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Dear,

NCMDR team send a weekly update every week
containing the latest Field Safety Corrective
Action/Recalls of medical devices/products on
SFDA website.

* Role of NCMDR officer:

* Disseminate and share the information with
other Departments within healthcare facility and
Ensuring that the healthcare facility is free of any
affected device/product.

* Jommunicate with NCMDR Team and
Authorized Representative of the manufacturer if
there is any affected device/product.

Hospital name:

Date:
Hospital affected by any medical device/product
in this report: oNo OYes

¢ [IThe yellow highlights Indicates that medical devices
subject to removal and/ or destroyed action.

* INCMDR Team Recommend ensuring the listed
Authorized representative/Distributer in this report as
they may differ from the Authorized
representative/Distributer you are dealing with

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

* (Open the links or attachments to find the affected
product identifier, models, serial numbers or codes.
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~~ Saudi Food & Drug Authority N c M D R

Medical Devices Sector National Center for Medical Devices Reporting
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Dear,

NCMDR team is pleased to inform you that 29 new FSCA/recalls for medical devices and
products posted on SFDA website for the period of 14-Jan-19 to 20-Jan-19 In order
to view more details, ciicik the iinks or attachments @

“EROe
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Anaesthetic and respiratory devices

Suction ConvaTec Salehiya Trading Est. https://ncmdr.sfda.gov.s
Catheters, Gastro- a/Secure/CA/CaViewRec
enteral Tubes

Dental devices

Orthoplast 910 Vertex-Dental B.V. Medical & Pharmaceutical https://ncmdr.sfda.gov.s
Violet (1L) Services Bashir Shakib Al Jabri

Diagnostic and therapeutic radiation devices

ARIA Oncology Varian Medical Varian Medical Systems Arabia https://ncmdr.sfda.gov.s
Information Systems Commercial Limited a/Secure/CA/CaViewRec
System for all.aspx?caid=4&rid=13

Radiation 745
Oncology

Elekta Unity H Elekta Inc H Medical Regulations Gate kSecure[CA[CaViewRecalH
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13751
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13748
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13745
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13759

Swissray Swissray Saudi Health Services Co. Ltd.  https://ncmdr.sfda.gov.s
ddRCombi a/Secure/CA/CaViewRec
Trauma

Electro mechanical medical devices

‘ Arrow CVC HArrow International IncH

Gulf Medical Co.

kSecu re[CA[CaViewRecalH

#‘ Capri Applicators ‘parian Medical SystemsHedicaI Systems Arabia Commercie

# DIANEAL Low Baxter Healthcare
Calcium 2 L/2 L

Peritoneal
Dialysis Solution
with

1.5% Dextrose in
2,000 mL
UltraBag
Container Bags

Baxter AG

monopolar Gebrueder Martin
electrode handles | GmbH & Co KG ,
smartPen for
active electrodes
with 2.4 mm
attachment

Al-Faisaliah Medical System

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=13
758

# Schiller PB-1000 | Change Healthcare
Monitor Units

Used with
Horizon and

McKesson
Cardiology Hemo
Systems

Bio Standards

Hospital hardware

AVE 2 Birthing

Linet spol. s r.o.
Beds

Salehiya Trading Est.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13746
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13753
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13758

www.ecri.org . Printed from Health Devices Alerts on Sunday, January 20, 2019 Page 1

[High Priority ] - A32014 : Varian—Capri Applicators: Center Catheter May Be Brittle, Potentially

Cracking before or during Use
Medical Device Ongoing Action

Published: Friday, January 11, 2019

UMDNS Terms:

® Brachytherapy Applicators, Manual, Interstitial/Intracavitary [20916]
Product Identifier:

[Consumable]
Varian Medical Systems Inc Oncology Systems
Product Version
Capri Applicators CV00001000

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Varian Medical Systems Inc Oncology Systems3100 Hansen Way, Palo Alto, CA 94304-1129, United States
Suggested Distribution: Clinical/Biomedical Engineering, Oncology, Radiation Oncology/Medica Physics, Materials Management

Problem:

In aDecember 21, 2018, Technical Advisory letter submitted by an ECRI Institute member hospital, Varian states that the center catheter of the above
applicators may be brittle and crack before or during use. Varian also states that it has received reports of four instances of this problem occurring during
clinical use. Varian further states that breakage has occurred during connection, positioning postconnection, and during disconnection. Varian states that
the breakage site reported has not been consistent, but islimited to the central catheter. Varian also states that the 12 peripheral channels are not affected
by this problem. Varian further states that several sites were able to replace the damaged central catheter with one from another Capri set and continue
treatment successfully with no further incident. Varian states that a cracked center catheter could allow the source wire/cable to exit the applicator during
treatment, interfering with the correct delivery of the intended treatment plan. Varian also states that it has received no reports of serious injury associated
with this problem. Varian further states that it has quarantined all in-stock material and does not have Capri applicators available for shipment. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:
Identify any affected applicatorsin your inventory. If you have affected applicators, verify that you have received the December 21, 2018, Technical
Advisory letter and Return Response form from Varian. Varian recommends the following actions:

1 Inspect all Capri applicators and verify that they have not expired. Discard any expired devices.

2. Y ou may use affected applicators without the center channel if dosimetrically appropriate for the patient. Review the instructions for use
(IFU), which indicate how to connect the source or transfer guide tubes to the catheters and to verify the secure connection of the guide
tubes/treatment catheter. Users are warned about catheter kinking and instructed not to use a damaged applicator.

3. If treatment without the center channel is not appropriate for the patient, treat the patient with another applicator.

To obtain areturn material authorization (RMA) number and arrange to return unused, unexpired affected applicators for credit or
refund, contact Varian. Affected applicators should be returned in accordance with instructions and the packaging must be unbroken.

Varian states that it isinvestigating this problem. Notify al relevant personnel at your facility of the information in the letter, and retain a copy of the
letter with your most currently product labeling. Complete the Return Response form, and return it to Varian using the instructions of the form.

For Further Information:
Varian clinical help desk
Tel.: (888) 827-4265

E-mall: support@varian.com
Website: Click here
Comments:

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

Source(s):

e 2019 Jan 10. Member Hospital. Varian letter submitted by an ECRI Institute member hospital: NC-2018-00449 (includes reply
form) Download

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:support@varian.com

https://www.varian.com/about-varian/contacts

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186225/20181221VarianCapriApplicatorsClientRedacted.pdf
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[High Priority ] - A32050 : Baxter—DIANEAL Low Calcium 2 L/2 L Peritoneal Dialysis Solution with

1.5% Dextrose in 2,000 mL UltraBag Container Bags: May Leak
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, January 17, 2019

UMDNS Terms:

® Didysate, Peritoneal [16792]
Product Identifier:

Baxter Healthcare Corp L
Product Product No. NDC Lot No. Expiration Date
Dianeal Low Calcium 5B9766 0941-0424-52 Y 281477 2020 Feb
1.5% Dextrose 2 L/2 L

Ultrabags (CAPD)

Geographic Regions: U.S.
Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015, United States

Suggested Distribution: Critical Care, Dialysis/Nephrology, Emergency/Outpatient Services, Infection Control, Nursing, Home Care, Pharmacy,
1V Therapy, Materials Management

Problem:

In aJanuary 2, 2019, Urgent Drug Recall |etter, Baxter states that the tubing of the above product may leak. Baxter also states that leaking tubing could
lead to contamination of the sterile fluid path with micro-organisms, potentialy predisposing the patient to peritonitis. Baxter further states that leaks may
aso lead to delay or interruption of therapy. Baxter states that it has received no reports of adverse events associated with this problem. FDA states that
the manufacturer initiated arecall by letter on January 2, 2019.

Action Needed:

Locate and remove any affected product in your inventory. Affected product was distributed between September 6 and October 25, 2018, in the U.S. The
product code and lot number can be found on the individual product or shipping carton. If you received the Customer Reply Form directly from Baxter,
complete and return it to Baxter using the instructions on the form. If you did not receive aletter and reply form directly from Baxter, do not return a
reply form to Baxter. To arrange for product return and to receive credit, contact the Baxter Healthcare center for service by telephone at (888) 229-0001,
7 am. to 6 p.m. Centra time, Monday through Friday. 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. Report any adverse events associated with the use of affected product to
the Baxter Corporate Product Surveillance department by telephone at (800) 437-5176, from 8 am. to 5 p.m. Central time, Monday through Friday, or by
e-mail at corporate_product_complaints_round_lake@baxter.com ( click here). U.S. customers should also report serious adverse events or product
quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; fax at
(800) 332-0178; 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:

For general inquiries:

Baxter Corporate Product Surveillance department

Tel.: (800) 437-5176, 8 am. to 5 p.m. Central time, Monday through Friday

For clinical inquiries:

Baxter's renal clinical helpline

Tel.: (888) 736-2543 (select option 2), 8 am. to 4:30 p.m. Central time, Monday through Friday
Website: Click here

OReferences:
e United States. FDA Enforcement Report. Event ID: 81881 [online]. 2019 Jan 16 [cited 2019 Jan 16]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 Jan 16. FDA Enforcement Report. Class I1. D-0351-2019 Download
e 2019 Jan 17. Manufacturer Letter. Baxter letter submitted by the manufacturer: FA-2018-061 Download
e 2019 Jan 17. Manufacturer. Baxter confirmed the information provided in the source material.

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:corporate_product_complaints_round_lake@baxter.com

mailto:corporate_product_complaints_round_lake@baxter.com

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

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

http://www.baxter.com/baxter_worldwide.html

https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=170205

https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=170205

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186425/20190102BaxterDianealLowCalciumPeritonealDialysisSolutionFDAER.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186444/20190102BaxterDianealLowCalciumPeritonealDialysisSolutionMFR.pdf
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(A32050) Baxter-DIANEAL Low Calcium 2 L-2 L Peritoneal Dialysis Solution.pdf
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[High Priority ] - A31991 : Change Healthcare—Schiller PB-1000 Monitor Units Used with Horizon
and McKesson Cardiology Hemo Systems: Noninvasive Blood Pressure Measurements May Not Be

Available
Medical Device Ongoing Action

Published: Tuesday, January 8, 2019

UMDNS Terms:

® |nformation Systems, Data Management, Cardiology, Hemodynamic [17766]
Product Identifier:
[Capital Equipment]

Change Healthcare NIBP Version

Model Serial No.

Product

Monitor Units used with Horizon and Schiller PB-1000 1.0 765.03000 to 765.06999
McKesson Cardiology Hemo 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): Change Healthcare3055 L ebanon Pk, Nashville, TN 37214, United States (Cardiology Hemo Systems manufacturer)
SCHILLER AGAItgasse 68, CH-6341 Baar, Switzerland (PB-1000 manufacturer)

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Nursing, Information
Technology

Problem:

OIn aDecember 7, 2018, Product Update Notice letter submitted by an ECRI Institute member hospital, Change Healthcare states that a problem with the
above monitor units may cause noninvasive blood pressure (NI1BP) measurements to be unavailable because the NIBP pump may fail to inflate the NIBP
cuff to the required pressure. Change Healthcare also states that this problem may occur intermittently during normal use. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:
Oldentify any affected systemsin your inventory. The serial number and NIBP version can be found on the labels affixed to the back of the Schiller PB-
1000 (seetheimagesin the letter ). Schiller PB-1000 units are not affected by this problem if they have any of the following:

e Serial numbers 765.03X XX through 765.06999 and NIBP 2.01 is shown on the label (these units have already been repaired), or
e Serial numbersin the range 765.01X XX to 765.02XXX, or
e Serial numbersin the range 769.X XXX X (these units have been manufactured with an updated NI1BP module)

Schiller PB-2000 units are not affected by this problem. If you have affected systems, verify that you have received the December 7, 2018, Product
Update Notice letter from Change Healthcare. Ensure that alternative equipment is readily available to monitor NIBP in case of afailure, asindicated in
the User Guide Safety Information section. To arrange for replacement product and confirm receipt of the letter, contact the Change Healthcare customer
support department using the information below. 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:

Change Healthcare customer support department

U.S./Canada

Tel.: (877) 654-4366

U.K./Ireland

Tel.: 44 (208) 9527399

Austrdia

Tel.: (800) 625435

Israel

Tel.: 972 (52) 4333366
Website: Click here

Comments:

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

Source(s):
e 2019 Jan 4. Member Hospital. Product Update Notice C0526 Download

©2019 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/185869/20181207ChangeHealthcareHemoSystemsClient.pdf?option=80F0607

https://www.changehealthcare.com/contact

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185869/20181207ChangeHealthcareHemoSystemsClient.pdf
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(A31991) Change Healthcare-Schiller PB-10.pdf
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[High Priority ] - A32044 : Linet— AVE 2 Birthing Beds: Power Cable May Break or Fail
Medical Device Ongoing Action

Published: Thursday, January 17, 2019

UMDNS Terms:

® Beds, Electric, Birthing [15732]
Product Identifier:
[Capital Equipment]

Linet spol s ro

Model Serial No.

Product

Birthing Beds AVE 2 4PPB0091 to 4PPB626

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Linet spol sr o Zelevcice 5, CZ-274 01 Slany, Czech Republic
Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Obstetrics/Gynecology/Labor and Delivery, Facilities/Building Management

Problem:

OInaJanuary 4, 2019, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Linet states that wrapping the power
cable of the above birthing beds around the head or side rails may cause the cable to break at the bed connection or lead to the failure of the orange
insulation, potentially causing a spark or exposure to live power. Linet also states that if a user raises the head of the bed or the bed height with the power
cable wrapped around a moving part of the bed, the power cable will stretch. A single abnormal force or repeatedabnormal force on the power cable
causes damage, including thepower cable breaking off completely or failure of the orange insulation, exposing the power conductors. The manufacturer
has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected bedsin your inventory. If you have affected beds, verify that you have received the January 4, 2019, Urgent Medical Device
Correction letter from Linet. Inspect all beds for damage to the power cable. Inspect the point where the power cable connects to the bed to ensure that
the gray strain relief and its holding nut are in place and secure. Do not use beds with a broken power cable or damaged insulated wire. Remove any beds
with broken power cables or damaged insulated wires from service. Using the information below, contact LINET Americas to arrange for a replacement
power cable. Linet will provide your facility with a replacement cable, a power cable hook that attaches to the head rail to allow the user to safely store
the power cable during transportation and bed use, and updated user instructions to clarify safe use. Do not wrap the bed's power cable about the head,
siderails, or any other part of the bed that may move.

For Further Information:

Linet Americas service department

Tel.: (877) 815-9897

Website: Click here

Comments:

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

Source(s):
e 2019 Jan 15. Member Hospital. Linet Reference No. RNO3 Download

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.linet.com/en/contact

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186431/20190104LinetAVE2birthingbedclientredacted.pdf
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(A32044) Linet-AVE 2 Birthing Be.pdf


Eleganza 2

Linet spol. s r.o.

Salehiya Trading Est.

/Secure/CA/CaViewRecal H

In vitro diagnostic devices

cobast511andt | Roche Diagnostics | FAROUK, MAAMOUN TAMER & ‘https:zmcmdr.sfda.gov.s
711 - Corp COMPANY a/Secure/CA/CaViewRec
Coagulation all.aspx?caid=6&rid=13
analyzer
DELFIA / PerkinElmer Life and ABDULREHMAN AL GOSAIBI  https://ncmdr.sfda.gov.s
AutoDELFIA hCG | Analytical Sciences GTB a/Secure/CA/CaViewRec
Kit
Oxoid M.I.C.E Thermo Fisher Medical supplies & Services | https://ncmdr.sfda.gov.s
Meropenem Scientific Inc. Co.Ltd Mediserv a/Secure/CA/CaViewRec
MAQ0121
Panocell-16 Immucor GmbH. Medical supplies & Services  |https://ncmdr.sfda.gov.s
Kit Co.Ltd Mediserv

Quo-Test A1C
Test Kit

EKF DIAGNOSTIC
GmbH

GAMSCO (General Analysis for
Medical Services Company)

‘https:zmcmd r.sfda.gov.s

Non-active implantable devices

Crosslock Screws

Allofit Alloclassic Zimmer, INC.... Medical Regulations Gate https://ncmdr.sfda.gov.s
Screw Plug
Biomet DVR Zimmer, INC.... Medical Regulations Gate https://ncmdr.sfda.gov.s

JOURNEY DCF AP
Femoral Cutting
Block Size 3

Smith & Nephew inc

Smith & Nephew inc

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

Page 4 of 6



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13744
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13762
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13765
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13764
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13750
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13757
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13747
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13756
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13749

SL PLUS MIA
DOUBLE OFFSET
ADAPTER

Smith & Nephew inc

Smith & Nephew inc

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Ophthalmic and optical devices

VISULENS 500 ,

Carl Zeiss Meditec Inc H

Gulf Medical Co.

kSecu re[CA[CaViewRecalH

Reusable devices

#  Model 9602
Surgical Clippers
by Remington

3M Health Care Ltd

3M company

Single-use devices

# Chemolock Vial ICU Medical, Inc

AL-KAMAL Import

Spikes
# LarySeal FLEXICARE MEDICAL | Arabian Health Care Supply Co.
Laryngeal Mask LIMITED (AHCSC) 8
Airways ,
MEDRX Canadian Hospital N/A https://ncmdr.sfda.gov.s
POLYURETHANE Specialties a/Secure/CA/CaViewRec

FEEDING TUBE

NIM Eclipse Medtronic SA
System, Single
Use Direct Nerve

Probes

Medtronic Saudi Arabia

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=13

Presource Kit Cardinal-Health

Total Joint Pack

MEDICARE DRUG STORE
COMPANY

https://ncmdr.sfda.gov.s

Page 5 of 6



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13755
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13760
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13754
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13763
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13752
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[High Priority ] - A32048 : 3M—Model 9602 Surgical Clippers by Remington: Manufacturer Adds
Product Caution in Response to Reports of Overheating While Charging from a Modified Sine Wave
Power Inverter

Medical Device Ongoing Action

Published: Thursday, January 17, 2019

UMDNS Terms:

® Clippers, Hair, Electric, Preoperative [21936]
Product Identifier:
[Capital Equipment]

3M Health Care
Product Model

Surgical Clippers by Remington 9602

Geographic Regions: Brazil, Canada, U.S.
Manufacturer(s): 3M Health Care 3M Center, 2510 Conway Ave, Bldg 275-5W-06, St Paul, MN 55144-1000, United States
Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, EM S/Transport, Materials Management

Problem:

In aJanuary 9, 2019, Field Safety Action letter submitted by an ECRI Institute member hospital, 3M states that it has received reports of the above
clippers overheating in mobile/field EM S situations while charging from a modified sine wave power inverter. 3M also states that it has received no
reports of injuries associated with this problem. 3M further states that it is adding the following product caution regarding use of the above clippersin
mobile/field EMSS situations to emphasize the importance of proper charging practices:

e "Caution: To reduce the risk of burns associated with overheating, charge the handle using a standard facility 120VAC outlet. In EMS
(Emergency Medical Service) situations, use only with a pure sine wave power inverter."

Action Needed:

Identify any affected clippersin your inventory. If you have affected clippers, verify that you received the January 9, 2019, Field Safety Action letter and
Customer Acknowledgment Form from 3M. Consult your facility's biomed or power inverter manual/manufacturer to ensure that only pure sine wave
inverters are being used in mobile/field EM S situations to charge affected clippers, as emphasized in the new product caution. Complete the Customer
Acknowledgment Form, and return it to 3M using the instructions on the form.

For Further Information:

3M customer helpline

Tel.: (800) 228-3957 (select option 6), 7:30 am. to 6 p.m. Central time, Monday through Friday
Website: Click here

Comments:

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

Source(s):
e 2019 Jan 16. Member Hospital. 3M letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2019 Jan 17. Manufacturer. 3M confirmed the information provided in the source material .

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.3m.com/3M/en_US/company-us/help-center/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186393/201901093MRemingtonSurgicalClipper9602ClientRedacted.pdf
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(A32048) 3M-Model 9602 Surgical Clippers by Remington.pdf


www.ecri.org . Printed from Health Devices Alerts on Sunday, January 20, 2019 Page 1

[High Priority ] - A32033 : ICU Medical—ChemoLock Vial Spikes: May Generate Burr Particulate
Medical Device Ongoing Action

Published: Wednesday, January 16, 2019

UMDNS Terms:

® Needles, Medication Transfer [16627]
Product Identifier:

[Consumable]
ICU Medical Inc
Product Item No. Lot No.
ChemoLock Vial Spikes, 20 mm CL-80S 3757712
Geographic Regions: U.S.
Distributor(s): ® Owens &amp; Minor9120 Lockwood Blvd, Mechanicsville, VA 23116, United States

Manufacturer(s): ICU Medical Inc951 Calle Amanecer, San Clemente, CA 92673, United States

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, Oncology, OR/Surgery, Pulmonol ogy/Respiratory
Therapy, Pharmacy, IV Therapy, Materials Management

Problem:

In aJanuary 3, 2019, Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, ICU Medical states that the above vial spike
may generate burr particulate, originating from the protective cap used in the assembly of the device. ICU Medical also states that burr particulate may
detach; in uncommon circumstances, a detached burr could enter the fluid path, be infused into an intravenous line, enter the patient, and lead to an
embolism. ICU Medical further statesthat it has received no reports of adverse events associated with this problem.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. Affected product was distributed between August and September 2018 in
the U.S. If you have affected product, verify that you have received the January 3, 2019, Urgent Medical Device Recall |etter, Response Form, and
shipping label from Stericycle on behalf of ICU Medical. Regardless of whether you have affected product, complete the Response Form and return it to
Stericycle using the information on the form. 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 or ask them to contact Stericycle by telephone using the information below to obtain a
response form. Using the single-use return label and the instructions on the label, return affected product to Stericycle. To obtain additional |abels, contact
Stericycle using the information below or click here . Upon receipt of affected product, ICU Medical will provide your facility with credit; however, for
product purchased through a distributor will be credited by the distributor. 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:

Stericycle

Tel.: (888) 871-7114, 8 am. to 5 p.m. Eastern time, Monday through Friday
Website: Click here

To report adverse events:

ICU Medical global complaint management department
Tel.: (844) 654-7780

E-mail: productcomplaintspp@icumed.com

For medical inquiries:

ICU Medica information department

Tel.: (800) 241-4002 (select option 6)

E-mail: medinfo_us@icumed.onmicrosoft.com
For product replacement options:

ICU Medical customer care department

Tel.: (949) 366-4208

Website: Click here

Comments:

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

Source(s):
e 2019 Jan 14. Member Hospital. ICU Medical letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2019 Jan 16. Manufacturer. The manufacturer confirmed the information in the source material.

©2019 ECRI Ingtitute
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[High Priority ] - A31967 : Flexicare—LarySeal Laryngeal Mask Airways: Laryngeal Shell May Detach

from Tube When Device Is Removed from Patient
Medical Device Ongoing Action

Published: Friday, January 4, 2019

UMDNS Terms:
® Artificial Airways, Laryngeal Mask [27014]
Product Identifier:
Flexicare Medical Ltd

Product Part No. Lot No.

Size 5 LarySeal Magnetic Resonance Imaging 038-94-450 140801295

(MRI) Laryngeal Mask Airways

Size 2 LarySeal Flexi Laryngeal Mask Airways 038-94-520 140300628

Size 4 LarySeal Flexi Laryngeal Mask Airways 038-94-540 131201439, 140200107, 170401960
Size5 LarySeal Flexi Laryngeal Mask Airways 038-94-550 140100438

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Flexicare Medical LtdCynon Valley Business Park, Mountain Ash, CF45 4ER, Wales

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

Problem:

OIn aDecember 20, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Flexicare states that the laryngeal shell may detach from the tube when the above devices are removed from the patient. Flexicare also states that if the
tube detaches and remains in the patient's hypopharynx, patient harm may result (e.g., though the patient's airway would remain open, their gag reflex
may be stimulated, necessitating immediate removal of the shell using forceps). 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 20, 2018, Urgent Field Safety
Notice letter and Acknowledgement Form from Flexicare. Complete the Acknowledgment Form, and return it to Flexicare using the instructions in the
form. Flexicare recommends checking the integrity of the bond between the tube and the cuff shell before use. Pull the shell and tube in opposite
directions as directed in the letter . 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:

Tracy Best, Flexicare quality assurance manager

Tel.: 44 (1443) 474647

E-malil: Tracy.best@flexicare.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Flexicare: Laryseal Flexi laryngeal mask [online]. London:
Department of Health; 2018 Dec 24 [cited 2019 Jan 2]. (Field safety notice; reference no. 2018/012/014/487/008). Available from Internet:
here.

Comments:

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

Source(s):
e 2019 Jan 2. MHRA FSN. 2018/012/014/487/008 Download
e 2019 Jan 2. MHRA FSN. FSN 2018-001 (includes reply form) Download

©2019 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/185684/20190102FlexicareLarySealFlexiLaryngealMaskMHRA.pdf?option=80F0607

mailto:Tracy.best@flexicare.com

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

https://www.gov.uk/drug-device-alerts/field-safety-notice-17-21-december-2018?utm_source=8f758a79-b1d2-4cdb-adfd-0551809c244c&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-17-21-december-2018?utm_source=8f758a79-b1d2-4cdb-adfd-0551809c244c&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate
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