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Dear,
SBED team is pleased to inform you that 44 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 9/25/2018 to 9/30/2018

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

NOTE:

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

Hospital Name

Assistive products for persons with disability

# New Hexapod Struts 9/26/2018 Stryker Europe I-Faisaliah Medical Syster FSN ttache g

Dental devices

New Diverse Dentalimplantate 9/27/2018 Victory Implants N/A FSN A/Ca\

Diagnostic and therapeutic radiation devices

New  fMRI Hardware System  9/25/2018  NordicNeurolab Inc. N/A 2  https
VisualSystem

New Ashland(TM) Box Film Ball 9/27/2018 Accuray Inc Gulf Medical Co. 2  https
Cube Il EBT3

Update CoaguChek (XS PT, XS PT 9/26/2018 Roche Diagnostics Corp  FAROUK, MAAMOUN  FSN  https
PST, and PT) strips TAMER & COMPANY


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13235
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13212
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13232
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13221
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[High Priority ] - A31397 : Stryker—Hexapod Struts: Frame Strut Stability May Be Compromised
Medical Device Ongoing Action

Published: Thursday, September 20, 2018

UMDNS Terms:

® Orthopedic External Fixation Systems, Other [16059]
Product Identifier:

[Consumable]
Stryker GmbH -
Product Catalog No. Serial No.
Hexapod Struts 49350010, 49350030 14641, Y 18430

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Stryker GmbHBohnackerweg 1, Selzach, Solothurn 2545, Switzerland
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem: Health Canada states that the press fit connection of the angular sleeve and pin of the u-joint and click lock of the above devices did not meet
specifications. A dimensional discrepancy in the bore hole of the angular sleeve may cause a reduced press fit of the pin of the above struts, potentially
resulting in partial or full displacement or loss of the pin; therefore, stability of the strut of the frame cannot be ensured. Health Canada al so states that the
manufacturer initiated arecall on August 17, 2018. 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 been contacted by Stryker.
For Further Information:

Stryker

Website: Click here

References:

e Health Canada. Recalls and safety alerts. Hexapod strut [onling]. 2018 Sep 7 [cited 2018 Sep 18]. Available from Internet: Click here.

Comments:

Thisaert isaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Sep 18. Health Canada Recall Listings. Type Il. RA-67688 Download

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



http://www.stryker.com/en-us/corporate/ContactUs/index.htm

https://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/67688r-eng.php

https://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/67688r-eng.php

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179481/20180817StrykerHexapodStrutHC.pdf
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# New Codan Filter, Medrad 9/26/2018
Patient Administration
Sets, Intego Infusion
Systems
New ddR Formula B X-ray 9/26/2018
System
New Millennium MG, 9/30/2018
Millennium MC,
Millennium MYOSIG ,
New O-arm 1000 Surgical 9/30/2018
Imaging System
New  Overhead Counterpoise  9/25/2018
Systems (OCS)
New VidiStar(TM) PACS & 9/25/2018

DICOM Viewer Software
system

Electro mechanical medical devices

New 220-240V Unit Cable 9/26/2018
(power cord) for
Infusomat fmS, Infusomat
P and SpaceCover
New  ALTRIX, 220-240V/50HZ 9/27/2018
New Giraffe OmniBed , 9/27/2018
New Giraffe OmniBed 9/27/2018

Carestation, Giraffe
Incubator Carestation,
Giraffe Warmer, Panda

iRes Warmer, Panda

Freestanding Warmer and
Panda Wall Mount

New Makoplasty RIO Standard 9/25/2018
System

Bayer Healthcare LLC..

Swissray

GE Healthcare

Medtronic SA

Bayer Healthcare LLC..

Hitachi Medical Corp

B Braun Medical Inc

Stryker Instruments.

GE Healthcare

GE Healthcare

MAKO Surgical Corp

Scientific & Medical
Equipment House

Saudi Health Services
Co. Ltd.

GE Healthcare

Medtronic Saudi Arabia

Scientific & Medical
Equipment House

ABDULREHMAN AL
GOSAIBI GTB

Medical supplies &
Services Co.Ltd
Mediserv

FSN

FSN

FSN

nmo Trading Establishme FSN

GE Healthcare

GE Healthcare
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13223
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13241
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13240
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13216
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13214
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13222
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13236
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13233
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13234
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13219
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[High Priority ] - A31406 : Bayer—Codan Filters Used with Medrad Patient Administration Sets and

Intego PET Infusion Systems: Dust Cap May Generate Particles That May Enter the Fluid Path
Medical Device Ongoing Action

Published: Thursday, September 20, 2018

UMDNS Terms:

® |njectors, Contrast Media, Computed Tomography [17969]
Product Identifier:
[Consumable]

Bayer Heathcare
Product Catalog No. Batch No.

Codan Filter BC 693 14888, 17061, 20046, 20056, 70091,
72354, 72362, 72365, 72422, 72498,
72501, 72529, 72541, 72639, 72677,
72713, 72714, 72788, 72789, 72790,
72990, 73365, 73372, 73600, 73827,
73944, 74022, 74023, 74161, 74162,
74568, 74569, 74570, 74571, 74758,
75220, 75221, 75277, 75278, 75434,
75435, 75482, 75603, 75625, 75733

Medrad Patient Administration Sets Not listed Not listed
Intego Infusion Systems Not listed Not listed

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Bayer Heathcare 1 Bayer Dr, Indianola, PA 15051-9702, United States
Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Diagnostic Imaging, Nuclear Medicine, Materials Management

Problem:

In a September 7, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Bayer states that removal of the dust cap
of the above filters may generate particulate, which may enter the fluid path. If particulate is administered into the venous blood flow, implications may
vary depending on the amount and size of particulate matter, the type of material, and the patient's underlying medical condition and may include alergic
response, infection, or damage/death of tissue. Bayer has received no reports of patient or user injuries as aresult of this problem. The manufacturer has
not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected filters, patient administration sets (PASs), and injection systemsin your inventory. Verify that you
have received the September 7, 2018, Urgent Medical Device Recall letter and reply form from Bayer. Return affected filters to Bayer. Regardless of
whether you have affected filters, complete the reply form and return it to Bayer using the information on the form. Bayer will notify your facility when
replacement product becomes available.

For Further Information:

Bayer

Website: Click here

Comments:

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

Source(s):
e 2018 Sep 19. Member Hospital. Bayer letter submitted by an ECRI Institute member hospital (includes reply form). Download

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



http://www.ri.bayer.com/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179585/20180907BayerCodanFiltersClient_Redacted.pdf
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New Orbital Atherectomy
System (OAS) Saline
Infusion Pump ,

Hospital hardware

New IsoFlex LAL Support
Surface

New  PR1000 Pivot Rehab Bed
AC powered adjustable
bed.

In vitro diagnostic devices

New Alere DDS2 Test Kit

New Alere NT-proBNP for
ARCHITECT Controls

New CHOLESTEROL-HDL
Direct ,

New Clear & Simple Digital
Pregnancy Tests

New  Contour Plus Link 24 ,

New FlexLab ,

New  Kaluza C Flow Cytometry

New THIOGLYCOLLATE
MEDIUM

New URO-3 Triple Stain (CD44
+ p53) with CK20,

Medical software

New Radimetrics Enterprise
Platforms

9/25/2018 Cardiovascular Systems,

9/25/2018

9/26/2018

9/30/2018

9/27/2018

9/30/2018

9/27/2018

9/26/2018

9/30/2018

9/30/2018

9/25/2018

9/26/2018

9/27/2018

Non-active implantable devices

Inc

Stryker

Med-Mizer, Inc.

Alere

Axis-Shield Diagnostics
Limited

BIOLABO

GUANGZHOU Wondfo
Biotech Co., Ltd.

Medtronic SA

Inpeco S.A.

Beckman Coulter...

Remel Inc.

Biocare Medical Llc

Bayer Healthcare LLC..

Al-Jeel Medical &
Trading Co. LTD

N/A

ichno-Orbits Establishme

Medical supplies &

Services Co.Ltd

Semac company Est.

Regulatory Standards

Medtronic Saudi Arabia

FSN

FSN

FSN

FSN

2

https
//nc

A/Ca\

https

A/Ca\

Jpplies & Services Co.Ltd FSN A/Ca\

1an Coulter Saudi Arabia !

Medical supplies &
Services Co.Ltd

Basic Electronics

Company Ltd

Scientific & Medical
Equipment House

FSN

FSN

A/Ca\



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13215
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13218
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13225
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13245
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13246
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13224
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13247
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13238
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13210
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13226
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[High Priority ] - A31372 : Bayer— Radimetrics Enterprise Platforms: Studies May Not Be Matched

to Correct Patient
Medical Device Ongoing Action

Published: Tuesday, September 18, 2018

UMDNS Terms:

® |nformation Systems, Data Management, Radiology [17175]
Product Identifier:
[Capital Equipment]

Bayer Corp
Product Model
Enterprise Platforms Radimetrics

Geographic Regions: Belgium, Canada, France, Germany, Ireland, Italy, Qatar, Switzerland, U.K., U.S.
Manufacturer(s): Bayer Corpl Bayer Dr, Indianola, PA 15051-9702, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Diagnostic Imaging, Information
Technology, Nuclear Medicine

Problem:

OIn a September 12, 2018, Urgent Medical Device Field Corrective Action letter submitted by ECRI Institute member hospitals, Bayer states that studies
in the above systems may not be matched with the correct patient. Bayer also states that this problem may be caused by misconfiguration, missing
configuration, or unanticipated changes to the HL7/DICOM interface, which can result in possible patient data mismatch in the Radimetrics database and
possible incorrect data output to other radiology reporting systems. Patient data mismatch may lead to incorrect aggregate dose information (radiation
and/or contrast dose) in historical patient records. Bayer further states that it has received no reports of patient or user injuries associated with this
problem, and the mismatch does not pose arisk to patient safety. If a customer is affected, the average number of exams per site that is affected isless
than 2% on average (based on afacility with 1,000 exams). Bayer states that it has incorporated preventative measures to update its processes to prevent
this problem from occurring again. These measures have been added to the software upgrade, implementation, and support processes.

Action Needed:

Oldentify any affected serversin your inventory. If you have affected servers, verify that you have received the September 12, 2018, Urgent Medical
Device Field Corrective Action letter from Bayer. The Bayer software support team will contact your facility to schedule a correction for this problem.
Until the correction can be completed, you can continue to use affected systems. Contact the Bayer customer service department by telephone using the
information below to have this problem addressed sooner.

For Further Information:

Bayer customer service department

Tel.: (877) 229-3767

Website: Click here

Comments:

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

Source(s):
e 2018 Sep 13. Member Hospital. UWA-67 Download
e 2018 Sep 18. Manufacturer. The manufacturer confirmed the information provided in the source materials.

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



https://www.bayer.com/en/contact.aspx

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179330/20180912BayerRadimetricsClient_Redacted.pdf
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[High Priority ] - A31387 : Guangzhou Wondfo Biotech—Clear & Simple Digital Pregnancy Tests: May
Yield False-Positive Results
Medical Device Ongoing Action

Published: Tuesday, September 18, 2018

UMDNS Terms:

® |VD Test Reagent/Kits, Home Assay, Urine, Pregnancy [19316]
Product Identifier:

[Consumable]
Guangzhou Wondfo
Product Biotech Co., Ltd. Lot No. Manufacture Date Expiration Date
Catalog No.
Clear & Simple DM-102 DM10220170710E 2017 Jul 10 2020 Jan 9
Digital Pregnancy
Tests

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Guangzhou Wondfo Biotech Co., Ltd. No.8 LiZhiShan Road, Science City, LuoGang District, GuangZhou China

Suggested Distribution: Clinical Laboratory/Pathology, Obstetrics/Gynecol ogy/Labor and Delivery, Home Care, Point-of-Care Coordination,
Materials Management

Problem:

OIn a September 1, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Guangzhou states that the above tests may yield false-positive results if the rib height of the test strip brackets (Iot number 170708) used in the testsis
close to the lower limit of acceptance, potentially causing alarge gap between the test strip bracket and the plastic enclosure of the test. Guangzhou also
states that this problem may cause a change in the light path of the test, which may lead to alarger signal value and result in false-positive results. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected testsin your inventory. The lot number can be found on the box and pouch of affected tests. If you
have affected tests, verify that you have received the September 1, 2018, Urgent Field Safety Notice letter from Guangzhou. Return affected product to
Guangzhou at the following address: Premier Gate, Staithgate Lane Bradford, West Y orkshire, BD6 1DW, England. Affected product will be destroyed
under supervision of Wondfo personnel and you may reserve destruction evidence. Consumers should speak to their physician regarding next steps if
they receive a positive test result and to obtain advice about the test by contacting the manufacturer helpline.

For Further Information:

Wendy Wu, Guangzhou

Tel.: 86 (20) 32299999-8817

Email: wendy@wondfo.com.cn

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Guangzhou Wondfo Biotech: Clear & Simple digital pregnancy test
[online]. London: Department of Health; 2018 Sep 17 [cited 2018 Sep 18]. (Field safety notice; reference no. 2018/009/007/291/020). Available
from Internet: Click here.

Comments:

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

Source(s):
e 2018 Sep 18. MHRA FSN. 2018/009/007/291/020 Download
e 2018 Sep 18. MHRA FSN. September 1, 2018, Guangzhou letter Download

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



mailto:wendy@wondfo.com.cn

https://en.wondfo.com.cn/contact-us/

https://www.gov.uk/drug-device-alerts/field-safety-notice-10-september-to-14-september?utm_source=4d234d91-62fa-4730-ba74-b5b83dbe2b9e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-10-september-to-14-september?utm_source=4d234d91-62fa-4730-ba74-b5b83dbe2b9e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179449/20180910GuangzhouWondfoPregtestMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179450/20180901GuangzhouWondfoBioTechPregTestMHRA.pdf
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[High Priority ] - A31385 : Axis-Shield— Alere

NT-proBNP

for ARCHITECT

Controls: Quality Control Values May Fall Outside of Expected Ranges
Medical Device Ongoing Action

Published: Wednesday, September 19, 2018

UMDNS Terms:

® |VD Test Reagent/Kits, Immunoassay, Cardiac Marker, Protein, Brain Natriuretic Peptide [20692]
Product Identifier:

[Consumable]
Axis-Shield
Diagnostics
Product Ltd An Lot No. Expiration Date uDlI
Alere Co
List No.
Alere NT- 2R10-10 902917627 2018 Dec 19 (01)05055845400404(17)181219(10)902917627
proBNP for
ARCHITECT
Controls 2R10-10 902918346 2019 Feb 16 (01)05055845400404(17)190216(10)902918346

Geographic Regions: O(Impact in&#160;additional regions has not been identified at the time of this posting), U.K.
Manufacturer(s): Axis-Shield Diagnostics Ltd An Alere CoLuna Place, Dundee, DD2 1XA, Scotland
Suggested Distribution: Clinica Laboratory/Pathology, Materials Management

Problem:

In aProduct Recall Immediate Action Required letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Axis-Shield
states that a stability problem with the above reagents may lead to quality control (QC) values falling outside of expected ranges before the assigned
expiration date, potentially leading to adelay in reporting patient results. Axis-Shield also states that internal testing on patient samples showed no
atypical bias; therefore, if QC values arein range, patient results are not affected by the problem. 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 Product Recall Immediate Action
Required letter from Axis-Shield. If you have an aternative control lot available, immediately discontinue use of and destroy the affected lots and begin
using the alternative control lot. If you do not have an aternative control lot available and if the current lot continues to generate valid QC values, order a
replacement control lot from Axis-Shield. Y ou may continue to use affected lots while following your current laboratory QC procedures. Upon receipt of
the replacement control lot, discontinue use of and destroy any remaining inventory of affected lots. Retain a copy of the letter for your records.

For Further Information:

Axis-Shield

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Axis-Shield: Alere NT-proBNP for ARCHITECT controls [onling].
London: Department of Health; 2018 Sep 17 [cited 2018 Sep 18]. (Field safety notice; reference no. 2018/009/007/701/018). Available from
Internet: Click here.
Comments:

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

Source(s):
e 2018 Sep 18. MHRA FSN. 2018/009/007/701/018 Download
e 2018 Sep 18. MHRA FSN. Axis-Shield letter Download

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



http://www.axis-shield.com/contact-us/

https://www.gov.uk/drug-device-alerts/field-safety-notice-10-september-to-14-september

https://www.gov.uk/drug-device-alerts/field-safety-notice-10-september-to-14-september

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179483/20180917MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179484/xxxxxxxxAxisShieldAlereNT-proBNPMHRA.pdf
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New

New

New

New

AFX EndoVascular AAA
System

Gentle Thread PLGA Full
Thread Interference
Screw

Optetrak Logic CC Stem
Extension, 22mm x
160mm

Peg Fully Threaded

Reusable devices

New

KURZ-PRECISE Cartilage
Cutter

Single-use devices

New

Bipolar Electrode
Catheter with shrouded
pins

New  CrystalClear Plus, RUSCH

New

New

New

# New

CARE CrystalClear (PVC)
Tracheostomy Cannula
(no Cuff) - Set, RUSCH
CrystalClear (PVC)
Tracheostomy Cannula
(Cuffed / no Cuff)

Disposable Insulin
Syringe 0.3mL

Durex Real Feel
Polyisoprene Condoms

Embolectomy
Catheters ,

Honeywell Laser Aid
Disposable Eyepatches

9/30/2018 Endologix international

9/25/2018

9/27/2018

9/25/2018

9/27/2018

9/26/2018

9/30/2018

9/27/2018

9/27/2018

9/30/2018

9/26/2018

holding B.V.

Zimmer Biomet, Inc.

Exactech

Zimmer Biomet, Inc.

Heinz Kurz GmbH

Arrow International Inc

Teleflex Medical

ShinChang Medical Co.,
Ltd

Reckitt Benckiser
Healthcare

Dispomedica

Medline Industries Inc....

Tart Medical FSN
Isam Economic Co. 2
N/A 2
Isam Economic Co. 2
N/A FSN
Gulf Medical Co. 2
Ebrahim M. Al-Mana & FSN
Bros. Co. Ltd.
N/A 2
Cigalah Group 2
N/A FSN
lkar Establishment FSN

https

Attac


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13242
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13217
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13231
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13208
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13237
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13227
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13239
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13228
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13229
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13244
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[High Priority ] - A31407 : Medline—Honeywell Laser Aid Disposable Eyepatches: May Not Contain
Protective Aluminum Insert
Medical Device Ongoing Action

Published: Wednesday, September 19, 2018
Last Updated: Thursday, September 20, 2018

UMDNS Terms:
® Eyewear, Safety, Laser [17650]

® Shields, Laser, Eye [18153]
Product Identifier:

[Consumable]
Honeywell International Inc Medline Industries Inc
Praduct Item No. Item No. L
Honeywell Laser Aid Disposable 31-8300G SPV318300 All
Eyepatches

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

Distributor(s): ® Medline Industries IncOne Medline Pl, Mundelein, IL 60060, United States
Manufacturer(s): Honeywell International Inc 115 Tabor Rd, Morris Plains, NJ 07950, United States

Suggested Distribution: Obstetrics/Gynecology/Labor and Delivery, Oncology, OR/Surgery, Pulmonology/Respiratory Therapy, Urology,
Ophthalmology, Neurology, Dermatology, Materials Management

Problem:

In a September 7, 2018, Safety Alert Notification Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline initiated a
subrecall of the above eyepatches, which were recalled by Honeywell because they may not contain the protective aluminum insert that provides
protection from laser light and heat. The distributor has not confirmed the information provided in the source material.

Action Needed:

Identify and isolate any affected eyepatches in your inventory. If you have affected eyepatches, verify that you have received the September 7, 2018,
Safety Alert Notification Immediate Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have
affected eyepatches, complete the Urgent Remedial Action Response Form and return it to Medline using the instructions on the form. Upon receipt of
the form, Medline will provide your facility with return labels (if applicable). Return affected eyepatches to Medline using the return labels. Upon receipt
of affected eyepatches, Medline will provide your facility with credit. Notify all relevant personnel at your facility of the information in the letter, and
forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information: O
Medline

Tel.: (866) 359-1704
Website: Click here
Honeywell

Website: Click here

Comments:

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

Source(s):

e 2018 Sep 7. Member Hospital. Medline letter submitted by an ECRI Institute member hospital (includes reply form) Download
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https://www.medline.com/pages/about-us/contact-us/

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179642/20180907MedlineHoneywellLaserAidDisposableEyepatchesClientRedacted.pdf
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Multiple Products ,  9/25/2018  Edwards Lifesciences  Health Care Supply Co. ( 2
PICC Tray, Art-Line 9/25/2018 = Medline Industries Inc Thimar Al Jazirah 2
Surgery Pack-LF, Healthcare Co.

Laparoscopy CDS, Cardiac
Insulation Pad and LASER

CDS

PosiFlush Heparin Lock  9/27/2018 Becton Dickinson & Co.  Becton Dickinson B.V.  FSN
Flush Syringes and (BD)
Prefilled Normal Saline
Syringes

Single-Use Colpo- 9/27/2018 = Cooper Surgical, Inc. Cure Development FSN
Pneumo Occluders International Ltd

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

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

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

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

To see recent recalls kindly visit the following link:

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

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13209
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13213
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A31379 : CooperSurgical—Single-Use Colpo-Pneumo
Occluders: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Wednesday, September 19, 2018
Last Updated: Thursday, September 20, 2018

UMDNS Terms:

® Procedure Kit/Trays, Colpotomy [25594]
Product Identifier:

[Consumable]
CooperSurgical Inc
Product Part No. Lot No.
Single-use Col po-Pneumo Occluders CPO-6 244131, 244132, 244670, 244671,

244887, 244888, 244889, 244890,
245228, 245325, 245326, 245327,
245613, 245614, 245615, 245976,
245977, 245978, 245979, 246810,
246811, 247262, 247608, 247609,
247610, 248112

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): CooperSurgica Inc 75 Corporate Dr, Trumbull, CT 06611, United States
Suggested Distribution: Infection Control, Obstetrics/Gynecology/L abor and Delivery, OR/Surgery, Materials Management

Problem: In a September 4, 2018, Urgent Medical Device Recall Notification letter submitted by ECRI Institute member hospitals, CooperSurgical
states that the seal of the sterile pouch of the above occluders may be compromised, potentially increasing the risk of infection. Refer to the letter for an
illustration of the problem. This condition was detected during a complaint investigation unrelated to the packaging seal. The firm has received no reports
of adverse events caused by the problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed: Identify, isolate, and discontinue use of any affected product in your inventory that has packaging irregularities. If you have affected
product, verify that you have received the September 4, 2018, Urgent Medical Device Recall Notification letter and Acknowledgment and Receipt Form
from CooperSurgical. The firm hasinitiated a corrective action to inspect finished goods in inventory for potential unsealed pouches; none of the above
occluders with a green label affixed to the outer display box (seethe letter for anillustration) are affected. A product is acceptable for use if you visually
confirm that the pouch's seal isintact. Asindicated in the Directions for Use (DFU), handle each package with care and inspect it for damage, including
the seal area, before use. Inspect the package contents and the sterile seal along the entire periphery of the package. Refer to the tablein the letter for
examples of acceptable/not acceptable conditions. Regardless of whether you have affected product, complete the Acknowledgment and Receipt Form
and return it to CooperSurgical using the instructions on the form. Upon receipt of the completed form, a CooperSurgical customer service representative
will provide your facility with areturn merchandise authorization (RMA) number and return instructions. If replacements are requested, a replacement
order will be placed immediately.

For Further Information:

CooperSurgical

Tel.: (203) 601-5200, ext. 3300

Website: Click here

Comments:

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

Source(s):

e 2018 Sep 18. Member Hospital. CooperSurgical letter submitted by ECRI Institute member hospital (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179496/20180904CooperSurgicalSingleUseColpoPneumoOccludersClient.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179496/20180904CooperSurgicalSingleUseColpoPneumoOccludersClient.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179496/20180904CooperSurgicalSingleUseColpoPneumoOccludersClient.pdf?option=80F0607

https://www.coopersurgical.com/Contact-Us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179645/20180904CooperSurgicalSingleUseColpoPneumoOccludersClient.pdf
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[High Priority ] - A31366 : BD—PosiFlush Heparin Lock Flush Syringes and Prefilled Normal Saline
Syringes: Manufacturer Temporarily Suspends Production at Franklin, WI Facility
Medical Device Ongoing Action

Published: Wednesday, September 19, 2018

UMDNS Terms:

® Needles, Injection, Intravenous [12748]
Product Identifier:

[Consumable]
BD
Pl Catalog No.
Prefilled Normal Saline Syringes 306500, 306502, 306503, 306504, 306505, 306507, 306508, 306518
PosiFlush Heparin Lock Flush Syringes 306509, 306510, 306511, 306512, 306513, 306514, 306515, 306516, 306517,

306521, 306525, 306528, 306531

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States

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

Problem: Inan August 13, 2018, letter submitted by an ECRI Institute member hospital, BD states that it is temporarily suspending production at its
Franklin, Wisconsin site to enhance the quality process and implement improvements. Because BD expects production at that site to be suspended for
approximately three months, customers will need to switch to flush products manufactured at alternate BD facilities. All other BD flush manufacturing
facilities are fully operational, and only the above syringes will be affected by this production delay. BD further states that there are no new recalls
because of this action. The manufacturer has not confirmed the information provided in the source material.

Action Needed: Determine whether your facility uses affected product. If you use affected product, verify that you have received the August 13, 2018,
letter and list of alternative prefilled flush products from BD. For flushing by hand with prefilled flush, the aternative BD flush products serve the same
function and have the identical indication for use. BD states that an added benefit of the aternative productsisa"stubby" design that reduces pressure,
which can help maintain catheter patency. BD PosiFlush syringes also significantly reduce syringe reflux, which can also help minimize catheter-related
complications. If you have clinical questions regarding the use of prefilled flush syringes with syringe pumps, contact your pump manufacturer for
guidance. If your facility uses the Alaris syringe module, contact the BD medical affairs department by e-mail at AlarisMedical Affairs@bd.com for
clinical questions.

For Further Information:

Tel.: (888) 237-2762 (select option 3)
Website: Click here

Comments:

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

Source(s):
e 2018 Sep 19. Member Hospital. BD letter submitted by ECRI Institute member hospital Download
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mailto:AlarisMedicalAffairs@bd.com

http://www.bd.com/en-us/support/alerts-and-notices/bd-flush-product-supply-disruption

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/179579/20180813BDPosiFlushSyringesClient.pdf
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