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SBED Weekly Update 12-Dec-17

Dear,
SBED team is pleased to inform you that 50 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 12/4/2017 to 12/10/2017

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

Active Implantable Devices

New Nanostim Leadless 12/6/2017 St. Jude Medical Inc Al-Jeel Medical & FSN  https
Pacemaker Trading Co. LTD ://nc

Anaesthetic and respiratory devices

New Airsep Impulse Elite 12/10/2017  AirSep Corporation.. R HEALTHCARE SAUDIA 2 A/CaV

Assistive products for persons with disability

# New Posture Belts and 12/5/2017  Chas A Blatchford & husn al Emirat Est. 2
Posture Harnesses on Sons Ltd
KATO Plus Seating
Systems
New Morning Life 12/10/2017 Won Industry Co. N/A 2 A/Ca\

New Multicare 12/10/2017 Linet spol. s r.o. Salehiya Trading Est. FSN A/Ca\


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11846
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11855
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11856
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11862
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[High Priority ] - A29550 : Blatchford— Posture Belts and Posture Harnesses on KATO Plus Seating

Systems: User's Head May Become Trapped, Potentially Leading to Injury or Death
Medical Device Ongoing Action

Published: Thursday, November 30, 2017
Last Updated: Monday, December 4, 2017

UMDNS Terms:
® Chairs, Disabled Patient [18406]

Product Identifier:
OPosture Belts and Posture Harnesses on KATO Plus Seating Systems [Consumable, Capital Equipment]

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Chas A Blatchford & Sons Ltd Unit D Antura Kingsland Business Park, Basingstoke Hampshire RG24 8PZ, England

Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Pediatrics, Home Care, Physical Therapy/Rehabilitation, Materials
Management

Problem:

OInan October 2017 Field Safety Notice—Updated | FU Safety Information letter posted by the U.K. Medicines and Healthcare Products Regulatory
Agency (MHRA), Blatchford states that it has received one report of afatality related to the use of the above posture belts and harnesses. 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 October 2017 Field Safety
Notice—Updated |FU Safety Information letter and Updated IFU Safety Information Confirmation response form from Blatchford. Review the updated
safety information in the KATO Plus and the Posture Belt and Posture Harness Instructions for Use (IFU). Blatchford is updating the IFU to include the
following:

e "If thereisany indication that the user’s head could become trapped, either behind or under the head support, stop using the Kato Plus and
contact the wheelchair service provider.

e "A posture harness must always be used in combination with a fully functional and correctly adjusted posture belt. Failure to use a posture
belt in combination with a posture harness could result in the user sliding down in the seat, which may result in seriousinjury or choking.

e "All posture belts and posture harnesses must be kept clean and free from debris. Failure to do so may result in food or other contaminants
becoming caught in the mechanisms, this may result in the failure of buckles, adjustments and other closure systems.”

To view the updated | FU manuals, seethe |etter . Complete the Updated IFU Safety Information Confirmation response form, and return it to Blatchford
using the information on the form. 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:

Blatchford customer service department

Tel.: 44 (114) 2637900

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Blatchford: Kato seat [online]. London: Department of Health; 2017
Nov 20 [cited 2017 Nov 27]. (Field safety notice; reference no. 2017/002/027/401/016). Available from Internet: 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 repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Nov 21. MHRA FSN. 2017/002/027/401/016 Download
e 2017 Nov 21. MHRA FSN. (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/163935/20171120BlatchfordKatoSeatMHRA.pdf?option=80F0607

http://www.blatchford.co.uk/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notice-13-to-17-november-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-13-to-17-november-2017

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/164485/20171120BlatchfordKatoSeatMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164486/20171120BlatchfordKatoSeatMHRA.pdf
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#

Dental devices

New

New

Legacy 3 Implant

12/4/2017 Direct Sybron Manufactur\bdullah Alzoman Est. for

Tapered Screw-Vent MTX 12/10/2017

Full Textured Implants

Biomet 3i Inc

Diagnostic and therapeutic radiation devices

New

New

New

New

New

New

New

New

New

New

Brainlab Navigation
System Spine & Trauma
3D

Brilliance iCT, Brilliance
64, Ingenuity Core, and
Ingenuity Corel28
Computed Tomography
Systems

CombiDiagnost

High Power Handheld
Laser

IVIEWGT SYSTEM

MHI-TM2000 / Vero
Linac System..

12/6/2017

12/4/2017

12/6/2017

12/10/2017

12/4/2017

12/6/2017

ProteusPLUS, ProteusONE 12/10/2017

Sonalleve MR-HIFU.

Volcano s5i, CORE and
CORE Mobile systems

Vyntus BODY with
Option Diffusion

12/10/2017

12/5/2017

12/10/2017

Electro mechanical medical devices

BrainLAB

Philips Healthcare

Philips Healthcare

United Nuclear
Scientific Supplies, LLC

Elekta Inc

Hitachi Medical Corp

IBA Dosimetry GmbH

Philips Healthcare

VOLCANO
CORPORATION

CareFusion

Asnan Medical Services

Al-Jeel Medical &
Trading Co. LTD

Philips Healthcare
Saudi Arabia Ltd.

s Healthcare Saudi Arabi:

N/A

Medical Regulations Gate

ABDULREHMAN AL
GOSAIBI GTB

I-Faisaliah Medical Syster

s Healthcare Saudi Arabi:

Ikar Establishment

Al-Jeel Medical &
Trading Co. LTD

2

2
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FSN
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A/Ca\
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11834
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11850
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11847
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11873
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11832
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11848
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11869
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11864
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11844
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11870
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[High Priority ] - A29642 : Zimmer Biomet—Tapered Screw-Vent MTX Full Textured Implants: Vial

Caps May Crack
Medical Device Ongoing Action

Published: Thursday, December 7, 2017

UMDNS Terms:
® Dental Implants, Endosteal, Root Form, Screw [28479]

Product Identifier:

OTapered Screw-Vent MTX Full Textured Implants [Consumable]

Part No. TSVTB11; Lot No. 63519794; UDI No. (01)00889024019935(17)211130(10)63519794
Units distributed between February 28 and October 16, 2017

Geographic Regions: Canada, Europe, U.S.
Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: Infection Control, Dentistry/Oral Surgery, Materials Management

Problem:

OInaNovember 29, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that the above
implants' vial cap may inadvertently crack because of a manufacturing assembly condition, potentially leading to adelay in treatment or localized
infection caused by the product becoming contaminated and subsequently implanted.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the November 29, 2017, Urgent
Medical Device Recall letter and Certificate of Acknowledgment form from Zimmer Biomet. Complete the Certificate of Acknowledgment form, and
return it, along with affected product, to Zimmer Biomet at Field Action, PM Regulatory Compliance, Zimmer Biomet, 4555 Riverside Dr., Palm Beach
Gardens, FL 33410, United States. For each return, send a copy of the completed form to Zimmer Biomet by e-mail using the instructions on the form.
Zimmer Biomet will provide you with replacement implants for returned product. The firm states that there are no specific patient monitoring instructions
recommended beyond your normal follow-up schedule. Report any adverse events associated with the use of affected product to Zimmer Biomet by e-
mail at DomesticComplai nts@zimmerbiomet.com . U.S. customers should report adverse events or product quality problems relating to the use of
affected product to FDA’'s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using
postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the
website .

For Further Information:

Zimmer Biomet product recall team

Tel.: (561) 776-6700, 8 am. to 5 p.m. Eastern time, Monday through Friday

E-mail: CorporateQuality.PostMarket@zimmerbiomet.com

Website: Click here

Comments:

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

Source(s):
e 2017 Dec 5. Member Hospital. ZFA 2017-310 (includes reply form) Download
e 2017 Dec 7. 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.



mailto:DomesticComplaints@zimmerbiomet.com

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

mailto:CorporateQuality.PostMarket@zimmerbiomet.com

http://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164543/20171129ZimmerBiometTaperedScrewVentlmplantsClient.pdf
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[High Priority ] - A29556 : Philips—Brilliance iCT, Brilliance 64, Ingenuity Core, and Ingenuity
Corel28 Computed Tomography Systems: Fasteners May Not Be Torqued According to
Specification

Medical Device Ongoing Action

Published: Thursday, November 30, 2017

UMDNS Terms:
® Scanning Systems, Computed Tomography, Axial, Full-Body [15956]
® Scanning Systems, Computed Tomography, Axial, Head [15955]
® Scanning Systems, Computed Tomography, Electron Beam [16899]
® Scanning Systems, Computed Tomography, Spiral [18443]

Product Identifier:
Computed Tomography Serial Nos.:
Brilliance 64 10655

100776, 100778,
100779, 100780,
100781, 100782,
Brilliance iCT 100783, 100784,
100785, 100787,
100790, 100791,

100794

Ingenuity Core 310094
. 320394, 320395,

Ingenuity Corel28 336286

[Capital Equipment]
Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting) U.K.
Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging

Problem:

In aNovember 1, 2017, Urgent Field Safety Notice Medical Device Correction letter posted by the U.K. Medicines and Healthcare Products Regulatory
Agency (MHRA), Philips states that it cannot confirm that the fasteners on the above systems were torqued according to specification. Philips also states
that if afailure occurs while the system isin use, the parts secured by the fasteners may become loose. Philips further states that each part has multiple
fasteners and all the fasteners securing a part would need to fail for apotential hazard to occur. The potential hazards are as follows:

e (Hazard 1) Loose parts may be expelled from the system, potentially breaking through the gantry covers and injuring anyone in the path of
the expelled part.

e (Hazard 2) Loose parts may cause the patient support subframe to move unexpectedly, potentially causing injury.

e (Hazard 3) Loose parts may cause the system to shut down, or be shut down by the operator because of unusual noise, potentially
necessitating a patient rescan.

e (Hazard 4) The front cover, when open, may fall or dislodge unexpectedly, potentially injuring anyone in its path.

The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected systemsin your inventory (seethe letter for examplelabel). If you have affected systems, verify that you have received the
November 1, 2017, Urgent Field Safety Notice Medical Device Correction letter from Philips. If any unusual noises are heard within the gantry or if the
patient support tabletop isin free float, immediately stop use of the system and contact your Philips field service engineer. Philips field service engineers
will correct this problem by replacing affected fasteners. Field change order (FCO) 72800693 will be issued to correct hazards 1 and 2 above, and FCO
72800698 will be issued to correct hazards 3 and 4 above. Notify all relevant personnel at your facility of the information in the Urgent Field Safety
Notice Medical Device Correction letter, and retain a copy of the letter with the equipment instruction for use.

For Further Information:

Philips

UK.

Customer service centre

Tel.: (0870) 5329741

North America

Customer care solutions center

Tel.: (800) 722-9377

Website: Click here

References:
©2017 ECRI Institute

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/163867/20171101PhilipsBrillianceandIngenuityCTSystemsMHRA.pdf?option=80F0607

https://www.usa.philips.com/healthcare/about/contact
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e Great Britain. Medicines and Healthcare Products Regulatory Agency. Philips: Brilliance iCT, Brilliance 64, Ingenuity Core, Ingenuity Core
128 [online]. London: Department of Health; 2017 Nov 20 [cited 2017 Nov 20]. (Field safety notice; reference no. 2017/011/016/291/012).

Available from Internet: Click here.

Comments:

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

Source(s):

e 2017 Nov 20. MHRA FSN. 2017/011/016/291/012 Download
e 2017 Nov 20. MHRA FSN. 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.gov.uk/drug-device-alerts/field-safety-notice-13-to-17-november-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-13-to-17-november-2017

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/163866/20171120PhilipsBrillianceandIngenuityCTSystemsMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/163867/20171101PhilipsBrillianceandIngenuityCTSystemsMHRA.pdf
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New
# New
# New

New

New
# Update

Everflex SelfExpanding
Peripheral Stent with
Entrust Delivery System

Gen 11 Systems ,

Patient Care Console
Modules for Xper Flex
Cardio Patient
Monitoring Systems,

SMARTABLATE System

SMR Graft Cutter

Xper Flex Cardio Patient
Monitoring Systems

In vitro diagnostic devices

Update

# Update

Update

New

New

New

Accu-Chek Connect
Diabetes Management
App (i0OS & Android)

Elecsys Digoxin, cobas e
801 module

N Antiserum to Human
Ceruloplasmin

oneHbAl1c IS
INNOVASTAR

Phadia Prime with
software up to and
including version 2.1.4

Thermo Scientific Oxoid
Mueller-Hinton Broth

12/4/2017 Medtronic SA
12/4/2017 Ethicon Inc.
12/4/2017 Philips Healthcare

12/10/2017 Biosense Webster Inc.
12/5/2017 Limacorporate S.p.a.
12/5/2017 Philips Healthcare

12/10/2017 Roche Diagnostics Corp

12/10/2017 Roche Diagnostics Corp

12/4/2017  Siemens Healthcare
Diagnostics Product
12/10/2017 DiaSys Diagnostic
Systems GmbH.
12/7/2017 Phadia Ltd

12/5/2017 ThermoFisher Scientific
Microbiology Perth

Medtronic Saudi Arabia

bhnson Medical Saudi Ar:

Philips Healthcare
Saudi Arabia Ltd.

bhnson Medical Saudi Ari
N/A
Philips Healthcare

Saudi Arabia Ltd.

FAROUK, MAAMOUN
TAMER & COMPANY

FAROUK, MAAMOUN
TAMER & COMPANY

AL-KAMAL Import

ALGhuyum Scientific
Trading

ABDULREHMAN AL
GOSAIBI GTB

Fuad Abdul Jalil Al
Fadhli & Sons

FSN

FSN

FSN

FSN

FSN

https
://n
dr.

3
o


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11833
http://attached/
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11874
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11840
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11859
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11835
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11860
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11851
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11839
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[High Priority ] - A29577 : Ethicon—Gen 11 Systems: Manufacturer Addresses Cybersecurity

Vulnerability
Medical Device Ongoing Action

Published: Tuesday, November 28, 2017

UMDNS Terms:
® Electrosurgical Units, Bipolar [18230]

Product Identifier:
OGen 11 Systems [Capital Equipment]

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Ethicon Endo-Surgery Inc4545 Creek Rd, Cincinnati, OH 45242, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Information Technology

Problem:

In aNovember 2017 Field Cybersecurity Routine Update and Patch Notice letter submitted by ECRI Institute member hospitals, Ethicon states that a
cybersecurity vulnerability exists when the above generators are used with certain reprocessed/remanufactured disposable products. Ethicon also states
that it is possible for non-original equipment manufacturer (non-OEM) devices to bypass the generator security authentication. Ethicon further states that
because of additiona safeguardsin place within the system to protect the patient, the residual risk of patient harm associated with this vulnerability is
low. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected systemsin your inventory (seethe letter for a product identification tool). If you have affected systems, verify that you have
received the November 2017 Field Cybersecurity Routine Update and Patch Notice letter and Business Reply Form from Ethicon. Regardless of whether
you have affected systems, complete the Business Reply Form and return it to Ethicon using the information on the form. If necessary, an Ethicon sales
representative will contact your facility to arrange to update the system. Place a copy of the Field Cybersecurity Routine Update and Patch Notice letter in
avisible location until al affected generators have been upgraded. Post-operative follow-up can be done in the usual manner with patients treated using
affected systems. After the update, some non-OEM products may no longer work with the systems. Ethicon states that the Gen11 system was designed
for use only with OEM Ethicon (including Sterilmed) products and therefore the firm cannot ensure that the generator will function properly when used
with any non-OEM products, as referenced in the user manual warnings and precaution section (see the letter for specific information). Ethicon
recommends complying with the Gen11 product labeling and using only OEM products on the Gen11; use of non-OEM products may void the generator
warranty. 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:

Ethicon customer support center

Tel.: (877) 384-4266, 7:30 am. to 6:30 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

e [Thisadertisaliving 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 2017 Nov 27. Member Hospital. Ethicon 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.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164073/201711xxEthiconGen11GeneratorPatchCLIENT_Redacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164073/201711xxEthiconGen11GeneratorPatchCLIENT_Redacted.pdf?option=80F0607

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

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

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

https://www.ethicon.com/corporate/contact

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164073/201711xxEthiconGen11GeneratorPatchCLIENT_Redacted.pdf
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[High Priority ] - A29583 : Philips —Patient Care Console Modules for Xper Flex Cardio Patient
Monitoring Systems: Inadvertent Closure of Full Disclosure Control Window May Prevent Display of

Real-Time Waveforms, Numerics, and Visual Alarms
Medical Device Ongoing Action

Published: Wednesday, November 29, 2017

UMDNS Terms:
® Monitoring Systems, Physiologic, Cardiac Catheterization [12648]

Product Identifier:

OPatient Care Console (PCC) Modules for Xper Flex Cardio Patient Monitoring Systems [Capital Equipment]

Reference Nos.: 453564243601, 453564428541, 453564634211; Service Nos.: 453564241911, 453564483331, 453564621801
Affected units have at least one of the above reference or service numbers on the back label

Geographic Regions: Canada, &#160;U.S.
Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Nursing, OR/Surgery

Problem:

OInaNovember 2017 Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Philips states that when the above
modules are in full disclosure playback, users may inadvertently close the full disclosure window by pressing the ESC key instead of the “X" icon in the
upper right corner of the window. Philips also states that use of the ESC key will close the full disclosure window, however, full disclosure waveforms
and numerics will remain on the display (the system will remain in full disclosure playback mode), preventing the display of real-time waveforms,
numerics, and any visual alarms. Philips further states that response to a change in the patient's condition while being monitored with the above module
may be delayed as aresult of this problem.

Action Needed:

Oldentify any affected devicesin your inventory (seethe |etter for example product labels). If you have affected devices, verify that you have received
the November 2017 Urgent Medical Device Correction letter from Philips. Y ou may continue to use the affected devices; each monitored patient in the
pre or post-op holding area must be closely observed and must not be left unattended. Users should always respond immediately to audible alarms given
by the device. A Philips representative will contact your facility to arrange to install a software update and provide replacements for all software and
documentation mediakits. Notify all relevant personnel at your facility of the information in the Urgent Medical Device Correction letter. Until affected
devices can be corrected, inform all users that to properly exit full disclosure playback, they must use the “ X" icon in the upper right corner of the full
disclosure control window and that they should not to use the ESC key function. Retain a copy of the letter with the equipment instruction for use.

For Further Information:

Philipslocal representative

(800) 669-1328 (select option 2, then option 3)

Website: Click here

Comments:

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

Source(s):

e 2017 Nov 28. Member Hospital. Philips | etter submitted by an ECRI Institute member hospital Download
e 2017 Nov 29. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A29146 01 : *Philips—Xper Flex Cardio Patient Monitoring Systems: Intermittent

Communication with Host System May Occur [Update]
Medical Device Ongoing Action

Published: Monday, November 27, 2017
Last Updated: Thursday, November 30, 2017

UMDNS Terms:
® Monitoring Systems, Physiologic, Cardiac Catheterization [12648]

Product Identifier:

All Flex Cardio Patient Monitoring Systems [Capital Equipment]
Revision C; Model Nos.: 453564621791, 453564621801
Previous product listing: A29146

Geographic Regions: Worldwide
Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810, United States

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

Summary:

OThis Alert provides additional information based on FDA Center for Devices and Radiological Health (CDRH) source material regarding Alert
A29146 . Additional information is provided in the Product Identifier field.

Problem:

In an August 2017 Urgent Medical Device Correction letter submitted by ECRI Institute member hospital's, Philips states that intermittent communication
between the host system and the above systems may occur, potentialy resulting in the following conditions:

e The boom monitor may not display all active waveform and/or vital sign data

e Delayed audible and visual alarms on the above systems and the boom monitor, respectively, because of a mismatch between the alarm
limits on the host system and the above systems.

e After patient admission and case initiation at the host system, the case may not be fully transmitted to the affected system; the boom monitor
in the exam/procedure room will display vital sign data, but the above systems will not provide audible alarms.

e After patient discharge and case termination at the host system, case termination may not be transmitted to the above systems; the boom
monitor in the exam/procedure room will continue to display vital sign data, and the above systems will continue to provide audible alarms.

Philips also states that the occurrence of any of the above conditions may result in delayed diagnosis or treatment because the study datais unavailable, a
delay in treatment because of delay or failure to recognize deterioration in patient's condition, or user confusion because of unexpected behavior of the
device.

Action Needed:

The following actions are those listed in Alert A29146 . Identify any affected systemsin your inventory. If you have affected systems, verify that you
have received the August 2017 Urgent Medical Device Correction letter from Philips. For images of the location of the model and serial number on the
bottom right corner of the back of the device, seethe letter . You may continue to use affected systems; however, each monitored patient must be closely
observed by a qualified healthcare professional and must not be left unattended. To reduce the probability of the occurrence of the intermittent
communication problems described above, adhere to the following:

e |f using an XDS host system, ensure that the affected system is connected to the XDS computer's Ethernet port labeled “LAN 1." If using
another host system, connect the affected system only through an isolated, dedicated Ethernet port.

e Do not turn the affected system on and/or off while a patient case is open. Close the patient case before powering down and only open a
patient case after the affected system is fully powered on.

o Verify that the patient name is visible on the boom monitor. Thisis an indication that the patient case has fully transferred and that audible
darms are active. If al expected vita signs are not displayed on the boom monitor, close and re-open the case to resynchronize the affected
system and the host system.

Philips will review the configuration of each affected system and provide corrections as needed, update the instructions for use (IFU), and replace all
software and documentation mediakits at no cost. Notify all relevant personnel at your facility of the information in the Urgent Medical Device
Correction letter, and retain a copy of the letter with the equipment instruction for use.

For Further Information:

Philipslocal representative

Tel.: (407) 275-3220

Website: Click here

References:

e [United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Flex cardio patient
monitoring system [online]. 2017 Nov 9 [cited 2017 Nov 21]. Available from Internet: Click here.

Comments:

e [Thisdertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to 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 .
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Source(s):
e 2017 Nov 21. FDA CDRH Database. Class 1. Z-0082-2018 Download
e 2017 Nov 27. Member Hospital. Philips letter submitted by an ECRI Institute member hospital. Download
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[High Priority ] - A29630 : Roche—Elecsys N-MID Osteocalcin Reagents: Method Sheet May Contain

Errors
Medical Device Ongoing Action

Published: Tuesday, December 5, 2017

UMDNS Terms:
® |VD Test Reagent/Kits, Immunoassay, Bone Metabolism Marker, Osteocalcin [19890]

Product Identifier:

OElecsys N-MID Osteocalcin Reagents [Consumable]
Model/Catalog No. 7027591190

All lot numbers

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Roche Diagnostics GmbHSandhoferstrasse 116, D-68305 Mannheim, Germany
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem: [DHealth Canada states that an erroneous concentration was used in the method sheet for the above reagents (version 1.0) for cobas e 801
under the section "limitations-interference” where the potential interference of "endogenous substances' islisted. In the column, "concentration tested”
for hemoglobin "= 311 mmaol/I" is written instead of the correct concentration of "= 0.311 mmol/l." Health Canada states that the manufacturer initiated a
recall on November 16, 2017. The manufacturer states that the U.S. method sheet was not affected.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have been contacted by Roche.
For Further Information:

Roche

Website: Click here

OReferences:
e Health Canada. Recalls and safety alerts. Elecsys N-MID-Osteocalcin [online]. 2017 Nov 30 [2017 Dec 1]. Available from Internet: Click
here.
Comments:

e [OThisaertisaliving 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 Dec 1. Health Canada Recall Listings. Type I1l. RA-65284 Download
e 2017 Dec 5. Manufacturer. Manufacturer confirmed information contained in source material

©2017 ECRI Ingtitute
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May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A29644 : GE—Rotating IV Poles Used with Various Infant Warmer Systems: Pole

May Fall
Medical Device Ongoing Action

Published: Wednesday, December 6, 2017

UMDNS Terms:
® |ncubators, Infant [12113]

Product Identifier:

ORotating 1V Poles used with the following Infant Warmer Systems: (1) Care Plus Incubator, (2) Giraffe Incubator, (3) Giraffe Incubator Carestation, (4)
Giraffe OmniBed, (5) Giraffe OmniBed Carestation, (6) Giraffe Shuttle, (7) Giraffe Warmer, (8) IWS, (9) Panda Warmer [Capital Equipment]

IV Pole Part No. 6600-0851-800; IV Pole Lot Nos.: LAU13921134, LAU13921135, LAU14118204, LAU14118205, LAU14147284, LAU14147285,
LAU14155643, LAU14155644, LAU14215249, LAU14215250, LAU14215251, LAU14215252, LAU14215255, LAU14256888, L AU14256889,
LAU14256890, LAU14256891, LAU14275382, LAU14275383, LAU14289874, LAU14289875, LAU14289877, LAU14310716, L AU14348660,
LAU14348663, LAU14348665, LAU14357933, LAU14357935, LAU14357936, LAU14357937, LAU14411516, LAU14411517, LAU14411518,
LAU14475869, LAU14475870, LAU14475871, LAU14491943, LAU14491945, LAU14491948, LAU14491951, L AU14524883, LAU14524889,
LAU14524893, L AU14524899, LAU14549831, L AU14549832, LAU14561083, LAU14561084, LAU14561085, LAU14606804, L AU14606807,
LAU14607718, LAU14607719, LAU14607721, LAU14626923, LAU14626924, LAU14626925, LAU14684750, LAU14684751, LAU14713723,
LAU14713724, LAU14720443, LAU14720444

Geographic Regions: Worldwide
Manufacturer(s): GE Healthcare9900 |nnovation Dr, Wauwatosa, WI 53226, United States
Suggested Distribution: Clinical/Biomedical Engineering, Nursery, Nursing, Facilities/Building Management, NICU

Problem:

Oln aDecember 1, 2017, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, GE states that the above 1V poles
may fall, potentially injuring the operator or a bystander holding the patient. GE also states that it has received no reports of injury as aresult of this
problem.

Action Needed:

Oldentify, isolate, and discontinue use of any affected polesin your inventory. If you have affected poles, verify that you have received the December 1,
2017, Urgent Medical Device Correction letter from GE. A GE service representative will contact your facility to arrange for product removal and
replacement.

For Further Information:

GE service department

Tel.: (800) 437-1171

Website: Click here

Comments:

e [OThisaertisaliving 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 Dec 5. Member Hospital. GE Reference No. 32059 Download
e 2017 Dec 6. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A29635 : Cardinal Health—Medtronic Covidien Dover Trays and Covidien Curity
Kits Containing Medline/Aplicare Povidone lodine Prep Pads: Pads May Not Meet lodine Assay Level

Requirements to Support 36-Month Expiration Dating
Medical Device Ongoing Action

Published: Monday, December 4, 2017
Last Updated: Thursday, December 7, 2017

UMDNS Terms:
® Procedure Kit/Trays [28961]
® Procedure Kit/Trays, Irrigation/Lavage [15585]
® Procedure Kit/Trays, Suture Removal [13894]

Product Identifier:

Covidien Kits and Trays

containing Product
Medline/Aplicare Povidone Nos.:
lodine Prep Pads:

Lot Nos.:

1724085964, 1725081064 , 506289664X ,
511191164X , 526687964X , 601285264X ,

Curity Suture Removal Kits 66505 614589164X , 615987764X, 621588664X,
622250964X, 634880964X, 703182064X,
708180364X, 709380964X

1711052264, 1712251464, 1714350664,
1715150464, 1715751064, 1719951164,
504851564X, 506350364X, 507650064X,
509050364X, 509050564X, 509750064X,
509750164X, 510450064X, 511750064X,
512451264X, 512451464X, 513250164X,
513850264X, 514550264X, 515350164X,
517450064X, 518150764X, 518851164X,
519450264X, 520151964X, 521051364X,
Dover Irrigation Trays with 67803 521251164X, 522350264X, 522950864X,
Bulb Syringes 523650364X, 525750264X, 526450164X,
532151964X, 601250264X, 604650764X,
606150264X, 611650764X, 613050264X,
615251264X, 617250264X, 617652264X,
620050664X, 621150964X, 622950464X,
623650664X, 625050564X, 630653964X,
630654064X, 632850564X, 633650664X,
700352664X, 701050664X, 701750364X,
701850264X, 703150364X, 703950664X,
705250464X, 705250664X, 708150964X

1711552564, 1713650464, 1716352464,
1717751164, 1718551764, 1719250764,
1719850064, 1719950964, 1721350564,
1722051264, 1722750664, 1724050164,
1725450364, 433652664X, 435750164X,
435750264X, 500651464X, 501952964X,
503550164X, 504151864X, 505550064X,
506950064X, 511050064X, 524350064X,

Dover Irrigation Trays with 68803 526450064X , 527350364X, 527851064X,

Piston Syringes 529250264X, 529950964X, 530650064X,
532450064X, 532851464X, 600557064X,
601250064X, 601950064X, 603350264X,
603950164X, 604650664X, 605351464X,
606150164X, 606850164X, 609650364X,
614450364X, 618050364X, 619450564X,
620751364X, 621150764X, 631351564X,
633452264X, 634151664X, 708751164X,
709550164X
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[Consumable]
Cardina Health states that it acquired the above product lines from Medtronic

Geographic Regions: O(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): The Clorox Co1221 Broadway, Oakland, CA 94612, United States (prep pad manufacturer)
Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States (tray manufacturer)

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

Problem:

In a November 29, 2017, Medical Device Removal letter submitted by ECRI Institute member hospitals, Cardinal Health states that a routine review of
stability samplesindicated that the Medline/Aplicare povidone iodine prep pads contained in the above kits and trays may not meet the iodine assay level
requirements to support 36-month expiration dating. 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 November 29, 2017, Media
Device Removal letter, Recalled Product Return Form, warning labels, and copy of the September 21, 2017, Aplicare Product Recall Notification letter
from Cardinal Health. Affix awarning label to the front of each kit or tray so it isclearly visible to users, instructing them to remove and discard the
recalled component of the kit. To request additional warning labels, contact Medtronic by e-mail at feedback.customerservice@covidien.com .
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 and would prefer to return it, 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.

For Further Information:

Medtronic customer service department

Tel.: (800) 962-9888 (select option 2)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 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 Dec 1. Member Hospital. Cardinal Health letter submitted by ECRI Institute member hospital (includes reply form) Download

©2017 ECRI Ingtitute
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[High Priority ] - A29652 : Moog—Curlin Nonfiltered Intravenous Administration Sets: Spikes May
Contain Particulate
Medical Device Ongoing Action

Published: Thursday, December 7, 2017

UMDNS Terms:
® |ntravenous Administration Sets [12157]

Product Identifier:
Nonfiltere

d Curlin

Intraveno

us (IV) Part Nos.:
Administr

ation
Sets:

Non-DEHP
Microbor
e with
Non-
Vented
Spike and 340-4133
Needleles
s Injection
Port
Positive
Pressure

Non-DEHP
Microbor
e with
Non-
Vented
Spike an
Y-Site
with
Check
Valve

d 340-4134

Non-DEHP
Microbor
e with
Non-
Vented
Spike,
Anti-
Siphon
Valve
(ASV)

340-4166

Non-DEHP
Microbor
e with
Non-
Verllted
Spike,
ASV, 340-4169
Needleles
s Injection
Port,
Positive
Pressure
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Non-DEHP
Microbor
e with
Non-
Vented
Spike, Y-
Site with
Check
Valve,
ASV

340-4168

Non-DHEP

Microbor

e with

Non- 340-4114
Vented

Spike

[Consumable]
Units manufactured between June 9, 2015, and June 30, 2016
For alist of affected lot numbers, see the letter sent to your facility.

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Moog Medical Devices Group Inc4314 Zevek Park Ln, Salt Lake City, UT 84123, United States
Suggested Distribution: Anesthesig, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, IV Therapy, Materials Management

Problem:

In aNovember 10, 2017, Urgent Recall Notice letter submitted by ECRI Institute member hospitals, Moog states that it has received reports of the
presence of particulate on the tip of some of the above IV set spikes. Moog also states that if particulate present on the externa edge of the spike enters
the fluid path, it may lead to the following hazards:

e Loca infusion site redness

e Phlebitis

e Thrombophlebitis

e Major or minor organ dysfunctions

e Thrombosis

e Myocarditis

e Local embolus

e Acuterespiratory distress syndrome (ARDS)
e Pulmonary embolism

The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the November 10, 2017, Urgent Recall Notice
letter and Recall Reply Form from Moog. Complete the Recall Reply Form, indicating the lot numbers of sets you will be returning, and return it to Moog
using the information on the form. Upon receipt of the form, a Moog customer service representative will provide your facility with areturn
authorization, product return instructions, and a FedEx tag to cover the cost of shipping. Upon receipt of affected product, Moog will provide your facility
with replacement product. Notify al relevant personnel at your facility of the information in the Urgent Recall Notice letter. 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:

Christopher Dodge, Moog regulatory affairs manager

Tel.: (801) 264-1001, ext. 112, 8 am. to 5 p.m. Mountain time, Monday through Friday

E-mail: cdodge@moog.com

Website: Click here

Comments:

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

e 2017 Dec 6. Member Hospital. Moog letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A29566 : McKesson—Medical Action Industries Convenience Kits Containing
Aplicare Povidone lodine Prep Pads: Pads May Not Meet lodine Assay Level Requirements to
Support 36-Month Expiration Dating

Medical Device Ongoing Action
Published: Thursday, November 30, 2017

UMDNS Terms:
® Procedure Kit/Trays [28961]

Product Identifier:

Medical Action Industries (MAI)

Convenience Kits containing Aplicare m)csKgsson Brand MAI Catalog Nos.: Lot Nos.:
Povidone lodine Prep Pads: -

Debridement Tray, SHARP STR (50/CS) 286078 61505
Dressing CHNG Tray 20/CS *NO RX* 962162 58512
Incision and Drainage Tray (20 C/S) 27146 61200
Incision and Drainage Tray (20 C/S) 163436 61227
Instrument Tray, GEN PURP (20/CS) 150050 61210
Instrument Tray, GEN PURP MOSQHEM

(20 C/S) 179071 61207
IV Start Kit with Tegaderm (100 C/S) 771931 2608

IV Start Kit, STR LF DISP (100 C/S) 570695 2602

IV Start Kit, with GLV STR LF (50/CS) 1013332 25-8821
IV Start Kit, with Tegaderm First Aid DRSG

STR LF (50/C) 348427 25-5890
IV Start Kit, with Tegaderm STR LF (50/CS) 348524 25-5862
Minor Pack (20/CS) 161597 61204
Minor Tray, Proced w/ SERR NH (20CS) 110256 61203
Suture Removal Kit w/ ADSON (50/CS) 479516 M2634
Suture Removal Kit (50/CS) 350992 68238
Suture Removal Tray (50 C/S) 508890 56710 Refer to letter
Suture Removal Tray (50 C/S) 1030309 70864
Suture Removal Tray (50/CS) 4221263 68283
Suture Removal Tray, DLX (50 C/S) 385671 56609
Suture Removal Tray, FACL INSRTFCP (50 150046 61109
C/S)

Suture Removal Tray, FACL W/ SUTFCP

(50 C/S) 46958 61107
Suture Removal Tray, FLR-GRAD STR LF

(50/CS) 471085 25-5723
Suture Removal Tray, FN PT INSRT FCP

(50 C/S) 150044 61104
Suture Removal Tray, FN PT W/ SUT FCP

(50 C/S) 150045 61106
Suture Removal Tray, LITT with MTLFCP

(50 C/S) 152783 61100
Suture Removal Tray, S/S IRIS W/ MTL

FCP (50 C/S) 179070 61112
Wound Closer Tray (20 C/S) 761562 56986

[Consumable]

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

Distributor(s): ® McKesson Corp 1 Post S, San Francisco, CA 94104, United States

Manufacturer(s): Medline Industries IncOne Medline Place, Mundelein, IL 60060, United States (pad manufacturer)

Medical Action Industries Inc, an Owens & Minor company Owens &amp; Minor, Inc., 9120 Lockwood Boulevard, Mechanicsville, VA 23116,
United States (kit manufacturer)

McKesson Medical-Surgical Div McKesson Corp

Suggested Distribution: Dialysis’Nephrology, Infection Control, Nursing, OR/Surgery, Home Care, IV Therapy, Materials Management
©2017 ECRI Institute

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/164411/20171030McKessonMAIKitsCLIENT_Redacted.pdf



www.ecri.org . Printed from Health Devices Alerts on Monday, December 4, 2017 Page 2

Problem:

OIn an October 30, 2017, Urgent Product Recall |etter submitted by an ECRI Institute member hospital, McKesson states that it is recalling the above
kits, which were recalled by Medical Action Industries because they contain Aplicare povidone iodine prep pads which were recalled by Medline
because stability reviews of the pads indicate that they do not meet the iodine assay level requirements to support 36-month expiration dating. The
manufacturer is updating it to two-year expiration dating. The distributor has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected kitsin your inventory. If you have affected kits, verify that you have received the October 30,
2017, Urgent Product Recall letter, warning label templates, and copy of the Medical Action Industries October 5, 2017, Urgent Recall Notice and recall
labels from McKesson. Use the warning label templates to print warning labels and affix the labels to affected kits. To obtain preprinted labels to be
shipped to your facility, contact Medical Action Industries by e-mail at Nichole.Early@owens-minor.com and indicate that you are a McKesson
Medical-Surgical customer, or send quantity and end-user location information by e-mail at GM-MAIRecall @owens-minor.com . The labels should be
applied to affected kits and product casesin a prominently visible location to end-users. The location should not cover any other critical product
information found on existing product labeling. Upon opening the kit during the time of the procedure, discard affected prep pads in accordance with
your facility's policies and procedures. All other components in the kits are unaffected and may continue to be used. New orders for affected kits will be
shipped with affixed recall labels to ensure product availability. Inform al relevant personnel of the information in the letters, and forward a copy of the
letters to any facility to which you have further distributed affected product.

For Further Information:

McK esson Medical-Surgical recall message center

Tel.: (800) 688-8840

E-mail: mmsrecalls@mckesson.com

Website: Click here

Nichole Early, quality and compliance manager, CPS, Owens & Minor

Tel.: (828) 338-7568

Website: Click here

Comments:

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

Source(s):

e 2017 Nov 30. Member Hospital. October 30, 2017 McKesson letter and October 5, 2017 Medical Action Industries letter (includes recall
label template) Download
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New Various Vital-Port 12/7/2017 Cook Medical NAFA Medical 1 https
Vascular Access Systems, ://nc

*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* Dndicates that medical devices subject to removal and/ or destroyed action.

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

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

To see recent recalls kindly visit the following link:

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

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


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11852
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

