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SBED Weekly Update 30-Oct-17

Dear,
SBED team is pleased to inform you that 490 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 10/23/2017 to 10/29/2017

In order to view more details, click the links and for ECRI alerts see the attachments

NOTE:

FSCA / Recalls are classified into three categories, representing the potential risk to
public health: Class | : High Risk, Class Il : Medium Risk and Class IlI: Low Risk.

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

Anaesthetic and respiratory devices

New LAVI 30 / LAVI 40 10/25/2017 Hoffrichter GmbH AWAND EST. FOR MEDIC FSN  A/Ca\
New TRACOE twist 10/23/2017 @ Tracoe medical GmbH Arabian Trade House FSN  https
Tracheostomy Tube Size Est. ://nc

06

Assistive products for persons with disability

New Liko Multirall 200 10/24/2017 Liko AB N/A 2 https
overhead lift and S65 .//nc
Carriage

Dental devices

New Orthodontic Skeletal 10/23/2017 Dewimed albasar for medical FSN  https
Anchorage Screw ( Medizintechnik GmbH supplies ://nc

O.S.AS. Screws)


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11670
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11651
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11656
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11653

Diagnostic and therapeutic radiation devices

Update  Accent/ Anthem, Accent 10/24/2017
MRI/ Accent ST, Assurity/
Allure and Assurity MRI

devices

Electro mechanical medical devices

Absorb GT1
Bioresorbable Vascular
Scaffold Stents

Update 10/24/2017

New Alaris Pump Module 10/24/2017

model 8100

Curlin 6000 Painsmart
IOD Infusion Pump Power
Adapter Accessory

New 10/25/2017

New Hospira labelled MedNet = 10/25/2017
Medication Management
Suite — with Plum 360

Infusion System

Radiometer TCM5 FLEX /
BASIC Transcutaneous
Monitor ,

New 10/24/2017

St. Jude Medical Inc

Abbott

Becton, Dickinson And
Company

Zevex International Inc

Hospira Inc

Radiometer America Inc

Healthcare facility products and adaptations

New V-PRO 60 Low 10/25/2017
Temperature Sterilization
System
In vitro diagnostic devices
New KAssay(R) MultiAnalyte  10/24/2017
Calibrator
New Alinity i Processing 10/25/2017

Module

Steris Corp

Kamiya Biomedical
Company, LLC

Abbott

Al-Jeel Medical &
Trading Co. LTD

Medical supplies &
Services Co.Ltd
Mediserv

Medical Regulations
Gate

Abbott Laboratories

AL-KAMAL Import

Salehiya Trading Est.

Arabian Medical
Marketing Co. (AMCO)

Medical supplies &
Services Co.Ltd

Medical supplies &
Services Co.Ltd

FSN

FSN


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11665
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11655
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11660
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11677
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11675
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11657
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11668
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11664
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11674

New ARCHITECT ¢4000;
ARCHITECT ¢8000;
ARCHITECT ¢16000

New MIA FORA NGS

New oneHbA1c IS, Super ID
HbAlc.
New Radiometer ABL800

series with FLEXQ module

Update VITEK 2 Gram-Positive
(GP) Identification (ID)
Test Kit

Laboratory equipment

New Panther(R) System
New Power Processor 1K
Stockyard

Non-active implantable devices

New Blades, Bone Cutting and
Bur, orthopaedic

Update  Conformable GORE TAG
Thoracic Endoprosthesis
Devices

New Dynlock Semi-rigid
Stabilization System

New EMPOWR PS KNEE(TM) e

New FlexCath Advance
Steerable Sheath

10/23/2017

10/29/2017

10/25/2017

10/24/2017

10/26/2017

10/24/2017

10/25/2017

10/25/2017

10/29/2017

10/25/2017

10/24/2017

10/23/2017

Abbott

BioArray Solutions Ltd

DiaSys Diagnostic
Systems GmbH.

Radiometer America Inc

bioMerieux Inc

HOLOGIC NV

Beckman Coulter...

Elva BV / Tava Surgical

W.L. Gore & Associates
Inc.

Sintea Plustek Srl

Encore Medical, Lp

Medtronic SA

Medical supplies &
Services Co.Ltd
Mediserv

N/A

ALGhuyum Scientific
Trading

Salehiya Trading Est.

Al-Jeel Medical &
Trading Co. LTD

lel Medical & Trading Co.

Beckman Coulter Saudi
Arabia Co Ltd

N/A

Med Surg Supplies

N/A

Al Ewan Medical Compan'

Medtronic Saudi Arabia

FSN

FSN

FSN

FSN

FSN

FSN

https
://nc

https

>
=
EF
(I 7}

https


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11654
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11684
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11671
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11658
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11682
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11663
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11678
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11667
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11685
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11669
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11661
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11652

#

New

New

New

New

New

New

Ophthalmic and optical devices

New

Genesys spine, Binary
Screwdriver

GMK-HINGE

Oxford Dipper Hoist

Pedicle System, Screw,
Carbon/PEEK, Polyaxial

Testicular Implant
(Kiwee®) and Vaginal
Stent

Thoracic Pedicle Feeler

Phaco-Handsttick

Single-use devices

New

New

New

New

New

Convenience Kits
Containing Medline
Aplicare Povidone lodine
Prep Pads .

Covidien Argyle Suction
Tubing ,

Dialysis Treatment
Therapy Pack 105

double Iumen catheters
ECLIPSE2L and
COPERNIC2L

Green Polyisoprene
Surgical Gloves with Aloe
Vera

10/24/2017

10/26/2017

10/24/2017

10/26/2017

10/25/2017

10/25/2017

10/25/2017

10/29/2017

10/29/2017

10/29/2017

10/25/2017

10/29/2017

Genesys Orthopedic
Systems

Medacta International SA

Sunrise Medical

icotec AG

Coloplast

Stryker Trauma AG

WEFIS GmbH

Centurion Medical
Products

Medtronic SA

Fresenius Medical Care.

Balt Extrusion.

Medline Industries Inc....

N/A

N/A

Al-Enayah Company

N/A

janat al arab trading

[-Faisaliah Medical Systet

N/A

Bio Standards

Medtronic Saudi Arabia

Fresenius Medical Care
GmbH

Ikar Establishment

Ikar Establishment

FSN

FSN

FSN

FSN

FSN

https

A/CaV

A/Ca\

https



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11662
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11681
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11659
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11679
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11672
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11676
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11666
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11683
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11673
http://Attached
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[High Priority ] - A29433 : Centurion—Convenience Kits Containing Medline Aplicare Povidone lodine
Prep Pads: Pads May Not Meet lodine Assay Level Requirements to Support 36-Month Expiration
Datin

Medica%] Device Ongoing Action

Published: Thursday, October 26, 2017

UMDNS Terms:
® Procedure Kit/Trays [28961]
® Procedure Kit/Trays, Suture Removal [13894]
® Procedure Kit/Trays, Circumcision [10858]

Product Identifier:
Convenience Kits Containing Aplicare Povidone lodine Prep Pads [Consumable]
Units distributed between May 2015 and October 2017

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

Manufacturer(s): Centurion Medical Products100 Centurion Way, Williamston, M1 48895, United States (kit manufacturer)
The Clorox Co1221 Broadway, Oakland, CA 94612, United States (pads manufacturer)

Suggested Distribution: Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Home Care, |V Therapy, Materials Managemen
t

Problem:

In an October 16, 2017, Product Correction letter submitted by ECRI Institute member hospitals, Centurion states that the above convenience kits contain
the above Aplicare povidone iodine prep pads, which were recalled by Medline because stability reviews of the above pads indicate that they are not
meeting the iodine assay level requirements to support 36-month expiration dating, and the manufacturer is updating it to two-year expiration dating. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify and isolate any affected productsin your inventory. If you have affected product, verify that you have received the October 16, 2017, Product
Correction letter and Acknowledgment Form from Centurion. Regardless of whether you have affected product, complete the Acknowledgment Form,
and return it to Centurion using the instructions on the form. Upon receipt of the Acknowledgment Form, a Centurion representative will contact your
facility regarding labels; these labels will be provided to your facility and should be affixed to the front of each affected kit instructing the user to discard
the prep pad upon opening the kit. Other components within affected kits are not affected by this problem and may continue to be used. Inform all
relevant personnel at your facility of the information in the letters, and forward a copy of the letters to any facility to which you have further distributed
affected product. U.S. customers should report serious adverse events or product quality problems relating to the use of affected product to FDA's
MedWatch Adverse Event Reporting program by telephone at (800) 332-1088, by mail (using postage-paid FDA form 3500, available here) at
MedWatch, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Matthew K. Price, Centurion director of regulatory affairs and quality assurance

Tel.: (517) 546-5400, ext. 1135

Website: Click here

Medline

Website: Click here

Comments:
e [JFor information on the action initiated by Medline, see Alert A29296 .

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

Source(s):
e 2017 Oct 26. Member Hospital. October 16, 2017, Centurion letter submitted by an ECRI Institute member hospital Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



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

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

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

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

https://www.medline.com/pages/about-us/contact-us/

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631893

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631893

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/162536/20171016CenturionMedlineAPlicareKitsClient_Redacted.pdf



AFHajlan
(A29433) Centurion-Convenience Kits Containing Medline Aplicare Povidone.pdf
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[High Priority ] - A29432 : Cardinal Health—Covidien Argyle Suction Tubing: May Be Mislabeled
Medical Device Ongoing Action

Published: Thursday, October 26, 2017

UMDNS Terms:
® Tubing, Suction [16779]

Product Identifier:

Tubing: Item Nos.: Lot Nos.:
Argyle Suction 8888301515 710016864X
Salem Sump

Dual-Lumen 8888266148 710016864X
Stomach

[Consumable]

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

Distributor(s): ® Cardinal Health7000 Cardinal Pl, Dublin, OH 43017, United States
Manufacturer(s): Medtronic/Covidien (US) 15 Hampshire St, Mansfield, MA 02048, United States

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

Problem:

In an October 24, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Cardinal Health states that the pouches
containing the above Argyle suction tubing may be mislabeled as the above stomach tubes. Affected product was distributed in a case labeled as Argyle
suction tubing. Cardinal Health also states that it has received no reports related to this problem. The manufacturer has not confirmed the information
provided in the source material .

Action Needed: Identify, isolate, and discontinue use of affected product in your inventory. If you have affected product, verify that you have received
the October 24, 2017, Urgent Medical Device Recall |etter and Recalled Product Return Form from Cardinal Health. For examples of the correct and
incorrect pouch labels, see attachment B in the letter . Regardless of whether you have affected product, complete the Recalled Product Return Form and
return it to Medtronic using the instructions on the form. If you purchased product directly from Medtronic, a Medtronic customer service representative
will provide your facility with areturn goods authorization (RGA) number upon receipt of the completed form. Return affected product, along with the
completed Recalled Product Return Form and RGA number, to Medtronic, Attn: Field Returns Department, 110 Kendall Park Lane, Atlanta, GA 30336,
United States. If you purchased affected product from a distributor, contact your distributor directly to arrange for product return. 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
Medtronic by e-mail at Mansfield.productmonitoring@covidien.com . U.S. customers should also report any 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; by mail (using
postage-paid FDA Form 3500, available here) at MedWatch, HF-2, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch
website .

For Further Information:

Medtronic customer service department

Tel.: (B00) 962-9888 (select option 2)

Website: Click here

Comments:

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

Source(s):
e 2017 Oct 26. Member Hospital. Cardinal Health letter submitted by ECRI Institute member hospital (includes reply form) Download

©2017 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/162512/20171024Cardinal%20HealthMedtronicArgyleuctionTubingClientRedacted.pdf?option=80F0607

mailto:Mansfield.productmonitoring@covidien.com

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

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

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

http://www.covidien.com/contact

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/162512/20171024Cardinal HealthMedtronicArgyleuctionTubingClientRedacted.pdf



AFHajlan
(A29432) Cardinal Health-Covidien Argyle Suction Tubing.pdf
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[High Priority ] - A29419 : Medline— Green Polyisoprene Surgical Gloves with Aloe Vera: Seal at

Top of Package May Be Open
Medical Device Ongoing Action

Published: Wednesday, October 25, 2017

UMDNS Terms:
® Gloves, Surgical [11883]

Product Identifier:
[1Size 8.5 Green Polyisoprene Surgical Gloves with Aloe Vera[Consumable]
Product No. MSG1285; Lot No. 701893369485

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S
Manufacturer(s): Medline Industries Inc One Medline Place, Mundelein, IL 60060, United States

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

Problem:

OIn an October 23, 2017, Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that the sedl at the top of the
package of the above surgical gloves may be open. Medline further states that it has received one report of an open seal. 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 October 23, 2017, Immediate
Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected product, complete the form
and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will provide your facility with return labels, if applicable.
Return affected product to Medline using the return labels. Upon receipt of affected product, Medline will provide your facility with credit. Forward a
copy of theletter to any facility to which you have further distributed affected product.

For Further Information:

Medline

Tel.: (866) 359-1704

Website: Click here

Comments:

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

Source(s):
e 2017 Oct 25. Member Hospital. R-17-196 Download
e 2017 Oct 25. Member Hospital. (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.medline.com/pages/about-us/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/162390/20171023MedlineSensicareGlovesClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162391/20171023MedlineSensicareGlovesReplyFormClient.pdf



AFHajlan
(A29419) Medline-Green.pdf


#

New Harvest Graft Delivery 10/29/2017 Terumo BCT Inc ABDULREHMAN AL 2
GDP-10 Procedure Packs GOSAIBI GTB
New Mahurkar Elite Acute 10/29/2017 Medtronic SA Medtronic Saudi Arabia 2

Dual-Lumen Dialysis
Catheters with Curved
Extensions IC Trays ,

New WECK Auto Endo5 10/26/2017 Teleflex Medical Ebrahim M. Al-Mana & FSN

Automatic Hem-o-lok Clip Bros. Co. Ltd.

*  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.

m%



http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11680
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A29410 : Terumo BCT—Harvest Graft Delivery GDP-10 Procedure Packs: Inner

Pouch May Not Be Sealed , Potentially Compromising Component Sterility
Medical Device Ongoing Action

Published: Wednesday, October 25, 2017
Last Updated: Thursday, October 26, 2017

UMDNS Terms:
® Procedure Kit/Trays, Biopsy, Aspiration, Bone Marrow [16833]

Product Identifier:
OHarvest Graft Delivery System GDP-10 Procedure Packs [Consumable]
Catalog No. 51449; Lot Nos.: 04A9925, 05A 9928, 06A 9948, 06A 9978, 08A 9950

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Harvest Technologies Corp A Terumo BCT Inc Co10811 W Collins Ave, Lakewood, CO 80215, United States
Suggested Distribution: Infection Control, Oncology, OR/Surgery, Orthopedics, Materials Management

Problem:

OIn an October 20, 2017, Voluntary Medical Device Product Recall |etter submitted by an ECRI Institute member hospital, Terumo BCT states that the
inner pouch of the above procedure packs may not be sealed, potentially compromising the sterility of the kit components once the outer pouch has been
opened. Bacterial infection and subsequent surgical infections may occur in the absence of strict observance of standard-of-care practices and procedures
for ensuring the sterility of the operative field, including discarding damaged or open packages. The manufacturer has 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 October 20, 2017, Voluntary
Medica Device Product Recall letter and Medical Device Recall Return Response form from Terumo BCT. Complete the Medical Device Recall Return
Response form, and return it to Terumo using the instructions on the form. To arrange for product return and to obtain a return goods authorization
(RGA), contact your Terumo local representative or your local Terumo BCT customer support center by telephone using the information below. Continue
to use unaffected procedure packs according to the instructions for use (IFU). 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. Comply with the practices for maintaining a sterile
field as recommended by the Association of periOperative Nurses (AORN) and refer to the IFU.

For Further Information:

Terumo customer support center

Tel.; (303) 231-4357 or (877) 339-4228

Canada:
Tel.: (877) 722-8411
Europe:
Tel.: 32 (2) 7150590
Website: 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 2017 Oct 24. Member Hospital. (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.terumobct.com/contact-us?showAddresses=true

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/162482/20171020TerumoHarvestGraftDeliverySystemGDP10ProcedurePacksClientREDACTED.pdf



AFHajlan
(A29410) Terumo BCT-Harvest Graft Delivery GDP-10 Procedure Packs.pdf
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[High Priority ] - A29412 : Medtronic—Mahurkar Elite Acute Dual-Lumen Dialysis Catheters with

Curved Extensions IC Trays: May Have Been Distributed without Being Sterilized
Medical Device Ongoing Action

Published: Wednesday, October 25, 2017

UMDNS Terms:
® Catheters, Vascular, Hemodialysis, Central Venous, Double-Lumen [18664]

Product Identifier:
012 Fr x 16 cm Mahurkar Elite Acute Dual-Lumen Diaysis Catheters with Curved Extensions, |C Trays [Consumable]
Item No. 8888222316; Lot No. 1717900160

Geographic Regions: U.S.
Manufacturer(s): Covidienl5 Hampshire Street, Mansfield, MA 02048, United States

Suggested Distribution: Critical Care, Dialysis/Nephrology, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Home Care,
Materials Management

Problem:
OInan October 17, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medtronic states that the above trays
may have been shipped to Medtronic and distributed to customers without being sterilized.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the October 17, 2017, Urgent
Medica Device Recall letter and Recalled Product Return Form from Medtronic. Regardless of whether you have affected product, complete the
Recalled Product Return Form and return it to Medtronic using the instructions on the form. If you purchased product directly from Medtronic,
aMedtronic customer service representative will provide your facility with areturn goods authorization (RGA) number upon receipt of the completed
form. Return affected product, along with the completed Recalled Product Return Form and RGA number, to Medtronic, Attn: Field Returns Department,
195 McDermott Road, North Haven, CT 06473, United States. Medtronic will provide your facility with credit upon receipt of affected product. If you
purchased affected product from a distributor, contact your distributor directly to arrange for product return. 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 Medtronic by e-mail at
Mansfield.productmonitoring@covidien.com . U.S. customers should also report any 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; by mail (using postage-paid FDA Form 3500,
available here) at MedWatch, HF-2, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Medtronic customer service department

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

Website: 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 2017 Oct 25. Member Hospital. (includes reply form) Download
e 2017 Oct 25. Manufacturer. The manufacturer confirmed the information provided in the source material.

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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