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SBED Weekly Update 20-Feb-18

Dear,
SBED team is pleased to inform you that 5§53 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 2/12/2018 to 2/18/2018

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

Active Implantable Devices

New Jarvik 2000 Ventricular ~ 2/13/2018 Jarvik Heart Inc. International Medical FSN
Assist System (VAS) Supplies Company
New VNS(R) Therapy 2/12/2018 LivaNova PLC cigalah group 2
Programmer

Anaesthetic and respiratory devices

New AKO RIO Spare Part 2/13/2018 MAKO Surgical Corp N/A FSN
Ethernet-Fiber Optic
Converter

New Aurinio LED OP Leuchte  2/13/2018 LUX Medical GmbH & Co. :el Medical & Trading Co. FSN

New Tissu-Trans 2/18/2018 pert Medical Technologie N/A FSN
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http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12131
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12118
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12127
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12123
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12155

New

Unitque Temp® Pflege Set
1

2/13/2018 Geratherm Medical AG

Assistive products for persons with disability

New

New

Getinge 86- and 88-series 2/15/2018 Getinge Disinfection AB

SnugFit(R) Expandable
Mattress Cover

Dental devices

New

PrimaConnex Implant
System

2/12/2018

2/18/2018

LITTLE RAPIDS
CORPORATION

Keystone Dental Inc.

Diagnostic and therapeutic radiation devices

New

New

New

New

Update

New

New

ACUSON SC2000
ultrasound systems

Biograph mMR with
software version syngo
E11P

Enterprise Imaging
Systems

ExacTrac Patient
Positioning System

GC80

GE TEE probes used with
Tristel Trio Wipes System

OASIS

!

2/15/2018

2/15/2018

2/13/2018

2/15/2018

2/13/2018

2/13/2018

2/15/2018

SIEMENS

SIEMENS

AGFA Corp.

Brainlab AG

Samsung Electronics

GE Healthcare

Hitachi Medical Corp

AL ARFAJ MEDICAL
SERVICE CO.

Gulf Medical Co.

N/A

N/A

Siemens Medical
Solutions

Siemens Medical
Solutions

Gulf Medical Co.

Al-Jeel Medical &

Trading Co. LTD

im M. Al-Mana & Bros. C

GE Healthcare

ULREHMAN AL GOSAIBI
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FSN

FSN

FSN

FSN
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12129
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12142
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12117
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12160
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12152
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12153
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12143
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12126
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12122
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12141
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[High Priority ] - A29681 : Agfa—Enterprise Imaging Systems: Addendum Workflow Problems May

Occur
Medical Device Ongoing Action

Published: Thursday, February 8, 2018

UMDNS Terms:
® |nformation Systems, Data Management, Radiology [17175]
® |nformation Systems, Picture Archiving and Communication, Radiology [16247]

® Software, Picture Archiving and Communication System [26869]
Product Identifier:
[Capital Equipment]

Agfa HealthCare NV -
Product Model Version

Imaging Systems Enterprise 8.0.0,8.0.1,81,811

Geographic Regions: Canada
Manufacturer(s): AgfaHeathCare NV Septestraat 27, Mortsel, B-2640, Belgium

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Diagnostic Imaging, Information
Technology, Nuclear Medicine

Problem:

[OHesalth Canada states that additional addendums may be sent from the above systems to an external radiological information system (RIS)/hospital
information system (HIS) with the same date/time-stamp in OBR-22 (results rpt/status chng - date/time) as the one from the first addendum, potentially
leading to addendum workflow problems. If this occurs, the addendum may not be stored in the RISHIS system and the addendum information may not
be considered by referring physicians/clinicians when making medical decisions. Health Canada also states that the manufacturer initiated arecall on
November 27, 2017. The manufacturer states that affected customers have been notified.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have been contacted by Agfa. As atemporary solution to
correct this problem, Agfa states that it has applied a mapping in the Enterprise Imaging software at the site that reported the problem. This mapping was
shown to adequately work around the malfunction because it ensures that the date/time-stamp in OBR-22 will not be the same as the date/time-stamp of
the first addendum. Agfa also states that the permanent solution for this problem has been introduced in Enterprise Imaging 8.1.2, which outlines which
date/time-stamp should be used under which conditions.

For Further Information:

Adfa

Website: Click here

OReferences:
e Health Canada. Recalls and safety alerts. Enterprise Imaging [online]. 2017 Dec 12 [cited 2018 Jan 29]. 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 Jan 29. Health Canada Recall Listings. Type I11. RA-65358 Download
e 2018 Feb 8. 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.agfahealthcare.com/global/en/main/landing/index.jsp

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65358r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65358r-eng.php

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/167155/20171127AgfaEnterpriseImagingHC.pdf
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New  RayStation 4.9 (RayPlan 1), 2/15/2018 RaySearch Laboratories N/A FSN  https
RayStation 5, RayStation AB ://nc
6 (RayPlan mdr.
2) and RayStation 7 sfda.
(RayPlan 7)
New SOMATOM ... 2/13/2018 SIEMENS Siemens Medical FSN  https
verschiedene Typen mit Solutions ://nc
Somaris 5
New  TD60 Transmitter Battery = 2/12/2018 Shenzhen Mindray Salehiya Trading Est. 2 https
Charger

Electro mechanical medical devices

New AVID Medical QA Pack  2/12/2018 Avid Medical, Inc. N/A 2 A/Ca\
# New Berchtold 2/12/2018 Stryker Communications  Al-Faisaliah Medical 2
CHROMOPHARE Ceiling- System
Mounted Surgical Light
Systems
# New Berchtold 2/13/2018 Stryker Communications  Al-Faisaliah Medical 2
CHROMOPHARE Ceiling- System
Mounted Surgical Light
Systems .
New Bio-Cal Temperature 2/13/2018 Medtronic SA Medtronic Saudi Arabia  FSN  https
Controller
New HeartStart MRx 2/12/2018 Philips Healthcare Philips Healthcare 1 https
Monitor/Defibrillator Saudi Arabia Ltd.
New  Maquet PowerLED, HLED 2/15/2018 MAQUET Inc Gulf Medical Co. 2
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700 SF and Volista 600SF
Surgical Lighting Systems

# Update Medfusion 3500 and 2/12/2018 Smiths Medical ASD Inc.. MEDICARE DRUG 2
4000 Syringe Infusion STORE COMPANY
Pumps ,


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12139
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12125
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12115
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12120
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12121
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12114
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12151
http://Attached
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[High Priority ] - A29952 : Stryker—Berchtold CHROMOPHARE Ceiling-Mounted Surgical Light
Systems: Monitor Mounts May Have an Insufficient Weld, Potentially Leading to Equipment Falling
Medical Device Ongoing Action

Published: Monday, February 5, 2018
Last Updated: Thursday, February 8, 2018

UMDNS Terms:

® Lights, Examination, Ceiling-Mounted [15866]
Product Identifier:
[Capital Equipment]

Berchtold GmbH & Co KG

Product Model Serial No. Serial No.
Ceiling-Mounted Surgical Light Berchtold CHROMOPHARE Carrier DFP-075-0307-0001 to DFP-075-014- 6145060-011628 to 6176090-
Systems Arm, Dua Flat-Panel Monitors 0230 (U.S) V14102 (Outside U.S))

Geographic Regions: Belgium, Canada, China, Ecuador, France, Germany, Japan, Russia, Spain, United Arab Emirates, U.K., U.S.

Distributor(s): ® Stryker Communications571 Silveron Blvd, Flower Mound, TX 75028, United States
Manufacturer(s): Berchtold GmbH & Co KG Ludwigstaler Str. 25, D-78532 Tuttlingen, Germany
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Facilities/Building Management

Problem: In aJanuary 26, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Stryker states that the
monitor mounts in the above light systems may have an insufficient weld, which may cause the equipment to fall, potentially resulting in serious injury.
Stryker has received no reports of adverse events associated with this problem.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the January 26, 2018, Urgent Medical Device
Correction letter from Stryker. A Stryker representative will visit your facility to inspect welds and replace the nonconforming monitor mount if
necessary.

For Further Information:

Stryker technical support department

Tel.: (800) 243-5135

E-mail: comm.techservices@stryker.com

Nicole Kubat, Stryker senior regulatory affairs compliance specialist

Tel.: (469) 470-4318

E-mall: nicole.kubat@stryker.com
Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customersto 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 2. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Reference No. PFA PR 1579712 Download
e 2018 Feb 2. 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:comm.techservices@stryker.com

mailto:nicole.kubat@stryker.com

https://www.stryker.com/us/en/about/contact.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167728/20180126StrykerBerchtoldChromophareLightSystemsCLIENT_Redacted.pdf
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[High Priority ] - A29957 : Stryker—Berchtold CHROMOPHARE Ceiling-Mounted Surgical Light

Systems: Mount Force May Be Insufficient, Potentially Leading to Equipment Falling
Medical Device Ongoing Action

Published: Tuesday, February 6, 2018

UMDNS Terms:

® Lights, Examination, Ceiling-Mounted [15866]
Product Identifier:
[Capital Equipment]

Berchtold GmbH & Co KG

Product Model Serial No.

Ceiling-Mounted Surgical Light Systems Berchtold CHROMOPHARE Central Axis Suspensions 02/28/17-71019 to 08/18/17-73158
Geographic Regions: Canada, U.S.
Distributor(s): ® Stryker Communications571 Silveron Blvd, Flower Mound, TX 75028, United States

Manufacturer(s): Berchtold GmbH & Co KG Ludwigstaler Str. 25, D-78532 Tuttlingen, Germany

Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Facilities/Building Management

Problem: In aJanuary 29, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Stryker states that a missing
snap ring or spanner nut in the above light systems may result in insufficient mount force, which may cause the equipment to fall, potentially resulting in
seriousinjury. Stryker has received no reports of adverse events associated with this problem.

Action Needed:
Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the January 29, 2018, Urgent Medical Device
Correction letter from Stryker. A Stryker authorized representative will visit your facility to inspect the lower portion of the CHROMOPHARE
suspension and replace nonconforming suspensions if necessary. 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:

Stryker technical support department
Tel.: (866) 841-5663 (select option 1)
E-mail: comm.techservices@stryker.com

Julie Baker, Stryker compliance specialist
Tel.: (469) 470-4317
E-mail: Julie.Baker@stryker.com

Website: Click here
Comments:

Source(s):

Thisaert isaliving 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 .

2018 Feb 5. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Reference No. PFA PR 1598162 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.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

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

mailto:comm.techservices@stryker.com

mailto:Julie.Baker@stryker.com

https://www.stryker.com/us/en/about/contact.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167550/20180129StrykerBerchtoldChromophareClient_Redacted.pdf
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[High Priority ] - A29811 01 : *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 [Update]

Medical Device Ongoing Action

Published: Wednesday, February 7, 2018
Last Updated: Thursday, February 8, 2018

UMDNS Terms:

® |nfusion Pumps, Multitherapy, Syringe [13217]
Product Identifier:
[Capital Equipment]

Smiths Medical ASD Inc

Product Model Product No. Distribution Date
Syringe Pump Medfusion 3500 3500010600100, 3500106000101, February 2015 to November 2017
3500010600150, 3500106000151,
3500006000182, 350001306, 350001415,
350001500
Medfusion 4000 4000101010150, 4000010101051, February 2015 to November 2017

4000000105050, 40000J01050151,
4000701060100, 4000010106101

Geographic Regions: Afghanistan, Albania, Australia, Bermuda, Canada, Denmark, Germany, Hong Kong, India, Indonesia, Ireland, Maaysia,
Mexico, New Zealand, Oman, Panama, Philippines, Poland, Saudi Arabia, Singapore, Trinidad and Tobago, U.K., U.S.

Manufacturer(s): Smiths Medical ASD Inc 1265 Grey Fox Rd, St Paul, MN 55112, United States

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

Summary:

OThis Alert provides new information based on February 2018 Urgent Medical Device Recall Notice letters submitted by an ECRI Institute member
hospital and on manufacturer correspondence regarding Alert A29811 . New information is provided in the Geographic Regions and the Action Needed
fields.

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 pumps in your inventory, using the list of affected pumps on page 2 of the Urgent Medical Device Recall Response Form sent to
your facility. If you have affected pumps, verify that you have received the January 5, 2018, Urgent Medical Device Field Safety Notice letter, February
2018 Urgent Medical Device Recall Notice letter, and Urgent Medical Device Recall Response Form from Smiths. To arrange for pump repair, contact
the Smiths customer service center based on your geographic location and the options below:

(1) U.S. and Canada: Send to Smiths for repair. To arrange for product return, contact the Smiths customer service support team by e-mail at service.sup
port@smiths-medical.com or by telephone at (800) 258-5361 (select option 2, then option 1), or click on the Request Repair icon here . Fill out the form
and reference 3033 Medfusion Syringe Recognition in the "Return Reason” field.

(2) U.S. and Canada: Repair at your facility. To obtain the required kit, tools, instructions, and documentation for your biomed team to complete the
necessary repairs onsite, contact the Smiths customer service department by telephone at (800) 258-5361 (select option 1). Indicate that you are calling
regarding the 3033 Medfusion Syringe Recognition recall notice. All customers selecting the Biomed self-repair option must return a signed Self(JRepair
Form (provided with each kit) attesting that all repair work was performed in accordance with the work instruction provided and that al removed parts
have been returned to Stericycle for destruction. SelfCJRepair Forms must be returned to SmithsM edical 3033@stericycle.com .

(3) U.S.: Onsite service. If your site has more than 10 pumps, contact the Smiths customer service department by telephone at (800) 258-5361 (select
option 2, then option 1) to arrange for a technician to complete the necessary repairs onsite.

(4) Outside the U.S. and Canada: Regardless of whether you have affected pumps to repair, complete the Urgent Medical Device Recall Response Form
and return it to Stericycle by e-mail at SmithsM edical 3033b@stericycle.com . Upon receipt of the form, a Smiths representative will contact your facility
to discuss repair options, if applicable.

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:

Stericycle

E-mail: SmithsMedical3033@stericycle.com (U.S. and Canada); SmithsM edical 3033b@stericycle.com (outside the U.S. and Canada)

Website: Click here

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 repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):
e 2017 Feb 6. Member Hospital. Smiths letter submitted by an ECRI Institute member hospital. Download
©2018 ECRI Institute

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



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633003

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633003

mailto:service.support@smiths-medical.com

mailto:service.support@smiths-medical.com

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

mailto:SmithsMedical3033@stericycle.com

mailto:SmithsMedical3033b@stericycle.com

mailto:SmithsMedical3033@stericycle.com

mailto:SmithsMedical3033b@stericycle.com

https://www.stericycle.com/contact-us

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/167741/20180202SmithsMedfusionPumpsClient_Redacted.pdf
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2017 Feb 6. Manufacturer Letter. Smiths letter for U.S. and Canada (includes reply form) Download

2018 Feb 6. Manufacturer Letter. Smiths letter outside U.S. and Canada (includes reply form) Download

2018 Feb 6. Member Hospital. January 5, 2018, |etter submitted by an ECRI Institute member hospital. Download
2018 Feb 6. 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.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167742/20180208SmithsMedfusionUSandCanadaMFR.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167743/20180208SmithsMedfusionOUSMFR.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167744/20180105SmithsMedfusionSyringePumpsCLIENT_Redacted.pdf
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# Update

New

PENTAX Medical ED-
3490TK
Duodenoscope and
inspection of all PENTAX
Duodenscopes

Video Cystoscope models
ECY1570 and ECY1570K

2/12/2018

2/18/2018

PENTAX Europe GmbH

PENTAX Europe GmbH

Healthcare facility products and adaptations

New

New

Medtronic ANGLED DRILL 2/12/2018

Spinal & Epidural
Anesthesia Tray

In vitro diagnostic devices

New

New

New

Update

New

New

New

New

Alinity ci-series System
Control Module (SCM)

AQUIOS CL Flow
Cytometer System.

ARCHITECT 4000 /
¢8000 / c16000 cuvette
segments

AU Lyophilized Chemistry
Level 1 Calibrators

BORRELIA VIRCLIA IgG
MONOTEST

Cortisol Saliva ELISA

Foetal Haemoglobin
Monoclonal Antibody
(HBF-1), FITC

Xpert CT/NG.

2/12/2018

2/15/2018

2/15/2018

2/15/2018

2/15/2018

2/13/2018

2/13/2018

2/15/2018

2/15/2018

Medtronic SA

B Braun Medical Inc

Abbott

Beckman Coulter

Abbott Laboratories Inc

Beckman Coulter...

VIRCELL

Medical supplies &
Services Co.Ltd
Mediserv

Medical supplies &
Services Co.Ltd

Medtronic Saudi Arabia

Medical supplies &
Services Co.Ltd

Medical supplies &
Services Co.Ltd

Al-Jeel Medical &
Trading Co. LTD

Medical supplies &
Services Co.Ltd
Mediserv

Beckman Coulter Saudi
Arabia Co Ltd

ABDULLA FOUAD
HOLDING COMPANY

Tecan Sales Austria GmbH Photographic Supplies C

Life Technologies
Limited.

Cepheid

Integrated
Gulfbiosystems

.A FOUAD HOLDING COl

FSN

2

FSN

FSN

FSN

FSN

2
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http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12158
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12116
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12119
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12146
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12130
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12128
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12150
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12133
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[High Priority ] - A25860 03 : *PENTAX—ED-3490TK Video Duodenoscopes: Manufacturer Initiates
Recall to Replace Forceps Elevator Mechanism, O-Ring Seal, and Distal Cap; Operation Manual Has
Been Updated [Update]

Medical Device Ongoing Action
Published: Thursday, February 8, 2018

UMDNS Terms:

® Duodenoscopes, Video [17654]
Product Identifier:
[Capital Equipment]

PENTAX Medical Co

Product Model

Duodenoscopes ED-3490TK

Geographic Regions: U.S.
Manufacturer(s): PENTAX Medica Co 3 Paragon Dr, Montvale, NJ 07645, United States
Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Gastroenterology, Central Sterilization Reprocessing

Summary:

OThis Alert provides additional information based on FDA source material and aPENTAX Urgent Medical Device Correction and Removal

letter regarding Alerts A25860, A25860 01 , and A25860 02 . New information is provided in the Problem and Action Needed fields.

Problem:

In aFebruary 7, 2018, MedWatch Safety Alert and a February 7, 2018, Safety Communication, FDA states that PENTAX isrecalling the above
duodenoscopes to replace the forceps elevator mechanism, O-ring seal, and distal end cap with materials and processes consistent with the design features
of the cleared updated ED-3490TK duodenoscope. The design changes are intended to reduce the potential for leakage of patient fluids into the closed
elevator channel and under the distal cap of the duodenoscopes. FDA also states that PENTAX is updating the operation manual to recommend annual
maintenance. FDA further statesthat it cleared the updated design and labeling for the model ED-3490TK duodenoscopes on February 7, 2018. The
reprocessing instructions for the recently cleared ED-3490TK have not changed since the February 2016 update. For further information regarding the
actions FDA has taken on the problem of infections associated with reprocessed duodenoscopes, seethe FDA webpage . Pentax issued an Urgent
Medical Device Correction and Removal letter, available here . The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you received the Urgent Medical Device Correction and
Removal letter, response form, and updated operation manual from PENTAX and that you have reviewed the February 7, 2018, MedWatch Safety Alert
and Safety Communication . See the response form sent to your facility for alist of affected serial numbers sold to your facility. Dispose of any older
operation manuals, and replace them with the updated manual. Complete the response form, and return it to PENTAX. Upon receipt of the form,
PENTAX will contact your facility to arrange for product return for the forceps elevator mechanism, O-rings, and distal end covering updates. PENTAX
will supply loaner units to customers as needed. Y ou may continue to use affected duodenoscopes until you are contacted to update your unit. PENTAX
will continue to conduct distal tip inspections every six months on units that have not been updated. Ensure that all reprocessing personnel are trained on
the current operation manual and reprocessing instructions for use (IFU). Meticulous cleaning of the elevator recesses and attention to following all
reprocessing instructions are required. PENTAX recommends that you immediately remove from use any ED-3490TK duodenoscope that shows visible
signs of wear or physical damage. Continuing to use devices with integrity problems (i.e., holes, cracks, kinks, scratches) can contribute to persistent
device contamination and subsequent patient infection. Report any adverse events associated with the use of affected product to PENTAX by e-mail at
vigilance@pentaxmedical.com . U.S. customers should also 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:

PENTAX

Tel.: (800) 431-5880, 8:30 am. to 5 p.m. Eastern time, Monday through Friday

E-mall: customeradvisories@pentaxmedical.com

Website: Click here

OReferences:
United States:

e Food and Drug Administration. MedWatch. ED-3490TK video duodenoscope by Pentax: FDA safety communication—Pentax validates
reprocessing instructions [online]. 2016 Feb 19 [cited 2016 Feb 22]. Available from Internet: Click here .

e Food and Drug Administration. MedWatch. ED-3490TK video duodenoscope by Pentax: FDA Safety Communication—UPDATE—follow
Pentax validated reprocessing instructions: Pentax validates reprocessing instructions [online]. 2017 Jan 17 [cited 2017 Jan 17]. Available
from Internet: Click here.

e Food and Drug Administration. UPDATE: importance of following validated reprocessing instructions for PENTAX ED-3490TK video
duodenoscopes: FDA Safety Communication [online]. 2017 Jan 17 [cited 2017 Jan 18]. Available from Internet: Click here.
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e Food and Drug Administration. MedWatch. Pentax Medical duodenoscope model ED-3490TK: FDA Safety Communi cation—updated
design and labeling cleared [online]. 2018 Feb 7 [cited 2018 Feb 7]. Avallable from Internet: Click here.

e Food and Drug Administration. Updated status of Pentax Medical duodenoscope Model ED-3490TK: FDA Safety Communication [onling].
2018 Feb 7 [cited 2018 Feb 7]. Available from Internet: Click here.

PENTAX Medical (USA). URGENT MEDICAL DEVICE CORRECTION AND REMOVAL [onling]. [cited 2018 Feb 7]Available from Internet: Click
here.

Comments:

e [00OThisalert isaliving 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 aert. For additional information regarding the format of this alert, refer to our HDA Format Guide

Source(s):
e 2018 Feb 7. FDA. February 7, 2018, MedWatch Download
e 2018 Feb 7. FDA. February 7, 2018, Safety Communication Download
e 2018 Feb 7. Manufacturer Letter. MK-1062 Rev B 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/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm595788.htm?utm_campaign=Pentax%20Medical%20Duodenoscope%20Model%20ED-3490TK:%20FDA%20Safety%20Communication&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm595788.htm?utm_campaign=Pentax%20Medical%20Duodenoscope%20Model%20ED-3490TK:%20FDA%20Safety%20Communication&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm595603.htm

https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm595603.htm

https://www.pentaxmedical.com/pentax/preview/hoya/nav/program/hoyaEducationPreview.do?contentOID=79488&amp;contentType=8005&amp;serviceId=99&amp;lang=en&amp;

https://www.pentaxmedical.com/pentax/preview/hoya/nav/program/hoyaEducationPreview.do?contentOID=79488&amp;contentType=8005&amp;serviceId=99&amp;lang=en&amp;

https://www.pentaxmedical.com/pentax/preview/hoya/nav/program/hoyaEducationPreview.do?contentOID=79488&amp;contentType=8005&amp;serviceId=99&amp;lang=en&amp;

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/167713/20180207PentaxDuodenoscopesMedWatch.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167714/20180207PentaxDuodenoscopesSafetyCommunication.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/167720/PENTAXDuodenoscopeWebsiteLetter.pdf



(A25860 03) PENTAX-ED-3490TK Video Duodenoscopes.pdf


Laboratory equipment

New Gibson Bioscience 2/18/2018
Blastomyces dermatitidis
Antiserum
New  Hologic Panther(R) Fusion 2/15/2018

Non-active implantable devices

New Exactech GPS Total 2/15/2018
Shoulder Application
3.2mm Vix Bit
New  IMPIX MANTA preloaded 2/15/2018
on holder
New iTotal Posterior Stabilized 2/15/2018
(PS) Knee Replacement
System
New Small Pedicle Probe ELL- 2/15/2018
IN 02 23-N
New thoracolumbosacral 2/18/2018
pedicle screw system
New Titanium Trochanteric 2/15/2018
Fixation Nail (TFN)
New Triathlon Knee System  2/15/2018

5mm & 10mm Tibial
Augment

Ophthalmic and optical devices

HEINE Standard F.O.
Laryngoskopgriff mit LED-
Beleuchtung

New 2/18/2018

Single-use devices

Gibson Laboratories LLC

HOLOGIC NV

Exactech

Medicrea International.

ConforMIS

SPINEART

OrthoPediatrics Corp

Synthes Inc

Stryker Orthopaedics

HEINE Optotechnik
GmbH & Co. KG

N/A

lel Medical & Trading Co.

N/A

Salehiya Trading Est.

N/A

Tina Medix
Technologies Int. Co.

ProMedEx

Isam Economic Co.

Zimmo Trading
Establishment.

Scientific & Medical
Equipment House
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12161
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12132
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12135
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12140
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12136
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12154
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12159
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12134
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12138
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12156

New

New

New

New

New

Agilia Volumat Infusion ~ 2/15/2018 Fresenius Kabi Ltd gulf Medical Co.
Set portfolio

Capio™ Suture Capturing  2/15/2018 Boston Scientific Gulf Medical Co.
Devices (SLIM, Standard,
Open Access, RP),
Uphold LITE with Capio™
SLIM Vaginal Support
System,
Pinnacle™ Anterior Pelvic
Floor Repair Kit
, and Pinnacle LITE
Posterior with Capio SLIM
Pelvic Floor Repair Kit

Custom Made 2/12/2018 Smiths Medical almadar medical Est.
Tracheostomy Device International Limited
Disposable Drill Kits ,  2/13/2018 4 Medical Instrument Cor| Al-Nozha Medical Est
SynviscOne 2/18/2018 Sanofi Genzyme N/A

*  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.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12148
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12147
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12113
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12157
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A29867 01 : Ad-Tech—Disposable Drill Kits: May Contain Incorrect Drill Bit
Medical Device Ongoing Action

Published: Wednesday, February 7, 2018

UMDNS Terms:

® Drill Bits[23840]
Product Identifier:

Ad-Tech Medical

Product Instrument Corp Lot No. Distribution Date Expiration Date
Catalog No.
Disposable Drill Kits DDK2-2.4-30X 0111664, 208140649 23 Aug 2017, 29 Aug 2017 1 Aug 2019

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Ad-Tech Medical Instrument Corp1901 William St, Racine, Wl 53404, United States
Suggested Distribution: OR/Surgery, Neurology, Materials Management

Summary:

OThis Alert provides new information based on a January 3, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare
Products Regulatory Agency (MHRA) regarding Alert A29867 . New information is provided in the Product |dentifier, Problem, and Action Needed
fields, and U.K. has been added to the Geographic Regions field.

Problem:

OInaJanuary 3, 2018, Urgent Field Safety Notice letter posted by MHRA, Ad-Tech states that the above drill kits may contain 2.8 mm drill bits from
disposable drill kits DDK2-2.8-30X (lot numbers 111745, 208140649) and vice versa. Ad-Tech also states that this problem may lead to damage to
healthy tissue and/or delay in procedure. Ad-Tech further statesthat it is unlikely that the incorrectly labeled product would be used because the 2.4 mm
drill sleeve guide is not compatible with a2.8 mm drill bit; however, auser can create a 2.8 mm hole without a guide. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the January 3, 2018, Urgent
Field Safety Notice letter and Acknowledgment and Receipt form from Ad-Tech. To obtain areturn material authorization (RMA) number, contact the
Ad-Tech customer support department using the information below. Return affected product to Ad-Tech Medical Instrument Corporation, 1901 William
Street, Racine, WI 53404, United States. Complete the Acknowledgment and Receipt form, and return it to Ad-Tech using the instructions on the form.
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:

Ad-Tech customer support department

Tel.: (800) 776-1555, 7 am. to 5 p.m. Central time, Monday through Friday

E-mail: customersupport@adtechmedical.com

Europe

Tel.: 44 (1704) 544944

E-mail: Janet.Borgerson@ecrep.com

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Ad-Tech Medical Instrument Corporation: disposable drill kit
[online]. London: Department of Health; 2018 Jan 23 [cited 2018 Jan 26). (Field safety notice; reference no. 2018/001/005/601/008).
Available from Internet: Click here.
Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to 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 26. MHRA FSN. 2018/001/005/601/008 Download

e 2018 Jan 26. MHRA FSN. FSCA No. 03-01-2018-00001 (includes reply form) Download

e 2018 Jan 17. Health Canada Recall Listings. Type Il. RA-65666 Download
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