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SBED Weekly Update 06-Mar-18

Dear,
SBED team is pleased to inform you that 42 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 2/26/2018 to 3/4/2018

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

NOTE:

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

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

Anaesthetic and respiratory devices

# New  ETCO2 OxyMask Oxygen  3/4/2018 Southmedic Inc Healthcare Systems 2 Attac
Masks , Trading Est. hed

New  Fabius GS Premium, Tiro, 2/26/2018 Draeger Medical Draeger Arabia Co. Ltd.  FSN  https

Tiro D-M, MR], plus, plus Systems Inc //nc

XL mar.

New Gas bottle holder for 3/4/2018 Maquet Al-Faisaliah Medical FSN  https
helicopter HKH 8880 Cardiopulmonary AG System ://nc

New HAMILTON-C1/ -C2/-  2/27/2018 @ Hamilton Medical Inc Taleiamedical FSN  https

C3/ -C6 Ventilator unit ://nc

Assistive products for persons with disability

New  Futuro Quick Strap Ankle  3/1/2018 3M Health Care Ltd 3M company 2 https
Support //nc


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12203
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12233
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12214
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12222
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[High Priority ] - A30096 : Southmedic—ETCO2

OxyMask Oxygen Masks: CO2 Diffuser May Be Loose or Missing
Medical Device Ongoing Action

Published: Thursday, March 1, 2018

UMDNS Terms:

® Masks, Air-Oxygen [12448]
Product Identifier:

[Consumable]

Southmedic Inc

Product Part No. Lot No.

ETCO2 OxyMask Oxygen Masks OK-2125-8 W37602, W37898, W40863
OM-2125-8 W36433, W37741, W37998
OM-2125-14 W38338
OM-2325-8 W38340
OP-2125-8 W38005, W39027

Geographic Regions: Canada, Europe, UK., U.S.
Manufacturer(s): Southmedic Inc50 Alliance Blvd, Barrie, ON L4M 5K 3, Canada

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pulmonology/Respiratory Therapy,
Home Care, Materials Management

Problem:

In a February 14, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) and the
German Federal Institute for Drugs and Medical Devices (BfArM), Southmedic states that above oxygen masks may have loose or missing CO2
diffusers, potentially resulting in a nonfunctioning mask.

Action Needed:

Identify, isolate, and destroy any affected product in your inventory. If you have affected product, verify that you have received the February 14, 2018,
Urgent Field Safety Notice letter, Voluntary Recall Notification Form, and Certificate of Destruction form from Southmedic. Complete the Voluntary
Recall Notification Form, and return it to Southmedic using the information on the form. Once you destroy affected product, complete the Certificate
of Destruction form and return it to Southmedic. 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:

For questions regarding product disposition:

Genna Woodrow, Southmedic customer service department

Tel: (800) 463-7146, ext. 307

E-mail: gwoodrow@southemedic.com

For regulatory questions:

Tish Whitehead, Southmedic vice president of quality affairs

Tel.: (800) 463-7146, ext. 342

E-malil: O tanger@southmedic.com

Website: Click here

References:

e Germany. Federd Institute for Drugs and Medical Devices. Urgent field safety notice for EtCO2 OxyMask by Southmedic, Inc. [online].
2018 Feb 20 [cited 2018 Feb 26]. Available from Internet: Click here.

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Southmedic: EtCO2 OxyMask [online]. London: Department of
Health; 2018 Feb 26 [cited 2018 Feb 26]. (Field safety notice; reference no. 2018/002/019/478/007). Available from Internet: Click here.
Comments:
e For aertsregarding similar products distributed by Vyaire and Cardinal Health, see Alerts A29519 and A29519 01 .

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 2018 Feb 26. BfArM (Germany). 01996/18 Download

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



mailto:gwoodrow@southemedic.com

mailto:tanger@southmedic.com

http://southmedic.com/

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2018/01996-18_kundeninfo_en.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2018/01996-18_kundeninfo_en.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-19-to-23-february-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-19-to-23-february-2018

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632445

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632534

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632534

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/168791/20180220SouthmedicOxygenMasksBfArM.pdf
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2018 Feb 26. BfArM (Germany). (includes reply form) Download
2018 Feb 26. MHRA FSN. 2018/002/019/478/007 Download
2018 Feb 26. MHRA FSN. (includes reply form) Download

2018 Mar 1. Manufacturer. Manufacturer confirmed information

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168792/20180214SouthmedicOxygenMasksBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168793/20180226SouthmedicOxygenMasksMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168794/20180214SouthmedicOxygenMasksMHRA.pdf
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Dental devices

New Dentin/Enamel Etch 3/1/2018 Cosmedent, Inc. N/A 2 A/Ca\

New Legacyl SBM Implant 2/27/2018 Direct Sybron Manufacturibdullah Alzoman Est. for FSN  |A/Ca\

New Max Implant System 3/1/2018 Keystone Dental Inc. N/A 2 A/Ca\
New RESTORE, STAGEL, 3/1/2018 Keystone Dental Inc. N/A 2 https
RENOVA PRIMASOLO ://nc

AND PRIMACONNEX mdr.

DENTAL IMPLANTS sfda.

Diagnostic and therapeutic radiation devices

New Artis Q and Q.Zen, Artis  2/26/2018 Siemens Medical Siemens Medical 2 https

Zee and Zeego, Axiom Solutions Solutions ://nc

Artis mdr.

New  Centricity PACS-IW ,  2/28/2018 GE Healthcare GE Healthcare FSN A/Ca\

New INFINIX VC-I 3/4/2018 Toshiba Medical Gulf Medical Co. 2 Attac
Interventional Systems Corporation hed g

Angiography Systems

New  Ingenuity Flex, Ingenuity = 2/27/2018 Philips Healthcare Philips Healthcare FSN  https
CT, Ingenuity Core, Saudi Arabia Ltd. //nc

Ingenuity Corel28, mdr.

Brilliance iCT, Brilliance sfda.

iCT SP, Brilliance Big Bore oV.S
Oncology, Brilliance Big a/Se

Bore Radiology, Brilliance cure/

16, Brilliance 40, C_ALC

Brilliance 64, IQon, avie

wRec

Brilliance 6, Brilliance 10

New Protura Software which ~ 2/26/2018 Med Tec Inc Medical regulations 2 https
utilizes Elektas iCOM gate ://nc
interface mdr.

New Radrex-i (Canon) 2/27/2018 Canon Inc N/A FSN A/Ca\


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12228
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12213
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12226
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12227
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12206
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12218
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12216
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12205
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12215
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[High Priority ] - A30097 : Toshiba—INFINIX VC-I Interventional Angiography Systems: Ceiling Drive

Operation May Become Disabled during Examination
Medical Device Ongoing Action

Published: Wednesday, February 28, 2018

UMDNS Terms:

® Radiographic/Fluoroscopic Systems, Angiography/Interventional [16597]
Product Identifier:
[Capital Equipment]

Toshiba of . .
Product Canada Ltd System No. Model No. Serial No. Serial No.
Model
Interventional INFINIX VC-I INFX-8000C, INFX- CAS-830B 99B13X2108 to A1A13Y2001 to
Angiography Systems 8000H 9981472123 A1D1752250

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Toshibaof Canada Ltd75 Tiverton Ct, Markham, ON L3R 4M8, Canada

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Diagnostic Imaging, FacilitiesBuilding
Management

Problem:

Oln aDecember 1, 2017, Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Toshiba states that a device error
may occur in the above systems during examination that causes the ceiling drive operation to become disabled. Toshiba also states that this problem is
caused by the fastening bolts of the driving parts for the ceiling drive becoming loose because of an inadequacy of the work procedure in the
manufacturing factory. The errors that may occur are as follows:

e H76: Ceiling long sensor error. Axis operation disabled.
e H77: Celling lateral sensor error. Axis operation disabled.

If either of these errors occurs, ceiling drive operation will be impossible. 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 December 1, 2017, Medical Device
Recall Notification letter and Product Recall Effectiveness Check form from Toshiba. Y our Toshiba service representative will contact your facility to
schedule inspection and repair of the fastening bolt. If this problem occurs before inspection, you can operate the mechanical movements of the system
during an examination by pressing the override switch on the left side of the operation console. In this scenario, x-ray irradiation is possible. If any
abnormalities are found In your operation, discontinue use of the system and contact your service representative. Complete the Product Recall
Effectiveness Check form, and return it to Toshiba.

For Further Information:

Toshiba

Tel.: (800) 677-2671

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 2018 Feb 28. Member Hospital. Reference 6J801-0326 (includes reply form) Download

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



http://www.toshiba-medical.ca/contactus.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/168717/20171201ToshibaINFX8000CClient_Redacted.pdf
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New

# New

VeriQ System 3/1/2018 Medistim ASA Gulf Medical Co.

VP-7000 Video Processor = 2/26/2018  FUJIFILM Corporation Al-Jeel Medical &
Systems Trading Co. LTD

Electro mechanical medical devices

New

# New

New

New

New

# New

New

New

ARROW PICC 2/26/2018 Arrow International Inc Gulf Medical Co.
Car Pole Carts 2/26/2018 Micromed SpA N/A
Cook Aspiration Unit ,  3/1/2018 Cook Medical NAFA Medical

FMS Gravity Tube Set 2/26/2018 DePuy Ireland UC phnson Medical Saudi Ar:

HeartStart FRx, 2/26/2018 Philips Healthcare Philips Healthcare
HeartStart Home, and Saudi Arabia Ltd.
Heartstart OnSite AEDs

J-Plasma Handpieces , 2/27/2018 3ovie Medical Corporatior Bio Standards
LUCAS 2 Chest 3/1/2018 Jolife AB. Al-Jeel Medical &
Compression System Trading Co. LTD
Natus NicoletOne 32Ch 3/1/2018 Natus Neurology Medical supplies &
Ambulatory EEG Record Services Co.Ltd
System Mediserv

In vitro diagnostic devices

New

New

New

# New

Alinity hq Analyzer ,  2/27/2018 Abbott ipplies & Services Co.Ltd
AQURE system , 3/4/2018 Radiometer AmericaInc = Salehiya Trading Est.
Cobas b221 2/27/2018 Roche Diagnostics Corp MAAMOUN TAMER & Ct
HyClone RPMI-1640 Cell  2/26/2018 GE Healthcare GE Healthcare

Culture Media

FSN

FSN

FSN

FSN

FSN

A/Ca\

Attac
hed

F
0
Q)
—

Ca

5



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12225
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12209
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12221
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12207
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12202
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12220
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12229
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12217
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12230
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12210
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[High Priority ] - A30042 : Fujifilm—VP-7000 Video Processor Systems: Remaining Substances on

LG Lens May Cause Coagulation on Lens or Emission of Water Vapor
Medical Device Ongoing Action

Published: Tuesday, February 20, 2018

UMDNS Terms:
® Video Image Processors, Format Conversion [23435]

® Endoscopes [20475]
Product Identifier:
[Capital Equipment]

Fujifilm Europe GmbH
Product Model

Video Processor Systems VP-7000/BL-7000

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Fujifilm Europe GmbH Heesenstrasse 31, D-40549 Duesseldorf, Germany

Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology, Gastroenterology, Central Sterilization
Reprocessing

Problem:

OInaField Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Fujifilm states that when a
substance such as mucosa or blood remains on the LG lens of the 700 series scope while it is connected to the above systems, smoke-like water vapor
may be emitted or coagulation/fixation of the substance may be present on the lens. Fujifilm also states that this problem may occur because the
remaining substance is heated by absorbing the light from the light source almost at the maximum level. Fujifilm further states that if this problem
occurs, the substance must be removed from the distal end of the scope or the scope must be replaced, potentially leading to cancelation of the
examination or prolonged examination time. 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 Field Safety Notice letter and Customer
Feedback Form from Fujifilm. Complete the Customer Feedback Form, and return it to Fujifilm. Visually and manually check affected product to ensure
that the light guides are free of scratches, cracks, stains, or disengagement. Brush the distal end of the endoscope with the endoscope completely
immersed in a detergent solution and use a clean toothbrush to remove debris on the external surface of the distal end of the endoscope, as instructed in
the operation manual. A Fujifilm representative will contact your facility to arrange to install a software upgrade to address this problem.

For Further Information:

Fujifilm

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency [onling]. FUJIFILM: FUJIFILM 7000 video processor [online]. London:
Department of Health; 2018 Feb 19 [cited 2018 Feb 20]. (Field safety notice; reference no. 2018/002/014/478/010). Available from Internet: Cl
ick here.

Comments:

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

Source(s):

e 2018 Feb 20. MHRA FSN. 2018/002/014/478/010 Download
e 2018 Feb 20. MHRA FSN. FSN Reference No. 20170905 (includes reply form) Download

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



https://www.fujifilm.eu/index.php?id=43&amp;L=1

https://www.gov.uk/drug-device-alerts/field-safety-notice-12-to-16-february-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-12-to-16-february-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-12-to-16-february-2018

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/168283/20180219Fujifilm7000VideoProcessorMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168284/UndatedFujifilmVP7000VideoProcessorMHRA.pdf
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[High Priority ] - A30046 : Micromed—Car Pole Carts: May Exhibit Cracks
Medical Device Ongoing Action

Published: Wednesday, February 21, 2018
Last Updated: Thursday, February 22, 2018

UMDNS Terms:
® Monitors, Physiologic, Electroencephal ography [34426]

® Mounts, Monitor [15311]
Product Identifier:
[Capital Equipment]

Micromed SpA

Product Model Distribution Date
Cart CAR POLE, CAR POLE STD Before 31 Dec 2017
Acquisition Systems BQ2400ACQ, BQ2400ACQDV, BQ3200ACQ, Not listed

BQ3200ACQDYV and BRAIN QUICK ICU CP

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Micromed SpA via Giotta 2, 1-31021 Mogliano Veneto Treviso (TV), Italy

Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, Nursing, OR/Surgery, Facilities/Building Management,
Neurology

Problem:

OInaFebruary 7, 2018, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Micromed states
that the base of the above carts may not tolerate intensive stress caused by steps or other obstacles, potentially leading to cracks at the base of the support
pole or base fracture, potentialy resulting in system tilting or damage of the supported devices. Inappropriate reaction to base breakage or unexpected
base breakage may harm the operator. Micromed also states that it has received only four reports of base failure out of 100 carts sold and that the
probability of failure or harm islow. Micromed further states that failures are more likely associated with system displacement. 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 February 7, 2018, Field Safety Notice
letter, Modified Safety Instructions (Annex A), and Annex B Receipt Confirmation form. Regardless of whether you have affected systems, complete the
form, and return it to Micromed using the instructions on the form. Check to seeif the cart base has any cracks. If the base is cracked, follow the updated
safety instructionsin Annex A of the letter . Limit, if possible, system displacement, and take particular care during cart transport. A Micromed
representative will contact your facility to arrange for product replacement. 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 systems.

For Further Information:

Monica Camillo, Micromed quality and regulatory office

Tel.: 39 (041) 5937000

E-mail: regulatory@micromed.eu

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Micromed SpA: CAR POLE (component of BQ and BRAIN QUICK
series) [online]. London: Department of Health; 2018 Feb 19 [cited 2018 Feb 20]. (Field safety notice; reference no.
2018/002/012/291/008). Available from Internet: Click here .

Comments:

e [Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
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 2018 Feb 20. MHRA FSN. 2018/002/012/291/008 Download
e 2018 Feb 20. MHRA FSN. (includes reply form) Download

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168376/20180207MicromedCarPoleMHRA.pdf?option=80F0607

mailto:regulatory@micromed.eu

http://www.micromed.eu/en-us/contacts

https://www.gov.uk/drug-device-alerts/field-safety-notice-12-to-16-february-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-12-to-16-february-2018

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/168513/20180219MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168514/20180207MicromedCarPoleMHRA.pdf
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[High Priority ] - A30026 : Bovie—J-Plasma Handpieces: Incomplete Insertion of Cable Plug into
Generator Receptacle May Cause Incomplete Helium Gas Seal
Medical Device Ongoing Action

Published: Friday, February 16, 2018

UMDNS Terms:

® Knives, Plasma[15796]
Product Identifier:

[Consumable]
SR
J-Plasma Handpiece BVX-270B
J-Plasma Handpiece with Cable GS-018C, GS-270C
JPlasma Precise BVX-150B, BV X-150N, BV X-330B, BV X-330N, BV X-450B, BV X-450N
J-Plasma Precise 360 BVX-330BR, BVX-330NR, BV X-450BR, BV X-450NR
JPlasma Precise FLEX BV X-500BF
J-Plasma Precise OPEN BV X-044-BPP, BV X-044-BPS, BV X-150-BPP, BV X-150-BPS

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Bovie Medica Corp 5115 Ulmerton Rd, Clearwater, FL 33760-4004, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Materials Management

Problem:

OInaFebruary 8, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Bovie states that when the above
handpieces are used during surgical procedures without complete insertion of the cable plug into the generator, the green indicator light to the Ieft of the
receptacle will till illuminate to indicate electrical connection, potentialy leading to handpiece activation without a complete helium gas path seal. An
incomplete helium sedl at the cable plug connection may result in:

e Patient body fluid flowing back into the handpiece, up the cable to the connector, and into the generator receptacle, potentially resulting in
cross-contamination when the generator is used again.

e Possible loss of the helium plasma stream, potentially causing an unintended effect to the tissue of the treatment area or adelay in the
surgical procedure.

Bovie further states that it has receives no reports of patient injuries related to this problem. The manufacturer has not confirmed the information provided
in the source material.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the February 8, 2018, Urgent Medical
Device Correction letter and Acknowledgement and Receipt Form from Bovie. Complete the form, and return it to Bovie using the instructions on the
form. At the end of each procedure, inspect the handpiece cable plug and generator receptacle for fluids. If fluids are present, immediately discontinue
use of the generator. In addition to the instructions for use (IFU), Bovie has provided the following supplemental instructions to ensure that the cable plug
is properly and completely inserted into the generator receptacle before use (see imagesin the |etter ):

e Ensure that the handpiece cable plug orientation isin line with the generator receptacle.
e |dentify landmarks on the generator receptacle and the handpiece plug.

e Place one hand on the back of the generator while inserting the cable plug firmly with your opposite hand. Considerable force may be
required to ensure proper connection to the generator.

e Align the edge of the rectangular indentation on the plug with the edge of the generator receptacle.

If the cable plug is not completely inserted, a rectangular indentation will be visible. Do not use the generator until the plug isinserted completely. Seek
assistance if you are unable to correctly insert the plug. Bovie will issue a design change to the plug for the handpieces in the coming months to rectify
the problem. 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:

Bovie Medical

Tel: (800) 537-2790, 8 am. to 5 p.m. Eastern time, Monday through Friday

E-mail: complaint.coordinator@boviemed.com

Website: Click here

Comments:
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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 2018 Feb 16. Member Hospital. (includes reply form) Download
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[High Priority ] - A30072 : GE—HyClone RPMI-1640 Cell Culture Media: May Exhibit Quality

Problems
Medical Device Ongoing Action

Published: Thursday, February 22, 2018

UMDNS Terms:
® |VD Test Reagent/Kits, Microbiology, Virus, Cell/Tissue Culture Media[19220]

® |VD Test Reagent/Kits, Microbiology, Bacteria, Culture Media [19483]
Product Identifier:

[Consumable]
GE Healthcare
Product Part No. Lot No. Manufacture Date
2.05 mML L-Glutamine HyClone SH30027.01, SH30027.FS AC11016269 Oct 2017

RPMI-1640 Cell Culture Media

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): GE Healthcare9900 Innovation Dr, Wauwatosa, WI 53226, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:
Oln aJanuary 10, 2018, letter submitted by an ECRI Institute member hospital, GE states that the above media may have a quality problem. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, discontinue use of, and discard any affected product in your inventory. If you have affected product, verify that you have received the January
10, 2018, letter from GE. To request replacement product or credit, contact the GE customer service department using the information below.
For Further Information:

GE customer service department

Tel.: (800) 526-3593 (select option 2), 8:30 am. to 7:30 p.m. Eastern time, Monday through Friday

E-mail: cs-us@ge.com

GE cell culture technical support team

Tel.: (800) 492-5663

E-mail: hyclone.techsupport@ge.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 aert. For additiona information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2018 Feb 21. Member Hospital . January 10, 2018, GE letter Download
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[High Priority ] - A30027 : Halyard Health—Closed Suction Kits with Flex Connectors: Connector

May Become Loose or Disconnect Before or during Use
Medical Device Ongoing Action

Published: Monday, February 19, 2018

UMDNS Terms:

® Catheters, Tracheal, Suction [10749]
Product Identifier:
Closed Suction Kits with Flex Connectors [Consumable]

Halyard Health

PRl Product No.

10 Fr Multi-Port, DSY, ENDO 24010-5

10 Fr TRACH Care-72 Double Swivel Elbow (DSE) ENDO 227101-5

10 Fr TRACH Care-72 DSE MDI Built-In ENDO 2271018-5

10 Fr Turbo-Cleaning DSE 12-Inch/30.5 cm (Black) 2271013

12 Fr 72 DSE MDI Built-In ENDO 22712186-5

12 Fr 72 DSE TRACH Care 227121863-5

12 Fr DSE 12-Inch/30.5 cm (White) 21603

12 Fr DSE 21.3-Inch/54 cm (White) 2160

12 Fr MDI Multi-Port, DSY, ENDO 240128-5

12 Fr Multi-Port, DSY, ENDO 240121-5

12 Fr TRACH Care DSE ENDO 2160-5

12 Fr TRACH Care DSE TRACH 21603-5

12 Fr TRACH Care-72 DSE ENDO 22716-5

12 Fr TRACH Care-72 DSE MDI Built-In ENDO 2271218-5

12 Fr TRACH Care-72 DSE TRACH 2271603-5

12 Fr TRACH Care-72 Wet PAK* DSE ENDO 227166-5

12 Fr TRACH Care-72 Wet PAK* DSE TRACH 22716036-5

12 Fr Turbo-Cleaning DSE 12-Inch/30.5 cm (White) 2271603

12 Fr Turbo-Cleaning DSE 12-Inch/30.5cm (White) 22712183

12 Fr Turbo-Cleaning DSE 21.3-Inch/54 cm (White) 22716

14 Fr TRACH Care DSE Dual Lumen ENDO 22107-5

14 Fr DSE 12-Inch/30.5 cm (Green) 22103, 221037, 221038, 8223, 221036
14 Fr DSE 21.3-Inch/54 cm (Green) 2210, 22106, 22107, 22108, 22108130, 22108147, 8224
14 Fr DSE 22.2-Inch/56 cm (Green) 22108148, 22109, 2271418

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





www.ecri.org . Printed from Health Devices Alerts on Tuesday, February 27, 2018 Page 2

14 Fr Multi-Port, DSY, ENDO

14 Fr Multi-Port, DSY, ENDO, MDI

14 Fr Multi-Port, DSY, ENDO, WP

14 Fr Multi-Port, DSY, TRACH

14 Fr Multi-Port, DSY, TRACH, WP

14 Fr TC-72 Wet PAK DSE

24014-5

2401438-5, 240148-5

240146-5, 240146-5N

240143-5

2401436-5

227141863-5

14 Fr TC-72 Wet PAK DSE MDI ENDO 22714186-5
14 Fr TC-72 Wet PAK* DSE MDI ENDO 22714186
14 Fr TRACH Care DSE DIR Tip ENDO 22109-5

14 Fr TRACH Care DSE ENDO 2210-5

14 Fr TRACH Care DSE MDI ENDO 22108-5

14 Fr TRACH Care DSE TRACH 22103-5

14 Fr TRACH Care Wet PAK* DSE DIR Tip ENDO 221069-5
14 Fr TRACH Care Wet PAK* DSE ENDO 22106-5

14 Fr TRACH Care Wet PAK* DSE MDI TRACH 2210386-5
14 Fr TRACH Care Wet PAK* DSE TRACH 221036-5
14 Fr TRACH Care-72 DSE ENDO 227-5

14 Fr TRACH Care-72 DSE MDI Built-In ENDO 2271418-5
14 Fr TRACH Care-72 DSE MDI Built-In TRACH 22714183-5
14 Fr TRACH Care-72 DSE TRACH 22703-5

14 Fr TRACH Care-72 Wet PAK* 22701356-5
14 Fr TRACH Care-72 Wet PAK* DSE TRACH 227036-5
14 Fr TRACH Care-72 Wet PAK* T-Piece SWVL/FLEX ENDO 2270156-5

14 Fr Turbo-Cleaning DSE 12-Inch/30.5 cm (Green)

14 Fr Turbo-Cleaning DSE 21.3-Inch/54 cm (Green)

22703, 22714183

227, 227147, 2276

14 Fr Turbo-Cleaning DSE Endo 2276-5

16 Fr DSE 21.3-Inch/54 cm (Orange) 2260, 22606
16 Fr Multi-Port, DSY, ENDO, MDI 240168-5
16 Fr TRACH Care DSE ENDO 2260-5
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16 Fr TRACH Care Wet PAK* DSE ENDO 22606-5

16 Fr TRACH Care-72 DSE 227161863-5
16 Fr TRACH Care-72 DSE 21.3-Inch/54 cm 227161-5

16 Fr TRACH Care-72 DSE ENDO 2271616-5
16 Fr TRACH Care-72 DSE MDI Built-In ENDO 2271618-5
16 Fr TRACH Care-72 DSE MDI Built-In TRACH 22716183-5
16 Fr TRACH Care-72 DSE MDI ENDO 22716186-5
16 Fr TRACH Care-72 DSE TRACH 2271613-5
16 Fr Turbo-Cleaning DSE 21.3-Inch/54 cm (Orange) 227161

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Halyard Health5405 Windward Pkwy, Alpharetta, GA 30004, United States

Suggested Distribution: Anesthesig, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pulmonology/Respiratory Therapy,
Home Care, Otolaryngology, EMS/Transport, 1V Therapy, Materials Management

Problem:

OInaFebruary 7, 2018, Urgent Product Advisory Notice letter submitted by an ECRI Institute member hospital, Halyard Health states that the flex
connectors supplied with the above kits may become loose or disconnect before or during use. If disconnection occurs during use, it will result in an open
respiratory circuit and interruption of patient ventilation. Halyard Health also states that it has received no reports of patient injury 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 February 7, 2018, Urgent Product
Advisory Notice letter and Acknowledgment Form from Halyard Health. Ensure that the flex connector is adeguately connected to the swivel connector
before use. Y ou can evaluate the connection by pushing the flex connector onto the swivel connector. If the connection is adequate, atight fit is achieved
on the swivel with the flex connector advanced about three-quarters over the swivel so that a gap remains visible. If the connection is inadequate, the
bottom of the flex connector advances all the way to the end of the swivel connector so that a gap is not visible. For images showing adequate and
inadequate connections, see Figures 1 and 2 in the |etter . If you observe an inadequate connection, replace the flex connector with a new sterile flex
connection (e.g., HYH product number 1115), and reevaluate the system. If use of aflex connector with the ventilator circuit is optional, the closed
suction swivel connector can be connected directly to the ventilator circuit. If you observe a disconnection between the flex connector and swivel
connector during use, replace the flex connector with a new sterile flex connector, and ensure that the connection is adequate as described above. Report
any inadequate connections to Halyard Health by using the product complaint process (PIQ). Complete the Acknowledgment Form, and return it to
Stericycle using the instructions on the form. Notify al relevant personnel at your facility of the information in the |etter.

For Further Information:

Halyard Health

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):
e 2018 Feb 15. Member Hospital. (includes reply form) Download
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[High Priority ] - A30048 : NxStage—Dialysate Sacks: May Contain Endotoxin Levels That Exceed ISO

Quality Standard Specifications
Medical Device Ongoing Action

Published: Tuesday, February 20, 2018

UMDNS Terms:

® Didysate, Hemodialysis [16641]
Product Identifier:

[Consumable]
Product t'étsﬁge Medical Inc Manufacture Date
SAK-301 Diaysate Sack Concentrate 70979256 Sept 2017
71079294 Oct 2017
SAK-303 Diaysate Sack Concentrate 70979065 Sept 2017
SAK-304 Diaysate Sack Concentrate 70779178 Jul 2017
70979109 Sep 2017
SAK-305 Dialysate Sack Concentrate 70879247 Aug 2017
SAK-401 Dialysate Sack Concentrate 70979215 Sep 2017
SAK-402 Dialysate Sack Concentrate 70879256 Aug 2017
SAK-403 Dialysate Sack Concentrate 70879101 Aug 2017
71179046 Nov 2017

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): NxStage Medical Inc 439 S Union St 5th Floor, Lawrence, MA 01843, United States
Suggested Distribution: Dialysis’Nephrology, Nursing, Home Care, Materials Management

Problem:

O0In aJanuary 29, 2018, Medica Device Product Safety Notice |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), NxStage states that the above dialysate may contain endotoxin levels that exceed the SO quality standard for ultrapure dialysis fluid of less
than 0.03 EU/mL when used to prepare a dialysate batch with the PureFlow SL. The endotoxin levels of the affected lots range from 0.03 EU/mL to 0.28
EU/mL when the concentrate is fully diluted, which iswell within the SO quality standard for Standard Dialysis Fluid of less than 0.5 EU/mL. Because
dialysate meeting only Standard Dialysis Fluid requirementsis routinely used safely worldwide, NxStage states that the likelihood of any serious adverse
health consequences is extremely unlikely at the endotoxin levels currently tested. NxStage also states that it was made aware of the problem from
customer reports of elevated endotoxin levelsidentified through routine dialysate testing. NxStage further states that no adverse health consequences or
medical interventions have been reported related to 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 January 29, 2018, Medical Device
Product Safety Notice letter and Field Safety Notice Reply Form from NxStage. Regardless of whether you have affected product, complete the form, and
return it to NxStage using the instructions on the form. To arrange for product exchange, contact your NxStage Clinical Educator.

For Further Information:

Matt Walker, NxStage

Tel.: 07 (535) 951852

E-mail: mwalker@nxstage.com

NxStage customer care department

Tel.: (0800) 08488352

Website: Click here References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. NxStage Medical: NxStage PureFlow SL SAK [onlineg]. London:
Department of Health; 2018 Feb 19 [cited 2018 Feb 19]. (Field safety notice; reference no. 2018/002/014/291/007). Available from Internet:
Click here.
Comments:

e [OThisAlert providesinformation related to Alert A30047 .
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
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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 2018 Feb 19. MHRA FSN. 2018/002/014/291/007 Download
e 2018 Feb 19. MHRA FSN. (includes reply form) Download
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[Critical Priority ] - A30110 : Medtronic—MindFrame Capture LP Devices: May Partially Detach or

Separate from Delivery Wire
Medical Device Ongoing Action

Published: Thursday, March 1, 2018

UMDNS Terms:
® Catheters, Vascular, Embolectomy/Thrombectomy, Fragmentation/Thrombolysis [24110]

® Catheters, Vascular, Retrieval [18675]
Product Identifier:
[Consumable]

Medtronic Neurovascular

Product Model No.

Lot No.

MindFrame Capture LP Devices 300010 A231210, A231290, A313686, A546030,
A564145, A568589, A572265, A578049

300011 A292526, A294160, A296905, A390984,
A498567, A537442, A547452, AS58463,
AB565908, A569821, A575712

300012 A445920, A453132, A556023, A566807,
A575405

300013 A228446, A228447, A456359, A544383,
A560811

300014 None distributed

300015 A221953, A245290, A263370, A275050,
A293035, A496588, A501660, A510002,
A531309, A534179, A556030, A566813,
A571638

300016 A221947, A228416, A239843, A267790,
A271989, A278155, A282310, A282328,
A300741, A303583, A376799, A376801,
A448178, A451442, A459868, A462898,
A465051, A468260, A471728, A480066,
A483363, A505911, A511138, A512570,
A521628, A533954, A536349, A539040,
A541352, A555161, A558518, A561701,
Ab564146, A568594, A572268, A573529,
A578021

300017 A263373, A494813, A508712, A525325,
A551941, A560812

300018 A232705, A237161, A245291, A256955,
A342045, A386905, A439536, A441507,
A443822, A457344, A461246, A466478,
A473933, A476702, A478100, A482027,
A493098, A507361, A512606, A520210,
A526918, A534073, A540065, A542949,
A548565, A558462, A565917, A571056,
Ab575942, A581371

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medtronic Neurovascular9775 Toledo Way, Irvine, CA 92618, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Neurology, Materials Management

Problem:

In aFebruary 26, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medtronic states that the above devices
may partialy detach or separate from the delivery wire, potentially leading to vessel damage or a device foreign body obstructing the bloodstream.
Medtronic also states that potential complications or irreversible injuries associated with this problem include prolonged procedure, incomplete treatment,
intimal damage, vasospasm, dissection, intracranial hemorrhage, hematoma, transient ischemic attack, ischemic stroke/cerebral infarction, neurological
deficit, and/or death. Medtronic further states that it has received 20 reports of partial detachment or separation related to this problem. The firm has
received three reports of seriousinjuries and two reports of deaths potentially associated with this problem. The manufacturer has not confirmed the
information provided in the source material.

Action Needed:
Identify and isolate any unused affected product in your inventory and determine whether you have any patients who have been treated using affected
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product. If you have affected product and/or affected patients, verify that you have received the February 26, 2018, Urgent Medical Device Recall letter
and Customer Confirmation Certificate from Medtronic. If device stent or stent fragments have been retained, Medtronic is unable to provide specific
patient management recommendations at this time because of patient variability associated with these situations. Medtronic isinvestigating if
recommendations can be made to mitigate potential risks associated with this situation and will contact your facility when these recommendations, if any,
become available. To arrange for unused product return, contact your Medtronic local representative. If necessary, your Medtronic representative can
assist you with identifying suitable replacement product. Complete the Customer Confirmation Certificate, and return it to Medtronic using the
instructions on the form. Inform all relevant personnel at your facility of the information provided in the letter, and forward a copy of the letter to any
facility to which you have further distributed affected product. Report any adverse events associated with the use of affected devices to Medtronic by e-
mail at rs.nvcomplaints@medtronic.com . U.S. customers should also 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
website .

For Further Information:
Medtronic local representative
Website: Click here

Comments:

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

Source(s):
e 2018 Feb 28. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A30031 : Medline—PVP Scrub Solution: May Not Meet lodine Assay Level
Requirements to Support Labeled Expiration Date
Medical Device Ongoing Action

Published: Monday, February 19, 2018

UMDNS Terms:

® Procedure Kit/Trays, Skin Preparation [13097]
Product Identifier:

[Consumable]
Medline Industries Inc R
Product Item No. Lot No. Expiration Date
4 Ounce PVP Scrub Solution MDS093945 16EJ0023 Apr 2018
Bottles

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medline Industries IncOne Medline Pl, Mundelein, IL 60060, United States

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

Problem:

OIn aFebruary 15, 2018, Product Recall Notification Immediate Action Required letter submitted by ECRI Institute member hospitals, Medline states
that the above solution may not meet the iodine assay level requirements to support the labeled expiration date. Medline also states that the reported
iodine assay level is still within the safe and effective range for Povidone-lodine Healthcare Antiseptics as documented in the Tentative Final Monograph
for OTC Healthcare Antiseptic Drug Products. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and destroy any affected product in your inventory. If you have affected product, verify that you have received the Product Recall
Notification Immediate Action Required letter and Urgent Remedial Action Destruction Form from Medline. Regardless of whether you have affected
product, complete the Urgent Remedial Action Destruction Form and return it to Medline using the instructions on the form. Upon receipt of the form,
Medline will provide your facility with credit. 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:

Medline

Tel.: (866) 359-1704

Website: Click here

Comments:

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

Source(s):

e 2018 Feb 19. Member Hospital. Medline Reference No. R-18-011 |etter submitted by an ECRI Institute member hospital (includes reply
form) Download

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

