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Dear,
SBED team is pleased to inform you that 31 new FSCA/recalls posted on SFEDA website
(Please note: below list of FSCA/ recalls for the period of 7/16/2018 to 7/22/2018

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

‘Hospltal Name H

Anaesthetic and respiratory devices

New MEDUMAT Transport ~ 7/16/2018 Weinmann. Al Khateeb United 2 Attac
Ventilators Trading Est.
New = MONNAL T60, Monnal  7/18/2018  Air Liquide Medical N/A FSN  https
T60 JP Systems

Assistive products for persons with disability

New  Molift 2-point Sling Bar  7/18/2018 Etac Medicare Center FSN A/Ca\

Diagnostic and therapeutic radiation devices

New AXIOM Artis, Artis zee, Q, 7/22/2018 Siemens Medical Siemens Medical FSN Attac
and Q.zen Systems Solutions Solutions 8

New Nova 7/18/2018 Sedecal S.A GE Healthcare FSN A/Ca\


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12932
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12935
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12934
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[High Priority ] - A30984 : Weinmann—MEDUMAT Transport Ventilators: Rechargeable Battery

May Loosen during Operation, Potentially Causing Device to Stop Ventilating
Medical Device Ongoing Action

Published: Thursday, July 12, 2018

UMDNS Terms:
® Batteries [16640]

® Ventilators, Transport [18098]
Product Identifier:
[Capital Equipment]

WEINMANN Emergency Medical Technology

Product GmbH & Co KG Model No.
Model

Ventilators MEDUMAT Transport with CO2 measurement WM 28300
MEDUMAT Transport without CO2 Measurement WM 28400

Rechargeable Battery Packs Akku-Pack WM 28384
Akku-Pack PLUS WM 28385

Geographic Regions: O(Impact in additional regions have not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): WEINMANN Emergency Medical Technology GmbH & Co KGFrohboesestrasse 12, D-22525 Hamburg, Germany

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pediatrics,
Pulmonology/Respiratory Therapy, Home Care, EM S/Transport

Problem:

OInaduly 2, 2018, Important Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Weinmann states
that the above battery packs used with the above ventilators may loosen during operation, potentially causing the device to stop ventilating. Weinmann
also states that this problem occurs when the user does not engage the rechargeabl e batteries properly when inserting them, potentially resulting in
movement and vibration, causing the rechargeabl e battery to come loose from the battery compartment. Weinmann further states that it has

received reports related to this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected devicesin your inventory. If you have affected devices, verify that you have received the July 2, 2018, Important Safety Notice
letter and Report form from Weinmann. Complete the Report form, and return it to Weinmann using the instructions on the form. Weinmann has
developed a new ventilator software version (6.9), and has updated the instructions for use (IFU). Weinmann is also introducing a new label for the
Akku-Pack and Akku-Pack PLUS rechargeable battery packs to reinforce that the rechargeable battery needs to engage with an audible click. Weinmann
recommends the following actions:

e Update all MEDUMAT Transport devices to the new software version 6.9 using the instructions in the letter, and provide evidence that you
have done so. The update files are available for download at no charge from the login area of the Weinmann website in software package
"MEDUMAT_Transport_SW_6.9.zip."

e Add theinsert from the software package to the IFU. A current complete version of the IFU isavailable here.

e Upon receipt of the Report form, Weinmann will provide you with labels. Affix the labelsto al Akku-Packs or Akku-Pack PLUS
rechargeabl e battery packs at your facility.

o Disinfect rechargeable batteries by wiping and leaving them to dry for a sufficient time, then affix the label to the rechargeable battery as
showninthe letter .

MEDUMAT Transport devices can continue to be used until the above measures have been implemented. Weinmann recommends the following:
e Ensurethat the rechargeable battery is engaged correctly. To do this, push firmly on the rechargeable battery once.
e When changing arechargeable battery, ensure that the new rechargeable battery engages with an audible "click."

Inform all relevant personnel at your facility of theinformation in the letter, and forward all labels and a copy of the letter to any facility to which you
have further distributed affected product.

For Further Information:

Weinmann area manager or customer service department

Tel.: 49 (40) 881896120

E-mail: Customerservice@weinmann-emt.de

Website: Click here

References:

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



https://www.weinmann-emergency.com/en/

https://www.weinmann-emergency.com/en/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176186/20180702WeinmannMEDUMATTransportMHRA.pdf?option=80F0607

mailto:Customerservice@weinmann-emt.de

https://www.weinmann-emergency.com/en/career/contact/
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Great Britain. Medicines and Healthcare Products Regulatory Agency. WEINMANN Emergency Medical: WM 28300 und WM 28400 [online].

London: Department of Health; 2018 Jul 9 [cited 2018 Jul 12]. (Field safety notice; reference no. 2018/007/003/291/032). Available from
Internet: Click here.

Comments:

e [00OThisdert isaliving document and may be updated when ECRI |Institute receives additional information. In circumstancesin 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 Jul 12. MHRA FSN. 2018/007/003/291/032 Download
e 2018 Jul 12. MHRA FSN. Weinmann letter (includes reply form) Download

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



https://www.gov.uk/drug-device-alerts/field-safety-notices-2-to-6-july-2018?utm_source=3609ec89-2eab-4fda-83a3-224d4dfd318b&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notices-2-to-6-july-2018?utm_source=3609ec89-2eab-4fda-83a3-224d4dfd318b&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

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/176213/20180709WEINMANNLungVentilatorsMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176214/20180702WeinmannMEDUMATTransportMHRA.pdf
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[High Priority ] - A30993 : Siemens—AXIOM Artis, Artis zee, Q, and Q.zen Systems: Biomass

Contaminants May Develop in Cooling System
Medical Device Ongoing Action

Published: Tuesday, July 17, 2018

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

® Radiographic/Fluoroscopic Systems, Cardiovascular [17192]
Product Identifier:
[Capital Equipment]

Siemens Healthcare

Product Model

X-Ray Systems Artis Q, Artis Q.zen, Artis zee, AXIOM Artis

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

Problem:

O0Inaduly 9, 2018, Important Customer Safety Notice letter submitted by an ECRI Institute member hospital, Siemens states that biomass
contaminants may develop in the above systems' cooling system, potentially damaging the pump system. Siemens also states that this problem impairs the
pump's performance and may lead to afunctional failure of the system. Siemens further states that this problem may cause the tube assembly to become
overheated, blocking the release of radiation. Siemens states that it is not necessary to reexamine patients examined on the above systems and that the
problem has no effect on patient treatment. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

OOldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the July 9, 2018, Important Customer
Safety Notice letter from Siemens. Siemens will contact your facility to arrange to fit a tube cooler filter set that will prevent the development of biomass
in the cooling system of affected systems. To arrange for an earlier appointment, contact Siemens by telephone at (800) 888-7436. Inform all relevant
personnel at your facility of the information in the Important Customer Safety Notice letter, forward a copy of the letter to any facility to which you have
further distributed affected product, and notify Siemens of the transfer.

For Further Information:

Meredith Adams, Siemens post market regulatory compliance (U.S.)

Tel.: (610) 448-6461

E-mall: Meredith.Adams@si emens-healthineers.com

Website: Click here

Source(s):

e 2018 Jul 16. Member Hospital. (includes reply form) Download

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



mailto:Meredith.Adams@siemens-healthineers.com

https://www.healthcare.siemens.com/how-can-we-help-you

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176298/20180709SiemensAXIOMArtisArtiszeeArtisQQzenSystemsClientREDACTED.pdf
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Medical Regulations https
Gate ://nc
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Al-Faisaliah Medical 2  Attac
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Medical supplies & 2 https
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12947
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12938
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12939
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12928
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12936
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12949
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12951
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12929
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[High Priority ] - A30972 : Leica—M530 OHX Microscope Systems: Inadvertent

Operation May Occur
Medical Device Ongoing Action

Published: Tuesday, July 10, 2018
Last Updated: Thursday, July 12, 2018

UMDNS Terms:

® Microscopes, Light, Operating [12539]
Product Identifier:
[Capital Equipment]

Leica Microsystems Inc

Product Model Serial No.
Microscope System supplied with 100 to 120 M530 OHX 0316001, 0318001, 00318001, 0617001,
VAC 00817001, 01017002, 1217001, 10318001,

10917001, 11116001, 20218001, 21214001,
21217001, 30115001, 30118001, 30218001,
30318001, 30518001, 30916001, 31117001,
31217001, 50516001, 51215001, 60218001,
60317001, 80218001, 80317001, 80518001,
80917001, 81117001, 81117002, 90116001,
90118001, 91017001, 100915001, 100917001,
101017001, 110516001, 120417001,
120917001, 130617001, 131015001,
140318001, 140417001, 140716001,
140917001, 150117001, 150217001,
150417001, 150617001, 151217001,
160118001, 160616001, 170117001,
170118001, 170318001, 170417001,
170915001, 180118001, 190117001,
190617001, 191015001, 200218001,
200316001, 200617001, 201117001,
210118001, 230318001, 241216001,
241217001, 250118001, 250717001,
260517001, 261216001, 261217001,
270216001, 271217001, 280115001,
280817001, 281116001, 281117001,
291117001, 300118001, 300517001,
300915001, 310717001, 310717001, 310817001

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Puerto Rico, U.S.
Manufacturer(s): LeicaMicrosystems Inc 1700 Leider Ln, Buffalo Grove, |L 80089, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Neurology

Problem: In aJdune 22, 2018, Urgent Field Safety Notice letter submitted by an ECRI Institute member hospital, Leica states that it has received severa
reports of inadvertent operation caused by overheating of the fuse holder in the power insert module of the above systems (see picture b in the |etter ).
The firm states that it has received no reports of patient injuries associated with this problem. The problem is caused by a design weakness of the power
insert module. A supply voltage on the above systems leads to input currents of 10 amps, which is at the upper specification limit of the fuse holder and
the associated fuse, and may cause overheating of componentsin the power insert module. This overheating inside the fuse holder can lead to inadvertent
triggering of the fuses by in-rush currents when the xenon illumination is used, potentially causing an unintended interruption of a surgical procedure. If
the defect occurs, the main fuses can inadvertently operate and must be replaced so that the surgical procedure can be continued using the affected
microscope. 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 June 22, 2018, Urgent
Field Safety Notice letter from Leica. The firm will replace the power insert module of affected systems with an enhanced power insert module, which
has a 12 amp circuit breaker (see picture cin the letter ). Your Leicalocal representative will contact your facility to arrange the free-of-charge field
update of your instrument. The field update will be scheduled to occur at your convenience within the next six months. If you notice any of the anomalies
with your system before L eica contacts your facility, contact your Leicarepresentative for repair. Y ou may continue to use the system before the field
update; however, perform afunctional check before each surgery as described in chapter 16.1 of the user manual, and follow the directions for the person
responsible for the instrument and directions for the operator of the instrument as described in chapters 3.2 and 3.3 of the user manual. Inform all relevant
personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected
product.

For Further Information:

Andrew Suchomski, Leica, or local Leicarepresentative

Tel.: (847) 821-3502

E-mail: Andrew.Suchomski @I eica-microsystems.com

Website: Click here

Comments:

e [Thisadertisaliving 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 Jul 6. Member Hospital. Leicaletter submitted by 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/176049/20180622LeicaMicroscopeSystemClientRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176049/20180622LeicaMicroscopeSystemClientRedacted.pdf?option=80F0607

mailto:Andrew.Suchomski@leica-microsystems.com

http://www.leica-microsystems.com/contact/contact-us-online/?no_cache=1

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/176216/20180622LeicaMicroscopeSystemClientRedacted.pdf
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[High Priority ] - A31025 : Siemens—Calibration Verification Material Used for Calibration with
RAPIDLab and RAPIDPoint Blood Gas Systems: pCO2 and/or tHb Results May Be Lower than
Expected

Medical Device Ongoing Action

Published: Thursday, July 19, 2018

UMDNS Terms:
® Analyzers, Point-of-Care, Whole Blood, Gas/pH/Electrolyte [18511]
® Analyzers, Point-of-Care, Whole Blood, Gas/pH/Electrolyte/Metabolite [18853]

® |VD Test Reagent/Kits, Clinical Chemistry, Control, Blood Gas/pH [17128]
Product Identifier:
[Capital Equipment, Consumabl €]

Siemens Healthcare
Product Material No. Reference No. Lot No.

Calibration Verification Material (CVM) 10316535 02147872 (116189) 350701, 350702
of Blood Gas, Electrolyte, Total

Hemoglobin, nBilirubin, and Metabolite

Systems used with RAPIDLab Blood Gas

and RAPIDPoint Systems

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

Problem: In a July 2018 Customer Notification letter submitted by ECRI Institute member hospitals, Siemens states that the above CVMs may recover
low within range or yield lower-than-expected results for partial pressure of carbon dioxide (pCOz2) and/or total hemoglobin (tHb)when used with
RAPIDPoint and RAPIDLab blood gas systems. Siemens further states that this problem does not pose any health or safety risks to operators or patients.
The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected product in your inventory. Only CVM level 1 is affected; CVM levels 2 through 5 are not affected. If you have affected product,
verify that you have received the July 2018 Customer Notification letter and Product Replacement Form from Siemens. If your CVM values are
recovering within acceptable ranges, continue to use any current stock of affected product. If your CVM values are out of range or you do not wish to
continue using affected lots, request a no-charge replacement from your local Siemens or distributor office. Complete the Product Replacement Form,
and return it to Siemens, according to the instructions on the form. Inform all relevant personnel of the information in the Customer Notification letter,
and provide a copy of the letter to any facility to which you have distributed affected product.

For Further Information:

Siemens

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 Jul 18. Member Hospital. July 2018 Siemens letter submitted by ECRI Institute member hospital, POC 18-020.A.US (includes reply
form) Download

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



https://www.siemens.com/global/en/home/products/services/cert.html#SecurityPublications

https://www.siemens.com/global/en/home/products/services/cert.html#SecurityPublications

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/176482/201807xxSiemensCVMClientRedacted.pdf
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12941
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12937
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12930
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12950
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12942
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12944
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12931
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12948
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12952
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[High Priority ] - A30994 : Medtronic—CD HORIZON Solera Spinal System Screws: May Be Laser

Marked with Incorrect Diameter
Medical Device Ongoing Action

Published: Wednesday, July 18, 2018
Last Updated: Thursday, July 19, 2018

UMDNS Terms:
® Procedure Kit/Trays, Spina Surgery [22573]

® Screws, Bone[16101]
Product Identifier:

[Consumable]
Product Fh)/lr%%turgtn 'i\rlzol-\lavigation inc Lot No.
5.5/6.0 MAS, 5 Diameter x 45 Screws 55840005045 0648247W
ATL TRANS 1 mm Sterile Drill Bit Loaner Kits SPS02139 0729
CDHS VOYAGER 4.75 Capped Rod & Instruments SPS02697 0173
Loaner Kits
Direct Lateral Disposable Loaner Kits SPS00589 0134
Elevate Implants STD/X-LORD 23 mm & 28 mm SPS02710 0066
Mast Lightsource Loaner Kits SPS02792 0142
Pak Kit Loaner Kits SPS00393 0282
Rod Cutter Loaner Kits SPSOOCTR 1031
Vertex Select RS Sterile Drill Bit Loaner Kits SPS02239 0099

Geographic Regions: U.S.
Manufacturer(s): Medtronic Navigation Inc826 Coal Creek Circle, Louisville, CO 80027, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Orthopedics, Neurology, Materials Management

Problem: InaJduly 5, 2018, Urgent VVoluntary Market Removal letter submitted by an ECRI Institute member hospital, Medtronic states that the above
screws may have been incorrectly laser marked on the screw head and on the data carrier tag attached to the screw. The description on face two of the
screw head and on the data carrier tag both incorrectly indicate a’5.5 mm diameter screw when the actual screw diameter aligns with 5.0 diameter screw
size requirements. Medtronic also states that the risk associated with this problem is alikelihood that the implanted screw is undersized to the intent of
the construct. If discovered preoperatively or intraoperatively, aminor adjustment to surgery because of prescription of areplacement may be necessary,
resulting in surgical delay. Intraoperatively, the hardware may be loose depending on the size of the tap used. Long-term harm includes potential
construct failure, necessitating revision surgery. As aresult, adverse clinical consequences are unlikely because the screw confirmation tool is included
within each set, which identifies screw length and screw diameter. The crown of the bone screw is color-coded to indicate each size diameter available in
the implant set. Surgeons use tactile feel when inserting pedicle screws. It is not uncommon for a surgeon to change screw selection based on the amount
of resistance (torque) felt while placing a pedicle screw. If the surgeon encounters line-to-line tapping, the surgeon may observe less than desired
resistance torque. Medtronic further states that it has received no reports of patient harm related to this problem.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the July 5,
2018, Urgent Voluntary Removal |etter and Customer Confirmation Certificate Form from Medtronic. Complete the Customer Confirmation Form, and
return it to Medtronic using the information on the form. To arrange for product return and replacement, contact your Medtronic sales representative.
Inform all relevant personnel at your facility of the information in the letter, forward a copy of the letter to any facility to which you have further
distributed affected product, and maintain a copy of the letter in your records. 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:

Medtronic

Website: 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 aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
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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 Jul 18. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A30987 : NeoTract—UL400 UroLift Systems: Upon Implant Deployment, Capsular
Tab May Not Be Delivered as Needle is Retracted
Medical Device Ongoing Action

Published: Wednesday, July 11, 2018

UMDNS Terms:
® Urethral Prostate Retraction Implants [30699]

® Urethral Prostate Retraction Implant Delivery Units [30701]
Product Identifier:

[Consumable]
NeoTract Inc, a Teleflex company
Product Part No. Lot No.
UL400 UroLift Systems UL400-4 P37940, P37943, P37953, P37956, P37965,

P37971, P37985, P37988, P37995, P38001,
P38013, P38020, P38124, P38132

Geographic Regions: Ireland, UK., U.S.
Manufacturer(s): NeoTract Inc, a Teleflex company4473 Willow Rd Suite 100, Pleasanton, CA 94588, United States
Suggested Distribution: OR/Surgery, Urology, Materials Management

Problem:

Oinaduly 6, 2018, Urgent Medical Device Recall 1st Notification letter submitted by ECRI Institute member hospitals, NeoTract (a Teleflex company)
states that, upon implant deployment with the above systems, the capsular tab may not be delivered as the needle is retracted, resulting in the needle being
deployed into the prostate and retracted, leaving no implant behind. NeoTract also states that failure to deliver a capsular tab may result in adelay in
completing atreatment or an inability to complete atreatment for the patient. NeoTract further states that use of arecalled device may lead to increased
frequency of existing known risks associated with the product, including bleeding and tissue trauma associated with delivering the needle. NeoTract
stat%? fthat etdhis problem affects only the delivery device; the UroLift implant is not affected and any implants that have been delivered with the device are
not affected.

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 July 6,
2018, Urgent Medical Device Recall 1st Notification letter and Recall Acknowledgment Form from NeoTract. Regardless of whether you have affected
product, complete the form, and return it to NeoTract using the instructions on the form. Upon receipt of the form, a NeoTract customer service
representative will contact your facility with areturn goods authorization (RGA) number to arrange for product return (if applicable). Report any adverse
reactions or quality problems experienced with the use of affected product to NeoTract/Teleflex by telephone using the information below. 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:

NeoTract customer service department
Tel.: (925) 401-0700

E-mall: urdliftrecall @teleflex.com

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 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 Jul 10. Member Hospital. Teleflex letter submitted by ECRI Institute member hospitals (includes reply form) Download
e 2018 Jul 11. Manufacturer. NeoTract/Teleflex confirmed the information provided in the source material.
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[High Priority ] - A30992 : Teleflex—Arrow HANDS-OFF Multi-Lumen Central Venous Catheters with

Blue FlexTip: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Wednesday, July 18, 2018

UMDNS Terms:

® Catheters, Vascular, Infusion, Central Venous [10729]
Product Identifier:

[Consumable]
Arrow International, a Teleflex Medical
Product company Lot No.
Product No.
Arrow HANDS-OFF Multi-Lumen Central HO-14702 14F15F0156, 14F15H0228, 14F15K 0746,
Venous Catheters with Blue FlexTip 14F16B0085, 14F16D0424, 14F16F0700,
14F16G0471
HO-14703 14F15G0105, 14F15H0230, 14F15 0085,

14F16A 0438, 14F16C0142, 14F16D0060,
14F16F0046, 14F16F0564

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Arrow International, a Teleflex Medical company2400 Bernville Rd, Reading, PA 19605, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Infection Control, Nursing, OR/Surgery, IV Therapy,
Materials Management

Problem:

OInaduly 10, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Teleflex states that the packaging of the above
catheters may not be sealed, potentially compromising the sterility of the product. Teleflex also states that if a nonsterile product is used, infection may
occur. Teleflex further states that it has received no reports of patient injuries associated with this problem. The manufacturer has not confirmed the
information provided in the source material .

Action Needed:

Oldentify, isolate, and discontinue use of any affected cathetersin your inventory. If you have affected catheters, verify that you have received the July
10, 2018, Urgent Medical Device Recall letter and Acknowledgment Form from Teleflex. Regardless of whether you have affected product, complete the
Acknowledgment Form and return it to Teleflex using the instructions on the form. Upon receipt of the form, a Teleflex customer service representative
will contact your facility with a return goods authorization (RGA) number to arrange for product return. Notify all relevant personnel at your facility of
theinformation in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:
Teleflex customer service department
Tel.: (866) 396-2111

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 aert, refer to our HDA Format Guide .

Source(s):
e 2018 Jul 16. Member Hospital. EIF-000267 (includes reply form) Download
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# New Degania Silicone 7/22/2018 Cardinal-Health MEDICARE DRUG 2  Attac
Temperature-Sensing STORE COMPANY hed
Catheters in Covidien Kits
New JELONET 15CM X 2M 7/19/2018  Smith & Nephew inc Smith & Nephew inc ~ FSN  https
CTN 12 (JOAR)
New ‘ OrthoPat reservoirs ‘ 7/18/2018 Haemonetics Corp.  Arabian Trade House Est. FSN A/Ca\
New ‘ Trocar catheter ‘ 7/19/2018 P J Dahlhausen & Co First Medical co. Ltd. ~ FSN A/Ca\

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

* u Indicates that medical devices subject to removal and/ or destroyed action.

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

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

To see recent recalls kindly visit the following link:

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

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12945
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12933
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12946
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A31024 : Cardinal Health—Degania Silicone Temperature-Sensing Catheters in
Covidien Kits: Temperature Sensor May Be Defective
Medical Device Ongoing Action

Published: Wednesday, July 18, 2018

UMDNS Terms:

® Catheters, Urinary, Urethral [10762]
Product Identifier:

[Consumable]
Medtronic Inc
Product Item No. Lot No.
400 mL, Premium, Urine Meter, 14 Fr, Silicone PAP14TSD 1733152764, 1806451564
Temperature-Sensing Foley Trays with Cath-Secure
Plus, Sterile
400 mL, Premium, Urine Meter, 16 Fr, Silicone- PAP16XTSD 1724157464, 1726253464, 1730452764.1800353664,
Temperature Sensing Foley Trays with Cath-Secure 1732650264, 1733152664, 1800353664.1801652764, 1804350264
Plus, Sterile
400 mL, Premium, Urine Meter, 16 Fr, Silicone P4P16TSD 1733952664, 1735258064
Temperature Sensing Foley Trays with Cath-Secure
Plus, Sterile
P400 PREM U/M 16 Fr TMP SNS PAP16TS 1814906864
P400 PREM U/M 18 Fr TMP SNS PAP18TS 1813600164
TEMP SENSE SILICONE 14 Fr 5CC2W 50514T 1733850164, 1805050064

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

Distributor(s): ® Cardinal Health Medical Products & amp; Services Group1450 Waukegan Rd, McGaw Park, IL 60085-3975, United States

Manufacturer(s): Degania Silicone LtdDegania Bet, 1513000, |srael (catheter manufacturer)
Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States (kit manufacturer)

Suggested Distribution: Critical Care, Dialysis/Nephrology, Nursing, OR/Surgery, Pediatrics, Home Care, Urology, Materials Management

Problem:

InaJduly 11, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Cardinal Health states that the above kits
contain the above catheters, which were recalled by Degania Silicone because of a defect in the sensor that would show lower patient body temperatures.
Failure to correctly measure patient body temperatures could lead to incorrect diagnosis and insufficient treatment. The manufacturer and distributor have
not confirmed the information provided in the source material.

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the July 11, 2018, Urgent Medical
Device Recall letter and Recalled Product Return Form from Cardinal Health. Regardless of whether you have affected product, complete the Recalled
Product Return Form and return it to Cardinal Health using the instructions in the letter. If you purchased affected product directly from Medtronic,
obtain areturn goods authorization (RGA) number by contacting the Medtronic customer service department by telephone using the information below.
Return affected product using the RGA number by mail to Medtronic, Attn: Field Returns Department, at 110 Kendall Park Lane, Atlanta, GA 30336,
United States. If you purchased affected product through a distributor, contact them for instructions on returning affected product. Inform all relevant
personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected
product. Report any quality problems experienced with the use of affected product to the Medtronic postmarket vigilance department by e-mail at
mansfield.productmonitoring@covidien.com . U.S. customers should report adverse events or quality problems with affected product to FDA's
MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; or online at the MedWatch website .

For Further Information:

Medtronic customer service department

Tel.: (800) 962-9888 (select option 2)

Website: Click here

Cardinal Health

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 additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
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e 2018 Jul 18. Member Hospital. Cardinal Health letter submitted by ECRI Institute member hospital (includes reply form) Download
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