. 2017/006/005/291/028 Download

e 2017 Jun 12. MHRA FSN. Toshiba Reference No. EU-8201 (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.



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/154585/20170607ToshibaAplioUnitsHealthCanada.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154767/20170612MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154768/20170605ToshibaAplioSystemsMHRA.pdf
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[High Priority ] - A28725 : AngioDynamics—Accu2i pMTA Applicators: May Not Deliver Desired

Microwave Energy
Medical Device Ongoing Action

Published: Monday, June 12, 2017

UMDNS Terms:
® Microwave Therapy Systems, Tissue Ablation [18816]

Product Identifier:

Accu2i pMTA Applicators [Consumable]

For alist of specific products, including product numbers, references/catalog numbers, |ot/batch numbers, sales order numbers, quantity shipped, and date
shipped, see the Reply Verification Tracking Form included with the letter sent to your facility.

Units distributed beginning August 13, 2015

Geographic Regions: Algeria, Australia, Austria, Canada, Cyprus, Czech Republic, Denmark, France, Egypt, Germany, Greece, Hong Kong,
Ireland, Isradl, Italy, Lebanon, Lithuania, Malta, New Zealand, Poland, The Netherlands, South Africa, Spain, Switzerland, Thailand, Turkey, U.K.,
United Arab Emirates, U.S.

Manufacturer(s): AngioDynamics Inc 603 Queensbury Ave, Queensbury, NY 12804, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery,
Gastroenterology, Materials Management

Problem:

InaJune 5, 2017, Urgent Voluntary Medical Device Recall letter submitted by ECRI Institute member hospitals, AngioDynamics states that coolant
ingressin an electrical connection on the above applicators may result in the applicators failing to deliver the desired microwave energy. AngioDynamics
also states that this condition resultsin an error code "High Reflective Power" being displayed on the microwave generator (not all "High Reflective
Power" error codes are aresult of this failure mode; this error code results from any instance in which the microwave energy is not efficiently transmitted
to the tissue). AngioDynamics further states that this problem would not result in any direct harm to the patient; however, the inserted applicator would
need to be removed and replaced to continue the procedure. AngioDynamics states that it has received reports related to this problem; however, it has
received no reports of patient injuries as aresult of this problem.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. The reference/catalog number and lot/batch number are located on the
labeling. If you have affected product, verify that you have recelved the June 5, 2017, Urgent Voluntary Medical Device Recall letter, Reply Verification
Tracking Form, and RMA/address |abel from AngioDynamics. Regardless of whether you have affected product to return, complete the Reply
Verification Tracking Form and return it to AngioDynamics using the instructions on the form. To obtain replacement product or credit for returned
product, contact the AngioDynamics customer service department by telephone using the information below. Return affected product to AngioDynamics,
Attn: Accu2i Applicator Recall Coordinator, at the address above using the instructionsin the letter. Notify all relevant personnel at your facility of the
information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

AngioDynamics customer service department

Tel.: (800) 772-6446, 8 am. to 7 p.m. Eastern time, Monday through Friday
E-mail: recall @angiodynamics.com

Website: Click here

Comments:

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

Source(s):
e 2017 Jun 7. Member Hospital. AngioDynamics letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2017 Jun 12. Manufacturer. AngioDynamics 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:recall@angiodynamics.com

http://www.angiodynamics.com/about/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/154507/20170605AngioDynamicsAccu2ipMTAApplicatrsClientRedacted.pdf
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[High Priority ] - A28755 : BD—Model 8015 Alaris System PC Units: System Error May Occur under

Certain Circumstances, Potentially Resulting in Interruption of Infusion
Medical Device Ongoing Action

Published: Tuesday, June 13, 2017
Last Updated: Thursday, June 15, 2017

UMDNS Terms:
® Controllers, Infusion Pump Systems, Programmable [26655]
® |nfusion Pumps, Multitherapy [13215]

Product Identifier:
OModel 8015 Alaris System PC Units [Capital Equipment]

Geographic Regions: Asia, Australia, Canada, European Union, New Zealand, Middle East, South Africa, U.K., U.S.
Manufacturer(s): CareFusion Alaris10020 Pecific Mesa Blvd, San Diego, CA 92121, United States

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecol ogy/L abor
and Delivery, OR/Surgery, Home Care, Pain Clinic, IV Therapy

Problem:

OInaJdune 12, 2017, Medical Device Safety Notification letter, BD states that system error 255-16-275 may occur on the above units when a user selects
two functions at the same time or in rapid succession, or if typical workflows are not followed. This may result in a synchronization problem between the
PC unit and the modules. BD provides the following 5 examples of how this problem may occur:

1.  Closing the pump module door and in rapid succession (less than 1 second apart) pressing START
2. Priming and starting the system in PAUSE state and then attempting to remove the new syringe

3. Starting an infusion using the DELAY OPTIONS, then confirming the delay entry and pressing CHANNEL SELECT on another module
at the same time.

Locking PCA door before confirming on screen popup that occurs on another module
5. Pressing CHANNEL OFF on two syringe modules after completion of infusions at the same time

BD further states that the system error would result in a non-silenceable, high-priority alarm and status indicator lights on modules will flash red. The PC
unit displays an error code 255-16-275. If the system error occurs, all attached modules that are actively infusing will continue to infuse without the
ability to titrate infusion parameters. The user may decide to reboot the system or re-program the device to titrate the infusion and/or to silence the
adarms. This could result in the clinical decision to interrupt the infusions, which may result in serious injury.

Action Needed:

Oldentify any affected unitsin your inventory. If you have affected units, verify that you have received the June 12, 2017, Medical Device Safety
Notification letter, Customer Response Card, user manual addendum, and FAQs from BD. Complete the Customer Response Card, and return it to BD.
BD states that your Alaris system will not need to be remediated. Refer to the user manual addendum for instructions on how to avoid the occurrence of
the system error. If the system error occurs, the Alaris System modules will continue as programmed. Do not interrupt critical infusionsif infusion
parameters do not need to be edited. If it is safe to do so, manually stop the infusion to reprogram and restart the pump following the instructions in the
user manual addendum to avoid this error. Power down the PC unit by pressing the SY STEM ON key. Restart the device by pressing the SY STEM ON
key. Restart previous infusions and/or monitoring settings. If the system error returns, power down the PC unit and replace it immediately. Return the PC
unit to your biomedical engineering department for troubleshooting and data log retrieval. 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:

For recall-related inquiries:

BD support center

Tel.: (888) 562-6018, 7 am. to 4 p.m. Pecific time, Monday through Friday

E-mall: supportcenter@carefusion.com

For clinical inquiries, product complaints, and clinical troubleshooting:

BD customer advocacy department

Tel.: (888) 812-3266

E-mall: customerfeedback @carefusion.com

For technical inquiries:

BD technical support department

Tel.: (888) 812-3229, 6 am. to 5 p.m. Pacific time, Monday through Friday

E-Mail: DL-US-INF-TechSupport@carefusion.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 repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Jun 9. Manufacturer. 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/Medwatch/getforms.htm

http://www.fda.gov/MedWatch/report.htm

http://www.fda.gov/MedWatch/report.htm

mailto:supportcenter@carefusion.com

mailto:customerfeedback@carefusion.com

mailto:DL-US-INF-TechSupport@carefusion.com

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

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

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155008/20170612BDModel 8015Alaris SystemPCUnitsMfr.pdf



e 2017 Jun 13. Manufacturer. Manufacturer confirmed information

©2017 ECRI Institute
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 ] - A28756 : BD—Model 8100 Alaris Pump Modules and Pump Module Door Latch Kits:

Unintended Flow May Occur under Certain Conditions
Medical Device Ongoing Action

Published: Tuesday, June 13, 2017

UMDNS Terms:
® Controllers, Infusion Pump Systems, Programmable [26655]
® |nfusion Pumps, Multitherapy [13215]
® |nfusion Pumps, Multitherapy, Large Volume [28057]

Product Identifier:

OModel 8100 Alaris Pump Modules and Pump Module Door Latch Kits [Capital Equipment, Consumable]

Pump Module Door Latch Kit Product No. 147503-000

Pump Modules manufactured or serviced by the BD Service Depot from June 2002 to June 2004; Door Latch Kits distributed between June 2002 and
June 2004

For affected serial numbers, see attachment A of the letter sent to your facility.

Geographic Regions: Canada, &#160;U.S.
Manufacturer(s): CareFusion Alaris10020 Pecific Mesa Blvd, San Diego, CA 92121, United States
Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Nursing, OR/Surgery, IV Therapy

Problem:
Olnadune 12, 2017, Urgent Medical Device Recall Notification letter, BD states that that the following scenarios may result in unintended flow in the
older, centered sear door latch design in the above pump modules:

e The user does not close the roller clamp on the intravenous (1V) administration set before the pump door is opened as recommended.
e The user opens the pump door using an atypical technique with the door latch with the centered sear design.

BD states that a user can reproduce a free-flow condition on the above pump modulesiif the clinician does not close the roller clamp on the IV
administration set before opening the pump door, and the pump door is opened by using a"flick" of the door latch that causes the door to "pop" open
instead of opening the door by slowly raising the latch. This flicking motion may cause the centered sear design to not effectively engage with the safety
clamp fitment. Both these actions leave the roller clamp and safety clamp fitment in the open position which can cause unintended flow, potentially
resulting in an overinfusion to the patient. Safety clamp fitment inactivation because of honoptimal engagement of sear to the slide clamp may result in an
overinfusion, which may result in serious life-threatening patient injury.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the June 12, 2017, Urgent Medical

Device Recall Notification letter, Customer Response Card, FAQs, and affected serial number and kit information from BD. Complete the Customer
Response Card, and return it to BD. To prevent this problem from occurring, close the roller clamp before opening the pump door. All dedicated IV
administration sets have awarning tag affixed to the tubing, and the front cover of the pump module has awarning stating "Close clamp before opening
door" to ensure that the roller clamp is properly closed. Thisis aso instructed in the Alaris system user manual. Using Figures 1 and 2 in the letter asa
reference, visually examine the affected device to determine whether the door latch has a centered-sear flange (the door latch mechanism may have been
replaced after manufacture with an off-centered sear design). The centered-sear safety clamp fitment is identified by the centered position of the metal
pivot post located on the inside of the door latch assembly sear flange.

e |f your device has a centered-sear safety clamp fitment (see Figure 1 in the |etter ), clearly mark and isolate (e.g., in the Biomed
department) the Alaris pump module. Notify the BD support center using the information below to coordinate an onsite remediation, or send
the devices to the BD Service Depot.

o |f your device has an off-centered safety clamp fitment (see Figure 2 in the |etter ) the device does not reguire remediation.

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:

For recall-related and RGA/affected base/field remediation (non-technical) inquiries:

BD support center

Tel.: (888) 562-6018, 7 am. to 4 p.m. Pacific time, Monday through Friday

E-mall: supportcenter@carefusion.com

For clinical inquiries, product complaints, and clinical troubleshooting:

BD customer advocacy department

Tel.: (888) 812-3266

E-mail: customerfeedback@carefusion.com

For technical inquiries:

BD technical support department

Tel.: (888) 812-3229, 6 am. to 5 p.m. Pecific time, Monday through Friday

E-mail: DL-US-INF-TechSupport@carefusion.com

Website: Click here

Comments:

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

©2017 ECRI Ingtitute
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154696/20170612BDAlarisPumpModule8100Mfr.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154696/20170612BDAlarisPumpModule8100Mfr.pdf?option=80F0607

http://www.fda.gov/Medwatch/getforms.htm

http://www.fda.gov/MedWatch/report.htm

http://www.fda.gov/MedWatch/report.htm

mailto:supportcenter@carefusion.com

mailto:customerfeedback@carefusion.com

mailto:DL-US-INF-TechSupport@carefusion.com

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

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

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

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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Source(s):
e 2017 Jun 9. Manufacturer. BD letter Download
e 2017 Jun 13. Manufacturer. Manufacturer confirmed information

©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/154696/20170612BDAlarisPumpModule8100Mfr.pdf



AFsaif
(A28756) BD-Model 8100 Alaris Pump Modules.pdf


www.ecri.org . Printed from Health Devices Alerts on Sunday, June 18, 2017 Page 1

[High Priority ] - A28753 : Medtronic—Visualase Cooled Laser Applicator System 15 mm Tip Caps:
May Be Unable to Seal around Optical Fiber, Potentially Causing Saline Leak
Medical Device Ongoing Action

Published: Monday, June 12, 2017

UMDNS Terms:
® Radiofrequency Therapy Systems, Tissue Ablation, Interstitial [18808]
® Adapter/Connectors, Angioplasty Balloon Dilatation Catheter [17787]

Product Identifier:

Visuaase Cooled Laser Applicator System (VCLAS) 15 mm Tip Caps (also referred to as Tuohy Borst Adapters[TBAS]) [Consumable]

Product No. 9735561; GTIN. 00643169612006; Lot Nos.: 211158059, 211158151, 211158152, 211181212, 211181547, 211184941, 211555011,
211555017, 211560973, 211594328, 211599898, 211628257, 211908695, 211916062, 211926889, 211950736, 211959879, 211977586, 211987873,
212127654, 212141557, 212148368, 212434500, 212438405, 212473141, 212503634, 212504463, 212549456, 212553428, 212632884, 212647830,
212701679, 212707035, 212745660, 212796559, 212912501

Geographic Regions: U.S.
Manufacturer(s): Medtronic Navigation Inc826 Coal Creek Circle, Louisville, CO 80027, United States

Suggested Distribution: Cardiology/Cardiac Catheterization L aboratory, Obstetrics/Gynecology/L abor and Delivery, OR/Surgery,
Pulmonology/Respiratory Therapy, Urology, Gastroenterology, Radiation Oncology/Medical Physics, Neurology, Dermatology, Otolaryngology,
Materials Management

Problem: OInaJdune 1, 2017, Urgent Medical Device Safety Alert letter, Medtronic states that the above TBASs may not be capable of creating a seal
around the optical fiber to ensure adequate saline flow through the above cooling systems. When the TBA is unable to seal around the optical fiber, low
retention force to the optical fiber may occur, causing saline to leak out of the TBA. If this problem occurs during the surgery, it may necessitate that the
surgery be extended or aborted.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the June 1, 2017, Urgent
Medical Device Safety Alert letter and consignee response form from Medtronic. Complete the consignee response form, and return it to Medtronic using
the information on the form. To arrange for product return and replacement at no cost and to obtain areturn material authorization (RMA) number,
contact the Medtronic technical services department at the number below. Once you obtain the RMA number, return affected product by mail to
Medtronic, Inc. Product Services, 1480 Arthur Ave, Louisville, CO 80027, United States, referencing the RMA number. Inform all relevant personnel at
your facility of the information in the letter.

For Further Information:

Medtronic technical services department
Tel.: (800) 595-9709

Website: Click here

Comments:

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

Source(s):
e 2017 Jun 9. Manufacturer. Download
e 2017 Jun 12. Manufacturer. (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154714/20170601MedtronicVisualaseVCLAS15mmTipCapsMfr.pdf
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[High Priority ] - A28712 : Exact Sciences—Sample Mixer 2 Devices: Door May Become Damaged
Medical Device Ongoing Action

Published: Monday, June 12, 2017

UMDNS Terms:
® | aboratory Stirrers [15651]

Product Identifier:
Sample Mixer 2 Devices [Capital Equipment]
Product  Serial
Nos.: Nos.:

MX00002

MIX-0051 051

MX00002

MIX-0052 032

MX00002

MIX-0053 028

MX00002

MIX-0054 052

MX00002

MIX-0055 043

MX00002

MIX-0056 040

MX00002

MIX-0057 050

MX00002

MIX-0058 036

MX00002

MIX-0059 027

MX00002

MIX-0060 015

MX00002

MIX-0061 016

MX00002

MIX-0063 039

MX00002

MIX-0064 033

MX00002

MIX-0065 053

MX00002

MIX-0066 014

15 units distributed

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

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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Manufacturer(s): Exact Sciences Corp 441 Charmany Dr, Madison, Wl 53719, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology

Problem:

FDA's Center for Devices and Radiological Health (CDRH) states that the door of the above sample mixer may be damaged when the sample holder
opens during arun and the lid comes into contact with the door. FDA's CDRH also states that the manufacturer initiated a correction by Urgent Medical
Device Correction letter dated April 28, 2017. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected mixersin your inventory. If you have affected mixers, verify that you have received the April 28, 2017, Urgent Medical Device
Correction letter from Exact Sciences. The firm will correct affected mixers.

For Further Information:

Neelone Cestkowski, Exact Sciences

Tel.: (608) 210-5183

Website: Click here

References:
e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Exact Sciences Sample
Mixer 2 [online]. 2017 Jun 1 [cited 2017 Jun 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
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Jun 6. FDA CDRH Database. Class |1. Z-2219-2017 Download

©2017 ECRI Ingtitute
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http://www.exactsciences.com/contact

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=155572
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www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154427/20170428ExactSciencesSampleMixer2CDRH.pdf
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[High Priority ] - A28738 : Beckman Coulter—Synchron Systems AQUA Cal 1 Reagents: Use May

Cause Negative Shift of 5 mmol/L for Sodium Recovery in Synchron Control Level 3
Medical Device Ongoing Action

Published: Thursday, June 15, 2017

UMDNS Terms:
® |VD Test Reagent/Kits, Clinical Chemistry, Calibration [17031]

Product Identifier:
Synchron Systems AQUA Cal 1 Reagents [Consumable]
Reference No. 471288; Lot No. 72645074 EXP APR 30 2018

Geographic Regions: O(Impact in additional regions has not been identified or ruled out&#160;at the time of this posting), Canada, U.K.
Manufacturer(s): Beckman Coulter Inc 250 S Kraemer Blvd, Brea, CA 92821-6232, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:

InaMay 31, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Beckman
Coulter states that a negative shift of 5 mmol/L for sodium recovery in Synchron control level 3 may occur when calibrated with the above reagents.
Beckman Coulter also states that alinearity study using Maine Linearity standards indicated a negative shift of up to 8 mmol/L at values between 150 and
180 mmol/L. Beckman Coulter further states that this problem may cause patient results to exhibit a negative shift of 2 to 9 mmol/L for sodium values
above 140 mmol/L. A negative shift in recovery may cause quality control (QC) resultsto fall below the lower limit of alaboratory's established QC
range for sodium. Beckman Coulter states that there is no affect on K, CL, CO2, CALC, BUNM/UREAmM, CR-E, CR-S, CREm, GLUCm, GLUH, and
PHOSmM when calibrated with the above reagents. Health Canada states that the manufacturer initiated arecall on May 15, 2017. The manufacturer has
not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discard any affected reagentsin your inventory. If you have affected reagents, verify that you have received the May 31, 2017,
Urgent Field Safety Notice letter and Vigilance Response Form from Beckman Coulter and/or that you have been otherwise contacted by Beckman
Coulter. Beckman Coulter states that a retrospective review of sodium resultsis at the discretion of your laboratory director. Sodium results are
considered within the parameters of acceptable performance after successful calibration and when QC recovery are within your laboratory's established
QC range. To arrange to receive replacement product, contact your Beckman Coulter local representative using the information below. Complete the
Vigilance Response Form, and return it to Beckman Coulter using the instructions on the form. Notify all relevant personnel at your facility of the
information in the letter, forward a copy of the letter to any facility to which you have further distributed affected product, and retain a copy of the letter
as part of your laboratory quality system documentation.

For Further Information:

Beckman Coulter customer support hotline
Tel.: (0845) 6001345

E-mail: techsupportuk@beckman.com
Beckman Coulter local representative

Tel.: (0870) 24360001 (select option 1)
E-mail: bcukorders@beckman.com
Outside U.K.:

Beckman Coulter Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Beckman Coulter: Synchron AQUA CAL level 1 [onling]. London:
Department of Health; 2017 Jun 7 [cited 2017 Jun 13]. (Field safety notice; reference no. 2017/006/001/601/002). Available from Internet:
here .

e Health Canada. Recalls and safety alerts. Synchron Systems Aqua Cal 1 [online]. 2017 Jun 7 [cited 2017 Jun 13]. Available from Internet:
here.
Comments:

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

Source(s):

e 2017 Jun 13. Health Canada Recall Listings. Type Il. RA-63542 Download

e 2017 Jun 7. MHRA FSN. 2017/006/001/601/002 Download

e 2017 Jun 7. MHRA FSN. FSN 30836 Download

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



mailto:techsupportuk@beckman.com

mailto:bcukorders@beckman.com

http://www.beckmancoulter.com/customersupport/support

https://www.gov.uk/drug-device-alerts/field-safety-notice-29-may-to-2-june-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-29-may-to-2-june-2017

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/63542r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/63542r-eng.php

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/154873/20170515BeckmanCoulterAQUACal1ReagentsHC.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154874/20170607BeckmanCoulterAQUACal1ReagentsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154875/20170531BeckmanCoulterAQUACal1ReagentsMHRA.pdf
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#  New Exeter Stems. 6/21/2017  Stryker Communications |-Faisaliah Medical Syster 2 f
Update HeartMate 3 Left 6/22/2017 Thoratec Corp Arabian Trade House 2 https
Ventricular Assist System Est. //nc
(LVAS), mdr.
Single-use devices
#  New CADD High-Volume 6/19/2017 Smiths Medical ASD Inc.. MEDICARE DRUG 2
Administration Sets STORE COMPANY g
#  New GLIDESHEATH SLENDER  6/19/2017 Terumo BCT Inc ABDULREHMAN AL 2
Introducer Sheaths GOSAIBI GTB
New Sheridan SHER-I-SLIP 6/23/2017 Teleflex Medical Ebrahim M. Al-Mana & 2 https
and SOFT-TIP Intubating Bros. Co. Ltd. //nc
Stylets mdr.

*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* Dndicates that medical devices subject to removal and/ or destroyed action.

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

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

To see recent recalls kindly visit the following link:

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

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


http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11209
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11211
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A28524 : Stryker—Exeter Stems: Laser Etchings May Be Missing
Medical Device Ongoing Action

Published: Monday, June 12, 2017

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

Product Identifier: Size 0 Exeter Stems [Consumable]
Product No. 0580-1-440; Lot No. G6106543

Geographic Regions: Canada, China, India, Japan, Singapore, Taiwan, Thailand, U.K.
Manufacturer(s): Stryker UK Ltd Stryker House, Hambridge Road, Newbury RG14 5AW, England
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem: Inan April 2017 Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Stryker states that the above stems may be missing laser etchings, including depth markings. Stryker also states that no markings on the device may lead
to insufficient or excessive cement mantle in the proximal-media region, potentialy leading to implant loosening because of improper implant seating.
Health Canada states that the manufacturer initiated arecall on April 19, 2017.

Action Needed: Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the April 2017
Urgent Field Safety Notice letter and PFA Acknowledgment Form from Stryker. The firm recommends that you reference the product labels, which
contain al critical device information, to identify the device; identification of the missing markings by surgical staff before the femur is cemented may
result in the staff rejecting the affected stems and retrieving a conforming device. Notify all relevant personnel at your facility of the information in the
Urgent Field Safety Notice letter, forward a copy of the letter to any facility to which you have further distributed affected product, and notify Stryker of
the transfer. Inform Stryker of any adverse events associated with the use of affected product. Regardless of whether you have affected product, complete
the Acknowledgment Form and return it to Stryker using the information on the form. Inform Stryker of any adverse events associated with the use of
affected product.

For Further Information:

Nina Goddard, Stryker regulatory affairs and quality assurance
E-mail: nina.goddard@stryker.com

Website: Click here

References:
e Hedth Canada. Recalls and safety alerts. Exeter stem (size 0) [onling]. 2017 May 2 [cited 2017 Jun 5]. Available from Internet: Click here.

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Stryker: Exeter V40 femoral stems (44mm, No. 0, L. 150mm)
[online]. London: Department of Health; 2017 May 2 [cited 2017 Jun 5]. (Field safety notice; reference no. 2017/004/021/701/006).
Available from Internet: Click here.
Comments:

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

Source(s):

e 2002 Jun 5. Health Canada Recall Listings. Type Il. RA-63158 Download

e 2017 Jun 5. MHRA FSN. 2017/004/021/701/006 Download

e 2017 Jun 5. MHRA FSN. Stryker Reference No. RA2017-011 (includes reply form) Download

e 2017 Jun 5. Manufacturer. The manufacturer confirmed the information in the source material.
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http://www.stryker.com/emea/glp/index.htm

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/63158r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/63158r-eng.php

https://www.gov.uk/drug-device-alerts/field-safety-notice-24-april-to-28-april-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-24-april-to-28-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/154319/20170419StrykerExeterStemsHC.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154320/20170502StrykerExeterStemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154321/201704StrykerExeterStemsMHRA.pdf
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[High Priority ] - A28735 : Smiths—CADD High-Volume Administration Sets: May Have Been
Packaged with Incorrect Instructions for Use
Medical Device Ongoing Action

Published: Monday, June 12, 2017

UMDNS Terms:
® |ntravenous Administration Sets [12157]

Product Identifier: CADD High-Volume Administration Sets [Consumable]
Product No. 21-7381-24; Lot No. 26X035

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Smiths Medical ASD Inc 6000 Nathan Lane N, Plymouth, MN 55442, United States
Suggested Distribution: Critical Care, Nursing, OR/Surgery, Home Care, IV Therapy, Materials Management

Problem: InaMay 8, 2017, Urgent Medical Device Recall Notice |etter submitted by an ECRI Institute member hospital, Smiths states that the above
administration sets may have been packaged with the instructions for use (IFU) for part number 21-7357-24 instead of the above correct part number.
Using theincorrect IFU may lead to air embolism or an unintended bolus. Smiths states that it has received no reports of deaths or serious injuries related
to this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed: Identify and isolate any affected product in your inventory. For an illustration of where to find the part and lot numbers, see the
instructionsin the letter . If you have affected product, verify that you have received the May 8, 2017, Urgent Medical Device Recall Notice letter,
shipping labels, and Response Form from Smiths. Regardless of whether you have affected product, complete the Response Form and return it to
Stericycle by e-mail at smithsmedical 7903@stericycle.com . Package affected product and return it, along with a copy of the Response Form, to Smiths.
Upon receipt of affected product, Smiths will provide your facility with credit. Forward a copy of the letter to any facility to which you have further
distributed affected product.

For Further Information:

For inquiries regarding this notification:
Stericycle

E-mail: smithsmedical 7903@stericycle.com

To report problems with affected products:
Smiths global complaint department

E-mail: globalcomplaints@smiths-medical.com
Website: Click here

Comments:

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

Source(s):
e 2017 Jun 8. Member Hospital. Smiths letter submitted by an ECRI Institute member hospital. Download

©2017 ECRI Ingtitute
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http://www.smiths-medical.com/customer-support/contact-us.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/154626/20170508SmithsCADDHighVolumeAdministrationSetsCLIENT_Redacted.pdf
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[High Priority ] - A28751 : Terumo—GLIDESHEATH SLENDER Introducer Sheaths: Sterility May Be

Compromised

Medical Device Ongoing Action
Published: Tuesday, June 13, 2017

UMDNS Terms:

www.ecri.org . Printed from Health Devices Alerts on Monday, June 19, 2017 Page 1

® Catheters, Vascular, Guiding [17846]

Product Identifier:

GLIDESHEATH SLENDER
Introducer Sheaths:

Product Nos.:

Lot Nos.:

5 Fr 10 cm (0.021)

RM*CS5F10NA

161104

6 Fr 10 cm (0.021)

RM*CS6F10NA

161116, 170113

7Fr 10 cm (0.021)

RM*CS7F10NA

161111

5 Fr 10 cm (0.021) A-kit

RM*ES5F10HAU

161118, 161206,
170119

5 Fr 10 cm (0.021) A-kit

RM*ES5F16HAU

170316

5 Fr 10 cm (0.025) A-kit

RM*ES5J10HAT

161110, 161214,
170119

6 Fr 10 cm (0.021) A-kit

RM*ES6F10HAU

161019, 161102,
161103, 161118,
161201, 161202,
161205, 161215,
161216, 1701009,
170110, 170111,
170202, 170203

6 Fr 16 cm (0.021) A-kit

RM*ES6F16HAU

161209, 170118,
170215, 170317

6 Fr 10 cm (0.025) A-kit

RM*ES6J10HAT

161018, 161116,
161117, 161213,
161214, 170118,
170119

5 Fr 10 cm (0.021)

RM*RS5F10PA

161019, 161115,
161212, 170112

5 Fr 16 cm (0.021)

RM*RS5F16PA

161107, 1702009,
170307, 170406

5 Fr 10 cm (0.025)

RM*RS5J10PA

170113

6 Fr 10 cm (0.021)

RM*RS6F10PA

161020, 161021,
161024, 161025,
161026, 161027,
161028, 161031,
161101, 161104,
161107, 161108,
161109, 161110,
161111, 161114,
161121, 161122,
161123, 161124,
161125, 161128,
161129, 161130,
161206, 161207,
161208, 161209,
161212, 161219,
161220, 161221,
161222, 161223,
161227, 161226,
161228, 170109,
170112, 170113,
170116, 170117,
170120, 170123,
170124, 170125,
170126, 170127,
170130, 170131,
170201
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161116, 161213,
6 Fr 16 cm (0.021) RM*RS6F16PA  170117,170213,
170308

161115, 161130,
6 Fr 10 cm (0.025) RM*RSBI10PA 161507 170116

161109, 161216,
7 Fr 10 cm (0.021) RM*RS7FI0PA 190118’ 170126

161019, 161108,
7 Fr 16 cm (0.021) RM*RS7F16PA  161215,170112,
170213, 170314

[Consumable]

Geographic Regions: Argentina, Australia, Brazil, Chile, China, Colombia, Europe, Hong Kong, India, Indonesia, Japan, Korea, Latin America,
Malaysia, Mexico, Middle East, Philippines, Singapore, Taiwan, Thailand, Uruguay, U.S., Vietnam

Manufacturer(s): Terumo Corp, Ashitaka2150 Maimaigi-cho, Fujinomiya City, Shizuoka 418, Japan

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Infection Control,
OR/Surgery, Risk Management/Continuous Quality |mprovement, Materials Management

Problem:

Olnadune 7, 2017, Urgent VVoluntary Medical Device Recall letter submitted by an ECRI Institute member hospital, Terumo states that the pouches
containing the above introducer sheaths may have an incomplete seal, potentially compromising product sterility. Terumo also states that it has received
no reports related to this problem. [0

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 June 7,
2017, Urgent Voluntary Medical Device Recall letter, Inventory Confirmation Form, and UPS prepaid shipping label from Terumo. Regardless of
whether you have affected product, complete the Inventory Confirmation Form, and return it to Stericycle using the instructions on the form. Return
affected product, along with a copy of the Inventory Confirmation Form and Attachment 1 of the |etter, to Stericycle using the prepaid UPS shipping
label. Upon receipt of affected product, Terumo will provide your facility with credit. Inform all relevant personnel at your facility of the information in
the letter. Terumo states that if this recall creates acritical shortage, contact the firm immediately to for assistance in procuring alternative product. U.S.
customers should report any problems with affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by
fax at (800) 332-0178

; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852-9787; or
online at the MedWatch website .

For Further Information:

Terumo recall hotline

Tel.: (855) 544-4804

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 Jun 8. Member Hospital. Terumo letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2017 Jun 13. Manufacturer. Manufacturer confirmed information
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http://www.fda.gov/MedWatch/getforms.htm

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

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

http://www.terumo-cvs.com/sales_support/index.shtml

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/154796/20170607TerumoGLIDESHEATHSLENDERIntroducerSheatsClient_Redacted.pdf
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