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Dear,
SBED team is pleased to inform you that 37 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of  7/3/2017 to 7/9/2017

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

Anaesthetic and respiratory devices

#  New A-Series Anesthesia 7/7/2017 Shenzhen Mindray Salehiya Trading Est. FSN  Attac
Systems hed

#  New BVM Manual Manual 7/7/2017 Intersurgical Limited Al Hammad Medical 2 https
Resuscitation Systems Services //nc

Assistive products for persons with disability

New Pivot, Pivot Hygiene, 7/9/2017 Nortec NZ N/A 2 https
Pivot Hammock and //nc

Tony Pringle clip style mdr.

sling with the keyhole stda.

clip fastening Ov.S

Dental devices


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11269
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11271
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[High Priority ] - A28838 : Mindray—A-Series Anesthesia Systems: May Be Unable to Enter Standby

Mode and/or May Skip Leak Test and Standby Mode at Startup
Medical Device Ongoing Action

Published: Wednesday, June 28, 2017
Last Updated: Thursday, June 29, 2017

UMDNS Terms:
® Anesthesia Units [10134]

Product Identifier:
A-Series Anesthesia Systems: (1) A3, (2) A5, (3) A7 [Capital Equipment]
Software Bundle Versions: 02.02.00 through 02.11.00, 02.11.01

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

Manufacturer(s): Mindray Medical Internationa Ltd Mindray Building, Keji 12th Rd South, High-Tech Industrial Park, Nanshan, Shenzhen
518057, People's Republic of China

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, OR/Surgery, Information Technology

Problem:

InaJune 9, 2017, Urgent Medical Device Correction |etter submitted by an ECRI Institute member hospital, Mindray states that if the above systems'
total number of write cycles to a particular range of memory locations has exceeded the life specification of the electrically erasable programmable read-
only memory (EEPROM ), a software anomaly may occur, potentially resulting in one or both of the following scenarios:

1. Theunit will not be able to enter standby mode when the user confirms "Discharge” (in software bundle versions below 02.06.00) or
"End Case" (in software bundle versions 02.06.00 and above) in the dialog box. Under these conditions, the unit can enter standby mode
only if the user manually unchecks "Restore Default Settings' in the same dialog box. When "Restore Default Settings" in the dialog box
is unchecked, the previous settings will be applied to the next case instead of the user-established default settings.

2. If this anomaly is unaddressed for a period of time, the unit will automatically skip over the startup leak test and standby mode at startup
and immediately enter either manual or automatic ventilation mode, depending on the position of the Manual/Auto switch.

Mindray also states that it has received no reports of injuries associated with this problem and that there is no risk of adverse effects for the patient. The
problem will manifest only at startup or at the end of acase; it will not occur during a case. 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 received the June 9, 2017, Urgent Medical Device
Correction letter from Mindray. If either of the above scenarios occurs, contact your Mindray service representative immediately to arrange to receive an
upgrade that will eliminate the potential for the anomaly to occur. If thefirst scenario occurs, the system may remain in service; however, the clinician
will have to manually adjust the settings for the next case. If the second scenario occurs, take the system out of service. In this state, the system will not
perform the recommended startup test, will operate in adult mode only, and the audible alarms will be disabled. Mindray is offering 2 options for
upgrading affected systems:

1. You may perform the software upgrade if your facility has biomedical engineering or other staff that have been trained by Mindray to
perform maintenance operations on affected systems. To receive the software and instructions on performing the upgrade, contact the
Mindray technical support team by telephone at (877) 913-9663 (select option 1), 8:30 am. to 5:30 p.m. Eastern time, Monday through
Friday.

2. A Mindray service representative will upgrade affected systems at your facility at no cost. To arrange to receive the upgrade in this
manner, contact your Mindray service representative by telephone at (877) 913-9663 (select option 8), 8:30 am. to 5:30 p.m. Eastern
time, Monday through Friday.

Notify al relevant personnel at your facility of the information in the letter.

For Further Information:
Mindray
Website: Click here

Comments:

e [IOThisaertisaliving 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 26. Member Hospital. Mindray letter submitted by an ECRI Institute member hospital Download

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



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

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155589/20170609MindrayASeriesAnesthesiaSystemsClientRedacted.pdf
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New

Drew Scientific DREW 3-

PAC Reagent Kit
containing: 5L Diluent,
750 mL Enzymatic
Cleaner, and 125 mL
Lysing Reagent.

7/6/2017

JAS Diagnostics Inc.( N/A
subsidiary of ERBA
Diagnostics ).

Diagnostic and therapeutic radiation devices

New

New

New

# New

IMPAX Cardiovascular

MOSAIQ Systems ,

Proteus 235 and Proteus
ONE proton therapy
systems

Vibe Sensis Systems

7/6/2017

7/3/2017

7/6/2017

7/7/2017

Electro mechanical medical devices

New

New

# Update

# New

Update

3M Ranger(TM) Pressure

Infusor

Hand Foot I ,

MiniMed 640G Insulin
Infusion Pump..

Plum 360 Infusion
Systems

Prismaflex System,
Prismaflex 4.11,
Prismaflex 5.00 Row,
Prismaflex 6.10 Row and
Prismaflex 7.XX Row.

7/5/2017

7/3/2017

7/7/2017

7/9/2017

7/3/2017

AGFA Corp. Gulf Medical Co.

MPAC Medical Systems In« Medical Regulations Gate

Ion Beam Applications N/A
S.A.
SIEMENS iemens Medical Solution:
3M Health Care Ltd 3M company

National Biological Corp 'n Medical Instruments Ci

Medtronic SA Medtronic Saudi Arabia
ICU Medical, Inc AL-KAMAL Import
Baxter Healthcare Baxter AG

FSN
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FSN

FSN
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11256
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11258
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11247
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11259
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11253
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11242
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11268
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11260
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[High Priority ] - A28616 : Siemens—Vibe Sensis Systems: Software Errors May Cause Reporting

Problems
Medical Device Ongoing Action

Published: Monday, June 26, 2017

UMDNS Terms:
® |nformation Systems, Data Management, Cardiology [18119]
® |nformation Systems, Data Management, Cardiology, Hemodynamic [17766]
® |nformation Systems, Data Management, Electrophysiology [90751]

Product Identifier:
Sensis Vibe Systems [Capital Equipment]
Software Version VD10B

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.S.
Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Information Technology

Problem:

InaMay 16, 2017, Customer Safety Advisory Notice letter submitted by an ECRI Institute member hospital, and aMay 5, 2017, Important Customer
Service Notice Regarding Corrective Field Action letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Siemens states
that a software error in the above systems can cause the following to occur:

e Problems generating areport
e Information from different examinations of the same patient may be combined into one report

Siemens also states that if the erroneous report is used for treatment or diagnosis, it may result in incorrect treatment or diagnosis.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the May 5, 2017, Important Customer Service
Notice Regarding Corrective Field Action letter or May 16, 2017, Customer Safety Advisory Notice letter from Siemens. Siemens will contact your
facility to arrange to install a software update that will correct this problem. 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 distributed affected product and notify Siemens of the transfer.

For Further Information:

Siemens

Website: Click here

References:
e Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Sensis systems by Siemens Healthcare GmbH;
Business Area Advanced Therapies [online]. 2017 May 17 [cited 2017 Jun 23]. Available from Internet: Click here.
Comments:

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

Source(s):

e 2017 Jun 23. Member Hospital. May 16, 2017 Siemens letter submitted by ECRI Institute member hospital, AX021/17/S Download

e 2017 Jun 23. BfArM (Germany). BfArM 04672/17 Download

e 2017 Jun 23. BfArM (Germany). May 5, 2017 Siemens letter posted by BfArM, AX008/17/S Download

e 2017 Jun 26. 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.usa.siemens.com/en/contact.php

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2017/04672_17_kundeninfo_EN.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2017/04672_17_kundeninfo_EN.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155357/20170516SiemensSensisVibeClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155358/20170517SiemensSensisVibeBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155359/20170516SiemensSensisVibeBfArM.pdf
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[High Priority ] - A28683 01 : *Medtronic—MiniMed 600 Series Insulin Pumps: Keypad May Become

Temporarily Unresponsive [Update]
Medical Device Ongoing Action

Published: Thursday, June 29, 2017

UMDNS Terms:
® |nfusion Pumps, Insulin, Ambulatory [17159]

Product Identifier:
MiniMed Insulin Pumps: (1) 620G, (2) 630G, (3) 640G, (4) 670G [Capital Equipment]

Geographic Regions: Worldwide
Manufacturer(s): Medtronic Diabetes USA Div Medtronic Inc18000 Devonshire St, Northridge, CA 91325-1219, United States

Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Pediatrics, Diabetes Education/Coordination, Home Care, Endocrinology, 1V
Therapy

Summary:

OThis Alert provides new information based on manufacturer correspondence regarding Alert Accession No. A28683 . Additional information is
provided in the Product Identifier and Geographic Regionsfields.

Problem:

OInaMay 2017 Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Medtronic states
that, on rare occasions, the keypad buttons on the above pumps may become temporarily stuck and the keypad may become unresponsive. Medtronic also
states that this may occur when the atmospheric pressure around the pump increases or decreases rapidly, which would most likely happen when the user
istraveling in an airplane during takeoff or landing. If this happens, in most cases, the patient may not notice because the pump will resolve the problem
on its own. During this temporary situation, a button may be more difficult to press down or a button may look likeit is pressed and stuck in that position.
Medtronic states that patients may experience the following if this problem occurs:

e |f apatient notices that the keypad buttons are difficult to press down, the pump will continue to deliver basal insulin. The patient may not
be able to program a bolus or suspend delivery as the buttons temporarily will be more difficult to press, but this will resolve on its own,
usually within 30 min.

e |f abutton isstuck in apressed position, after 3 minutes a " Stuck Button" alarm is triggered which suspends insulin delivery (including
basal). The patient may not be able to clear the alarm because the keypad is unresponsive. In the rare situation where this continues for more
than 10 min, the pump will begin to siren.

e Oncetheaarmistriggered and insulin is suspended, patients will be unable to program a bolus or resume insulin delivery until the alarmis
cleared.

Action Needed:

Oldentify any affected product in your inventory, and identify patients who use affected pumps. If you have affected patients and/or product, verify that
you have received the May 2017 Urgent Field Safety Notice letter from Medtronic. Inform patients using affected pumps of the problem. If patients
experience this keypad condition and want to resolve it immediately to bolus or clear the alarm, they must remove the battery cap from the pump and then
place it back on. Medtronic states that patients should have a fresh AA battery available in case their pump prompts to insert a new battery.

For Further Information:

Medtronic

Tel.: (01923) 212213 (U.K. only)

Website: Click here

References:

e Great Britain. Medicines and Healthcare Product Regulatory Agency. Medtronic MiniMed: MiniMed 640G insulin pump, MMT-1711,
MMT-1712 [online]. London: Department of Health; 2017 May 31 [cited 2017 Jun 1]. (Field safety notice; reference no.
2017/005/025/291/023). Available from Internet: Click here.

Comments:

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

Source(s):
e 2017 Jun 16. MHRA FSN. Medtronic reference no. FA767 Download
e 2017 Jun 16. MHRA FSN. 2017/005/025/291/023 Download

e 2017 Jun 16. 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.



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630655

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630655

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

https://www.gov.uk/drug-device-alerts/field-safety-notices-22-26-may-2017

https://www.gov.uk/drug-device-alerts/field-safety-notices-22-26-may-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/155649/201705MedtronicMiniMed640GInfusionPumpsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155650/20170531 MHRA Cover.pdf
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New Sealing Caps (A0282 and
A0313) used with
compatible endoscopy
instruments

New TI Transport
Monitor/Module Battery
Pack

In vitro diagnostic devices

New ARCHITECT c4000
Cuvette Segment

New BacT/ALERT BPN Culture
Bottles

New BK Virus R-gene Real-
time Detection and
Quantification Kit.

New COULTER LH and HmX
Analyzers

New Haemophilus Test
medium (HTM).

New MULTIGENT Quinidine

New Pre-Transfusion Blood
Testing System PK7300
Automated Microplate

System

New Recapper for the
AutoMate 2500 Family.

New Sysmex CA-600 series
with built-in barcode
reader.

7/9/2017

7/5/2017

7/3/2017

7/9/2017

7/9/2017

7/6/2017

7/9/2017

7/3/2017

7/9/2017

7/9/2017

7/9/2017

Olympus Salehiya Trading Est. 2
Shenzhen Mindray Salehiya Trading Est. 2
Abbott Laboratories Inc Medical supplies & FSN

Services Co.Ltd

bioMerieux Inc Al-Jeel Medical & 2
Trading Co. LTD

bioMerieux Inc Al-Jeel Medical & 2
Trading Co. LTD

Beckman Coulter Al-Jeel Medical & 2
Trading Co. LTD

bioMerieux Inc Al-Jeel Medical & 2
Trading Co. LTD

poration, part of Thermo ipplies & Services Co.Ltd  FSN

Beckman Coulter UK Ltd = Beckmancoulter INT L 2
Beckman Coulter UK Ltd = Beckmancoulter INT L 2
Sysmex Europe GmbH.. AL-KAMAL Import 2
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11272
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11250
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11248
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11264
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11266
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11262
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11265
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11243
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11263
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11261
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11274

New Sysmex XN-450, XN-550
& other XN-L series
Automated Haematology
Analysers
New VIDAS Testosterone

Non-active implantable devices

New BioGlue Surgical
Adhesive,

New Delta Ceramic Femoral
Heads

New ELEOS LIMB SALVAGE

SYSTEM SEGMENTAL

STEM

New IVS Bone Cement

Ophthalmic and optical devices

M720 + Protective Glass
Holder

New

Reusable devices

AXiEMTM ENT Suction
instruments

New

Single-use devices

New 25 G Orange Needles
Contained in Ophthalmic
Sterile Procedure Trays
New  Codan Extension Set with

T Connector,

7/9/2017

7/6/2017

7/5/2017

7/7/2017

7/5/2017

7/3/2017

7/3/2017

7/4/2017

7/7/2017

7/9/2017

FAROUK, MAAMOUN
TAMER & COMPANY

Roche Diagnostics Corp

bioMerieux Inc el Medical & Trading Co.

Cryolife, Inc. Almarfa Medical
Biomet Inc Al Amin Medical
Instruments Co. Ltd.
Onkos N/A

Stryker Europe

Al-Faisaliah Medical
System

Leica Microsystems Inc.

Medtronic SA Medtronic Saudi Arabia

Medline Industries Inc.... Ikar Establishment

CODAN Medizinische Alwan Alnoor Trading
Geraete GmbH & Co KG Est.

|-Faisaliah Medical Syster
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11273
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11257
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11251
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11249
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11241
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11246
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11245
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11267
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[High Priority ] - A28831 : Medline—25 G Orange Needles Contained in Ophthalmic Sterile
Procedure Trays: Change in Supplied Needle Length May Lead to Subconjunctival Hemorrhage or

Globe Perforation
Medical Device Ongoing Action

Published: Tuesday, June 27, 2017

UMDNS Terms:
® Needles, Ophthalmic Procedure [20228]
® Procedure Kit/Trays, Irrigation/Lavage, Eye [11655]

Product Identifier:
[JOphthalmic Sterile Procedure Trays Containing 25 G Orange Needles [Consumable]
Lot Nos.: 110969 through 113325, 717032 through 726343

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Medline International FranceLe Val Saint Quentin, 2 rue René Caudron, 78960 Voisins le Bretonneux, France
Suggested Distribution: OR/Surgery, Ophthalmology, Materials Management

Problem:

InaJune 8, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Medline states
that the above trays contain 2 cm needles instead of the 1.6 cm needles that were previously included in the trays. Use of the longer needle may cause
subconjunctival hemorrhage, which may result in increased intraocular pressure, perforation of the globe, or retina detachment, necessitating surgery.
Medline also states that it has received no reports of seriousinjury as aresult of this problem. The manufacturer has not confirmed the information
provided in the source material.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the June 8, 2017, Urgent Field Safety
Notice letter and Acknowledgment form from Medline. Complete the Acknowledgment form, and return it to Medline using the instructions on the form.
If the 2 cm needle is not suitable, indicate so on the Acknowledgment form and Medline will provide your facility with 1.6 cm needles. Notify all
relevant personnel at your facility of the information in the letter.

For Further Information:

Medline

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Medline International France: surgical procedure kit—several
[online]. London: Department of Health; 2017 Jun 26 [cited 2017 Jun 27]. (Field safety notice; reference no. 2017/006/012/291/018).
Auvailable from Internet: 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 27. MHRA FSN. 2017/006/012/291/018 Download
e 2017 Jun 27. MHRA FSN. Medline Reference Nos.: FSN-17/04 (includes reply form) Download

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



https://de.medline.com/kontakt/medline-standorte-in-europa%3becomsessionid=QlbMAl2vba5PJQn9aKe8Uw__

https://www.gov.uk/drug-device-alerts/field-safety-notice-19-to-23-june-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-19-to-23-june-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/155489/20170626MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155490/20170608MedlineOphthalmicSterileProcedureTraysMHRA.pdf
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[High Priority ] - A28823 : Zimmer Biomet—Delta Ceramic Femoral Heads: Sterile Packaging May

Be Melted
Medical Device Ongoing Action

Published: Wednesday, June 28, 2017

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

Product Identifier:
[032/0 mm Delta Ceramic Femoral Heads [Consumable]
Item No. 650-1162; Lot No. 2016030466

Geographic Regions: Europe, U.K.
Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem:

OInaJdune 20, 2017, Urgent Medical Device Field Safety Notice Removal |etter posted by the U.K. Medicines and Healthcare Products Regulatory
Agency (MHRA), Zimmer Biomet states that the sterile packaging of the above femoral heads may be melted, potentially leading to an extension of
surgery or infection, necessitating revision surgery. Zimmer Biomet also states that this problem would be easily identifiable. For images showing melted
inner and outer trays, seethe letter .

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the June 20, 2017, Urgent
Medical Device Field Safety Notice Removal letter and Certificate of Acknowledgment form from Zimmer Biomet. Complete the Certificate of
Acknowledgment form, and return it to Zimmer Biomet using the instructions on the form. Y our Zimmer Biomet sales representative will arrange for
removal of affected product from your facility. Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at
per.uk@zimmerbiomet.com .

For Further Information:

Zimmer Biomet

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Biomet UK: Delta ceramic femoral head 32/0mm [online]. London:
Department of Health; 2017 Jun 26 [cited 2017 Jun 27]. (Field safety notice; reference no. 2017/006/021/291/019). Available from Internet:
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 26. MHRA FSN. 2017/006/021/291/019 Download
e 2017 Jun 26. MHRA FSN. ZFA No. 2017-62 (includes reply form) Download

e 2017 Jun 27. 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.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155483/20170620ZimmerBiometDeltaCeramicFemoralHeadsMHRA.pdf?option=80F0607

mailto:per.uk@zimmerbiomet.com

http://www.zimmer.com/contact-us-information.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-19-to-23-june-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-19-to-23-june-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/155482/20170626MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155483/20170620ZimmerBiometDeltaCeramicFemoralHeadsMHRA.pdf



MMOqalaa
(A28823) Zimmer - Delta Ceramic Femoral Heads.pdf


New Imager II Angiographic 7/5/2017 Boston Scientific Ltd FAROUK, MAAMOUN 2 https
Catheter, TAMER & COMPANY ://nc

New Multiple Medtronic DLP 7/4/2017 Medtronic SA Medtronic Saudi Arabia =~ FSN  https
products ://nc
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*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* Dndicates that medical devices subject to removal and/ or destroyed action.

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

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

To see recent recalls kindly visit the following link:

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

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.
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[High Priority ] - A28284 03 : *Cook—Zenith Alpha Thoracic Endovascular Grafts: Manufacturer

Updates IFU and Recalls Certain Sizes [Update]
Medical Device Ongoing Action

Published: Tuesday, June 27, 2017

UMDNS Terms:
® Stent/Grafts, Vascular, Aortic [20453]

Product Identifier:
OZenith Alpha Thoracic Endovascular Grafts [Consumable]
The following grafts with a proximal or distal diameter of 18 mm to 22 mm are being recalled:

Catalog Nos.: ﬁl)osk.):al Product
ZTA-P-18-105-W G35327
ZTA-P-20-105-W G35329
ZTA-P-22-105-W G35331
ZTA-PT-22-18-105-W G38041
ZTA-PT-26-22-105-W G38055
Z/TA-DE-22-104-W G35506
All lot numbers

The following grafts are affected by the correction:
Reference Part Nos.: ﬁlé)sl?:al Product
ZTA-D-28-160-W G35381
ZTA-D-30-160-W G35383
ZTA-D-32-160-W G35385
ZTA-D-34-142-W G35391
ZTA-D-34-190-W G35392
ZTA-D-36-142-W G35393
ZTA-D-36-190-W G35394
ZTA-D-38-147-W G35395
ZTA-D-38-197-W G35396
ZTA-D-40-147-W G35397
ZTA-D-40-197-W G35398
ZTA-D-42-152-W G35399
ZTA-D-42-204-W G35400
ZTA-D-44-157-W G35401
ZTA-D-44-211-W G35402
ZTA-D-46-157-W G35403
ZTA-D-46-211-W G35404
ZTA-DE-26-104-W G35511
ZTA-DE-30-108-W G35515
ZTA-DE-34-112-W G35519
ZTA-DE-38-91-W G35523
ZTA-DE-42-146-W G38023
ZTA-DE-42-94-W G36346
ZTA-DE-46-97-W G38027
ZTA-P-24-105-W G35333
ZTA-P-24-127-W G35334
ZTA-P-26-105-W G35335
ZTA-P-28-109-W G35337
ZTA-P-28-155-W G35339
ZTA-P-28-201-W G35340
ZTA-P-30-109-W G35341
ZTA-P-30-155-W G35343
ZTA-P-30-201-W G35344
ZTA-P-32-109-W G35345
ZTA-P-32-155-W G35347
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ZTA-P-32-201-W G35348
ZTA-P-34-113-W G35349
ZTA-P-34-161-W G35351
ZTA-P-34-209-W G35352
ZTA-P-36-113-W G35353
ZTA-P-36-161-W G35355
ZTA-P-36-209-W G35356
ZTA-P-38-117-W G35357
ZTA-P-38-167-W G35359
ZTA-P-38-217-W G35360
ZTA-P-40-117-W G35361
ZTA-P-40-167-W G35363
ZTA-P-40-217-W G35364
ZTA-P-42-121-W G35365
ZTA-P-42-173-W G35367
ZTA-P-42-225-W G35368
ZTA-P-44-125-W G35369
ZTA-P-44-179-W G35371
ZTA-P-44-233-W G35372
ZTA-P-46-125-W G35373
ZTA-P-46-179-W G35375
ZTA-P-46-233-W G35376
ZTA-PT-30-26-108-W G38072
ZTA-PT-32-28-178-W G38075
ZTA-PT-32-28-201-W G38171
ZTA-PT-34-30-161-W G38172
ZTA-PT-34-30-209-W G38173
ZTA-PT-36-32-161-W G38178
ZTA-PT-36-32-209-W G38179
ZTA-PT-38-34-167-W G38180
ZTA-PT-38-34-217-W G38190
ZTA-PT-40-36-167-W G38191
ZTA-PT-40-36-217-W G38201
ZTA-PT-42-38-173-W G38203
ZTA-PT-42-38-225-W G38204
ZTA-PT-44-40-179-W (38208
ZTA-PT-44-40-233-W G38216
ZTA-PT-46-42-179-W G38220
ZTA-PT-46-42-233-W G38236

All lot numbers

Geographic Regions: Algeria, Argentina, Austria, Belgium, Brazil, Bulgaria, Canada, Chile, Colombia, Costa Rica, Cyprus, Czech Republic,
Denmark, Ecuador, Egypt, Finland, France, Germany, Greece, Hong Kong, Hungary, Ireland, Israel, Italy, Lithuania, Malaysia, Malta, Morocco, The
Netherlands, Nicaragua, Norway, New Zealand, Panama, Peru, Poland, Portugal, Russia, Saudi Arabia, Serbia, Singapore, Slovakia, Slovenia, South
Africa, Spain, Sweden, Switzerland, Taiwan, Thailand, Tunisia, Turkey, United Arab Emirates, U.K., Uruguay, U.S., Venezuela

Manufacturer(s): William Cook Europe ApSSandet 6, Dk-4632, Bjaeverskov, Denmark
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Summary:

OThis Alert provides new information based on a June 22, 2017, Urgent Medical Device Correction and Removal letter submitted by ECRI Institute
member hospitals regarding Alert Accession Nos. A28284 and A28284 01 . Cook states that it has received additional reports related to the problem
described below and that the firm isinitiating a correction of the instructions for use (IFU) and removal of the products listed in the first table in the
Product Identifier field. Cook states that potential adverse events that may occur if the recalled devices are used for BTAI include death, paraplegia,
and/or surgical intervention. New information is also listed in the Action Needed field.

Problem:

OInaMarch 22, 2017, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Cook states that it is highlighting
certain aspects of the instructions for use (IFU) of the above grafts to emphasize their importance when the device is used to treat a blunt thoracic aortic
injury (BTAI). Cook states that incidental findings of thrombus within the graft have been observed in approximately 25% of patients during ongoing
follow-up inaclinical tria to evaluate use of the device for treatment of BTAI (none with occlusion, adverse clinical sequelae, or need for open surgical
conversion/bypass because of thrombus). In the literature, the incidence of thrombus within grafts (including treatment for BTAI) ranges from 15% to
40%. The occurrence of graft occlusion (requiring open surgical conversion/bypass) has also been noted following endovascular treatment for BTAI.
There have been 5 reports of graft thrombosis/occlusion during global commercia use of the device, each following treatment for BTAI. One case
resulted in patient death, and 3 cases resulted in reintervention. Cook further states that the clinical trial patients with thrombus tended to have smaller
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graft diameters and greater oversizing on average than the patients without thrombus. Similar trends were observed among the commercial reports, with
those patients also tending to have a small aortic arch radius of curvature. Additionally, while approximately 50% of the clinical trial patients had an
aortic diameter that tapered from large proximally to small distally (by at least 10%), atapered graft was not consistently used (20% received a tapered
graft). Cook also states that these findings underscore the importance of careful patient selection and device planning and sizing. Proximal and distal
aortic diameters must be taken into account during device selection, and the use of tapered components should be considered. Furthermore, endovascular
treatment requires life long, regular follow-up to assess patient health and endovascular graft performance. Thisis particularly true in young patients, for
whom long-term performance of endovascular grafts has not yet been established. The recommendations from the IFU in this notice (see pages 3 and 4 of
the letter ) summarize key points of importance when considering use of the device for BTAI.

Action Needed:

Oldentify any affected product (see the recalled product table above) in your inventory. Isolate any affected product listed in the recalled product table
above. If you have affected product, verify that you have received the June 22, 2017, Urgent Medical Device Correction and Removal letter and
Acknowledgment and Receipt Form from Cook. The correction to the IFU removes the indication for usein BTAI, as follows (corrections shown in
bold):

The Zenith Alpha Thoracic Endovascular Graft is indicated for the endovascular treatment of patients with aneurysms or ulcers of the descending
thoracic aorta having vascular morphology suitable for endovascular repair including:

e |liac/femora anatomy that is suitable for access with the required introduction systems
e Nonaneurysmal aortic segments (fixation sites) proximal and distal to the aneurysm or ulcer:
e with alength of at least 20 mm, and
e with adiameter measured outer-wall-to-outer-wall of no greater than 42 mm and no less than 20 mm

Additionally, the following warning has been added to describe the thrombus risk that has been observed when the device is used to treat BTAI:
e Risk of in-graft thrombus has been observed when the Zenith Alpha Thoracic Endovascular Graft has been used to treat BTAI.

Patients already treated with affected product for the BTAI indication should be followed according to the current IFU and with considerations outlined in
Cook's March 22, 2017, letter (see Alert Accession No. A28284 ). Complete the Acknowledgment and Receipt Form, and return it to Cook, along with
any affected product listed in the recalled product table above, using the information on the form. Maintain a copy of the letter with your records. Cook
will provide your facility with corrected IFUs when they become available. Report any adverse events related to affected product to the Cook Medical
customer relations department using the information below. U.S. customers should also report any problems with affected product to FDA’s MedWatch
Adverse Event Reporting program by telephone at (800) 332-1088; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug
Administration, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website . 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:
Cook Medical customer relations department
Tel.: (800) 457-4500 or (812) 339-2235

, 7:30 am. to 5 p.m. Eastern time, Monday through Friday
E-mail: CustomerRelationsNA @cookmedical.com
Website: Click here

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 repest 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 26. Member Hospital. June 22, 2017, letter submitted by ECRI Institute member hospitals (includes reply form) Download
e 2017 Jun 26. Member Hospital. March 22, 2017, letter submitted by ECRI Institute member hospitals Download
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