Ref: XWU183

Kingdom of Saudi Arabia > Aungnull Ay nll &S Lol
Saudi Food & Drug Authority ;‘ : dgallg danll dslall duamll

Medical Devices Sector dvdad] Solnddeadly 83g> 3l gliad
Executive Department of Surveillance & Biometrics dud o | lawilid g ald sl dur i) 9yl
SBED Weekly Update 16-Jan-18

Dear,
SBED team is pleased to inform you that 35 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 1/9/2018 to 1/15/2018

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 Oxygen Cannulas 1/10/2018 Salter Labs.. yasmin albilali tradingest 2 A/CaV
New UNIVERSAL FLEX2 1/9/2018 King Systems Corp. dba N/A 2 https
BREATHING CIRCUIT Ambu, Inc.

Complementary therapy devices

New Sundream 12 V tanning 1/9/2018 ProSun International, N/A 2 https
bed LLC

Dental devices

New SwishTapered and 1/15/2018 Implant Direct Sybron Ahmad Abdullah FSN  https
SwishPlus Implant Manufacturing,LLC ~ Alzoman Est. for trading

Diagnostic and therapeutic radiation devices


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11999
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11996
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11995
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12009

New

New

New

New

AXIOM Artis.

OrthoScan Mobile DI
Mini Carm, OrthoScan
Mobile DI Mini Carm, HD
(10000001), HD
(10000004)

Philips IntelliVue
Information Center (PIIC)
iX .

Various Artis and Axiom
Systems

1/11/2018 SIEMENS

1/14/2018 OrthoScan, Inc.

1/11/2018 Philips Healthcare

1/15/2018 SIEMENS

Electro mechanical medical devices

New CARESCAPE Central
Station (CSCS) ,

New  Foot Control S-N1 /S-N2

New Freedom 60 Precision
Flow Rate Tubing Sets

New Medfusion 3500 and
4000 Syringe Infusion

Pumps ,
Hospital hardware
New  OptiPro Multi-Enzymatic

Low-Foaming Detergent

In vitro diagnostic devices

New

New

13 mm Sample Tubes ,

Access 2 and UniCel DxC

600i SYNCHRON Access
Clinical Systems

1/10/2018 GE Healthcare

iiemens Medical Solution

Saudi Health Services
Co. Ltd.

Philips Healthcare
Saudi Arabia Ltd.

Siemens Medical
Solutions

GE Healthcare

FSN

2

FSN

2

FSN

1/9/2018 H Dentalwerk Birmoos Gr irki Medical Group Ltd (A FSN

1/9/2018 Repro-Med Systems, Inc

1/15/2018 Smiths Medical ASD Inc..

1/15/2018 Ecolab Deutschland

GmbH

N/A

MEDICARE DRUG
STORE COMPANY

Salehiya Trading Est.

1/9/2018 Roche Diagnostics Corp  MAAMOUN TAMER & C

1/15/2018 Beckman Coulter...

Beckman Coulter Saudi
Arabia Co Ltd

2

N

A/Ca\

https

A/Ca\

https


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12000
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12004
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12003
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11998
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11990
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11994
http://Attached
http://Attached
http://Attached
http://Attached
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[High Priority ] - A29702 : Siemens—Various Artis and Axiom Systems: Collision Protection Frame

Guide Pins May Become Loose
Medical Device Ongoing Action

Published: Wednesday, December 27, 2017

UMDNS Terms:
® Radiographic/Fluoroscopic Systems, Angiography/Interventional [16597]

Product Identifier:

Description: Model Nos.:

Artis Q 10848281, 10848282
Artis zee Ceiling 10094137

Artis zee Multi-Purpose 10094139

Artis zeego Multi-Axis 10280959

Axiom Artis DBA 7555357

[Capital Equipment]

Geographic Regions: (Impact in additional & #160;regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Siemens Healthcare 40 Liberty Blvd, Malvern, PA, 19335, United States

Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging

Problem: Health Canada states that the Collision Protection Frame guide pins on the above systems may become loose and affect the collision
protection. Health Canada also states that Siemens initiated arecall on November 29, 2017. The manufacturer has not confirmed the information
provided in the source material .

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have been contacted by Siemens.
For further Information:

Siemens

Website: Click here

OReferences:
e Health Canada. Recalls and safety alerts. Axiom Artis DBA, Artis zeego multi-axis, Artis Zee multi-purpose and ceiling, and Artis Q
[online]. 2017 Dec 14 [cited 2017 Dec 21]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2017 Dec 21. Health Canada Recall Listings. Type 1. RA-65424 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.healthcare.siemens.com/

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65424r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65424r-eng.php

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165552/20171214SiemensVariousArtisAxiomHealthCanada.pdf



afsaif
(A29702) Siemens-Various Artis and Axiom Systems.pdf


www.ecri.org . Printed from Health Devices Alerts on Monday, January 15, 2018 Page 1

[High Priority ] - A29811 : Smiths—Medfusion 3500 and 4000 Syringe Infusion Pumps: May Not
Recognize Syringes or Syringe Size, Potentially Leading to Interruption of Therapy or Over- or
Underinfusion

Medical Device Ongoing Action

Published: Tuesday, January 9, 2018

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

Product Identifier:
[Capital Equipment]

Smiths Medical ASD Inc

Model Product No. Distribution Date

Product

3500 0600 00,

3500 0600 01,

3500 0600 50, February 2015 to
3500 0600 51, November 2017
3500 0600 82, 3500 306,

3500 415, 3500 500

Medfusion 3500

Syringe Pump

4000 0101 50,
4000 0101 51,
Medfusion 4000 4000 0105 50,
4000 0105 51,
4000 0106 00, 4000 0106 01

February 2015 to
November 2017

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Smiths Medical ASD Inc 1265 Grey Fox Rd, St Paul, MN 55112, United States

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

Problem:

In aJanuary 5, 2018, Urgent Medical Device Field Safety Notice letter submitted by an ECRI Institute member hospital, Smiths states that the above
pumps (manufactured or serviced between February 2015 and November 2017) may not recognize loaded medication syringes or may misidentify
syringe size, potentially leading to an inability to complete pump programming or delay or interruption of infusion, or under- or overdelivery of
medication, if the clinician does not notice the pump’ s misidentification of the syringe before starting an infusion.

Action Needed:

Identify any affected pumpsin your inventory. If you have affected pumps, verify that you have received the January 5, 2018, Urgent Medical Device
Field Safety Notice letter, Response Form, and Reference Tool from Smiths. 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. Smiths recommends that you remove pumps from
serviceif they do not recognize syringes or read them as incorrect sizes during any part of the programming or the infusion. Regardless of whether you
have affected product, complete the Response Form and return it to Stericycle by e-mail at SmithsMedical 7612@stericycle.com .

For Further Information:

Smiths Medical

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update 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 Jan 5. Member Hospital. Smiths letter submitted by an ECRI Institute member hospital. Download
e 2018 Jan 5. 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:SmithsMedical7612@stericycle.com

https://www.smiths-medical.com/customer-support/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/166206/20180105SmithsMedfusionSyringePumpsCLIENT_Redacted.pdf



afsaif
(A29811) Smiths-Medfusion 3500 and 4000 Syringe Infusion Pumps.pdf


www.ecri.org . Printed from Health Devices Alerts on Monday, January 15, 2018 Page 1

[High Priority ] - A29798 : Ecolab—OptiPro Multi-Enzymatic Low-Foaming Detergent: May Contain

Unintended Sediment
Medical Device Ongoing Action

Published: Friday, January 5, 2018

UMDNS Terms:
® Disinfectors, Liquid Germicide, Flexible Endoscope [11279]

Product Identifier:
0OptiPro Multi-Enzymatic L ow-Foaming Detergent [Consumable]

Product No. 6071346; Lot No. J061671

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Ecolab Inc370 N Wabasha St, St Paul, MN 55102-2233, United States
Suggested Distribution: Infection Control, Central Sterilization Reprocessing, Materials Management

Problem:

OIn aDecember 21, 2017, Urgent Product Recall Immediate Attention Required letter submitted by an ECRI Institute member hospital, Ecolab states
that an unintended sediment has been identified in the above detergents. Ecolab also states that analysis of the detergent revealed no microbiological
contamination but that because the presence of the sediment is unintended, it may interfere with the use of the product. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Oldentify and isolate any affected product in your inventory. Affected product can be identified using the lot number found on the bottle or the case. If
you have affected product, verify that you have received the December 21, 2017, Urgent Product Recall Immediate Attention Required letter and
Response Form from Ecolab. Complete the Response Form, and return it to Ecolab customer service by e-mail or fax. Ecolab will contact your facility to
arrange for product disposal and, if applicable, account credit. Forward a copy of the Urgent Product Recall Immediate Attention Required letter to any
facility to which you have further distributed affected product.

For Further Information:

Ecolab customer service department

Tel.: (866) 781-8787

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 Jan 3. Member Hospital. Ecolab letter submitted by an ECRI Institute member hospital 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.ecolab.com/pages/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/165945/20171221EcolabOptiProDetergentCLIENT_Redacted.pdf
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[High Priority ] - A29730 : Roche—13 mm Sample Tubes: May Tilt If Placed Incorrectly in Rack
Medical Device Ongoing Action

Published: Tuesday, January 2, 2018

UMDNS Terms:
® Analyzers, Laboratory, Clinical Chemistry/Immunoassay [20821]

Product Identifier:

013 mm Sample Tubes used with the following: (1) cobas e 411 Analyzers, (2) cobas e 601 Analyzers, (3) MODULAR ANALYTICS E 170 Modules [Co
nsumable, Capital Equipment]

Analyzers/Systems: Adapters: Catalog Nos.:

cobas e 411 (disk system) Sample disk tube adapter (2 bags x 30 07399774001
pieces)

cobas e 411 (rack system), cobas e 601 analyzer, MODULAR Cup adapter for standard rack (260 pieces 05463190001

ANALYTICS E 170 module per pack)

Geographic Regions: U.S.

Distributor(s): ® Roche Diagnostics Corp9115 Hague Rd, Indianapolis, IN 46250-0457, United States
Manufacturer(s): Hitachi High-Tech Corp24-14 Nishi-Shimbashi, Tokyo, 105-8717, Japan
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Materials Management

Problem: Ina December 18, 2017, Urgent Medical Device Correction |etter submitted by ECRIInstitute member hospitals, Roche states that the above
tubes, beingnarrower than 16 mm standard sample tubes, may tilt if placed incorrectly in arack. If the tubes are not correctly seated in an upright position
on the rack,the sample probe may sample incorrectly, potentially resulting in erroneousresults. The manufacturer states that its U.S. organization did not
distribute affected product to other countries, and that the |etter waswritten specifically for the U.S. market. All notifications were mailed on December
18, 2017.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the December 18, 2017, Urgent Medical
Device Correction letter and UMDC Fax Form from Roche. The following instructions are mandatory to improve the vertical alignment and handling of
13 mm sample tubes and false bottom tubes:

e Always use Roche rack cup adapters with 13 mm tubes.
e Ensure that sample tubes are straight.
For the cobas e 411 disk system:
e Always use 13 mm Sample Disk Tube Adapters (SDTAS) with 13 mm sample tubes.
e Ensure that sample tubes are straight.
e Ensurethat 13 mm SDTAs are not exposed to direct sunlight.

e |f alarger diameter tubeisleft inserted in a13 mm SDTA for more than three days, the adapter may become distorted. Do not insert smaller
diameter tubes into a distorted adapter; they may not align correctly.

It is not mandatory to use cup adapters for 13 mm sample tubes or 13 mm false bottom tubes in 13 mm racks on the cobas e 601 analyzer if your system
is connected to aMPA analyzer. Carry out maintenance as recommended in the instrument-specific Operator's Manual. The addendums to the Operator's
Manuals for the cobas e 411 and 601 analyzers and the MODULAR ANALYTICS E 170 analyzer will be updated with the adapter information. Roche
will notify your facility when the updated documentation is available. Roche requires the following actions:

e Discard Analyzer Bulletin 10-009U3.
o Complete the fax form and return it to Roche using the instructions on the form.
e Retain acopy of the letter for your records.

U.S. customers should report adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event
Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and
Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Roche support network customer support center

Tel.: (800) 428-2336

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we

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



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

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

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

http://www.roche.com/contact.htm
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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 2017 Dec 22. Member Hospital. Roche letter submitted by ECRI Institute member hospital; TP-00057 Download
e 2017 Dec 22. Member Hospital. Roche reply form submitted by ECRI Institute member hospital Download
e 2018 Jan 2. Manufacturer. Manufacturer confirmed information contained in source material

©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/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/165843/20171218Rochecobase411cobase601andModularAnalyticse170CLIENTRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165844/20171218Rochecobase411cobase601andModularAnalyticse170FormCLIENTRedacted.pdf
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[High Priority ] - A29801 : Beckman Coulter—Access 2 and UniCel DxC 600i SYNCHRON Access
Clinical Systems: Skin Burn May Occur if Tool Contacts Reagent Storage Interface Board When

Pipettor Alignment Is Performed
Medical Device Ongoing Action

Published: Thursday, January 11, 2018

UMDNS Terms:
® Analyzers, Laboratory, Clinical Chemistry [15551]

Product Identifier:
[Capital Equipment]

Beckman Coulter Inc .
Product Model Catalog No. Serial No.

570005, 570006,
570007, 570008,
570009, 570010,
570011, 570012,
570013, 570014,
570015, 570016,
570017, 570018,
570019, 570020,
570021, 570022,
570023, 570024,
570025, 570026,
570027, 570028,
570029, 570030,
570031, 570032,
570033, 570034,
570035, 570036,
570037, 570038,
570039, 570040,

©2018 ECRI Institute 570041, 570042,
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA 570043, 570047,
May be reproduced by subscribing institution for internal distribution only. 570048, 570049,

570051, 570052,
570053, 570054,
570055, 570056,
570057, 570058,
Immunoassay Systems Access 2 81600N 570059, 570060,
570061, 570066,

Co79NNCLT7 CI79NNCroO
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570117, 570118,
570119, 570120,
570121, 570122,
570123, 570125,
570126, 570128,
570131, 570132,
570133, 570134,
570135, 570136,
570137, 570138,
570139, 570140,
570141, 570142,
570143, 570144,
570145, 570146,
570147, 570148,
570149, 570150,
570151, 570152,
570153, 570156,
570157, 570158,
570159, 570160,
570161, 570162,
570163, 570164,
570165, 570166,
570167, 570168,
570169, 570170,
570171, 570172,
570173, 570174,
570175, 570176,
570177, 570178,
570179, 570180,
570181, 570182,
570183, 570184,
570185, 570186,
570187, 570188,
570189, 570190,
570191, 570192,
570193, 570194,
570195, 570196,
570197, 570198,
570199, 570200,
570201, 570202,
570203, 570205,
570206, 570207,
570208, 570209,
570210, 570211,
570212, 570213,
570214, 570215,
570216, 570217,
570218, 570219,
570220, 570221,
570222, 570223,
570224, 570225,
570226, 570227,
570228, 570229,
570230, 570231,
570232, 570233,
570234, 570235,
570236, 570237,
570238, 570239,
570240, 570241,
570244, 570245,
570246, 570247,
570248, 570250,
570251, 570252,

512684
Access 2 507114, 503299,
(Remanufactured) 386220 508111

©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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UniCel DxC 600i

SYNCHRON Access A25638, A25656 801060, 801061

Clinical
Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), Argentina, Canada, Chile,
China, Colombia, Costa Rica, France, Georgia, Germany, Ghana, Greece, Hong Kong, India, Italy, Japan, Kazakhstan, Mexico, Morocco, Myanmar,
Nepal, Philippines, Poland, Russia, Rwanda, Saudi Arabia, Slovakia, South Africa, South Korea, Thailand, Turkey, U.K., U.S, Vietnam

Manufacturer(s): Beckman Coulter Inc250 S Kraemer Blvd, Brea, CA 92821-6232, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology

Problem:

FDA's Center for Devices and Radiological Health (CDRH) states that minor skin burns may occur if the tool contacts the reagent storage interface board
(B78817) when a pipettor alignment is performed on the above systems. FDA's CDRH also states that the manufacturer initiated arecall by Urgent
Medical Device Recall |etter dated November 6, 2017. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the November 6, 2017, Urgent Medical
Device Recall letter from Beckman Coulter. Beckman Coulter states that you may continue to operate affected systems normally. If a device on the
instrument needs alignment, contact the Beckman Coulter technical support department. The alignment tool is to be used only by Beckman Coulter
service personnel and Beckman Coulter trained biomedical engineers. A Beckman Coulter service representative will contact your facility to schedule a
servicevisit. Notify al relevant personnel at your facility of the information in the letter, and retain a copy of the letter with your records. Respond to
Beckman Coulter using the instructions in the letter.

For Further Information:
Beckman Coulter
Website: Click here

References:
United States:

Food and Drug Administration. Center for Devices and Radiological Health. Class 3 device recall Access 2 immunoassay system [online]. 2018
Jan 3 [cited 2018 Jan 10]. Available from Internet: Click here.

Food and Drug Administration. Center for Devices and Radiological Health. Class 3 device recall Access 2 immunoassay system [online]. 2018
Jan 3 [cited 2018 Jan 10]. Available from Internet: Click here.
Food and Drug Administration. Center for Devices and Radiological Health. Class 3 device recall Access 2 immunoassay system [online]. 2018
Jan 3 [cited 2018 Jan 10]. 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 2018 Jan 10. FDA CDRH Database. Class I11. Z-0308-2018, Z-0309/0310-2018 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.beckmancoulter.com/customersupport/support

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=159894

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=159894

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=159895

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=159895

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=159896

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=159896

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/166250/20171106BeckmanCoulterAccess2ImmunoassaySystemsCDRH.pdf
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New

New

New

New

COBAS INTEGRA 400
plus/800/800 CTS

Analyzers and MODULAR

ANALYTICS P Modules

FlexLab, Accelerator

a3600, Aptio Automation..

Synchron Enzyme
Validator

VIDAS and mini VIDAS

1/15/2018 Roche Diagnostics Corp

1/9/2018

1/15/2018

1/15/2018

Non-active implantable devices

New

Update

New

New

New

New

New

New

Ceres SelfDrilling Variable

Screw 4.0 x 12mm

Cordis SSM.AR.T.® Flex
Vascular Stent System.

DeRoyal Sterile Custom
kits,

EMPOWR Porous Knee
System TIBIAL PUNCH,
LARGE, MEDIUM and
SMALL

Mac Pin NonCannulated

Screw

Multiple Tibial Implants ,

NAJA Spinal Ligament
Systems for Spinal
Stabilization

RingLoc Acetabular Shells

1/9/2018

1/14/2018

1/15/2018

1/14/2018

1/14/2018

1/15/2018

1/15/2018

1/9/2018

Inpeco S.A.

Beckman Coulter...

bioMerieux Inc

Amendia, Inc

Cordis Corporation

DeRoyal Industries Inc.

Encore Medical, Lp

Amendia, Inc

Tornier Inc

COUSIN BIOTECH

Zimmer Biomet, Inc.

FAROUK, MAAMOUN
TAMER & COMPANY

Medical supplies &

Services Co.Ltd

Beckman Coulter Saudi
Arabia Co Ltd

lel Medical & Trading Co.

N/A

ABDULREHMAN AL

GOSAIBI GTB

Alhaya medical co.

AL EWAN MEDICAL
COMPANY

N/A

N/A

Al Amin Medical

Instruments Co. Ltd.

Isam Economic Co.

2

FSN

2

FSN

FSN

https

https

A/Ca\

A/Ca\


http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11992
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12014
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12008
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11997
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12006
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12019
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12005
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12007
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12018
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12016
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11993
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[High Priority ] - A29810 : Roche—COBAS INTEGRA 400 plus/800/800 CTS Analyzers and
MODULAR ANALYTICS P Modules: Acetaminophen Assay Method Sheets May Be Missing
Gammopathy Disclaimer
Medical Device Ongoing Action

Published: Tuesday, January 9, 2018
Last Updated: Thursday, January 11, 2018

UMDNS Terms:
® Analyzers, Laboratory, Clinical Chemistry, Automated, Discrete [16299]

Product Identifier:
[Consumable]

Roche Diagnostics GmbH Affected Method

Product System Version

Catalog No. Sheet Version
COBAS INTEGRA 400
_ 20767174160 3.0 plus/800/800 CTS
Acetaminophen Assays
03255379160 4.0 MODULAR Analytics P

Geographic Regions: U.S.

Distributor(s): ® Roche Diagnostics Corp9115 Hague Rd, Indianapolis, IN 46250-0457, United States
Manufacturer(s): Roche Diagnostics GmbHSandhoferstrasse 116, D-68305 Mannheim, Germany
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Materials Management

Problem:

OInaJanuary 2, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Roche states that the previous version

of the method sheets for the above acetaminophen assays may be missing the following statement in the Limitations-interference section:

“In very rare cases, gammopathy, in particular type IgM (Waldenstrom's macroglobulinemia), may cause unreliable results.”

The method sheets for the cobas ¢ 311, 501, and 502 analyzers are not affected. Incorrect high results of acetaminophen may lead to incorrect diagnosis

and incorrect therapeutic decisions. Only results of patients suffering from gammopathy may be affected. Incorrect treatment may further worsen the

éi_tuati on. Urrgegmg de effects may be caused by unnecessary treatment of falsely-suspected acetaminophen intoxication. In the worst case, arelevant
i sease would be missed.

Action Needed: Identify any affected product in your inventory. If you have affected systems, verify that you have received the January 2, 2018,
Urgent Medical Device Correction letter and Urgent Medical Device Correction (UMDC) Fax Form from Roche. Discard any affected acetaminophen
assay method sheets in your laboratory. The method sheets have been updated and are now available on the Roche website . Complete the UMDC Fax
Form, and return it to Roche using the instructions on the form. Retain a copy of the letter with your records. The manufacturer states that all mailers
have been sent and all labeling is available. U.S. customers should report any problems with affected product to FDA's MedWatch Adverse Event
Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and
Drug Administration, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Roche Diagnostics technical support department
Tel.: (800) 428-2336

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 Jan 5. Member Hospital. Roche letter submitted by ECRI Institute member hospital Download
e 2018 Jan 9. Manufacturer. Manufacturer confirmed information contained in source material

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



https://usdiagnostics.roche.com/en/index.html

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

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

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

https://www.roche.com/contact.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/166267/RocheCobasIntegra400PlusAnalyzersClientRedacted.pdf
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#

#

#

New

New

New

Synvisc-One Injections , 1/15/2018  Genzyme Corporation Arabian Trade House Est. 2

TRISTANflex - Anterior ~ 1/11/2018  Humantech Germany Frdawous El Hekma FSN

Cervical Interbody Fusion GmbH Medical Co.
TRYPTIK(R) 2 CPLATE 1/15/2018 SPINEART Tina Medix 2
SELFTAPPING POLYAXIAL Technologies Int. Co.
SCREW

Reusable devices

New

VOLISTA 1/15/2018 MAQUET Inc Gulf Medical Co. FSN

Single-use devices

New

New

New

New

4 Fr Dual Lumen and 3 Fr  1/15/2018 CRBard Inc C.R. BARD Saudi Arabia 2
Single Lumen PowerPICC
Catheters
Bag for UV treatment of  1/9/2018 Macopharma SAS Dar ALKarmel FSN
blood cells
Bulkamid VUR 1/15/2018 Contura International A/S N/A FSN
Perfusion Tubing Packs =~ 1/15/2018 Medtronic SA Medtronic Saudi Arabia 2

Containing Terumo Over-
Pressure Safety Valves

*  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.

8

A/Ca\

https

A/Ca\


http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12002
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12012
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12010
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11991
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12011
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A29821 : Sanofi Genzyme—Synvisc-One Injections: May Be Contaminated with

Methylobacterium Thiocyanatum
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Tuesday, January 9, 2018
Last Updated: Thursday, January 11, 2018

UMDNS Terms:
® Needles, Aspiration/Injection [20212]

Product Identifier:
Genzyme Corp A Sanofi-

Product aventis Co Distribution Date Expiration Date
Product No.
Synvisc-One (hylan G-F P940015 10/25/2017 to 11/7/2017  5/31/2020

20) Injections

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Genzyme Corp A Sanofi-aventis Co500 Kendall Street, Cambridge, MA, 02142, United States
Suggested Distribution: Infection Control, Nursing, Orthopedics, Home Care, Physical Therapy/Rehabilitation, Pharmacy, Materials Management

Problem:

OIn aDecember 19, 2017, Device Recall Update Notice letter and a December 11, 2017, Urgent Voluntary Device Recall letter submitted by an ECRI
Institute member hospital, Sanofi Genzyme states that the above injections may be contaminated with Methlobacterium thiocyanatum. Sanofi Genzyme
also states that use of the above product may result in patient infection. Sanofi Genzyme further states that only the above product is affected by this
problem; no other lots are affected. 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. If you have affected product, verify that you have received the
December 19, 2017, Device Recall Update Notice letter, copy of the December 11, 2017, Urgent Voluntary Device Recall letter and Business Reply
Card, or have otherwise been contacted by Sanofi Genzyme. Regardless of whether you have affected product, complete the Business Reply Card and
return it to FedEx Supply Chain Solutions (GENCO) by fax at (414) 459-8791, or by e-mail at recalls@genco.com . Patients exposed to the affected
product should be treated in accordance with standard of care, and clinicians should be aware of a potential Gram negative infection. GENCO will
provide your facility with return labels in a product return kit. To obtain a product return kit or return labels, contact GENCO by telephone at (855) 838-
5782, 7:00 am. to 5:00 p.m. Central Time, Monday through Friday. Return affected product to GENCO using the return label and include a copy of the
packing slip. Ensure that affected syringes are packed to prevent breakage or damage. Return affected products to GENCO using the instructions in the
letter. Upon receipt of affected product, Sanofi Genzyme will provide your facility with credit. Customersin the U.S. with medical and clinical questions
should contact Sanofi medical information services by telephone at (800) 633-1610 (select option 1). For general questions, contact the Sanofi U.S.
customer service department by telephone at (800) 633-1610 (select option 7, then option 4). Report any adverse events related to this problem to

Sanofi U.S. by telephone at (800) 633-1610 (select option 2) or to FDA by telephone at (800) 332-1088. 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 mail (using postage-paid FDA form 3500, available here) at MedWatch, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online
at the MedWatch website .

For Further Information:

Sanofi Genzyme

Website: Click here

Comments:
e [JAdditional Alertsrelated to this action can be found in Alerts P4600, P4600 01, P4600 02, and P4600 03 .

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 Jan 9. Member Hospital. December 11, 2017, Sanofi Genzyme letter submitted by an ECRI Institute member hospital Download
e 2018 Jan 9. Member Hospital. December 19, 2017, Sanofi Genzyme letter submitted by an ECRI Institute member hospital Download
e 2018 Jan 9. Member Hospital. December 4, 2017, Sanofi Genzyme letter submitted by an ECRI Institute member hospital Download

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



mailto:recalls@genco.com

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

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

http://www.sanofigenzyme.com/contact-us.aspx

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632674

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632748

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632748

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632839

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632839

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632853

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632853

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/166283/20171211SanofiGenzymeSynviscOneClient2.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/166284/20171219SanofiSynvicOneCLIENT3.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/166285/20171204SanofiGenzymeSynviscOneClient1.pdf
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[High Priority ] - A29799 : Bard—4 Fr Dual Lumen and 3 Fr Single Lumen PowerPICC Catheters:
May Leak at Luer Extension Leg Junction
Medical Device Ongoing Action

Published: Friday, January 5, 2018
Last Updated: Thursday, January 11, 2018

UMDNS Terms:
® Catheters, Vascular, Infusion, Central Venous, Peripherally-Inserted [18017]

Product Identifier:
[Consumable]

Bard Access Systems Inc

Product Product No.

CK000114a, CK000759, CKO00765, CK000767,
CK000770, S0173108pd, S0274108pd, S1173108,
$1173108d, $1173108pd, 51274108, $1274108d,
] — $1274108pd, S1274118, $3173108d, S3173108pd,

¢ 1 Dual Lumen and 3 Fr Single-Lumen PowerPICC $3173118, $3173335, $3173335p, $3173355p, $3274108,
$3274108pd, S3274118, 53274335, $3274335p,
$3274355, $3274355p, 59173108, 59173108d,
$9173108pd, S9173118, S9274108, $9274108d,
$9274108pd. 59274118

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Bard Access Systems Inc605 N 5600 W, Salt Lake City, UT 84116, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, IV
Therapy, Materials Management

Problem:

OIn aDecember 28, 2017, Customer Notification letter submitted by an ECRI Institute member hospital, Bard states that the above catheters may leak at
the Luer extension leg junction. Bard also states that |eakage appears to be more likely in cases in which catheters are connected to unsecured additional
extensions sets that are supporting additional accessories. Bard further states that the weight of an unsecured extension set and/or accessories may cause
additional strain on the Luer extension leg joint and contribute to leaks. For an image of an unsecured extension set, see the |etter . Additionally, Bard
states that the severity of potential harm associated with this problem islikely to be moderate and is associated with removal or replacement of the
catheter. 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 December 28, 2017, Customer
Notification letter from Bard. Ensure that any additional extension sets attached to the Luers of the affected product are appropriately secured according
to your facility's recommended securement protocol. Do not use unsupported extension sets that may put stress on the Luer extension leg junction of the
affected product. Bard will update the instructions for use (IFU) to include a statement regarding the importance of properly securing additional extension
sets per the hospital recommended security protocol. Do not use the product if thereis any evidence of damage or leaking. Notify Bard if any leakage
occurs and return any affected product to Bard for further investigation. Forward a copy of the Customer Notification letter to any facility to which you
have further distributed affected product.

For Further Information:

Shelly Gilbert, Bard

Tel.: (800) 290-1689

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update 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 Jan 4. Member Hospital. Bard letter submitted by an ECRI Institute member hospital 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/166001/20171228BardPowerPICCClient_Redacted.pdf?option=80F0607

https://www.crbard.com/en-US/Contacts

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/166273/20171228BardPowerPICCClient_Redacted.pdf
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[High Priority ] - A29817 : Medtronic—Perfusion Tubing Packs Containing Terumo Over-Pressure
Safety Valves: Valves May Not Allow Flow, Potentially Resulting in Distension of the Ventricle
Medical Device Ongoing Action

Published: Tuesday, January 9, 2018
UMDNS Terms:
® Surgical Packs[13887]
® Valves, Unidirectional Flow, Heart-Lung Bypass [18018]

Product Identifier:
[Consumable]

Medtronic Inc
Product Product No. GTIN Lot No.
©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
Perfusion Tubing Packs
> 210937492,
containing Terumo 2815R1 20885074191038 213151103,

Overpressure Safety 213671744

IANTYEON VT b
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209533592,
209759280,
209948919,
210174899,

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

Manufacturer(s): Medtronic | nc82080%rRGea St NE, Mounds View, MN 55806 137R4268474 ﬁg?g%iggv
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Perfusion, Materials Managemer211011818,
211210404,
Problem: In a January 2018 Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medtronizsiaperghgel erumo has
received reports of no flow through the above valves contained in the above perfusion tubing packs. No flow through the aboyg & gy lead to an
inability to vent the left ventricle, potentially resulting in ventricular distension. Prolonged distension may cause severe ventri 3%% %ftion.
Medtronic also states that Terumo has received no reports of patient injury related to this problem and that Medtronic has rec& rts of this
problem occurring, or of any adverse events related to this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed: 212067087,

Identify and isolate any affected produam%r inventory. If you have affected pr%Q@&%J&ﬁ??@ﬁf}&J have received the Jarpppy72@8d4rgent Medical
Device Recall letter and Customer Confirmation Certificate from Medtronic. Return all unused affected product to Medtronic. To arrange for product
return, contact the Medtronic customer service department by telephone at (800) 854-3570 (select option 4), and reference the letter. Medtronic states that
any patients treated with affected product should continue to be managed in accordance with your standard patient managemeyy Al Complete the
Customer Confirmation Certificate, and return it to Medtronic using the information on the form. Inform all relevant personn ) fity of the
information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected produ adverse
reactions or quality problems experienced with affected product to Medtronic by telephone at (800) 854-3570 (select option { b at
rs.pcsquality @medtronic.com . U.S. customers should also report adverse reactions or quality problems relating to the use of uct to FDA's
MedWatch Adverse Event Reporting pRigféd. biz feephone at (800) 332-1088; byd&6 8; by mail (using postade2385 form 3500,
available here) at MedWatch, Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at ti3 9682883, website .
For Further Information: 212796215,

Medtronic Lifeline technical support department 213248430,

Tel.. (877) 526-7890
Website: Click here 213583108

. 213801240,
Comments: BB4B15R14 00763000025878 213868837
e For information on the recall initiated by Terumo, see Alerts A28885, A2888501, A2888502 .

e Thisdertisaliving docu apglgnay be updated when ECRI Inai?%@g%?moipylal information. In circl @which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected prgg']l?c?%as een 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 JBAJFpraet Guide .

212174623,

Source(s): 212193001,
e 2018 Jan 8. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital Download 212301586,
212355584,

212428238,

212626142,

BBIOL72R1 00643169872127 212884370,

213001157,

213248459,

213631247,

213672934,

213802501,

214072742,

214093025

CB1Z87R11 00643169741591 211755326

211654744,
CB4L56R24 00643169735989 211654745,
211800954

212294432,
213251146,
213251166,
CB4L56R26 00643169906181 213358174,
213573495,
213623995,
214053395

CB5S68R3 20613994490760 210937507

211050766
CB7X82R4 00643169471986 ’
©2018 ECRI Institute 211320749
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA

May be reproduced by subscribing institution for internal distribution only.
211423503,

211443209,
211443210,
211885323,
211991293,
212154744,
212235237 .



mailto:rs.pcsquality@medtronic.com

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

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

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

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630999

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631249

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631249

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632807

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632807

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/166205/201801MedtronicTerumoCVSOverPressureValvesClient.pdf
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