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SBED Weekly Update 14-Aug-17

Dear,
SBED team is pleased to inform you that 24 new FSCA/recalls posted on SFEDA website

(Please note: below list of FSCA/ recalls for the period of  8/7/2017 to 8/13/2017
In order to view more details, click the links and for ECRI alerts see the attachments

NOTE:

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

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

Active Implantable Devices

New Platinium Implantable 8/7/2017 Sorin Group Arabian Trade House FSN

Cardiac Defibrillators Est.
(ICDs) and Cardiac
Resynchronization
Therapy Defibrillators
(CRT-Ds)

Assistive products for persons with disability

New leg bag 8/13/2017 C R Bard Inc C.R. BARD Saudi Arabia

Diagnostic and therapeutic radiation devices

#  New AMULET Digital 8/10/2017 FUJIFILM Medical FAROUK, MAAMOUN
Mammography Systems Systems TAMER & COMPANY

New  SIGNA, Brivo, Optima MRI  8/13/2017 GE Healthcare GE Healthcare
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http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11381
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11391
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11392
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[High Priority ] - A29017 : Fujifilm—AMULET Digital Mammography Systems: Swivel Arm May Come

Down Unintentionally, Potentially Causing Injury
Medical Device Ongoing Action

Published: Monday, July 31, 2017
Last Updated: Thursday, August 3, 2017

UMDNS Terms:
® Radiographic Systems, Digital, Mammographic [18432]

Product Identifier:

AMULET Digital
Mammography R/Igsd_eI/Product
Systems: "

FDR MS-
/s 2500/2000
Innovality FDR MS-3500

[Capital Equipment]
Serial Nos.: 16940043, 16940041, 57220619, 66620829, 66620830, 66620831, 66420755, 66520794,
66520795, 57120599, 56320375, 56320377, 56320374, 56720476, 56720475, 56520409, 46620199

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.K.
Manufacturer(s): FUJFILM UK LtdUnit 10A St Martins Business Centre, Bedford, MK42 OLF, England
Suggested Distribution: Clinical/Biomedical Engineering, Oncology, Diagnostic Imaging, Radiation Oncology/Medical Physics

Problem:

Olna Field Safety Notice letter posted by the German Federal Institute for Drugsand Medical Devices (BfArM), and the U.K.Medicines and
Healthcare Products Regulatory Agency (MHRA), Fuijifilm states that the swivel arm on theabove system may come down unintentionally when it
is moved up or down,potentially causing injury to users and patients. Fujifilmalso states that its investigation suggests that thecause of this
problem is a manufacturing failure resulting in the twoscrews not being tightly secured on the part that connects the motor for movingthe
swivel arm up and down and the ball screw, which acts as a drivenshaft. Fujifilm further states that another cause may be the absence of
thescrew locking agent. Fujifilm states that it has received no reports ofadverse effects caused by this problem. The manufacturer has not
confirmed theinformation provided in the source material.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the Field Safety Notice letter and Customer
Feedback Form from Fujifilm. If any abnormality isfound in your system, discontinue use of the device and request service engineer assistance.
Complete the Customer Feedback Form, and return it to Fujifilm using the instructions on the form. Fujifilm will contact your facility to schedule system
corrections.

For Further Information:

Sharon Alexander, Fujifilm

E-mail: sharon.alexander@fujifilm.com

Website: Click here

References:

e Germany. Federd Institute for Drugs and Medical Devices. Urgent field safety notice for Amulet S. Amulet F/Innovality by FUJFILM
Corporation [online]. 2017 Jul 26 [cited 2017 Jul 31]. Available from Internet: Click here.

e Great Britain. Medicines and Healthcare Products Regulatory Agency. FUJIFILM: Amulet S/ Amulet F/Innovality [online]. London:
Department of Health; 2017 Jul 31 [cited 2017 Jul 31]. (Field safety notice; reference no. 2017/007/025/291/004). 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 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 Jul 31. MHRA FSN. 2017/007/025/291/004 Download

e 2017 Jul 31. MHRA FSN. FSN Reference No. 20170629 (includes reply form) Download

e 2017 Jul 31. BfArM (Germany). 07281/17 Download

e 2017 Jul 31. BfArM (Germany). FSN Reference No. 20170629 (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:sharon.alexander@fujifilm.com

https://www.fujifilm.eu/uk/contact-us

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2017/07281-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2017/07281-17_kundeninfo_en.html

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

https://www.gov.uk/drug-device-alerts/field-safety-notice-24-to-28-july-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/157576/20170731FUJIFILMAmuletMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/157577/2017FUJIFILMAMULETMHRAform.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/157578/20170726FUJIFILMAmuletBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/157579/2017FUJIFILMAMULETformBfArM.pdf
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New VANTA Analytical X-Ray
System, X-Ray

Fluorescence

8/9/2017

Electro mechanical medical devices

New Medfusion Syringe
Pumps ,
New Model 24950 and Model
25000 MyCarelLink
Remote Monitors
New Post-Auricular Cables

Used with 2000
Ventricular Assist Systems

In vitro diagnostic devices

New N-Antiserum to Human
Ig/L-chain, Lambda-type

New  VFM Coverslips and Slides

New VIDAS Testosterone ,

Non-active implantable devices

New CORAIL Collarless Stem
Prostheses ,
New Manual Surgical
Instrument
New MAXIMIS Pedicle Screw
Spinal Fixation System
New  Sterile Reaming Rods and

Light Clips

Reusable devices

8/10/2017 Smiths Medical ASD Inc..

8/9/2017

8/10/2017

8/7/2017

8/13/2017

8/7/2017

8/10/2017

8/13/2017

8/13/2017

8/10/2017

Olympus Salehiya Trading Est.

MEDICARE DRUG
STORE COMPANY

Medtronic SA Medtronic Saudi Arabia

Jarvik Heart Inc N/A

Siemens Healthcare
Diagnostics Product

AL-KAMAL Import

CellPath N/A

bioMerieux Inc

DePuy International Ltd = FAROUK, MAAMOUN

TAMER & COMPANY
Exactech N/A
Valorem Surgical LLC N/A

FAROUK, MAAMOUN
TAMER & COMPANY

DePuy Spine, Inc.

lel Medical & Trading Co.

2

FSN

FSN

FSN

https
://nc



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11388
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11383
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11384
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11395
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11394
http://Attached
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[High Priority ] - A29041 : Smiths—Medfusion Syringe Pumps: Syringe Barrel Clamp Mechanism May

Loosen, Potentially Delaying or Interrupting an Infusion
Medical Device Ongoing Action

Published: Thursday, August 3, 2017

UMDNS Terms:
® |nfusion Pumps, Multitherapy, Syringe [13217]

Product Identifier: Medfusion Syringe Pumps [Capital Equipment]
Model Series Nos.: (1) 3500, (2) 4000
For alist of affected serial numbers, see the letter sent to your facility.

Geographic Regions: Canada, Germany, Indonesia, Oman, Panama, Philippines, U.K., U.S.
Manufacturer(s): Smiths Medical ASD Inc 1265 Grey Fox Rd, St Paul, MN 55112, United States

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

Problem:

In an Urgent Medical Device Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Smiths states that the
thread lock material used on a fastening screw of the above pumps may be ineffective, resulting in loosening of the clamp mechanism and decreasing the
pump’s ahility to accurately detect the outside diameter measurement of the syringe barrel, causing an "Invalid Syringe Size" alarm to occur. Smiths also
states that adelay in theinitiation or an interruption of an active infusion may result in serious injury or death, depending on the patient’ s condition, the
therapy involved, and the amount of time the therapy would be delayed or interrupted. Smiths Medical has received no reports of deaths or serious
injuries as aresult of this problem.

Action Needed:

Identify any affected pumpsin your inventory. If you have affected pumps, verify that you have received the Urgent Medical Device Recall |etter and
Response Form from Smiths. If you have 10 or more affected pumps in your inventory, you may either contact Smiths using the information below to
arrange for atechnician to visit your facility and complete the necessary repairs onsite or return affected pumps to the Smiths service center for repair.
Smiths will provide your facility with a prepaid shipping label and loaner units, upon request. If you have nine or fewer affected pumps, return affected
pumps to Smiths as indicated above. Notify al relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any
facility to which you have further distributed affected product. Report any problems experienced with affected devices to the Smiths Medical Global
Complaint department by e-mail at global complaints@smiths-medical.com .

For Further Information:

Smiths Medical local representative (outside U.S. and Canada)

Smiths Medical customer service support team (U.S.)

Tel.: (800) 258-5361

(select option 2 for technical service, then option 1)
E-mail: service.support@smiths-medical.com
Website: Click here (click on the Request Repair icon)
Smiths Medical Canada

Tel.: (800) 258-5361 or (905) 477-2000

Smiths Medical global complaint department
E-mail: global complaints@smiths-medical.com
Website: Click here

For inquiries regarding this recall:

Stericycle

E-mail: smithsmedical 6884@stericycle.com

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Smiths Medical: Medfusion® Model 3500; Medfusion® Model 4000
[online]. London: Department of Health; 2017 Jul 31 [cited 2017 Aug 1]. (Field safety notice; reference no. 2017/006/029/291/008).
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 additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Aug 1. MHRA FSN. 2017/006/029/291/008 Download

e 2017 Aug 1. MHRA FSN. Download

e 2017 Aug 3. Manufacturer. The manufacturer confirmed the information 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:globalcomplaints@smiths-medical.com

mailto:service.support@smiths-medical.com

https://smiths-medical.custhelp.com/

https://smiths-medical.custhelp.com/

mailto:globalcomplaints@smiths-medical.com

https://www.smiths-medical.com/customer-support/contact-us

mailto:smithsmedical6884@stericycle.com

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

https://www.gov.uk/drug-device-alerts/field-safety-notice-24-to-28-july-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/157580/20170731SmithsMedfusionSyringePumpsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/157582/201707SmithsMedfusionSyringePumpsMHRA.pdf
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(A29041) Smiths-Medfusion Syringe Pumps.pdf
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[High Priority ] - A29047 : Medtronic—Model 24950 and Model 25000 MyCareLink Remote Monitors:

Multiple Implanted Heart Devices May Impact Monitoring
Medical Device Ongoing Action

Published: Thursday, August 3, 2017

UMDNS Terms:
® |nformation Systems, Data Management, Home Care [18118]

Product Identifier: OMyCareLink Remote Monitors. (1) Model 24950, (2) Model 25000 [Capital Equipment]

Geographic Regions: Australia, Austria, Belgium, Brazil, Brunei, Canada, Chile, China, Colombia, Costa Rica, Czech Republic, Denmark,
Dominican Republic, Finland, France, Germany, Greece, Hong Kong, Hungary, Iceland, India, Ireland, Isradl, Italy, Japan, Kazakhstan, Latvia,
Lithuania, Malaysia, Malta, Mexico, The Netherlands, New Zealand, Norway, Panama, Philippines, Poland, Portugal, Russia, Saudi Arabia, Serbia,
Singapore, Slovakia, Slovenia, South Africa, Spain, Sweden, Switzerland, Taiwan, Thailand, Turkey, &#160;United Arab Emirates, &#160;U.K., U.S,,
Venezuela

Manufacturer(s): Medtronic Inc8200 Cora Sea St NE, Mounds View, MN 55112, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Information Technology, Home Care

Problem: In aJuly 2017 Instructions for Use Update letter submitted by an ECRI Institute member hospital, Medtronic states that it has updated the
instructions for use (IFU) of the above monitors because of potential difficulties with monitoring patients with multiple implanted Medtronic heart
devices. Medtronic also states that it does not recommend the use of remote monitoring for patients with multiple implanted Medtronic heart

devices. Medtronic further states that if a patient has multiple devices, the abiilty to remotely monitor the patient's heart devices may be affected,
potentially leading to missed CareAlert notifications or device reports.

Action Needed: Identify any affected product in your inventory and determine whether you have patients with affected product. If you have affected
product/patients, verify that you have received the July 2017 Instructions for Use Update |etter from Medtronic. Medtronic recommends that

clinicians consider the potential for problems with remote monitoring when implanting an additional Medtronic heart device or preparing a patient for
remote monitoring. For example, if a Medtronic pacemaker isimplanted in a patient with an existing Reveal LINQ insertable cardiac monitor (ICM), you
may not be able to monitor either device remotely. In this example, if a physician determinesthat it is appropriate, removal of the Reveal LINO ICM will
allow for remote monitoring of the Medtronic pacemaker. Medtronic states that it is important to note that in-clinic interrogation of multiple implanted
devices viaa Medtronic programmer (model 2090 or Encore) can continue to be used to obtain data from each implanted heart device. The inability to
reliably communicate with multiple implanted heart devices affects remote monitoring systems only. In the example above, if the Reveal LINQ ICM and
pacemaker remain implanted, in-clinic evaluations using a Medtronic programmer can be used to obtain data from both devices. Medtronic has rel eased
an updated Clinician |FU for above monitors to include the following information:

e |n patients with more than one Medtronic implanted heart device, device data may not be able to transmit from any of the implanted devices
to the physician via the Monitor.

e |n addition, the patient could potentially transmit device data unintentionally from one of the implanted heart devices when attempting to
transmit from another device implanted in the same patient.

e A Medtronic programmer can be used to obtain data from each implanted heart device.

Theclinician IFU is available for download at Medtronic's Manual Library . 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:

Medtronic technical services department

Tel.: (800) 929-4043

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 Aug 2. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital Download
e 2017 Aug 3. 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://manuals.medtronic.com/manuals/main/region

http://manuals.medtronic.com/manuals/main/region

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.medtronic.com/contact-us/index.htm

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/157590/201707MedtronicMyCareLinkMonitorsCLIENT.pdf
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(A29047) Medtronic-Model 24950 and Model 25000 MyCareLink Remote Monitors.pdf


www.ecri.org . Printed from Health Devices Alerts on Thursday, August 10, 2017 Page 1

[High Priority ] - A29028 : Jarvik Heart—Post-Auricular Cables Used with 2000 Ventricular Assist
Systems: Use of Oily or Fatty Substances near the Pedestal Connector May Cause Cable to
Disconnect

Medical Device Ongoing Action

Published: Wednesday, August 2, 2017

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

Product Identifier:
OPost-Auricular Cables used with 2000 Adult Ventricular Assist Systems (VASs) [Consumable]
Cable Model No. JHI-001

Geographic Regions: Europe, Japan (clinical study), U.K., U.S. (clinical tria)
Manufacturer(s): Jarvik Heart Inc333 W 52nd St, New York, NY 10019, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Home Care, Materials Management

Problem:

Olnaduly 21, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Jarvik Heart
states that use of oily or fatty substances near the pedestal connector of the above cables may cause the cable to disconnect during normal use, resulting in
apump stopped condition. Jarvik Heart states that the "pump stopped” alarm will sound if there is a disconnection. Jarvik Heart further states that it has
received two reports of this problem occurring; both incidents were addressed by a clinician reconnecting the cable with no harm to the patient.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the July 21, 2017, Urgent Field Safety
Notice letter and Acknowledgment of Receipt form from Jarvik Heart. Complete the Acknowledgment of Receipt form, and return it to Jarvik Heart
using the instructions on the form. Clinicians and operators should not apply or use aily or fatty substances near the pedestal connector. If a disconnection
of the pedestal cable occurs because of oily or fatty substances, Jarvik Heart recommends the following actions:

e Reconnect the pedestal cable.
o Apply atemporary bandage over the pedestal cable and connector around the head to keep them connected.

e Return to the hospital or center where hospital staff should clean the pedestal site in accordance with the operator manual and replace the
pedestal cable with anew pedestal cable.

Jarvik Heart is updating the operator manual, patient handbook, and training (surgical) manual to include a warning regarding the use of oily or fatty
substances near the pedestal connection site. Notify all relevant personnel at your facility of the information in the Urgent Field Safety Notice letter.
For Further Information:

Jarvik Heart

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Jarvik Heart: Jarvik 2000 VAS, adult VAD, post-auricular cable
[online]. London: Department of Health; 2017 Jul 31 [cited 2017 Jul 31]. (Field safety notice; reference no. 2017/007/027/601/001).
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 Jul 31. MHRA FSN. 2017/007/027/601/001 Download

e 2017 Jul 31. MHRA FSN. FSCA JULY 2017 (includes reply form) Download

e 2017 Aug 2. 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.



http://www.jarvikheart.com/

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

https://www.gov.uk/drug-device-alerts/field-safety-notice-24-to-28-july-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/157310/20170731MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/157316/20170721JarvikHeartVentricularAssistSystemsMHRA.pdf
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[High Priority ] - A28953 : CellPath—VFM Coverslips and Slides: Presence of Strongly Negative
Birefringent Debris May Cause Misinterpretation of Patient Samples
Medical Device Ongoing Action

Published: Thursday, August 3, 2017

UMDNS Terms:
® Slides, Microscope [15185]
® Cover Glass, Microscope Slide [15687]

Product Identifier:

Value for
Money (VFM)  Item Nos.: Lot Nos.:

Prodiicts:

Coverslips SAH-2222-03 GP150901004

Twinfrost Slides MAE-1000-03P  ZP160602053

[Consumable]

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Cellpath plc80 Mochdre Enterprise Park, Newtown SY 16 4LE, Wales

Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:

OIn an Urgent Field Safety Notice |etter posted by the U.K. Medicines and Healthcare products regulatory agency (MHRA), CellPath states that the
above products may contain strongly negative birefringent debris that could potentially be misinterpreted as monosodium urate crystals. CellPath also
states that these pseudo-crystals may also be visible when saline is examined alone and may be reduced if the slide and coverdlip are pre-washed in
acohol. 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 Urgent Field Safety Notice letter from
CellPath and confirm to CellPath that you have received it by e-mail at info@cellpath.co.uk . Affected VFM coverdlips are expired and should not be
used. VFM slides and coverslips must be thoroughly cleaned before use for polarization/fluorescence microscopy. Notify all relevant personnel at your
facility of theinformation 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:

Trevor Turner, CellPath QSH& E manager

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. CellPath: general histology instruments [online]. London:
Department of Health; 2017 Jul 17 [cited 2017 Jul 31]. (Field safety notice; reference no. 2017/007/012/291/006). Available from Internet:
here.

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to 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 Jul 31. MHRA FSN. 2017/007/012/291/006 Download
e 2017 Jul 31. MHRA FSN. Download

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



mailto:info@cellpath.co.uk

http://www.cellpath.co.uk/contact-cellpath/

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

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

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

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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[High Priority ] - A29024 : DePuy Synthes— CORAIL Collarless Stem Prostheses: Packaging May

Contain Incorrect Product
Medical Device Ongoing Action

Published: Thursday, August 3, 2017

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

Product Identifier:

CORAIL High Offset  Product
Stem Prostheses: Codes:

Lot Nos.: GTIN Nos.:

Size 9 Coxa Vara 1060329516
collared 3193709 5291990 gao)
Sizel4Collaless 120314 5202130 goc032702

[Consumable]

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

Problem:

InaJuly 2017 Urgent Field Safety Notice Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), DePuy
Synthes states that the packaging of the above products may contain the incorrect product. DePuy Synthes aso statesif the user is anticipating asize 14
prosthesis but receives and uses a size 9 prosthesis, the patient may experience stem loosening, poor joint mechanics, or asignificant surgical delay while
an dternative prosthesisin located; if the user is anticipating a size 9 prosthesis but receives and uses a size 14 prosthesis, the patient may experience
bone fracture, poor joint mechanics, or a significant or serious surgical delay while an aternative prosthesisislocated. The manufacturer has not
confirmed the information provided in the source material .

Action Needed:

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

For Further Information:

Clare Mathers, DePuy Synthes recall & vigilance associate

Tel.: 353 (21) 4914581

E-mail: RA-DPYIE-VigilRecal @I TS.INJ.com

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. DePuy: CORAIL® COXA VARA HIGH OFFSET STEM [onling].
London: Department of Health; 2017 Jul 31 [cited 2017 Jul 31]. (Field safety notice; reference no. 2017/007/027/701/021). Available from
Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update 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 Jul 31. MHRA FSN. 2017/007/027/701/021 Download
e 2017 Jul 31. MHRA FSN. (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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[High Priority ] - A29021 : DePuy Synthes—Sterile Reaming Rods and Light Clips: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Tuesday, August 1, 2017
Last Updated: Thursday, August 3, 2017

UMDNS Terms:
® Reamers, Orthopedic [13297]
® Retractors, Surgical, Spine [33203]

Product Identifier:

Sterile Trauma

Products: Part Nos.: Lot Nos.:

H229392, H239057, H294373,
H294380, H294383, H294387,
H294391, H294393, H294394,
H294401, H294402, H294404,
H294407, H297302, H297307,
H297308, H297309, H297310,
H297312, H297313, H297315,
H297319, H297324, H297328,
H297329, H297330, H297333,
H297334, H297335, H297336,
H297337, H297340, H297343,
H297350, H297356, H297358,
H297359, H297360, H297362,
H297366, H297367, H297370,

' 351.706S H297374, H297377, H297380,
H297383, H297385, H297386,
H325599, H325600, H325607,
H325615, H330343, H333939,
H333940, H335085, H335089,
H339342, H339349, H340100,
H340112, H340114, H340383,
H340394, H340912, H340913,
H340918, H341132, H341135,
H341207, H341208,
H341209, H341210, H341212,
H341213, H342135, H342136,
H342137, H342140, H342141,
H342583, H343142, H343361,
H343364, H343365

2.5 mm Reaming Rod
Ball Tip, 950 mm

2.5 mm Reaming Rod,
Ball Tip with 351.707S H040501, H105498, H213824
Extension, 950 mm

H311894, H311912, H311913,
H311924, H311925, H311938,
2.5 mm Reaming Rod, 351.7085 H311941, H311942, H317169,
Ball Tip, 1,150 mm ' H317170, H334430, H334555,
H334556, H336080, H336081,
H336083

3.0 mm Reaming Rod, H306632, H311224, H311225,
Straight Ball Tip 950  351.76S  H311226, H311228, H311229,
mm H311231, H318789, H319171,

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






www.ecri.org . Printed from Health Devices Alerts on Thursday, August 10, 2017 Page 2

H319172, H319175, H327066,
H327067, H327068

2.5 mm Guide Rod,
Smooth Tip, 950 mm 355.042S H354470

2.5 mm Titanium
Calibrated Reaming ~ 359.083S H270855
Rod, 850 mm

Light Clip for Oracle  0.3.8-
Retractor 9go5g 1310383, H322619, H327938

(‘nncllmnhln}

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

Problem: OInaJduly 26, 2017, Urgent Notice Medical Device Recall letter submitted by ECRI Institute member hospitals, DePuy Synthes states that the
packaging seal of the above devices may have gaps or channeling, potentially compromising product sterility. DePuy Synthes also states that use of
affected product may place the patient at risk of infection. 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 July 26, 2017, Urgent Notice Medical
Device Recall letter from DePuy Synthes. Regardless of whether you have affected product, complete the Verification Section and return it to DePuy
Synthes using the information in the letter. Either return affected trauma products for replacement or resterilize them according to the product sterilization
instructions provided with the original packaging. Affected spine products can only be returned for replacement. To obtain areturn authorization (RA)
number for product return, contact DePuy Synthes by telephone at (800) 479-6329.

For Further Information:

DePuy Synthes

Tel.: (610) 719-5450

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
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 Jul 28. Member Hospital. DePuy Synthes |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.
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[High Priority ] - A29033 : ICU Medical/Hospira—1,000 mL 0.9% Sodium Chloride Injections: May

Contain Particulate Matter
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, August 3, 2017
Last Updated: Friday, August 4, 2017

UMDNS Terms:
® |ntravenous Fluid Containers[12172]

Product Identifier:

Single-Dose Flexible Containers of 1,000 mL 0.9% Sodium Chloride Injections, USP [Consumable]
NDC No. 0409-7983-09; Lot No. 61-841-FW EXP JAN 1 2018

Units manufactured on February 1, 2016, and distributed between April 14, 2016, and February 2, 2017

Geographic Regions: U.S.

Distributor(s): ® Hospiralnc275 N Field Dr, Lake Forest, IL 60045, United States
Manufacturer(s): Hospiralnc 275 N Field Dr, Lake Forest, IL 60045, United States
Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pharmacy, 1V Therapy, Materials Management

Problem: In aJuly 28, 2017, Company Announcement posted by FDA, ICU Medical states that it has received areport of particulate matter, which was
identified as stainless steel, in one of the above flexible containers. Injection of particulate matter may lead to alergic reactions, local irritation and
inflammation in organs or tissues, or other serious adverse health consequences. ICU Medical states that affected customers were notified by letter from
Stericycle.

Action Needed: Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have been
contacted by ICU Medical. Return affected product using the instructionsin the letter. 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:

ICU Medica

Tel.: (800) 441-4100, 8 am. to 5 p.m. Central time, Monday through Friday

Website: Click here

OReferences:
United States:

e Food and Drug Administration. Company Announcement. ICU Medical issues a voluntary nationwide recall of one lot of 0.9% sodium
chloride injection due to the presence of particulate matter [online]. 2017 Jul 28 [cited 2017 Jul 31]. Available from Internet: Click here.

e Food and Drug Administration. MedWatch. 0.9 percent sodium chloride injection by ICU Medical: Recall—presence of particulate matter
[onling]. 2017 Jul 31 [cited 2017 Jul 31]. 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 alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Jul 31. FDA. MedWatch Download

e 2017 Jul 31. FDA. Company Announcement Download

e 2017 Aug 3. Manufacturer. Hospira confirmed the information in the source material.

©2017 ECRI Ingtitute
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[High Priority ] - A28991 : Exactech—3.2 mm Vix Bits: May Fracture during Use
Medical Device Ongoing Action

Published: Thursday, August 3, 2017

UMDNS Terms:
® Drill Bits, Surgical [33882]

Product Identifier:
3.2 mm Vix Bits used with ExactechGPS Total Shoulder Application Systems [Consumable, Capital Equipment]
Catalog No. 531-15-08; All lot numbers

Geographic Regions: Australia, France, Spain, U.K., U.S.
Manufacturer(s): Exactech Inc2320 NW 66th Ct, Gainesville, FL 32653, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

Inaduly 11, 2017, Urgent Field Safety Notice |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Exactech states
that it has received areport of the above drill bits fracturing during use. Exactech also states that if this problem occurs, it may necessitate further surgical
intervention to remove the drill bit and any fragments from the wound site. Exactech further states that it has received no reports of a broken instrument
piece being left in a patient and no reports of revision associated with this problem.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the July
11, 2017, Urgent Field Safety Notice letter and Response Form from Exactech. Complete the Response Form, and return it to Exactech using the
information on the form. To arrange for product return, contact your Exactech representative. Inform all relevant personnel at your facility of the
information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

Exactech

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Exactech: 3.2mm Vix bit [online]. London: Department of
Health; 2017 Jul 24 [cited 2017 Jul 25]. (Field safety notice; reference no. 2017/007/017/291/057). Available from Internet: Click here .
Comments:

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

Source(s):
e 2017 Jul 25. MHRA FSN. 2017/007/017/291/057 Download
e 2017 Jul 25. MHRA FSN. (includes reply form) Download

e 2017 Aug 3. Manufacturer. Manufacturer confirmed information

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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[High Priority ] - A29048 : McKesson—Baxter Non-DEHP INTRAVIA Medication Delivery Bags: May

Leak
Medical Device Ongoing Action

Published: Thursday, August 3, 2017

UMDNS Terms:
® |ntravenous Fluid Containers[12172]

Product Identifier:

Baxter Non-DEHP INTRAVIA Medication Delivery Bags (Empty) [Consumable]

Product No. 2J8003; Lot No. DR16J18096 EXP OCT 19 2021; NDC No. 85412029561; UPC No. 38541229561; Econo No. 1688225
Units distributed beginning November 22, 2016

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

Distributor(s): ® McKesson Corp One Post St, San Francisco, CA 94104-5203, United States
Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States

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

Problem:

Inaduly 28, 2017, Urgent Drug Recall |etter submitted by an ECRI Institute member hospital, McKesson notified its customers of arecall initiated by
Baxter for the above medication delivery bags. McKesson states that Baxter is recalling the above bags because of the potential presence of leaks. The
distributor 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 July 28,
2017, Urgent Drug Recall letter from McKesson or that you have been contacted by the manufacturer. Customers participating in a McKesson-
administered Return to Vendor program should return affected product to their designated returns processor. Transmit arequest for return authorization
as unsaleable, manufacturer recall, using your McKesson Connect, Mobile Manager, or Telestock, and return affected product to McKesson. All others
should follow the instructions provided by the manufacturer.

For Further Information:
McKesson:

Website: Click here
Baxter:

Baxter product surveillance
Tel.: (800) 437-5176
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 Aug 2. Member Hospital. McKesson letter submitted by an ECRI Institute member hospital Download

©2017 ECRI Ingtitute
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[High Priority ] - A29014 : Epimed—Tuohy Epidural Needles: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Friday, July 28, 2017

UMDNS Terms:
® Needles, Injection, Epidural [17834]

Product Identifier:

020 G TW x 3.5-Inch Tuohy Epidural Needles [Consumable]
Catalog/Reference No. 125-2035T; Lot No. 12358202

Units distributed beginning July 7, 2017

Geographic Regions: Canada, Czech Republic, Germany, Turkey, U.S.
Manufacturer(s): Epimed International Inc 141 Sal Landrio Dr Crossroads, Business Park, Johnstown, NY, United States

Suggested Distribution: Anesthesia, Critical Care, Infection Control, Obstetrics/Gynecol ogy/Labor and Delivery, OR/Surgery, Pain Clinic,
Materials Management

Problem:

OIn an Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Epimed states that the Tyvek pouch seal on the packaging
of the above needles may be incomplete, potentially compromising product sterility. Epimed also states that it believes that less than 1% of pouch seals
are affected.

Action Needed:

Oldentify, isolate, and discontinue use of any affected needles in your inventory. If you have affected needles, verify that you have received the Urgent
Medical Device Recall letter and Recall Return Response Form from Epimed. Complete the Recall Return Response Form, and return it to Epimed using
the instructions on the form. To arrange to receive replacement needles and/or credit, contact Bobbi Harrington, Epimed customer service department, by
telephone at (518) 725-0209, by e-mail at bobbih@epimed.com , or by fax at (518) 725-0207.

For Further Information:

Gina Spencer, Epimed quality assurance/regulatory affairs (QA/RA) associate and product correction/removal coordinator

Tel.: (800) 866-3342, extension 2602, 8:00 am. to 4:30 p.m., Monday through Friday

E-mail: ginas@epimed.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 Jul 28. Member Hospital. Epimed letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2017 Jul 28. Manufacturer. The manufacture has confirmed the information provided in the source material.
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* The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* Dndicates that medical devices subject to removal and/ or destroyed action.

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

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

To see recent recalls kindly visit the following link:

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

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


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

