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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.

* Communicate 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: Yes I:l

No []

¢ .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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Dear,

NCMDR team is pleased to inform you that 49 new FSCA/recalls for medical devices and

products posted on SEDA website for the period of 29-Apr-19 to 05-May-19 In order
to view more details, ciick the iinks or attachments @
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Assistive products for persons with disability

Rapido; Squod; NV Vermeiren.. N/A https://ncmdr.sfda.gov.s
Forest Il; Forest a/Secure/CA/CaViewRec |:|
Kids; Express

#  Rock 'n Play Fisher-Price Brands N/A
Sleepers _ | il Ll
# Rocking Sleepers H Kids2 Inc ‘ N/A ’ i' H — ‘

Diagnostic and therapeutic radiation devices

Biograph Vision SIEMENS Siemens Medical Solutions | https://ncmdr.sfda.gov.s
600 and Biograph a/Secure/CA/CaViewRec
Vision 600 Edge all.aspx?caid=10&rid=1
(with VG75A or B 4232 []
software and the
PATLAK
reconstruction
license)
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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=14236
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14232

www.ecri.org . Printed from Health Devices Alerts on Thursday, May 2, 2019 Page 1

[High Priority ] - A32633 : Fisher-Price—Rock 'n Play Sleepers: Manufacturer Recalls All Models in

Response to Reports of Infant Fatalities
Medical Device Ongoing Action

Published: Wednesday, May 1, 2019

UMDNS Terms:

® Bassinets[10302]
Product Identifier:

[Consumable]
Fisher-Price Brands
Product Model
Rock 'n Play Sleepers All

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Fisher-Price Brands636 Girard Ave, East Aurora, NY 14052, United States

Suggested Distribution: Nursery, Nursing, Obstetrics/Gynecology/L abor and Delivery, Pediatrics, Risk Management/Continuous Quality
Improvement, Home Care, NICU, Materials Management

Problem:

OThe U.S. Consumer Product Safety Commission (CPSC) states that more than 30 infant fatalities have occurred since 2009 when infants rolled over
from their backs to their stomachs or sidesin the above products while unrestrained or in other circumstances. The manufacturer has not confirmed the
information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. Affected units were sold at major retailers. If you have affected product,
verify that you have reviewed the CPSC recall listing . Contact Fisher-Price for arefund or voucher. For more information, contact Fisher-Price using the
information below or by navigating to the manufacturer website . Report dangerous products or product-related injuries to CPSC online here, by
telephone at (800) 638-2772, or by teletypewriter at (301) 595-7054.

For Further Information:

Fisher-Price

Tel.: (866) 812-6518, 9 am. to 6 p.m. Eastern time, Monday through Friday

Website: Click here

References:

e United States. Consumer Product Safety Commission. Fisher-Price recalls Rock ‘n Play sleepers due to reports of deaths [online].
2019 Apr 12 [cited 2019 Apr 30]. Available from Internet: Click here.

Comments:
e For information on asimilar ongoing recall from Kids 1, see Alert A32620 .
e [Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Apr 30. CPSC Recall Number 19-105 Download

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



https://www.cpsc.gov/Recalls/2019/fisher-price-recalls-rock-n-play-sleepers-due-to-reports-of-deaths

https://www.cpsc.gov/Recalls/2019/fisher-price-recalls-rock-n-play-sleepers-due-to-reports-of-deaths

https://service.mattel.com/us/recall.aspx

https://service.mattel.com/us/recall.aspx

https://www.saferproducts.gov/Default.aspx

https://service.mattel.com/us/ContactUs.aspx

https://www.cpsc.gov/Recalls/2019/fisher-price-recalls-rock-n-play-sleepers-due-to-reports-of-deaths

https://www.cpsc.gov/Recalls/2019/fisher-price-recalls-rock-n-play-sleepers-due-to-reports-of-deaths

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638704

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638704

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191995/20190412FisherPriceRocknPlaySleeperCPSC.pdf
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File Attachment
(A32633) Fisher-Price—Rock 'n Play.pdf
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[High Priority ] - A32620 : Kids II—Rocking Sleepers: Manufacturer Recalls All Models in Response

to Reports of Infant Fatalities
Medical Device Ongoing Action

Published: Wednesday, May 1, 2019

UMDNS Terms:

® Bassinets[10302]
Product Identifier:

[Consumable]
All models and all cloth component parts are affected.
Kids2 Inc
Product Model Model No.

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





Rocking Sleepers Bright Starts Playtime 10081
To Bedtime
Rock and Dream |ggy 10126

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





Ingenuity Rock And 10127
Dream Lucy

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





Ingenuity Moonlight 10148
Cuddle Giraffe

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





10178

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





Bright Starts Pretty In
Pink Playtime To
Bedtime

Ingenuity Smartrock 10289
Poweradapt Cambridge

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





Ingenuity Rock N’ 10292
Soothe Dayton

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





Automatic Rock 'N 10320
Soothe Cuddle Lamb

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





Ingenuity Moonlight 10380
Cuddle Lion

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





10568

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





Ingenuity Soothing
Light Vesper

Bright Starts Toucan 10729
Tango

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





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





Ingenuity Moonlight 10872
Z00 Zoo Zebra

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





DreamComfort 10888
Automatic Whitley

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





DreamComfort 10890
Soothing Light

Addington

Bright Starts Jungle 11021
Bursts

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





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





Bright Starts Pretty In 11022
Pink Jungle Blooms

©2019 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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Rock n' Soothe Moxley 11063

Ingenuity Moonlight 11164
Lullaby Lion

Ingenuity Rock N’ 11171
Soothe SUNNY

SNUGGLES

Ingenuity Rock N’ 11357
Soothe DAYTON

Ingenuity Dream 11429
Comfort Automatic

Braden

DreamComfort 11714

Automatic Anders

Automatic Rock 'n 11792
Soothe Nolan

Bright Starts JUNGLE 11894
GARDEN

Bright Starts 11895

EVENING SAFARI

Automatic Rock 'n 11962
Soothe Florathe

Unicorn

Automatic Rock N 12115

Soothe Nolan Display

Taggies Snuggle Me 60130
Nestling Vine

Bright Starts Playtime 60131
To Bedtime

Bright Starts Pretty In 60163
Pink Playtime To
Bedtime

Ingenuity Moonlight 60327
Deluxe Emerson

DisneyBaby/BrightStart 60328
sBowsButterfliesMinni

eMouse

Ingenuity Moonlight 60331
Lullaby Lamb

Bright Starts 60401

PlaytimeToBedtime
Playful Pinwheels

Ingenuity Moonlight 60600
Deluxe Winslow
Ingenuity Moonlight 60635
Deluxe Seneca

Rocking Sleeper Cloth Component Parts All All

©2019 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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Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Kids2 Inc3333 Piedmont Rd Suite 1800, Atlanta, GA 30305, United States

Suggested Distribution: Nursery, Nursing, Obstetrics/Gynecology/L abor and Delivery, Pediatrics, Risk Management/Continuous Quality
Improvement, Home Care, NICU, Materials Management

Problem:

OThe U.S. Consumer Product Safety Commission (CPSC) states that five infant fatalities have occurred since 2012 when infants rolled onto their
stomachs from their backs in the above products while unrestrained or in other circumstances. The manufacturer has not confirmed the information
provided in the source material .

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. Affected units were sold between March 2012 and April 26, 2019, at
major retailers nationwide (including Walmart, Target, and Toys "R" Us). If you have affected product, verify that you have reviewed the CPSC recall
listing . Contact Kids |1 for arefund or voucher. For more information, contact Kids |1 using the information below or by navigating to the manufacturer
website . Report dangerous products or product-related injuries to CPSC online here, by telephone at (800) 638-2772, or by teletypewriter at (301)
595-7054.

For Further Information:

Kids|I

Tel.: (866) 869-7954, 8 am. to 5 p.m. Eastern time, Monday through Friday

Website: Click here

References:

e United States. Consumer Product Safety Commission. Kids |1 recalls all rocking sleepers due to reports of deaths [online]. 2019 Apr
26 [cited 2019 Apr 29]. Available from Internet: Click here.

Comments:
e For information on asimilar ongoing recall from Fisher-Price, see Alert A32633 .
e [IThisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Apr 29. CPSC Recall Number 19-112 Download

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



https://www.cpsc.gov/Recalls/2019/Kids-II-Recalls-All-Rocking-Sleepers-Due-to-Reports-of-Deaths

https://www.cpsc.gov/Recalls/2019/Kids-II-Recalls-All-Rocking-Sleepers-Due-to-Reports-of-Deaths

https://www.kids2.com/recalls.html

https://www.kids2.com/recalls.html

https://www.saferproducts.gov/Default.aspx

https://www.kids2.com/customer-service/replacement-parts

https://www.cpsc.gov/Recalls/2019/Kids-II-Recalls-All-Rocking-Sleepers-Due-to-Reports-of-Deaths

https://www.cpsc.gov/Recalls/2019/Kids-II-Recalls-All-Rocking-Sleepers-Due-to-Reports-of-Deaths

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638713

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638713

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192130/20190426Kids2RockingSleepersCPSC.pdf



AFHajlan
File Attachment
(A32620) Kids II—Rocking Sleep.pdf


Philips EPIQ & Philips Healthcare | Philips Healthcare Saudi Arabia https://ncmdr.sfda.gov.s
Affiniti Ltd. a/Secure/CA/CaViewRec [
Ultrasound all.aspx?caid=4&rid=14
Systems

Solstice Tilting | MEDTEC Inc. ( CIVCO ) Medical regulations gate https://ncmdr.sfda.gov.s
Head Fixation a/Secure/CA/CaViewRec ]
System
SOMATOM SIEMENS Siemens Medical Solutions  https://ncmdr.sfda.gov.s
go.Up, a/Secure/CA/CaViewRec
SOMATOM all.aspx?caid=10&rid=1
go.Now, 4252 []
SOMATOM
go.All,
SOMATOM
go.Top ,

Electro mechanical medical devices

#  Alaris Pump Becton Dickinson & Becton Dickinson B.V.
Administration Co. (BD) f ]
Sets
Diego Elite Olympus Salehiya Trading Est. https://ncmdr.sfda.gov.s .
Consoles
Efficia 3/5 ECG Philips Healthcare | Philips Healthcare Saudi Arabia | https://ncmdr.sfda.gov.s
Trunk Cable, Ltd. a/Secure/CA/CaViewRec ]
AAMI/IEC
Getinge 86- Getinge Disinfection Gulf Medical Co. https://ncmdr.sfda.gov.s
series, Collapsing AB a/Secure/CA/CaViewRec |:|
pump hose
HSO SafeHeat | MSP Medizintechnik N/A https://ncmdr.sfda.gov.s O
Hand Warmer GmbH
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14223
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14218
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14252
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14249
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14227
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14225
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14235

www.ecri.org . Printed from Health Devices Alerts on Monday, April 29, 2019 Page 1

[Critical Priority ] - A32600 : BD— Alaris Pump Administration Sets: Defect May Cause Unintended

Delivery of Medication (Canada Only)
Medical Device Ongoing Action

Published: Friday, April 26, 2019

UMDNS Terms:

® |ntravenous Extension Tubing Kits [12170]
Product Identifier:

[Consumable]
Administration Sets used with Model 8100 Alaris Pumps
Product II?/I?)deI No. Lot No. Expiration Date
Alaris Pump Administration Sets 10015414 18115223 2021 Nov 2

10933805 18116304 2021 Nov 21

2420-0007 18115088, 18115135 2021 Nov 2
18116500 2021 Nov 2
19013154, 19013155 2022 Jan 31
19023000 2022 Feb 1

2420-0500 18116640, 18116641, 18116703 2021 Nov 22

2426-0007 18116575, 18116635, 18116647, 2021 Nov 22
18116648, 18116657, 18116658
181150086, 18115007 2021 Nov 1
18115132 2021 Nov 2

2426-0500 18115003 2021 Nov 1
18115004, 18115129 2021 Nov 2
19013152, 19013153 2022 Jan 31
19023005, 19023005 2022 Feb 1

2477-0000 18115199, 18115200 2021 Nov 2

2477-0007 18116521, 18116637, 18116638, 2021 Nov 22
18116751
18116752 2021 Nov 23

2478-0000 18116061 2021 Nov 22
18116062 2021 Nov 23

Geographic Regions: Canada
Manufacturer(s): BD10020 Pacific Mesa Blvd, San Diego, CA 92121, United States

Suggested Distribution: Anesthesig, Critical Care, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecology/L abor and Delivery,
OR/Surgery, Pain Clinic, IV Therapy, Materials Management

Problem:
OInan April 18, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, BD states that the above administration sets
may have a defect that could lead to unintended delivery of medication. BD states that the variation in the wall thickness in the pumping segment of the

©2019 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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above sets could lead to an incomplete occlusion, which may lead to unintended delivery when the pump module is not in running status with the roller
clamp open or faster-than-expected drug delivery flow when the pump isinfusing. BD further states that this problem may lead to flow inaccuracies
through the pumping cycle process, resulting in overinfusion and the potential for serious patient injury depending on the type of medication that is being
delivered. BD has received multiple reports of adverse events that may be related to this problem.

Action Needed:

Oldentify and destroy any affected product in your inventory. If you have affected product, verify that you have received the April 18, 2019, Urgent
Medical Device Recall letter and Customer Response Form from BD. BD states that it is still in the process of investigating this problem, so additional
affected product may be identified during the investigation process. BD will send an additional notification if further affected product numbers are
identified. Continue to be vigilant when monitoring infusions using the administration sets. BD recommends the following actions:

e During infusion of critical medications, check the medication bag more frequently than normal to ensure that the remaining volume
corresponds to the expected delivery time. If less than the expected amount of medication remainsin the bag, or if the bag is empty before
expected, an overinfusion event may have occurred.

e Ensurethat the roller clamp on the Alaris Pump Module infusion set is closed whenever infusion is not intended.

e Before attaching the pump to a patient, open the roller clamp and verify that no fluid is dripping through the drip chamber. If drips are
observed, do not initiate infusion with the Pump Module unit and infusion set.

e Review and follow the instructions for use (IFU) provided with the product to minimize any potential harm to users and patients.

e Any case of overinfusion or other serious or unexpected medica device incidents in patients receiving infusions with these administrative
sets should be reported to Becton Dickinson. Health Canada has been notified of this action.

Regardless of whether you have affected product, complete the Customer Response Form and return it to BD using the information on the form. BD will
provide your facility with credit for affected product. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of
the letter to any facility to which you have further distributed affected product.

For Further Information:

BD Canada customer service department

Tel.: (866) 979-9408

Website: Click here

References:

Health Canada. Recalls and safety aerts. Infusion sets—V/NV CV SS DEHP Free, V/NV CKV SMSDP, V/NV CKV SS DP [online]. 2019
Apr 25 [cited 2019 Apr 26]. Avallable from Internet: Click here .

Comments:

e [I0Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Apr 25. Member Hospital. BD letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2019 Apr 26. Health Canada Recall Listings. Type |. RA-69700 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.bd.com/support/contact/

http://www.bd.com/support/contact/

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69700r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69700r-eng.php

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191827/20190418BDAlarisAdministrationSetsClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191913/20190418BDAlarisAdministrationSetsHC.pdf



AFHajlan
File Attachment
(A32600) BD—Alaris Pump.pdf


Ingenia Ambition
S (781359),
Ingenia Ambition
X (781356) with
Magnet
Energization
Device (MED),

Philips Healthcare

Philips Healthcare Saudi Arabia
Ltd.

» https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14
231

L]

# IntelliBridge and
Patient
Information
Center iX Central
Monitoring
Systems

Philips Healthcare

Philips Healthcare Saudi Arabia
Ltd.

MEDUCORE
Standard 2.

Weinmann.

" Al Khateeb United Trading Est. |

https://ncmdr.sfda.gov.s

Orchestra Base
Intensive &
Orchestra Base
Primea.

Fresenius Kabi Ltd

Gulf Medical Co.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

Philips HeartStart
MRx with the
M3539A AC

Power Module

Philips Healthcare

Philips Healthcare Saudi Arabia
Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

Solero Microwave

AngioDynamics Inc

FAROUK, MAAMOUN TAMER &

https://ncmdr.sfda.gov.s

Tissue Ablation COMPANY a/Secure/CA/CaViewRec ]
System Generator
Healthcare facility products and adaptations
Cracked coating MAQUET Inc Gulf Medical Co. https://ncmdr.sfda.gov.s
fork on VOLISTA a/Secure/CA/CaViewRec J

light

In vitro diagnostic devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14231
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14242
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14240
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14258
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14217
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14224

www.ecri.org . Printed from Health Devices Alerts on Sunday, May 5, 2019 Page 1

[High Priority ] - A32637 : Philips— IntelliBridge and Patient Information Center iX Central
Monitoring Systems: May Record Bolus Rate, Infusion Rate, and Total Volume Values at 100 Times

the Actual Amount
Medical Device Ongoing Action

Published: Thursday, May 2, 2019

UMDNS Terms:
® Monitors, Physiologic, Central Station [20179]
® Monitoring Systems, Physiologic [12636]
Product Identifier:
[Capital Equipment]
The problem affects the following systems used with B Braun Space LAN or Arcomed UniqueDoc infusion pumps that transmit viathe HL7 output
interface and use LAN drivers.

Product P g (sl deie Model No. Software Version
Model
Central Monitoring Systems IntelliBridge 866417 >=C.01
866418 >= C.01 upgrade
Patient Information Center iX 866389 >=B.01
866390 >= B.01 upgrade

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Philips Healthcare 3000 Minuteman Rd, Andover, MA 01810, United States

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

Problem:

OInan April 2019 Customer Information Medical Device Correction letter submitted by ECRI Institute member hospitals, Philips states that the above
monitoring systems may, when connected to B Braun Space LAN or Arcomed UniqueDoc infusion pumps that transmit viathe HL7 output interface and
use LAN drivers, record the bolus rate, infusion rate, and total volume valuesin the patient's chart or electronic medical record (EMR) at exactly 100
times the actual amount. Philips also states that this problem occurs only when affected systems are configured for regional settingsin which acommais
used as adecimal separator. Philips further states that only HL7 output is affected by this problem. The manufacturer has not confirmed the information
provided in the source material .

Action Needed:

Oldentify any affected systemsin your inventory. Seethe letter for information on how to determine whether your device is affected. If you have
affected systems, verify that you have received the April 2019 Customer Information Medical Device Correction letter and Customer Reply form from
Philips. Regardless of whether you have affected systems, complete the form and return it to Philips using the information on the form. Be aware that
values in the patient's chart or EMR may be incorrect. Confirm infusion pump parameters at respective pumps, and only use the values found in the
patient's chart or EMR to inform orders or to modify infusion rates. Philips will provide a corrective software update to customers using B Braun Space
LAN or Arcomed UniqueDoc infusion pumps at no cost.

For Further Information:

Philips customer support department

Tel.: (800) 722-9377

Website: Click here

Comments:

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

Source(s):

e 2019 May 1. Member Hospital. (includes reply form) Download
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[High Priority ] - A32596 : TriMed—4 x 40 mm Hex Cortical Screws: May Be Shorter than Intended
Medical Device Ongoing Action

Published: Thursday, May 2, 2019

UMDNS Terms:

® Screws, Bone[16101]
Product Identifier:

[Consumable]
TriMed Inc
Product Reference No. Lot No. uDI
4 x 40 mm Hex HEX4.0-40 170281 (01)00842188107108(11)170406(10)170281
Cortical Screws

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): TriMed Inc27533 Ave Hopkins, Santa Clarita, CA 91355, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

OFDA's Center for Devices and Radiological Health (CDRH) states that the above screws may be shorter than the intended design specification. FDA's
CDRH also states that the manufacturer initiated arecall by Urgent Medical Device Recall letter on August 24, 2018, and issued a follow-up letter on
March 28, 2019. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the Urgent
Medica Device Recall letter and return response card from TriMed. Review your facility's records to determine whether the affected product was
implanted. If affected product was implanted, determine whether additional patient monitoring activities should be performed to evaluate implant
placement, implant structural integrity, and fracture union. Complete the return response card, and return it to TriMed. Notify al relevant personnel at
your facility of theinformation in the letter, and forward a copy of the |etter to any facility to which you have further distributed affected product.

For Further Information:

TriMed

Tel.: (800) 633-7221, 8 am. to 5 p.m. Pecific time, Monday through Friday

E-mail: guality@trimedortho.com

Website: Click here

References:

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall TriMed hex cortical screw
[online]. 2019 Apr 23 [cited 2019 Apr 24]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 Apr 24. FDA CDRH Database. Class I1. Z-1214-2019 Download

©2019 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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[High Priority ] - A32599 : Ideal Implant— IDEAL IMPLANT Breast Implants: May Deflate
Medical Device Ongoing Action

Published: Tuesday, April 30, 2019

UMDNS Terms:

® Breast Implants, Saline-Filled [23844]
Product Identifier:

[Consumable]
Ideal Implant Inc
Praduct Serial No.
IDEAL IMPLANT Saline-Filled Breast Implants 0100292 to 0102777

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Idea Implant Inc 5005 LBJ Frwy Suite 900, Dallas, TX 75244, United States
Suggested Distribution: Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Dermatology, Materials Management

Problem:

In aletter submitted by an ECRI Institute member hospital, Ideal Implant states that it has received reports of the above implants deflating shortly after
implantation because of asmall piece of silicone disrupting the posterior valve seal. Ideal Implant also states that this problem occurred in about 3.3% of
1,704 potentialy affected implants. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the letter and e-mail
response form from ldeal Implant. Regardless of whether you have affected product, complete the e-mail response form and return it to Ideal Implant.
Upon receipt of the form, the Ideal Implant customer service department will provide your facility with a FedEx label and arrange for product return and
replacement. If affected product has been implanted, it is not necessary to replaceit unlessit deflates.

For Further Information:
Ideal Implant
Website: Click here

References:
e |deal Implant. Notice [onlineg]. 2019 Apr 1 [cited 2019 Apr 25]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 Apr 25. Member Hospital. 1deal Implant letter submitted by an ECRI Institute member hospital. Download

©2019 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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[High Priority ] - A32636 : Terumo—SoloPath Expandable Transfemoral Systems and SoloPath Re-
Collapsible Balloon Access Systems: Tip May Dislodge from Outer Diameter of Sheath, Potentially
Resulting in Vascular Damage

Medical Device Ongoing Action

Published: Thursday, May 2, 2019
Last Updated: Friday, May 3, 2019

UMDNS Terms:

® Catheters, Vascular, Guiding [17846]
Product Identifier:

[Consumable]
Terumo Medical Corp
Product Model No. Lot No.
SoloPath Balloon Expandable Transfemora Systems STFI-1425, STFI-1435, STFI-1625, STFI-1635, STFI- All
1825, STFI-1835, STFI-1925, STFI-1935, STFI-2125,
STFI-2135
SoloPath Re-Collapsible Balloon Access Systems SR-1925, SR-1935, SR-2025, SR-2035, SR-2225, SR- All

2235, SR-2425, SR-2435

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Terumo Medical Corp2101 Cottontail Ln, Somerset, NJ 08873, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Summary:

On May 3, 2019, the manufacturer confirmed the information in the source material and provided additioal information, which will be addressed in Alert
A32636 01.

Problem:

Inan April 17, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Terumo states that it has received reports of the
tip dislodging from the outer diameter of the sheath in the above systems, resulting in loss of smooth transition from the surface of the tip to the outer
surface of the expandable sheath and is voluntarily recalling affected systems. Terumo also states that has also received two reports of serious injury from
vascular damage associated with this problem.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the April 17,
2019, Urgent Medical Device Recall letter and Medical Device Recall Response Form from Terumo. Regardless of whether you have affected product,
complete the Medical Device Recall Response Form and return it to Terumo using the information on the form. To arrange for product return and to
obtain credit, contact Stericycle by telephone at (855) 205-2627 or by e-mail at terumo10082@stericlycle.com , referencing event number 10082. Notify
al relevant personnel at your facility of theinformation in the letter, and forward a copy of the letter to any facility to which you have further distributed
affected product. 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:
Terumo customer service team
Tel.: (800) 888-3786

Website: Click here

Comments:

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

Source(s):

e 2019 May 1. Member Hospital. Terumo letter submitted by ECRI Institute member hospitals. Recall No. 10082 (includes reply
form) Download

e 2019 May 3. Manufacturer. The manufacturer confirmed the information in the source material.

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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[High Priority ] - A32604 : Stryker— Wingspan Stent Systems: FDA States that Use outside FDA

Indications May Lead to an Increased Risk of Stroke or Death
Medical Device Ongoing Action

Published: Thursday, May 2, 2019

UMDNS Terms:

® Stents, Vascular, Peripheral, Self-Expanding [20430]
Product Identifier:
[Consumable]

Wingspan Stent Systems
Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.&#160;
Manufacturer(s): Stryker Neurovascular 47900 Bayside Pkwy, Fremont, CA 94538-6515, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Risk Management/Continuous Quality |mprovement,
Neurology, Materials Management

Problem:

In an April 25, 2019, Safety Communication, FDA states that a significantly higher incidence of stroke or death occurred within 72 hours postprocedure
when the above systems were used in patients who fall outside the FDA-approved indications for use. In 2012, FDA worked with Stryker to update the
labeling for the above Wingspan devices, which included revised indicationsfor use, based on safety information reviewed and feedback received
during a public March 23, 2012, FDA Neurological Devices Panel of the Medical Devices Advisory Committee meeting. In addition, Stryker conducted
a postmarket surveillance study titled "Wingspan StEnt System PostmArket SurVEillance (WEAVE) to fulfill the Section 522 study requirement. FDA
aso publicly informed healthcare providers and patients about the revised labeling based on the review of available safety information (for ECRI
coverage, see Alert A17484 01 ). Therecently completed WEAVE study showed a higher incidence of stroke or death when the above systems were
used outside the FDA-approved indications for use. The study obtained Institutional Review Board approval and was conducted at 24 clinical sitesin the
U.S. to further assess the rates of stroke or death within 72 hours of the stent placement procedure. A total of 198 patients were treated using Wingspan in
the study. Of the 198 patients treated, 152 patients met the FDA-approved indications for use criteria, and 46 patients did not meet the approved
indications for use criteria. The incidence of stroke or death within 72 hours of the procedure was higher when Wingspan was used in patients outside the
FDA-approved indications for use. For data on the incidence of death and/or stroke, see the tablein the Safety Communication . FDA states that all nine
strokes occurred near the stented artery. Seven strokes were ischemic, and two strokes were hemorrhagic. Of nine patients who had a stroke, eight had
modified Rankin Scale scores available at Day 90 follow up. Of these eight patients, four recovered by day 90. Treatment outside the FDA-approved
indications included: fewer than seven days since the last stroke (n=4), fewer than two qualifying strokes (n=3), modified Rankin Scale score of 4 or 5
(n=3), not refractory to medications (n=1), and treatment unrelated to intracranial atherosclerosis disease (ICAD) (n=1). Patients may have had more than
one condition outside the FDA-approved indications. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Based on the WEAVE study results and other available safety information, a very specific group of patients, consistent with the current FDA-approved
indications and patient selection criterialisted above, may benefit from the use of the above stent systems. FDA'’ s assessment of benefits and risks for this
device considered that these patients are at serious risk of life-threatening stroke and have limited aternative treatment options. FDA recommends the
following:

e Use Wingspan only in patients who are between 22 and 80 years old and who meet ALL the following criteria:
e They have had two or more strokes despite aggressive medical management.
e Their most recent stroke occurred more than seven days before planned treatment with Wingspan.
e They have 70% to 99% stenosis caused by atherosclerosis of the intracranial artery related to the recurrent strokes.

o They have recovered well from the previous stroke and have a modified Rankin Scale score of three or less before Wingspan
treatment.

e Beaware that the use of Wingspan in patients who do not meet the FDA-approved indications for use criteria significantly increases the risk
of stroke or death.

e Consider patient selection carefully after reviewing the approved labeling, including the indications for use, contraindications, warnings, and
precautions.

e When using Wingspan, treat only the vessel that caused the stroke.

o Beaware that Wingspan is only approved by FDA as a Humanitarian Device Exemption (HDE) device for a very specific group of patients.
FDA statesthat generaly, a patient may be treated with Wingspan only if the treating physician hasreceived Institutional Review Board
(IRB) approval to use the Wingspan at the clinical site.

e Use Wingspan only if you have been trained to perform neurointerventional procedures and if you have been properly trained and proctored
by the manufacturer to use the device.

e |f you plan to use the Wingspan device at your facility, share this communication with appropriate hospital staff, applicable Institutional
Review Boards, and credentialing committees to ensure the clinical community is aware of the risk of stroke or death when Wingspan is
used outside the FDA-approved indications for use.

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:

FDA Division of Industry and Consumer Education (DICE)
Tel.: (800) 683-2041 or (310) 796-7100

E-mail: DICE@fda.hhs.gov

©2019 ECRI Ingtitute
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May be reproduced by subscribing institution for internal distribution only.
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Stryker Neurovascular
Website: Click here
References:

e United States. Food and Drug Administration. Use of the Stryker Wingspan stent system outside of approved indications leads to an
increased risk of stroke or death: FDA Safety Communication [online]. 2019 Apr 25 [cited 2019 Apr 26]. Available from Internet: Click
here.

Comments:

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

Source(s):
e 2019 Apr 26. FDA. Safety Communication Download
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[High Priority ] - A32648 : AmerisourceBergen—B Braun 2 gm Ceftazidime and Dextrose in 24 x 50

mL DUPLEX Bags: May Exceed Specification Limits for High Molecular Weight Polymers
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, May 2, 2019

UMDNS Terms:

® Intravenous Fluid Containers [12172]
Product Identifier:

[Consumable]
B Braun Medical
Product Inc Item No. Distribution Date Lot No. Expiration Date
NDC
B Braun 2 gm 0264314511 10099359 >= 2018 Feb 28 HB8A832 2020 Jan 31

Ceftazidime and
Dextrose in 24 x 50 mL
DUPLEX Bags

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

Distributor(s): ® AmerisourceBergen Corpl300 Morris Dr, Chesterbrook, PA 19087, United States
Manufacturer(s): B Braun Medical Inc824 Twelfth Ave, Bethlehem, PA 18018-3524, United States
Suggested Distribution: Nursing, Pharmacy, |V Therapy, Materials Management

Problem:

OlnaMay 1, 2019, Urgent Recall letter submitted by an ECRI Institute member hospital, AmerisourceBergen initiated a subrecall of the above products,
which were recalled by B Braun because they may exceed the specification limits for high molecular weight polymers (HMWP) at the 52-week stability
interval. The distributor has not confirmed the information provided in the source material .

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the May 1,
2019, Urgent Recall letter and Response Form from AmerisourceBergen. To return full wholesale units, generate a request for return authorization from
your AmerisourceBergen drug division. Upon receipt of return authorization, return affected product directly to your AmerisourceBergen drug division.
Alternatively, contact B Braun by telephone using the information below to arrange for product return and replacement. Complete the Response Form,
and return it to B Braun by fax at (610) 849-5430.

For Further Information:

AmerisourceBergen

Website: Click here

B Braun

Tel.: (800) 227-2862

Website: Click here

Comments:

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

Source(s):
e 2019 May 2. Member Hospital. Tracking No. 2958.0 Download
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[High Priority ] - A32634 : Medtronic—MAHURKAR and Argyle Acute Hemodialysis Catheters:
Manufacturer Clarifies That Priming Values Printed on Catheters and in IFU Are Higher than Volumes

Required to Fill Each Lumen
Medical Device Ongoing Action

Published: Thursday, May 2, 2019

UMDNS Terms:

® Catheters, Vascular, Hemodialysis [15022]
Product Identifier:

[Consumable]
Medtronic Inc

Product Item No.
11.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Kit Straight Extensions 8813793009
11.5 Fr x 19.5 cm MAHURKAR Acute Dual Lumen Catheter Kit Curved Extensions 8813793013
11.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Straight Extensions with 8813794005
2 Sedling Caps

11.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Curved Extensions with 8813794009
2 Sealing Caps

11.5 Fr x 13.5 cm MAHURKAR Acute Dual Lumen Catheter Straight Extensions with 8813816005
2 Sealing Caps

11.5 Fr x 13.5 cm MAHURKAR Acute Dua Lumen Catheter Curved Extensions with 8813816009
2 Sealing Caps

11.5 Fr x 13.5 cm MAHURKAR Acute Dua Lumen Catheter Kit Straight Extensions 8813817005
11.5 Fr x 13.5 cm MAHURKAR Acute Dua Lumen Catheter Kit Curved Extensions 8813817009

11.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Tray Straight Extensions 8815668007
with IC Components

11.5 Fr x 19.5 cm MAHURKAR Acute Dual Lumen Catheter Tray Curved Extensions 8815668011
with |C Components

8815668011
11.5 Fr x 19.5 cm MAHURKAR Acute Dual Lumen Catheter Tray Curved Extensions 8815668021

with |C Safety Components

11.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Tray Straight Extensions 8815668027
with 1C Safety Components

10 Fr x 12 cm MAHURKAR Acute Dua Lumen Catheter Straight Extensions with 2 8817142005
Sesling Caps

10 Fr x 12 cm MAHURKAR Acute Dual Lumen Catheter Kit Curved Extensions 8817143005
10 Fr x 15 cm MAHURKAR Acute Dua Lumen Catheter Straight Extensions with 2 8817145005
Sesling Caps

10 Fr x 15 cm MAHURKAR Acute Dual Lumen Catheter Kit Straight Extensions 8817146001
10 Fr x 15 cm MAHURKAR Acute Dual Lumen Catheter Kit Curved Extensions 8817146007
10 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Kit Curved Extensions 8817149007
8 Fr x 15 cm Argyle Acute Single Lumen Catheter Straight Extensions 8817232018
8 Fr x 19.5 cm Argyle Acute Single Lumen Catheter Straight Extension 8817232019
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11.5 Fr x 13.5 cm MAHURKAR Acute Dua Lumen Catheter Tray Straight Extensions 8817277007
with 1C Components

11.5 Fr x 13.5 cm MAHURKAR Acute Dua Lumen Catheter Tray Curved Extensions 8817277011
with 1C Components

11.5 Fr x 13.5 cm MAHURKAR Acute Dua Lumen Catheter Tray Curved Extensions 8817277021
with 1C Safety Components

11.5 Fr x 13.5 cm MAHURKAR Acute Dua Lumen Catheter Tray Straight Extensions 8817277027
with IC Safety Components

11.5 Fr x 16 cm MAHURKAR Acute Dual Lumen Catheter Straight Extensions with 2 8830414001
Sedling Caps

11.5 Fr x 16 cm MAHURKAR Acute Dual Lumen Catheter Curved Extensions with 2 8830414002
Sealing Caps

11.5 Fr x 16 cn MAHURKAR Acute Dual Lumen Catheter Kit Straight Extensions 8830415001
11.5 Fr x 16 cm MAHURKAR Acute Dual lumen Catheter Kit Curved Extensions 8830415003
11.5 Fr x 16 cm MAHURKAR Acute Dual Lumen Catheter Tray Straight Extensions 8830416001

w/ |C Components

11.5 Fr x 16 cm MAHURKAR Acute Dual lumen Catheter Tray Curved Extensions 8830416003
with |C Components

11.5 Fr x 16 cm MAHURKAR Acute Dual Lumen Catheter Tray Straight Extensions 8830416021
with IC Safety Components

11.5 Fr x 16 cn MAHURKAR Acute Dual Lumen Catheter Extensions with IC Safety 8830416023
Components

8 Fr x 15 cm Argyle Acute Single Lumen Catheter Kit Straight Extension 8831173010
8 Fr x 19.5 cm Argyle Acute Single Lumen Catheter Kit Straight Extension 8831173011
8 Fr x 15 cm Argyle Acute Single Lumen Catheter Kit Curved Extension 8831173012
11.5 Fr x 24 cm MAHURKAR Acute Dual Lumen Catheter Kit Straight Extensions 8831661001
11.5 Fr x 24 cm MAHURKAR Acute Dual Lumen Catheter Straight Extensions with 2 8831662001
Sedling Caps

11.5 Fr x 24 cm MAHURKAR Acute Dual Lumen Catheter Tray Straight Extensions 8831663001

with IC Components

11.5 Fr x 24 cmm MAHURKAR Acute Dual Lumen Catheter Tray Curved Extensions 8831663002
with IC Components

11.5 Fr x 24 cm MAHURKAR Acute Dual Lumen Catheter Tray Straight Extensions 8831663021
with IC Safety Components

11.5 Fr x 24 cm MAHURKAR Acute Dual Lumen Catheter Tray Curved Extensions 8831663022
with 1ce Safety Components

8 Fr x 9 cm MAHURKAR Acute Dual Lumen Catheter Kit Straight Extensions 8832539001
8 Fr x 12 cm MAHURKAR Acute Dual Lumen Catheter Kit Straight Extensions 8832539002
8 Fr x 15 cm MAHURKAR Acute Dual Lumen Catheter Kit Straight Extensions 8832539003
8 Fr x 12 cm MAHURKAR Acute Dual Lumen Catheter Kit Curved Extensions 8832539006
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8 Fr x 15 cm MAHURKAR Acute Dual Lumen Catheter Kit Curved Extensions 8832539007
11.5 Fr x 13.5 cm MAHURKAR Acute Dual Lumen Catheter Kit Pre-Curved 8888115132

11.5 Fr x 13.5 cm MAHURKAR Acute Dua Lumen Catheter Tray Pre-Curved with IC 8888115133

Component

11.5 Fr x 16 cm MAHURKAR Acute Dua Lumen Catheter Kit Pre-Curved 8888115162
11.5 Fr x 16 cm MAHURKAR Acute Dual Lumen Catheter Tray Pre-Curved with IC 8888115163
Components

11.5 Fr x 19.5 cm MAHURKAR Acute Dual Lumen Catheter Kit Pre-Curved 8888115192

11.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Tray Pre-Curved with IC 8888115193

Components

11.5 Fr x 24 cm MAHURKAR Acute Dual lumen Catheter Kit Pre-Curved 8888115242
11.5 Fr x 24 cm MAHURKAR Acute Dual Lumen Catheter Tray Pre-Curved with IC 8888115243
Components

13.5 Fr x 13.5 cm MAHURKAR Acute Dua Lumen Catheter Kit High Flow Straight 8888135131
Extensions

13.5 Fr x 13.5cm MAHURKAR Acute Dual Lumen Catheter Tray High Flow Curved 8888135132
Extension

13.5 Fr x 13.5 cm MAHURKAR Acute Dua Lumen Catheter Tray High Flow Pre- 8888135133
Curved Shafts

13.5 Fr x 13.5 cm (IC tray) MAHURKAR Acute Dual Lumen Catheter Tray High Flow 8888135134
Straight Extensions

13.5 Fr x 13.5 cm MAHURKAR Acute Dua Lumen Catheter Tray High Flow Curved 8888135135
Extensions with |C Components

8888135138
13.5 Fr x 13.5 cm MAHURKAR Acute Dua Lumen Catheter Tray High Flow 8888135136

Precurved with |C Components

13.5 Fr x 13.5 cm (PASS) MAHURKAR Acute Dual Lumen Catheter Tray High Flow 8888135137
Straight Extensions with |C Components

13.5 x 13.5 cm (PASS Tray) MAHURKAR Acute Dua Lumen Catheter Kit High Flow 8888135139
Pre-Curved with IC Safety Components

13.5x 16 cm (PASS Tray) MAHURKAR Acute Dua Lumen Catheter Kit High Flow 8888135140
Pre-Curved with IC Safety Components

13.5x 19 cm (PASS Tray) MAHURKAR Acute Dua Lumen Catheter Kit High Flow 8888135141
Pre-Curved with IC Safety Components

13.5x 24 cm (PASS Tray) MAHURKAR Acute Dua Lumen Catheter Kit High Flow 8888135142
Pre-Curved with IC Safety Components

13.5 Fr x 16 cm MAHURKAR Acute Dual Lumen Catheter Kit High Flow Straight 8888135161
Extensions
13.5 Fr x 16 cm MAHURKAR Acute Dual Lumen Catheter Kit High Flow Curved 8888135162
Extensions

13.5 Fr x 16 cm MAHURKAR Acute Dual Lumen Catheter Kit High Flow Pre-Curved 8888135163

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





www.ecri.org . Printed from Health Devices Alerts on Sunday, May 5, 2019 Page 4

13.5 Fr x16 cm (1C Tray) MAHURKAR Acute Dua Lumen Catheter Tray High Flow 8888135164
Straight Extensions with |C Components

13.5 Fr x 16 cm (IC Tray) MAHURKAR Acute Dual Lumen Catheter Tray High Flow 8888135165
Curved Extensions with |C Components

13.5 Fr x 16 cm MAHURKAR Acute Dual Lumen Catheter Tray High Flow Pre- 8888135166
Curved with IC Components

13.5 Fr x 16 cm (PASS) MAHURKAR Acute Dual Lumen Catheter Tray High Flow 8888135167
Straight Extensions with IC Components

13.5 Fr x 16 cm (PASS Tray) MAHURKAR Acute Dual Lumen Catheter Tray High 8888135168
Flow Curved Extensions with |C Components

13.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Kit High Flow Straight 8888135191
Extensions

13.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Kit High Flow Curved 8888135192
13.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Kit High Flow Pre- 8888135193
Curved

13.5 Fr x 19.5 cm (IC Tray) MAHURKAR Acute Dual Lumen Catheter Tray High 8888135194

Flow Straight Extensions with |C Components

13.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Tray High Flow Curved 8888135195
Extensions with |C Components

13.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Tray High Flow Pre- 8888135196
Curved with IC Components

13.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Tray High Flow Straight 8888135197
Extensions with |C Components

13.5 Fr x 19.5 cm MAHURKAR Acute Dua Lumen Catheter Tray High Flow Curved 8888135198
Extensions
13.5 Fr x 24 cm MAHURKAR Acute Dual Lumen Catheter Kit High Flow Straight 8888135241
Extensions
13.5 Fr x 24 cm MAHURKAR Acute Dua Lumen Catheter Kit Tray High Flow 8888135242

Curved Extensions

13.5 Fr x 24 MAHURKAR Acute Dua Lumen Catheter Kit High Flow Pre-Curved 8888135243

13.5 Fr x 24 cm (IC Tray) MAHURKAR Acute Dual Lumen Catheter Tray High Flow 8888135244
Straight Extensions with |C Components

13.5 Fr x 24 cm (IC Tray) MAHURKAR™e Acute Dual Lumen Catheter Tray High 8888135245
Flow Curved Extensions with IC Components

13.5 Fr x 24 cm MAHURKAR Acute Dual Lumen Catheter Tray High Flow Pre- 8888135246
Curved with IC Components

13.5 Fr x 24 cm (PASS) MAHURKAR Acute Dual Lumen Catheter Tray High Flow 8888135247
Straight Extensions with IC Components

13.5 Fr x 24 cm (PASS Tray) MAHURKAR Acute Dual Lumen Catheter Tray High 8888135248
Flow Curved Extensions with |C Components

12 Fr x 20 cm MAHURKAR Acute Triple Lumen Catheter Kit Straight Extensions 8888340629

12 Fr x 24 cm MAHURKAR Acute Triple Lumen Catheter Kit Straight Extensions 8888340637
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12 Fr x 13 cm MAHURKAR Acute Triple Lumen Catheter with Curved Extensions 8888345504
12 Fr x 16 cm MAHURKAR Acute Triple Lumen Catheter with Curved Extensions 8888345512
12 Fr x 20 cm MAHURKAR Acute Triple Lumen Catheter with Curved Extensions 8888345520
12 Fr x 24 cm MAHURKAR Acute Triple Lumen Catheter with Curved Extensions 8888345538
12 Fr x 13 cm MAHURKAR Acute Triple Lumen Catheter Kit Curved Extensions 8888345603
12 Fr x 16 cm MAHURKAR Acute Triple Lumen Catheter Kit Curved Extensions 8888345611
12 Fr x 20 cm MAHURKAR Acute Triple Lumen Catheter Kit Curved Extensions 8888345629
12 Fr x 24 cm MAHURKAR Acute Triple Lumen Catheter Kit Curved Extensions 8888345637
12 Fr x 13 cm (IC) MAHURKAR Acute High Pressure Triple Lumen Catheter Tray 8888101001HP

Curved Extensions with |C Safety Components

12 Fr x 16 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Tray Curved 8888101002HP
Extensions with |C Components

12 Fr x 20 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Tray Curved 8888101003HP
Extensions with |C Components

12 Fr x 24 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Tray Curved 8888101004HP
Extensions with |C Components

12 Fr x 20 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Tray Straight 8888102003HP
Extensions with |C Components

12 Fr x 24 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Tray Straight 8888102004HP
Extensions with |C Components

12 Fr x 13 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Tray Curved 8888103001HP
Extensions with |C Safety Components

12 Fr x 16 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Tray Curved 8888103002HP
Extensions with |C Safety Components

12 Fr x 20 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Tray Curved 8888103003HP
Extensions with |C Safety Components

12 Fr x 24 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Tray Curved 8888103004HP
Extensions with |C Safety Components

12 Fr x 20 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Tray Straight 8888104003HP
Extensions with IC Safety Components

12 Fr x 24 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Tray Straight 8888104004HP
Extensions with |C Safety Components

12 Fr x 20 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Kit Straight 8888340629HP
Extensions
12 Fr x 24 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Kit Straight 8888340637HP
Extensions
12 Fr x 13 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Curved 8888345504HP
Extensions
12 Fr x 16 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Curved 8888345512HP
Extensions
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12 Fr x 20 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Curved 8888345520HP
Extensions
12 Fr x 24 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Curved 8888345538HP
Extensions
12 Fr x 13 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Kit Curved 8888345603HP
Extensions
12 Fr x 16 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Kit Curved 8888345611HP
Extensions
12 Fr x 20 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Kit Curved 8888345629HP
Extensions
12 Fr x 24 cm MAHURKAR Acute High Pressure Triple Lumen Catheter Kit Curved 8888345637HP
Extensions

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States

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

Problem:

OInan April 29, 2019, Field Safety Alert letter submitted by ECRI Institute member hospitals, Medtronic states that the priming values printed on the
above catheters and in the instructions for use (IFU) are higher than the volumes required to fill each lumen. In some instances, priming volumes for the
above catheters were established using the maximum cal culated volume plus an additional volume to ensure that the catheter was fully locked. Medtronic
states that this approach was chosen to ensure that the lumen is always fully primed, minimizing the risk of catheter thrombosis. Therefore, the printed
priming volumes on current MAHURKAR and Argyle acute catheters and | FU exceed the actua locking volume needed to fully fill each lumen.
Depending on the catheter size and configuration, a variation from 0.1 mL to 0.5 mL per lumen from the printed priming value (actua locking volume
would be lower) could be observed. Lack of clarity on the printed priming volume could cause a clinician to administer more heparin than intended. A
review of reports since 2003 identified three complaints (out of approximately five million MAHURKAR and Argyle acute catheter insertions) regarding
catheter priming volumes. In one instance, the patient suffered a hematoma following heparin flush. No patient harm was reported in connection with the
other two complaints. Medtronic further states that this problem does not affect the MAHURKAR Elite catheters, MAHURKAR chronic catheters,
Argyle peritonead dialysis, or other Medtronic dialysis catheters. 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 April 29, 2019, Field Safety Alert letter
and Acknowledgment and Receipt Form from Medtronic. Regardless of whether you have affected product, complete the Acknowledgment and Receipt
Form and return it to Medtronic using the instructions on the form. Medtronic is updating the IFU for affected cathetersto provide clarity on the current
printed priming volumes. To further improve the current labeling, Medtronic is also reevaluating the priming volume for all configurations and sizes of
the above catheters and will be working with regulatory agencies globally to subsequently update product and product labeling with these values. Until
the IFU is updated, Medtronic recommends the use of a non-heparinized lock solution (e.g., 4% sodium citrate, 1,000 U/mL heparin) to mitigate the
potential risk associated with unintended administration of additional concentrated heparin. In accordance with the IFU, Medtronic re-emphasizesits
recommendations related to heparinization and appropriate management of each individual patient's unique needs regarding coagulation. Specificaly:

e Inall cases, the patient's condition must be considered when choosing a heparin regime. Use less heparin in children and in adults with
bleeding disorders.

e Always defer to the physician's experience and judgment or institution protocol.

Report any adverse events associated with the use of affected product to Medtronic by e-mail at guality.assurance@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
Website: Click here

Comments:

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

Source(s):

e 2019 May 1. Member Hospital. Medtronic letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A32627 : Medisoft—Select Zeiss IOLMaster Optical Biometry Systems: Anomaly in
Interface May Cause Calculation Error, Potentially Yielding Incorrect Measurement Results
Medical Device Ongoing Action

Published: Monday, April 29, 2019

UMDNS Terms:

® Scanning Systems, Laser, Optical Coherence Tomography, Ophthalmic, Biometry [23549]
Product Identifier:
[Capital Equipment]

Medisoft
Product Model
Optical Biometers <= |OLMaster 500

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

Manufacturer(s): Medisoft 33 Park Place, Leeds, LS1 2RY, United Kingdom (Medisoft Ophthalmology software manufacturer)
Carl Zeiss AGCarl-Zeiss-Strasse 22, D-73447 Oberkochen, Germany (IOLMaster manufacturer)

Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Information Technology, Ophthalmology

Problem:

OIn aFebruary 2019 letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Medisoft states that an anomaly in some
versions of the above biometers' interface may cause an error in the calculation of the K1 and K2 keratometry meridian (K-meridians). Medisoft also
states that this problem may be caused by incorrect information in the data exported by the biometer. This problem affects only the IOLMaster seria
interface and occurs only when one or more keratometry readings were unsuccessful. This problem usually results in awarning on the biometry machine
screen and printout, but if the biometry measurements are nevertheless transferred, the resulting average K-meridian may be incorrect. Medisoft further
states that the IOL power calculation is not affected. In many cases, the K-meridians will not affect the surgical approach; however, a surgeon may rely
on an incorrect meridian when performing surgery to reduce corneal astigmatism. This problem affects the IOLMaster 500 and earlier models of the
|OLMaster that have the Option A Plus software option installed when interfaced viathe IOLMaster serial port. This problem does not affect the
following:

K1 mm and K2 mm readings, which are used to calculate intraocular lens power

Any model of IOLMaster that isinterfaced viathe |OLMaster network port or via FORUM
IOLMaster 700, or any pre-lIOLMaster 500 model without ‘Option A Plus’ installed
Medisoft Ophthalmology version 6.9.2 or above

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

Action Needed:

Oldentify any affected biometersin your inventory. If you have affected biometers, verify that you have received the February 2019 letter from Medisoft.
Medisoft is working with Zeiss to correct this problem. Medisoft will review your facility's data and compile alist of any affected patients who may be
awaiting surgery. Until then, heed any measurement warnings displayed by the IOLMaster and check the K-meridians from the original Zeiss |OLMaster
printout whenever the meridian may affect surgical approach.

For Further Information:

Alexandra Brown, Medisoft

Tel.: 44 (113) 3472020

E-mail: alexandra.brown@medisoft.co.uk

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Medisoft: IOLMaster 500 [online]. London: Department of Health; 2019
Apr 29 [cited 2019 Apr 29]. (Field safety notice; reference no. 2019/004/023/291/025). Available from Internet: Click here.

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

Source(s):
e 2019 Apr 29. MHRA FSN. 2019/004/023/291/025 Download
e 2019 Apr 29. MHRA FSN. Medisoft letter Download
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Blue Flex Tip

Catheter

Arrow International
Inc

Gulf Medical Co.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14
237

Yankauer Suction

Cardinal-Health

MEDICARE DRUG STORE

https://ncmdr.sfda.gov.s

Tubing, Foley COMPANY a/Secure/CA/CaViewRec
Catheter, all.aspx?caid=8&rid=14 I:l
Thoracic Catheter 221
and Oxygen
Tubing
Zenith Alpha Cook Medical Europe Majal Care for Trading Est.  |https://ncmdr.sfda.gov.s
Thoracic Limited a/Secure/CA/CaViewRec ]
Endovascular all.aspx?caid=8&rid=14
Graft..
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[High Priority ] - A32646 : Cardinal Health—Monoject Standard Hypodermic Needles, Vet Pak

Hypodermic Needles, and Blunt Cannulae: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Thursday, May 2, 2019

UMDNS Terms:
® Syringes, Cartridge, Blunt Cannula [18077]

® Needles, Injection, Hypodermic [12745]
Product Identifier:

[Consumable]

Cardinal Health
Product Item No. Lot No.
14 G x 1-1/2-Inch Monoject Standard Hypodermic 8881200011 904218, 904918, 906329
Needles
Monoject Standard Hypodermic Needles 8881200029 904956
16 G x 1-1/2-Inch Monoject Standard Hypodermic 8881200037 904212, 905612, 907002
Needles

8881200045 905613
18 G x 1-1/2-Inch Monoject Standard Hypodermic 8881200078 907007
Needles
27 G x 1-1/4-Inch Monoject Standard Hypodermic 8881200508 904901
Needles
22 G x 1-1/2-Inch Monoject 201 Vet Pak Hypodermic 8881201456 909117
Needles
20 G x 1-1/2-Inch Monoject 201 Vet Pak Hypodermic 8881201498 905611
Needles
19 G x 1-1/2-Inch Monoject 201 Vet Pak Hypodermic 8881201522 905662
Needles
18 G x 1-1/2-Inch Monoject 201 Vet Pak Hypodermic 8881201548 904219, 904220, 907710
Needles
16 G x 1-1/2-Inch Monoject 201 Vet Pak Hypodermic 8881201654 902108
Needles
15 G x 1-1/2-Inch (1.829 mm x 3.8 cm) Monoject Blunt 8881202314 905659, 905660, 906343
Cannulae
16 G x 1-1/2-Inch (1.651 mm x 3.8 cm) Monoject Blunt 8881202322 902110, 902111
Cannulae
19 G x 1-1/2-Inch (1.067 mm x 3.8 cm) Monoject Blunt 8881202355 905617, 905618, 905619, 905620, 907004,
Cannulae 907005
20 G x 1-1/2-Inch (0.902 mm x 3.8 cm) Monoject Blunt 8881202363 907734
Cannulae
22 G x 1-1/2-Inch (0.711 mm x 3.8 cm) Monoject Blunt 8881202389 903530
Cannulae

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Cardina Health7000 Cardina PI, Dublin, OH 43017, United States
Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Home Care, Pharmacy, Materials Management

Problem:
OInan April 30, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Cardinal Health states that the sterility of

©2019 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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the above products may be compromised because of a manufacturing defect of the cartridge component, potentially resulting in infection. Cardinal Health
aso states that it has received no reports of patient harm associated with this problem. 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 April 30, 2019, Urgent
Medical Device Recall letter and acknowledgment form from Cardinal Health. Regardless of whether you have affected product, complete the
acknowledgment form and return it to Cardinal Health using the instructions on the form. Notify all relevant personnel at your facility of the information
in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. To arrange for product return and to
receive credit or replacement product, contact the Cardinal Health customer service group by telephone at (800) 964-5227 (hospitals), (800) 444-1166
(federal government), or (888) 444-5440 (all other customers). If you did not receive affected product directly from Cardinal Health, return product
through the distributor. Report any adverse events associated with the use of affected product to Cardinal Health by e-mail at
GMB-PRComplaints@cardina health.com . U.S. customers should a so report adverse events or product quality problems relating to the use of affected
product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid
FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch
website .

For Further Information:

Cardinal Health

Tel.: (800) 292-9332

Website: Click here

Comments:

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

Source(s):
e 2019 May 1. Member Hospital. Event-2019-02170 (includes reply form) Download
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https://www.fda.gov/safety/reporting-serious-problems-fda/forms-reporting-fda?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program

https://www.cardinalhealth.com/en/about-us/contact-us.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192123/20190430CardinalHealthMonojectNeedlesCLIENT.pdf



AFHajlan
File Attachment
(A32646) Cardinal Health—Monoject Standaard.pdf


	CheckBox1: Off
	CheckBox2: Off
	CheckBox3: Off
	CheckBox4: Off
	CheckBox5: Off
	CheckBox6: Off
	CheckBox7: Off
	CheckBox8: Off
	CheckBox9: Off
	CheckBox10: Off
	CheckBox11: Off
	CheckBox12: Off
	CheckBox13: Off
	CheckBox14: Off
	CheckBox15: Off
	CheckBox16: Off
	CheckBox17: Off
	CheckBox18: Off
	CheckBox19: Off
	CheckBox20: Off
	CheckBox21: Off
	CheckBox22: Off
	CheckBox23: Off
	CheckBox24: Off
	CheckBox25: Off
	CheckBox26: Off
	CheckBox27: Off
	CheckBox28: Off
	CheckBox29: Off
	CheckBox30: Off
	CheckBox31: Off
	CheckBox32: Off
	CheckBox33: Off
	CheckBox34: Off
	CheckBox35: Off
	CheckBox36: Off
	CheckBox37: Off
	CheckBox38: Off
	CheckBox39: Off
	CheckBox40: Off
	CheckBox41: Off
	CheckBox42: Off
	CheckBox43: Off
	CheckBox44: Off
	CheckBox45: Off
	CheckBox46: Off
	CheckBox47: Off
	CheckBox48: Off
	CheckBox49: Off
	CheckBox50: Off
	CheckBox51: Off


