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Dear,
SBED team is pleased to inform you that 24 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 9/10/2018 to 9/16/2018

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 Ill: Low Risk.

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

‘Hospltal Name H

Active Implantable Devices

New HeartWare Ventricular 9/10/2018 Medtronic SA Medtronic Saudi Arabia FSN
Assist Device Controllers

Anaesthetic and respiratory devices

New EverFlo (Oxygen 9/13/2018 Philips Burton Philips Healthcare FSN  https
Concentrator) Saudi Arabia Ltd. Y//nc

New Organ Care System 9/16/2018 TransMedics N/A FSN | https
(OCS) Heart Console, ://nc

OCS Lung Console, OCS mdr.

Liver Console sfda.


http://www.sfda.gov.sa
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13138
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13141
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[High Priority ] - A31294 : Medtronic—HeartWare Ventricular Assist Device Controllers: May Develop
Cracks, Potentially Permitting Fluid or Water Ingress If IFU Are Not Followed
Medical Device Ongoing Action

Published: Tuesday, September 4, 2018
Last Updated: Thursday, September 6, 2018

UMDNS Terms:

® Circulatory Assist Units, Cardiac, Ventricular [10847]
Product Identifier:
[Capital Equipment]

HeartWare Inc (A Medtronic Company)

Product Model No. Serial No.
HeartWare Ventricular Assist Device (HVAD) 1403, 1407, 1420 CON300175 to CON320540
Controllers

Geographic Regions: Austraia, Austria, Belarus, Belgium, Canada, Chile, Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hong Kong, Hungary, India, Isragl, Italy, Kazakhstan, Korea, Kuwait, Latvia, Lebanon, Lithuania, Luxembourg, Malaysia, The
Netherlands, New Zealand, Norway, Poland, Reunion, Romania, Saudi Arabia, Serbia, Singapore, Slovak Republic, South Africa, Spain, Sweden,
Switzerland, Turkey, United Arab Emirates, U.K, U.S.

Manufacturer(s): HeartWare Inc (A Medtronic Company)500 Old Connecticut Path, Framingham, MA 01701, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, OR/Surgery, Home Care

Problem: In an August 2018 Important Medical Device Correction letter submitted by ECRI Institute member hospitals, HeartWare (now part of
Medtronic) states that the above controllers may not meet labeled standard for protection against fluid or water ingress; some units may develop hairline
cracks at the power ports of the controller housing, potentially permitting ingressiif the patient does not follow the instructions for use (IFU) and Patient
Manual with regard to using a water-resistant shower bag. If a controller develops a hairline crack and is unprotected from water or fluid exposure as
described in the |FU, the unit may exhibit water or fluid ingress. Medtronic also states that the cracks may not be visible without magnification.
Medtronic has resolved the root cause of this problem, and as of August 23, 2018, newly distributed controller units are no longer susceptible. Medtronic
further statesthat it has received no confirmed reports of this problem occurring.

Action Needed: Identify any affected systemsin your inventory and patientsin your practice supported by affected systems. If you have affected
product and/or patients, verify that you have received the August 2018 Important Medical Device Correction letter, IFU and Patient Manual 1abeling
(Attachment A), and Clinician Confirmation Form from HeartWare. The firm does not recommend proactive controller exchanges as aresult of this
problem. HeartWare states that patients supported by the HVAD system should follow all instructions in their Patient Manual s regarding avoiding water
or fluid (which remain unchanged) and understand the importance of always using a shower bag when showering. Patients who have questions about this
announcement or have controllers that have been exposed to water outside theconditions described in the IFU and Patient Manual should contact their
clinicianor the VAD coordinator at their hospital center. If further assistance isneeded, Clinicians should contact their local Medtronic
HeartWarerepresentative. Complete the Clinician Confirmation Form, and return it to Medtronic by email aa RS.CFQFCA @medtronic.com . U.S.
customers should report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event
Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and
Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:
HeartWare
Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

e 2018 Aug 31. Member Hospital. HeartWare/Medtronic letter submitted by ECRI Institute member hospitals (includes reply form)
Download

e 2018 Sep 3. Manufacturer. The manufacturer confirmed the information in the source material

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



mailto:RS.CFQFCA@medtronic.com

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

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

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179051/201808HeartWareHVADSystemsClient_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179051/201808HeartWareHVADSystemsClient_Redacted.pdf
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FSN

New  power supply units for ~ 9/16/2018  Lowenstein Medical Bio Standards
the sleep therapy devices GmbH &Co.KG
SOMNObalance,

SOMNOsoft 2, prisma
SOFT and prisma SMART

Assistive products for persons with disability

New  ORT 353D, ORT 353C  9/12/2018  STERIS Corporation. Al-Faisaliah Medical
and ORT 01G System
Orthopaedic Extensions

New SLK Varilymph 12 Pro  9/16/2018 SLK Medical GmbH N/A

Diagnostic and therapeutic radiation devices

New Accelerator a3600 9/12/2018 Abbott ipplies & Services Co.Ltd

New Accelerator APS 9/12/2018 Abbott ipplies & Services Co.Ltd

New | AIRO Mobile CT Scanner  9/16/2018 Mobius Imaging, LLC Al-Jeel Medical &
(model # MobiCT-32) Trading Co. LTD

New Dash 3000/4000/5000, 9/12/2018 GE Healthcare GE Healthcare
Solar 8000M/i, and Solar
9500 patient monitors

# New RADREX-i Digital 9/10/2018 Toshiba Medical Gulf Medical Co.
Radiography System Systems Corporation
Wireless Flat Panel
Detectors

In vitro diagnostic devices

# New  ARCHITECT ICT Modules 9/10/2018 Abbott Laboratories Inc 1pplies & Services Co.Ltd

FSN

FSN

FSN

FSN

FSN

FSN

FSN

FSN

http

33
Q. |5
0

n
—n
[oN
Q)

[}
<
n

3 =
2R E
o v

A/Ca

5

F F
o '
= =

3 =
2 EE
o v


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13146
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13132
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13142
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13136
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13135
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13143
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13134
http://Attached
http://Attached
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[High Priority ] - A31319 : Canon—RADREX-i Digital Radiography System Wireless Flat Panel

Detectors: May Display Message Stating That Image Transmission Was Not Complete
Medical Device Ongoing Action

Published: Wednesday, September 5, 2018

UMDNS Terms:

® Detectors, X-Ray, Digital Radiography [20791]
Product Identifier:
[Capital Equipment]

Canon Medical Systems

Product USA Inc Model No. Serial No.
Model
Digital Radiography Systems RADREX-i DRAD-3000E UBA1312001, UBA 1312002,

UBA 1342003, USA 1362004,
UBB13X2006, U8B1372008,
U8B1412009, U8B1432010,
U8B1442011, U8B1462013,
U8B1472014, U8B1482015,
U8B14Y 2016, U8B1422017,
U8B1422018, U8B1422019,
U8B1522021, U8B1522022,
U8B1522023, U8B1522024,
U8B1612025, U8B1632026,
U8B1642027, U8B1642028,
U8B1642029, U8B1662030,
U8B16X2032, U8B1722033,
U8B1752034, U8B1762035,
U8B1782036, USA1462001,
USA 1492002, USA 1422003,
USA 1512004, USA 1532005,
USA 1522006, USA 1662007,
U8B1512020, U8B1677001,
USA16Y 2011, USA 1682008,
UBA 1372005, USA16X2009,
USA16X2010, U8B13X2007

Wireless Flat Panel Detectors (FPDs) TFP-4336W Not listed Not listed

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Australia, Canada, Maaysia,
The Netherlands, South Korea, U.S.

Manufacturer(s): Canon Medical Systems USA Inc 2441 Michelle Dr, Tustin, CA, 92780-7047, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology

Problem:

OFDA's Center for Devices and Radiological Health (CDRH) states that Canon received areport of an operator performing a radiography using the
above wireless FPD devices, and a message window on the monitor being displayed stating that image transmission was not complete and that there was
no image. FDA's CDRH also states that the message showed the "OK" button to reacquire image data from the FPD, and the "Cancel" button to cancel
the reacquisition; however, when the operator attempted to select the "OK" button to reacquire the image data, the same message window appeared. The
operator repeated this action several times and selected the "Cancel" button to quit the reacquisition mode. FDA's CDRH further states that the
manufacturer initiated arecall by Urgent Medical Device Correction letter on April 18, 2018. The manufacturer has not confirmed the information
provided in the source material .

Action Needed:

Oldentify any affected devicesin your inventory. If you have affected devices, verify that you have received the Urgent Medical Device Correction |etter
and return reply form from Canon. Complete the return reply form and return it to Canon. To correct this problem, Canon will contact your facility to
arrange to install modified software.

For Further Information:

Terry Schultz, Canon

Tel.: (714) 730-5000

Website: Click here

References:

United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall RADREX| DRAD3000E
digital radiography system [online]. 2018 Aug 31 [cited 2018 Sep 5]. Available from Internet: Click here.

Comments:

e [JFor information on asimilar and potentially related Canon action, see Alert A30897 .

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.
Source(s):

e 2018 Sep 5. FDA CDRH Database. Class |1. Z-2964-2018 Download

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



https://ca.medical.canon/contactus.htm

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=166000#

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=166000#

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635154

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635154

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179019/20180831CanonDRAD3000CDRH.pdf
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[High Priority ] - A31295 : Abbott—ARCHITECT ICT Modules: Serum or Plasma Chloride Results

May Be Higher than Expected
Medical Device Ongoing Action

Published: Friday, August 31, 2018

UMDNS Terms:

® Analyzers, Laboratory, Clinica Chemistry, Automated [16298]
Product Identifier:

[Consumable]
Product ﬁglt)?\lt; Laboratories Inc Lot No. Expiration Date
ARCHITECT ICT Modules 09D28-03 180326 2018 Dec 26

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Abbott Laboratories Inc100 Abbott Park Rd, Abbott Park, IL 60064-3500, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:

OlIn an August 28, 2018, Product Recall Urgent Immediate Action Required letter submitted by an ECRI Institute member hospital, Abbott states that it
has received reports of higher-than-expected serum or plasma chloride results when the above modules are used. Abbott also states that based on an
analysis of quality control (QC) data from customers, the results generated using the above lot number may be up to 6.2% higher than expected. The
customer QC data does not indicate a problem with urine chloride results. Abbott further states that since this problem affects only the chloride element
of the ICT module, potassium and sodium results are not affected; however, reporting of chloride ICT results may be delayed because of the time
required for the user to troubleshoot the problem with falsely elevated serum chloride QC results. 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 August 28, 2018,
Product Recall Urgent Immediate Action Required letter and Customer Reply Form from Abbott. Complete the Customer Reply Form, and return it to
Abbott using the instructions on the form. Follow your facility's laboratory protocol regarding the need for reviewing previously reported patient results.
To obtain credit or replacement product, contact your Abbott local representative. Review the letter with your medical director, and retain a copy of the
letter for your laboratory records. U.S. customers should report serious adverse events or product quality problems relating to the use of affected product
to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088, by fax at (800) 332-0178, by mail (using postage-paid FDA
Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch
website .

For Further Information:

Abbott customer service department

Tel.: (877) 422-2688 (U.S)

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

e 2018 Aug 31. Member Hospital. August 28, 2018, Abbott letter 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.



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

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

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

http://www.abbott.com/contact.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178835/20180828AbbottArchitectICTModulesClient.pdf
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New Cybersecurity updates in  9/12/2018 Roche Diagnostics Corp  FAROUK, MAAMOUN  FSN  https

Accu-Chek® Inform II TAMER & COMPANY ://nc
system, cobas h 232 POC mdr.
system, CoaguChek® sfda.
Pro II system, OV.S
CoaguChek® XS Plus / a/Se
XS Pro systems cure/
New Lot-to-Lot Variability 9/13/2018 = Siemens Healthcare ABDULREHMAN AL FSN  https
When Using Diagnostics GmbH GOSAIBI GTB ://nc
Dimension® Lipase (LIPL) mdr.
Medical software
New MetaVision Suite, Clinical 9/10/2018 iMDsoft Ltd N/A FSN  https
Information System ://nc
Non-active implantable devices
New 611P CT Lucia Intraocular 1 9/16/2018 = Carl Zeiss Meditec Inc Gulf Medical Co. FSN  https
Lenses | +11.5D //nc
New  Broken 2.7 CO Trephines 9/10/2018 Acumed LLC Bio Standards FSN
New Cardioband Mitral 9/16/2018  Edwards Lifesciences Arabian Health Care FSN  https
Reconstruction System Supply Co. (AHCSC) ://nc
IFU mdr.
New CyPass Micro-Stents 9/10/2018 = Alcon Laboratories Inc. in Medical Instruments C¢ FSN
New HipLOC System Plate 9/16/2018 = Zimmer Biomet, Inc. Isam Economic Co. FSN  https
Barrel ://nc
New  Osteosynthesis, trauma  9/16/2018 = aap Implantate AG. Cure Development FSN  https
implant, Drill CS 2.7/3.5, International Ltd //nc
2.7, L 130, quick mdr.
coupling, sterile sfda.
New Zimmer Natural Nail 9/16/2018 = Zimmer Biomet, Inc. Isam Economic Co. FSN  https
System Tibial Nail - ://nc
Yellow 8.3 mm mdr.


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13133
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13137
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13131
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13148
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13147
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13140
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13150
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13139
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[High Priority ] - A31301 : Acumed— Broken 2.7 CO Trephines: Cutting Teeth May Have

Been Manufactured in Incorrect Direction
Medical Device Ongoing Action

Published: Tuesday, September 4, 2018

UMDNS Terms:

® Trephines, Biopsy, Bone [22653]
Product Identifier:

[Consumable]
Product ég?tnﬁg Ltd (UK) Batch No. uDI
Broken 2.7 CO Trephines 80-217 421920 10806378040573 to 421920180117

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Acumed Ltd (UK) Huebner House - The Fairground, Weyhill, Andover. SP110QN, England
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

Oln an August 20, 2018, Urgent Field Safety Notice Medical Device Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory
Agency (MHRA), Acumed states that the above products (revision D) were manufactured with the cutting teeth in the incorrect direction. Acumed also
states that this problem may result in bone necrosis or other various health hazards. Acumed further states that it has received no reports of adverse events
related to this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. For an example of affected product, see the |etter . If you have affected
product, verify that you have received the August 20, 2018, Urgent Field Safety Notice Medical Device Recall letter and Device Recall Notification
Reply Form from Acumed. Complete the Device Recall Notification Reply Form, and return it to Acumed using the instructions on the form.
Replacement screws will be shipped to your facility. To obtain product return instructions, contact Acumed using the information below. To report any
adverse events related to this problem, contact Acumed using the information below, by telephone at (877) 627-9957, or by e-mail at
BusinessServices@acumed.net . 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:

Niall Hyndman, Acumed national distributor representative

Tel.: 0 (1264) 774450

E-mail: niall @acumed.uk.com

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Acumed: Broken 2.7 CO trephine [onling]. London: Department of
Health; 2018 Sep 3 [cited 2018 Sep 4]. (Field safety notice; reference no. 2018/008/029/291/012). Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Sep 4. MHRA FSN. FSCA No. R-18-003 (includes reply form) Download
e 2018 Sep 4. MHRA FSN. 2018/008/029/291/012 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/178887/20180820AcumedTrephineMHRA.pdf?option=80F0607

mailto:BusinessServices@acumed.net

mailto:niall@acumed.uk.com

http://www.acumed.net/about-acumed/contact-us

https://www.gov.uk/drug-device-alerts/field-safety-notice-28-to-31-august?utm_source=0ea799bb-4704-475b-83af-2a3084129309&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-28-to-31-august?utm_source=0ea799bb-4704-475b-83af-2a3084129309&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178887/20180820AcumedTrephineMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178888/20180903AcumedTrephineMHRACP.pdf
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[High Priority ] - A31292 : Alcon—CyPass Micro-Stents: Implantation May Be Associated with
Endothelial Cell Loss at Five Years Postsurgery

Medical Device Ongoing Action

Published: Friday, August 31, 2018

Last Updated: Tuesday, September 4, 2018

UMDNS Terms:

® Stents, Eye, Glaucoma Drainage [23858]
Product Identifier:

[Consumable]
Alcon Laboratories Inc
Product Model
Micro-Stents for Surgical Glaucoma CyPass

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Alcon Laboratories Inc6201 South Frwy, Fort Worth, TX 76134-2099, United States
Suggested Distribution: OR/Surgery, Risk Management/Continuous Quality |mprovement, Ophthalmology, Materials Management

Problem: In an August 29, 2018, letter and online press release submitted by ECRI Institute member hospitals, Alcon states that it will withdraw the
above micro-stents from the market based on five-year data from the COMPASS-XT long-term safety study, which demonstrated that patients implanted
with the above micro-stents experienced statistically significant endothelial cell loss at five years postsurgery than did the group that underwent cataract
surgery alone. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the August 29,
2018, letter and/or reviewed the online pressrelease from Alcon. Alcon's quality department will contact your facility with instructions for returning
affected product and recommendations for eval uating and managing patients aready implanted with affected product.

For Further Information:

For product return inquiries:

Alcon customer service department (U.S.)
Tel.: (800) 862-5266

For medical inquiries:

Alcon medical information department (U.S.)
Tel.: (800) 757-9785

To report product complaints or adverse events:
Alcon medical safety department

Tel.: (800) 757-9780

Website: Click here

References:

e Alcon. Alcon announces voluntary global market withdrawal of CyPass Micro-Stent for surgical glaucoma[online]. 2018 Aug 29 [cited
2018 Aug 30]. Available from Internet: Click here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

2018 Aug 30. Member Hospital. Alcon press release submitted by an ECRI Institute member hospital. Download

2018 Aug 30. Member Hospital. Alcon letter submitted by ECRI Institute member hospitals. Download

2018 Aug 31. FDA. Company Announcement Download

2018 Sep 4. Member Hospital. Alcon letter 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.



https://www.alcon.com/news/media-releases/alcon-announces-voluntary-global-market-withdrawal-cypass-micro-stent-surgical

https://www.alcon.com/about-us/contact-us

https://www.alcon.com/news/media-releases/alcon-announces-voluntary-global-market-withdrawal-cypass-micro-stent-surgical

https://www.alcon.com/news/media-releases/alcon-announces-voluntary-global-market-withdrawal-cypass-micro-stent-surgical

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178900/20190829AlconCyPassMicroStentCLIENT.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178901/20180829AlconCyPassClient2.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178902/20190829AlconCyPassMicroStentFDACA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178903/20180829AlconCyPassMicroStentsCLIENT_Redacted.pdf
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Reusable devices

New = CX1020, CX2020, PS5xxx  9/16/2018 Miele Scientific & Medical FSN  https
sterilisers Equipment House ://nc

Single-use devices
New = ECO BATH WIPES with  9/16/2018 CareNow Medical Pvt Cure Development FSN  https
2% w/v Chlorhexidine Ltd International Ltd ://nc
mdr

Gluconate Solution

*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI

*: Indicates 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.


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13144
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13149
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

