Report Reference Number: WU1922

7. Kingdom of Saudi Arabia
[ Saudi Food & Drug Authority
Medical Devices Sector
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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;] |

Datel |
Hospital affected by any medical device/product

in this report: [JNo OYes

¢ LI'The 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 ECRL

* [Open the links or attachments to find the affected
product identifier, models, serial numbers or codes.
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7. - Kingdom of Saudi Arabia
( Saudi Food & Drug Authority N c M D R
Medical Devices Sector National Center for Medical Devices Reporting

dgalall 3 g pliad dgalal) claiiall 5 gal Qi kgl S sall

Dear,

NCMDR team is pleased to inform you that 48 new FSCA/recalls for medical devices and
products posted on SEFDA website for the period of 20-May-19 to 26-May-19 In order
to view more details, ciicik the iinks or attachments @

“EROe
3 3¢S0 Al il 1) @l jlad) 48 iy aSedle) dpdall Cilaiiall 55 3eaY) e D bl S jall Jee Gijd 2
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Assistive products for persons with disability

MediPress Compass Health N/A https://ncmdr.sfda.gov.s
Segmental Brands a/Secure/CA/CaViewRec
Garments

Dental devices

DEXIS Titanium KaVo Dental GmbH N/A https://ncmdr.sfda.gov.s
Intraoral Sensor

Diagnostic and therapeutic radiation devices

Centricity GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s
Universal Viewer a/Secure/CA/CaViewRec
with PACS-IW all.aspx?caid=4&rid=14
foundation 6.0 343
and Centricity
PACS-IW
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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=2&rid=14329
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14339
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14343

EKOS Control EKOS Corp Arabian Trade House Est. https://ncmdr.sfda.gov.s
System 4.0
GAMMA SUPI | CLERAD Almarfa Medical /Secure/CA/CaViewRecal

InterStim Therapy
Programmer
Compatibility

Medtronic SA Medtronic Saudi Arabia

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

NeuViz 64 Multi-

Neusoft Medical Al Afandi Establishment

https://ncmdr.sfda.gov.s

slice, 128 Systems a/Secure/CA/CaViewRec
Multislice and 16 all.aspx?caid=2&rid=14
Essence Multislice 341
CT Scanner
System.
Olea Sphere  OLEA MEDICAL SAS N/A [Secure/CA/CaViewRecal
Senographe GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s
Pristina with a/Secure/CA/CaViewRec
Serena

Electro mech

anical medical devices

Arterial Blood
Sampling System

CODAN Medizinische
Geraete GmbH & Co

Alwan Alnoor Trading Est.

‘https:zmcmd r.sfda.gov.s

Defibrillation Leonhard Lang GmbH Teriag International https://ncmdr.sfda.gov.s
electrode a/Secure/CA/CaViewRec
Mindray MR62, all.aspx?caid=8&rid=14
Weinmann 319
defibrillation
electrodes
ENSEAL X1 Ethicon Inc. Johnson & Johnson Medical
Curved Jaw Saudi Arabia Limited 8
Tissue Sealers
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14332
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14348
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14346
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14341
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14321
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14345
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14347
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14319

www.ecri.org . Printed from Health Devices Alerts on Wednesday, May 22, 2019 Page 1

[Critical Priority ] - A32713 : Ethicon—ENSEAL X1 Curved Jaw Tissue Sealers: Intraoperative

Bleeding May Occur

Medical Device Ongoing Action
Published: Monday, May 20, 2019

UMDNS Terms:

® Electrosurgical Units, Monopolar/Bipolar, Tissue Fusion [27083]
Product Identifier:

[Consumable]
Product Ent'gg:gcnt I,\rl]g Lot No.
25 cm Shaft ENSEAL X1 Curved Jaw Tissue Sealers NSLX125C All
37 cm Shaft ENSEAL X1 Curved Jaw Tissue Sealers NSLX137C All
45 cm Shaft ENSEAL X1 Curved Jaw Tissue Sealers NSLX145C All

Geographic Regions: Canada, France, Germany, Italy, New Zealand, Spain, U.K., U.S.
Manufacturer(s): Ethicon IncUS Rt 22 W, Somerville, NJ 08876, United States
Suggested Distribution: Emergency/Outpatient Services, OR/Surgery, Materials Management

Problem:

InaMay 15, 2019, Urgent Medical Device Recall Removal letter submitted by an ECRI Institute member hospital and an Urgent Field Safety Notice
letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Ethicon states that it has observed a reported incident rate for
the above products for harm associated with intraoperative bleeding that does not meet Ethicon's performance standards. Ethicon also states that it has
received several reports that the above products may not achieve expected hemostasis. Ethicon further states that it has received one report of serious
injury (death) that may have been associated with use of the above products during a colorectal procedure.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. See Attachment 1 inthe letter for examples of product labels. If you
have affected product, verify that you have received the letter, shipping label, and Business Reply Form from Ethicon. Regardless of whether you have
affected product, complete the Business Reply Form and return it to Stericycle or Ethicon's designee in accordance with the instructions in the letter sent
to your facility. If you have used affected product to treat patients, follow the patients postoperatively in the usual manner with no additional action
required. Notify al 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. Return unused affected product, along with a copy of the completed Business Reply Form, in accordance with the
instructionsin the letter sent to your facility. To obtain additional shipping labels, U.S. customers can contact Stericycle by telephone at (877) 546-5065.
For U.S. customers, Ethicon will provide your facility with credit. Keep the letter visibly posted for awareness until all affected product has been
returned. While processing your returns, keep a copy of the letter with affected product; retain a copy of the letter for your records. Report adverse events
associated with the use of affected product to the Ethicon customer support center using the information below. European customers should report any
adverse events or quality problems experienced with the use of affected product to your sales representative, directly to Ethicon, or your nationa health
authority. U.S. customers should also report adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch
Adverse Event Reporting program by tel ephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available
here) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Ethicon customer support center

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

Website: Click here

For product return assistance (U.S.):

Stericycle

Tel.: (877) 546-5065 (reference Event #3913)

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Ethicon Endo-Surgery LLC [online]. London: Department of Health;
2019 May 20 [cited 2019 May 20]. (Field safety notice; reference no. 2019/005/013/701/010). Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 May 16. Member Hospital. May 15, 2019, Ethicon letter submitted by an ECRI Institute member hospital Download
2019 May 20. MHRA FSN. 2019/005/013/701/010 Download
2019 May 20. MHRA FSN. Ethicon letter (includes reply form) Download
2019 May 20. Manufacturer. Manufacturer confirmed information

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193031/20190515EthiconCurvedJawTissueSealerClientRedacted.pdf?option=80F0607

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

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

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

https://www.ethicon.com/na/education-support/customer-support

https://www.stericycle.com/contact-us?utm_campaign=SEM_Ongoing&amp;utm_source=Google&amp;utm_medium=cpc&amp;utm_content=B_Core_G_SEM_Txt_Exact&amp;utm_term=stericycle_contact&amp;keyword=stericycle%20contact&amp;gclid=Cj0KCQjw19DlBRCSARIsAOnfRehgH3RyaQQ8-9dn6_NkOAqowoU3KLoLHMTPS286_QE8Kmkt9Ha6y_0aAtwPEALw_wcB

https://www.gov.uk/drug-device-alerts/field-safety-notice-13-to-17-may-2019?utm_source=5fa29a8c-ab10-4bc8-b420-0312855b65fd&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-13-to-17-may-2019?utm_source=5fa29a8c-ab10-4bc8-b420-0312855b65fd&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193156/20190515EthiconCurvedJawTissueSealerClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193157/20190520EthiconCurvedJawTissueSealerMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193158/20190520EthiconCurvedJawTissueSealerMHRA.pdf



MMOqalaa
(A32713) Ethicon-ENSEAL X1.pdf


# | LSB Style Anchor | Ad-Tech Medical Al-Nozha Medical Est
Bolts Instrument Corp g
M200 Fall Stanley Healthcare N/A https://ncmdr.sfda.gov.s
Monitoring Solutions a/Secure/CA/CaViewRec
System

Sinapi Chest Draianapi Biomedical (Pty) LTHL Medical Development FoundatikSecure[CA[CaViewRecalH

#| Waterlase Laser Biolase, Inc FAROUK, MAAMOUN TAMER &
Tips COMPANY @
In vitro diagnostic devices
ABL800 ‘Fadiometer America In(H Salehiya Trading Est. kSecure[CA[CaViewRecalH
Alinity ¢ Abbott Medical supplies & Services  https://ncmdr.sfda.gov.s
Complement C3, Co.Ltd Mediserv a/Secure/CA/CaViewRec
C4, Alinity ¢ all.aspx?caid=4&rid=14
Immunoglobulin 314
A, G, M, Alinity c
Apolipoprotein
A1, B, Alinity c
Haptoglobin,
Alinity c
Transferrin
Reagent Kits
Alinity ci-series Abbott

System
Control Module

Medical supplies & Services
Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14327
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14320
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14349
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14314
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14353

www.ecri.org . Printed from Health Devices Alerts on Monday, May 20, 2019 Page 1

[High Priority ] - A32714 : Ad-Tech—LSB Style Anchor Bolts: May Break under Excessive Force;
Manufacturer Updates Directions for Use
Medical Device Ongoing Action

Published: Friday, May 17, 2019

UMDNS Terms:

® Electrodes, Neurologic [11453]
Product Identifier:
[Consumable]

LSB Style Anchor Bolts

Geographic Regions: Argentina, Austria, Canada, Chili, Colombia, Denmark, Ecuador, Estonia, Finland, France, Germany, Greece, Hong Kong,
Hungary, India, Indonesia, Ireland, Israel, Japan, Korea, Laos, Latvia, Malaysia, Mongolia, The Netherlands, Norway, Philippines, Poland, Romania,
Russia, Singapore, Solomon Islands, South Africa, Spain, Sweden, Switzerland, Taiwan, Thailand, U.K., U.S., Uruguay, Venezuela, Vietnam

Manufacturer(s): Ad-Tech Medical Instrument Corp400 W Oakview Pkwy, Oak Creek, WI 53154, United States
Suggested Distribution: OR/Surgery, Neurology, Materials Management

Problem:

OInan April 30, 2019, letter submitted by an ECRI Institute member hospital, Ad-Tech states that the above bolts may break when they

experience excessive force. Ad-Tech also states that the occurrence rate for this problemislow. Ad-Tech further states that an update will be added to the
"Use" section of the LSB Series Anchor Bolt Directions For Use (DFU) to provide steps to be taken if device failure occurs (anchor bolt breakage). A
clarification will aso be added to the DFU stating "Not Intended for Implantation (21 CFR 860.3(d): (30 days)."

Action Needed:
Oldentify any affected product in your inventory. If you have affected product, verify that you have received the April 30, 2019, letter from Ad-Tech.
Ad-Tech provides the following recommendations regarding bolt breakages:

Immediately stop use and monitor the patient.

Attempt to remove the retained portion of the bolt using the LSB anchor bolt wrench.

If unable to use the wrench for removal, use other medical equipment available (e.g., clamp) to remove the retained portion.
e |f still unable to remove the retained portion of the bolt, additional surgical intervention may be required.

For Further Information:
Ad-Tech
Website: Click here

Comments:

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

Source(s):
e 2019 May 16. Member Hospital. April 30, 2019, Ad-Tech letter Download
e 2019 May 17. Manufacturer. The manufacturer confirmed the information provided in the source material .

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



https://adtechmedical.com/customer-support-information

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193033/20190430AdTechLSBAnchorBoltsClient.pdf



MMOqalaa
(A32714) Ad-Tech-LSB Style.pdf


www.ecri.org . Printed from Health Devices Alerts on Thursday, May 23, 2019 Page 1

[High Priority ] - A32720 : BioLase—Waterlase Laser Tips: May Have Been Inadvertently Released

outside of Normal Inspection and Release Process es
Medical Device Ongoing Action

Published: Monday, May 20, 2019

UMDNS Terms:

® |asers, ErCr&#58;Y SGG, Dental [18590]
Product Identifier:

[Consumable]
BioLase Technology Inc
Product Model No. Lot No.
Waterlase Laser Tips 7200721 1915C, 1916A, 1917A

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): BioLase Technology Inc4 Cromwell, Irvine, CA 92618-1816, United States

Suggested Distribution: Dentistry/Ora Surgery, Materials Management

Problem:

[JHealth Canada states that the above devices may have been inadvertently released outside of normal inspection and release processes. Health Canada
also states that the manufacturer initiated arecall on May 5, 2019. The manufacturer has not confirmed the information provided in the source material .

Action Needed:

Oldentify any affected devicesin your inventory. If you have affected devices, verify that you have been contacted by BiolL ase.
For Further Information:

BiolLase

Website: Click here

References:

Health Canada. Recalls and safety aerts. Waterlase laser tips [onling]. 2019 May 17 [cited 2019 May 20]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2019 May 20. Health Canada Recall Listings. Type I1l. RA-69964 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.biolase.com/contact-us/

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69964r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69964r-eng.php

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193132/20190517BioLaseWaterlaseTipsHC.pdf



MMOqalaa
(A32720 ) BioLase-Waterlase Laser Tips.pdf


ARCHITECT Abbott Medical supplies & Services  |https://ncmdr.sfda.gov.s
Complement C3, Co.Ltd Mediserv a/Secure/CA/CaViewRec
C4, all.aspx?caid=4&rid=14
Immunoglobulin 313
A G M,
Apolipoprotein
A1, B,
Haptoglobin,
Transferrin
AUTION HYBRID ARKRAY GLOBAL Enmaeyat Trading Co. https://ncmdr.sfda.gov.s

AU-4050

business, Inc

CELL-DYN
Emerald; Emerald
Diluent Tubing

Abbott

Medical supplies & Services
Co.Ltd Mediserv

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

Cobas infinity

Roche Diagnostics

FAROUK, MAAMOUN TAMER & https://ncmdr.sfda.gov.s

central lab IT Corp COMPANY a/Secure/CA/CaViewRec
solution
i-STAT BNP and Abbott Medical supplies & Services  https://ncmdr.sfda.gov.s

CK-MB Control
and Calibration
Verification
Control fluids

Co.Ltd Mediserv a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14
315

Mentype Biotype Diagnostik N/A https://ncmdr.sfda.gov.s
AMLplexQS GmbH
Pancreatic Randox Laboratories Bio Standards

Amylase Reagents

Ltd.

Check emai |

Power Express
Sample
Processing System

Beckman Coulter UK
Ltd

Beckman Coulter Saudi Arabia
Co Ltd

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14313
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14317
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14350
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14330
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14315
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14351
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14334
MMOqalaa
Check email


Thio Med w/Dex, Remel Inc. Medical supplies & Services  |https://ncmdr.sfda.gov.s
Hem, Vit, K (7ml) Co.Ltd Mediserv a/Secure/CA/CaViewRec
and (5ml)
Thio Med w/o Remel Inc. Medical supplies & Services |https://ncmdr.sfda.gov.s
Ind, w/Dex Co.Ltd Mediserv

# UniCel DxH 800
and UniCel DxH

Beckman Coulter

Al-Jeel Medical & Trading Co.

LTD

600 Coulter g
Cellular Analysis
System
VIDAS NT- bioMerieux Inc Al-Jeel Medical & Trading Co. https://ncmdr.sfda.gov.s
proBNP2 LTD
Laboratory equipment

Hemoglobin Alc

Abbott

Medical supplies & Services

https://ncmdr.sfda.gov.s

Calibrators Co.Ltd Mediserv
Medical software
Centricity GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s
PACS-IW versions a/Secure/CA/CaViewRec
3.6.0 through all.aspx?caid=4&rid=14
3.7.3.9 SP1, SP2, 344
SP3 and 3.7.3
SPa10

Non-active implantable devices

Orbera
Intragastric
Balloon System
and BIB
Intragastric
Balloon System

Apollo Endosurgery
Inc.

Al-Nozha Medical Est

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

all.aspx?caid=10&rid=1
4333
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14337
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14342
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14352
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14354
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14344
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14333

www.ecri.org . Printed from Health Devices Alerts on Sunday, May 26, 2019 Page 1

[Critical Priority ] - A31186 01 : Beckman Coulter—UniCel DxH 600, 800, and 900 Coulter Cellular
Analysis Systems: May Exhibit Sporadic Erroneously Elevated Platelet Results without Flags or

System Messages [FDA Class I] [Update]

Medical Device Ongoing Action
Published: Friday, May 24, 2019

UMDNS Terms:

® Analyzers, Laboratory, Hematology, Cell Counting, Automated [17741]
Product Identifier:
[Capital Equipment]

Beckman Coulter SEECE o

Product Inc Reference No. Vers Manufacture Date Distribution Date
ersion

Model
Céllular Analysis UniCel DxH 600 B23858 All >= 2008 Jan >= 2008 Jan
Systems Coulter

UniCel DxH 800 629029, B24465, All >= 2008 Jan >= 2008 Jan

Coulter B24802, B68304,

B66445, B63322
UniCel DxH 900 C11478 All >= 2018 Apr >= 2018 Apr
Coulter

Geographic Regions: (Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide
Manufacturer(s): Beckman Coulter Inc250 S Kraemer Blvd, Brea, CA 92821-6232, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Summary:
OUpdate Reason: This Alert supersedes and replaces Alert A31186 based on aMay 20, 2019, Urgent Medical Device Recall Update letter submitted by
ECRI Institute member hospitals and FDA source material.

Problem:

OInaMay 20, 2019, Urgent Medical Device Recall Update letter submitted by ECRI Institute member hospitals, Beckman Coulter states that although it
has not received additional complaints regarding the problem described in Alert A31186 , these erroneous results may be difficult to detect absent other
information. Beckman Coulter also states that the problem may affect one or multiple samples tested in sequence. Beckman Coulter further states that this
problem may cause thrombocytopenia to go unrecognized. Beckman Coulter states that patients at high risk include those with malignancies (including
those with iatrogenic thrombocytopenia), heparin-induced thrombocytopenia, thrombotic microangiopathic anemia, immune thrombocytopenic purpura,
and thrombocytopenia associated with pre-eclampsia. Beckman Coulter states that the reported magnitude of error ranges from 33 x 103 cells/00L to 990
x 103 cells/00L. Beckman Coulter also states that it has received no reports of this problem affecting the following other reported parameters: Hgb, WBC
count, WBC differential, RBC results. FDA states that there is no way for the laboratory operator of the test to recognize the error and that inaccurate
platelet counts may cause serious adverse consequences, such asincreased risk for life-threatening bleeding associated with withholding platelet
transfusion, inappropriate decisions for surgeries or invasive procedures, and delayed or missed diagnoses of serious medical conditions, including
thrombotic microangiopathy and heparin-induced thrombocytopenia. FDA also states that it is not aware of any serious adverse events that have been
directly linked to affected systems. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the May 20, 2019, Urgent Medical Device
Recall Update letter and Response Form from Beckman Coulter and/or that you have reviewed the FDA Medical Device Recall listing . Run samples on
an instrument not subject to this recall to confirm the platelet results. If an alternative instrument is not available, use the following quality control (QC)
measures to aid in identification of discrepant platelet results:

e Perform manual scanning/estimate of platelets on a peripheral smear and compare with instrument results. Note that this method will
identify samples with marked to moderate thrombocytopenia, but may not identify smaller discrepancies.

e Repest testing of samplesin aworkflow configuration may facilitate the identification of discrepancies. If an erroneous result is detected,
review results from adjacent samples (i.e., those tested on the instrument both before and after the erroneous result).

e Additiona instrument and/or LIS features including reference ranges, XM (exponentially-weighted moving average) and delta checks may
be informative.

e Follow your laboratory's standard operating procedure to confirm unexpected results.

Beckman Coulter states that ongoing investigation indicates that the probable root cause of this problem is the sweep flow disruption that may occur
following the "Clear RBC Apertures' procedure. This potential root cause is currently under further investigation. Beckman Coulter also states that
customers should discontinue using this procedure. If you suspect that your instrument has a clogged aperture that will not clear, discontinue use of the
analyzer and request service by contacting the Beckman Coulter customer support center using the information below. Communicate to ordering
physicians the need to avoid patient treatment based solely on any single test result and to interpret all resultsin the context of other clinical and
laboratory features. Physicians should be vigilant when reviewing platelet count results, particularly in patients at risk for thrombocytopenia, such as
those with leukemia, certain types of anemia, infection, acohol abuse, autoimmune diseases, thrombic microangipathy, hypersplenism, or pregnancy, or
patients on chemotherapy, receiving heparin treatment, or taking certain medication including quinine, anticonvulsants, and sulfonami de antibiotics.
Consult with your medical director to determine whether a retrospective review of resultsis warranted. Report any unflagged erroneously elevated
platelet counts experienced in your laboratory to Beckman Coulter using the information below and to FDA using the instructions in the letter. Beckman
Coulter states that to detect and flag erroneously elevated platel ets because of temporary disturbance of the sweep flow, it implemented an algorithm
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improvement through one of the following means:
e Software upgrades for DxH 800 version 3.2.1 and above and DxH 600 1.3.1 and above
e Customer-installable software patch made available in October 2018
e Software version 1.0.0 and above for DxH 900

If your DxH 800 or DxH 600 system has not been upgraded with the improved a gorithm, contact your Beckman Coulter representative. All DxH 900
analyzersin the field have the improved algorithm incorporated into their original software. Beckman Coulter states that it continues to investigate the
unflagged elevated platelets problem and assess the "Clear RBC Apertures' procedure, as well as other potential root and/or contributing causes.
Beckman Coulter also states that the algorithm improvement is currently being evaluated; continue to follow the instructions above and in the letter,
including customers whose systems already have the updated algorithm. FDA states that it is working with the firm to determine whether the software
update alone can effectively alleviate the concerns about affected systems. Notify al 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. Retain a copy of the |etter as part of your |aboratory
quality system documentation. Acknowledge that you have received the letter electronically (if you received the letter through e-mail), or complete the
Customer Response Form, and return it to Beckman Coulter using the instructions on the form.

For Further Information:

Beckman Coulter customer support center
Tel.: (800) 526-7694 (U.S. and Canada)
Website: Click here

OReferences:
United States:

e Food and Drug Administration. Center for Devices and Radiological Health. Medical device recalls. Event |D: 82329. Beckman Coulter Inc.
[online]. 2019 May 23 [cited 2019 May 24]. Available from Internet: Click here.

e Food and Drug Administration. Medical device recalls. Beckman Coulter Life Sciences recalls DxH800 and DxH600 and DxH 900
hematology analyzers due to risk of inaccurate results [onling]. 2019 May 23 [cited 2019 May 24]. Available from Internet: Click here.
Comments:

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

Source(s):
e 2019 May 23. Member Hospital. Beckman Coulter |etter submitted by an ECRI Institute member hospital: FA-33718-2 Download
e 2019 May 23. FDA. Class |. Medica Device Recalls Download
e 2019 May 24. FDA CDRH Database. Class |. Z-1832-2019; Z-1833/1834-2019 Download
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[High Priority ] - A32734 : Medtronic—Covidien Endo GIA Articulating Reloads with Tri-Staple
Technology: May Be Missing Pin Component

Medical Device Ongoing Action
Published: Wednesday, May 22, 2019

UMDNS Terms:

® Suture Units, Automated [15065]

Product Identifier:

[Consumable]
Medtronic Inc R
Product Item No. Lot No. Distribution Date
30 mm Endo GIA Articulating EGIA30AMT N5A0871KX, N7A0527K X, 2014 Apr to 2019 Apr
Medium/Thick Reload with Tri- N7E0441K X, N8JOO39K X,
Staple Technology N8J0527K X, N8J0O820K X
45 mm Endo GIA Extra Thick EGIA45AXT N6BO08BOK X, N6C0O975K X 2014 Apr to 2019 Apr
Black Articulating Reload with
Tri-Staple Technology
45 mm Endo GIA Curved Tip EGIA45CTAMT N8L0401KY 2014 Apr to 2019 Apr
Articulating Medium/Thick
Reload with Tri-Staple
Technology
60 mm Endo GIA Extra Thick EGIAB0AXT N6B0079K X, N8AOO29K X 2014 Apr to 2019 Apr
Black Articulating Reload with
Tri-Staple Technology
60 mm Endo GIA Curved Tip EGIAGOCTAMT N8LO0311KY, N8M0O063KY 2014 Apr to 2019 Apr
Articulating Medium/Thick
Reload with Tri-Staple
Technology
Tri-Staple 2.0 Intelligent Reload SIG30AMT N6EO0033UX, N6HO0768UX, 2014 Apr to 2019 Apr
for Use with Signia Stapling N6HO0772UX, N6K0521UX,
System 30 mm Medium/Thick N6K0522UX, N6K0667UX,
N6K0668UX, N6LO687UX,
N6M0399UX, N7A0018UX,
N7A0213UX, N7A0401UX,
N7A0837UX, N7B0787UX,
N7C0238X, N7C0470X,
N7E0496X, N7E1088X,
N7F0670X, N7H0962X,
N7J0370X, N8A0188X,
N8B0057X, N8B0483X,
N8B0940X, N8D0365X,
N8DO0649X, NBE0092X,
N8E0213X, N8E0516X,
N8E1178X, N8F0483X,
N8F0819X, N8F0974X,
N8J0440X, N8L0589Y
N8M0529Y, N9AOO50Y,
N9A0427Y
Tri-Staple 2.0 Black Intelligent SIG45AXT N6E0176UX, N6E0278UX, 2014 Apr to 2019 Apr
Reload for use with Signia N6E0584UX, N6EOS87UX,
Stapling System 45 mm Extra N6E0589UX, N6EOS90UX,
Thick N6E0975UX, N6F0141UX,
N6F0142UX, N6F0143UX,
N6F0144UX, N6F0340UX,
N6F0341UX, N6F0342UX,
N6F0343UX, N6F0436UX,
N6G0033UX, N6G0034UX,
N6G0035UX, N6G0036UX,
N6G0037UX, N6G0038UX,
N6G0125UX, N6G0744UX,
N6HO757UX, N6J0436UX,
N6K0010UX, N6K0372UX,
N6K0415UX, N6K0990UX,
N6K0991UX, N6K1110UX,
N7C0111X, N7C0381X,
N7C0499X, N7C0611X,
N7D0303X
Tri-Staple 2.0 Curved Tip SIG45CTAMT N6E0296UX, N6J1034UX, 2014 Apr to 2019 Apr

Intelligent Reload for use with
Signia Stapling System 45 mm
Medium/Thick

N6J1035UX, N6J1036UX,
N6L0007UX, N6L0365UX,
N6L0721UX, N6M0608UX,
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Tri-Staple 2.0 Black Intelligent

Reload for use with Signia
Stapling System 60 mm Extra
Thick

Tri-Staple 2.0 Curved Tip

Intelligent Reload for use with
Signia Stapling System 60 mm

Medium/Thick

45 mm Endo GIA Articulating
Medium/Thick Reload with Tri-

Staple Technology

SIG60AXT

SIG6OCTAMT

EGIA45AMT

©2019 ECRI Institute

N7A0414UX, N7A0844UX,
N7B0401UX, N7C0194X,
N7E0781X, N7F0551X,
N7F1021X, N7F1125X,
N7HO0540X, N7H1065X,
N7K0033X, N7K0564X,
N7L0401X, N7M0203X,
N7M0759X, NBA0152X,
NB8A0404X, NBAQ977X,
N8B0943X, N8C0165X,
N8C0854X, N8D0508X,
N8D1062X, NS8EO561X,
NBE0932X, NS8E0989X,
N8E1006X, N8E1009X,
N8E1028X, N8J0178X,
N8M0424Y, N8BM0530Y,,
N8M0531Y

N6C0533UX, N6EQ977UX,
NB6E0976UX, N6G0O784UX,
N6HO0302UX, N6K0970UX,
N6C0582UX, N6FO508UX,
N6F0049UX, N6G0785UX,
N6HO0734UX, N6K1067UX,
N6C0657UX, N6FO509UX,
N6F0503UX, N6G0786UX,
N6HO0693UX, N6L0152UX,
N6C0681UX, N6FO758UX,
N6F0504UX, N6H0105UX,
N6HO0909UX, N6M0328UX,
NG6EO115UX, N6F0295UX,
N6F0505UX, N6H0106UX,
N6H0946UX, N7A0170UX,
NG6EO116UX, N6F0748UX,
N6E0979UX, N6HO107UX,
N6G0068UX, N7C0475X,
NGE0978UX, N6FO759UX,
N6F0507UX, N6HO173UX,
N6J0092UX, N7C1091X,
N6F0045UX, N6FO760UX,
N6F0506UX, N6H0298UX,
N6J0040UX, N7C1092X,
N6F0046UX, N6FO786UX,
N6G0270UX, N6H0299UX,
N6G0486UX, N7D0104X,
N6F0047UX, N6FO787UX,
N6G0271UX, N6H0155UX,
N6HO0174UX, N8A0087X,
N6F0048UX, N6FO788UX,
N6G0287UX, N6H0156UX,
N6K0302UX, N8D0035X,
N6FO050UX, N6G0288UX,
N6G0499UX, N6HO157UX,
N6H0522UX, N8D0225X

MO0607UX, N6E0295UX,
N6HO0576UX, N6J1092UX,
N6K0230UX, N6K0938UX,

N6L0422URX, N6LO777UX,

N7A0415UX, N7C0112X,
N7D1013X, N7E1089X,
N7F0275X, N7F1126X,
N7G0444X, N7H0047X,
N7H1067X, N7J0175X,
N7L0825X, N8A0249X,
NBA0655X, N8B0455X,
N8B0945X, N8CQ757X,
N8C1213X, N8D0593X,
N8D0907X, NS8EOO15X,
N8G0648X, N8JO764X,
N8K0823KY, N8K0840Y,
N8LO166Y, N8L0436Y,
N8M0845Y, N9A0204Y,
N9B0455Y

N4D0328K X, N4D0338K X,
N4EQ796K X, NAEOBAGK X,
N4EQ980K X, N4E1018K X,
N4E1059K X, N4E1173K X,
N4E1269K X, N4E1654K X,
N4E1655K X, N4G0523K X,
N4G1541K X, N4HO078K X,
N4J0215K X, N4J0250K X,

N4J0271K X, N4J1002K X,

N4J1217K X, N4J1247K X,

N4K1465K X, NAM0921K X,
N5B0285K X, N5B0340K X,
N5B0417K X, N5B0484K X,
N5B0680OK X, NSD0467K X,
N5D0497K X, N5SD0O550K X,
N5SDO0609K X, NSDO660K X,
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N5D0736K X, NSDO765K X,
N5D1008K X, NSEO068K X,
N5EO0143K X, NSE0297K X,
NSE0727K X, NSEO756K X,
NSFO096K X, NSF1223K X,
N5F1382K X, N5G0244K X,
N5G0329K X, N5G0O339K X,
N5G0355K X, N5G0405K X,
N5G0414K X, N5G0809K X,
N5G0868K X, N5J1153K X,
N5J1201K X, N5J1233K X,
N5K0045K X, NSK0089K X,
N5K0115K X, N5SM0172K X,
N5M0662K X, NSM0693K X,
N5M0732K X, N5SM0741K X,
NB6A0913K X, N6B0O332K X,
N6C0462K X, N6D0388K X,
N6D0474K X, N6D0506K X,
NG6E0078K X, N6EOO99K X,
NG6EO117KX, N6E0129K X,
NGEO366K X, N6E0416K X,
NG6FO039K X, N6F0088K X,
N6F0156K X, N6F0720K X,
N6F0780K X, N6FO816K X,
N6GO099K X, N6GO139K X,
N6GO0191K X, N6G0198K X,
N6G0213K X, N6G0243K X,
N6G0280K X, N6HO168K X,
N6H0247K X, N6H0291K X,
N6HO0327K X, N6HO370K X,
N6HO0433K X, N6H0456K X,
N6HO0466K X, N6HO792K X,
N6HO0827K X, N6JO152K X,
N6J0185K X, N6J0243K X,
N6J0476K X, N6K0160K X,
N6K0209K X, N6K0251K X,
N6K0293K X, N6K0676K X,
N6K0739K X, N6KO0774K X,
N6K0824K X, N6K0871K X,
N6K1137KX, N6LO806K X,
N6L0814KRX, N6L0909K X,
N6L0942K X, N6L0944K X
N6MOOB5K X, N6MO095K X,
N6MO0113K X, N6M0134K X,
N6M0263K X, N7A0293K X,
N7A0792K X, N7BO070K X,
N7B0125K X, N7B0154K X,
N7B0177KX, N7B0885K X,
N7B0905K X, N7B0946K X,
N7C0387K X, N7C0405K X,
N7C0442K X, N7C0485K X,
N7C0517KX, N7C0775K X,
N7C0812K X, N7C0857K X,
N7C0899K X, N7C0927K X,
N7C0977K X, N7C1014K X,
N7D0101KX, N7D0135K X,
N7D0182K X, N7D0226K X,
N7D0247K X, N7D0264K X,
N7D0416KX, N7D0473K X,
N7D0495K X, N7D0538K X,
N7D0591K X, N7D0918K X,
N7D0945K X, N7E0372K X,
N7E0518K X, N7E0565K X,
N7E0610K X, N7EQ920K X,
N7E0962K X, N7FO093K X,
N7F0094K X, N7F0186K X,
N7F0224K X, N7F0662K X,
N7F0663K X, N7FO696K X,
N7F0745K X, N7F0822K X,
N7F1019KX, N7F1052K X,
N7F1139K X, N7G0016K X,
N7G0241K X, N7G0279K X,
N7G0498K X, N7G0790K X,
N7G0904K X, N7H0012K X,
N7HO0174KX, N7HO315K X,
N7HO0347K X, N7HO419K X,
N7HO0470K X, N7HO520K X,
N7HO0569K X, N7HO712K X,
N7HO786K X, N7THO957K X,
N7H1017KX, N7H1057K X,
N7H1096K X, N7H1141KX,
N7H1175K X, N7H1187KX,
N7J0070K X, N7JO099K X,
N7J0135K X, N7J0174K X,
N7J0483K X, N7J0508K X,
N7J0550K X, N7J0636K X,
N7J0692K X, N7J0858K X,
N7J0897K X, N7J1014K X,
N7J1155K X, N7K0008K X,
N7K0085KX, N7K0O087K X,
N7K0154K X, N7K0225K X,
N7K0270K X, N7K0272K X,
N7K0303KX, N7K0307K X,
N7K0400KX, N7K0443K X,
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60 mm Endo GIA Articulating
Medium/Thick Reload with Tri-
Staple Technology

EGIAGOAMT
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N7K0500K X, N7K0544K X,
N7K0562K X, N7K0711KX,
N7K0742K X, N7K0783KX,
N7K0821KX, N7K0904K X,
N7K0956K X, N7K1052K X,
N7K1150K X, N7K1181K X,
N7K1183KX, N7LO057K X,
N7L0091K X, N7L0132K X,
N7L0361K X, N7L0403K X,
N7L0431KX, N7L0475K X,
N7L0592K X, N7L0811KX,
N7L0856K X, N7L1004K X,
N7L1098KX, N7MO100K X,
N7MO0132K X, N7M0506K X,
N7MO0554K X, N7MO0589K X,
N7M0592K X, N7M0614K X,
N7MO0620K X, N7M0778K X,
N7M0918K X, N7TM0967K X,
N7M1000K X, NBAOOG5K X,
N8A0203K X, N8AO380K X,
N8A0381KX, N8AQ772KX,
NBA0960K X, N8A1028K X,
N8A1050KX, N8A1099K X,
N8A1119K X, N8B0O114K X,
N8B0137K X, N8B0204K X,
N8B0571K X, N8B0641K X,
N8BO666K X, N8BO709K X,
N8BO769K X, N8B0805SK X,
N8B0849K X, N8B0885K X,
N8B0905K X, N8B0958K X,
N8B1009K X, N8B1034K X,
N8B1048K X, N8C0O159K X,
N8C0324K X, N8C0O340K X,
N8C0470K X, N8C0546K X,
NB8C0589K X, N8CO718K X,
N8CQO777K X, N8CO779KX,
N8CO0816K X, N8C1338K X,
N8C1339K X, N8D0043K X,
N8D0083K X, N8D0142K X,
N8DO0311KX, N8D0312K X,
N8D0394K X, N8D0482K X,
N8D0483K X, N8D0536K X,
N8D0594K X, N8D0647K X,
N8D0694K X, N8D1045K X,
N8D1067KX, NS8EOO81K X,
N8E0149K X, N8EQ201K X,
NBE0233K X, N8E0266K X,
NBEO0321K X, N8E0378K X,
NBEO0431K X, N8E0435K X,
NBEO0498K X, NBEO567K X,
NBEO0612K X, NBEO659K X,
N8EOB99K X, NBEO700K X,
N8EQ725K X, N8F0094K X,
N8F0183K X, N8F0258K X,
N8F0307K X, N8F0335K X,
N8F0347K X, N8FO383K X,
N8F0428K X, N8F0482K X,
N8F0658K X, N8FO691K X,
N8F0773K X, N8FO858K X,
N8F0879K X, N8F0921K X,
N8F0976K X, N8F1015K X,
N8F1046K X, N8G0871K X,
N8GO0911KX, N8G0942K X,
N8G0980K X, N8H0683K X,
N8HO0735K X, N8HO759K X,
N8J0819K X, N8L0895KY,,

N8MO168KRY, NO9AOG65KRY,,

N9YA0954KRY, N9B0348KY

N4C1545K X, N4C1718K X,
N4D0042K X, N4D0366K X,
N4D0453K X, N4D0O589K X,
N4D0605K X, N4D0O688K X,
N4D0814K X, N4D0897K X,
N4D1145K X, N4E1383K X,
N4E1505K X, N4FO006K X,
N4F0076K X, N4F0114K X,
N4F0516K X, N4FO695K X,
N4F0719K X, N4F0853K X,
N4F0929K X, N4F0981K X,
N4F1092K X, N4F1159K X,
N4F1163K X, N4F1331K X,
N4F1383K X, N4F1450K X,
N4F1542K X, NAH0432K X,
N4H0475K X, N4AHO503K X,
N4J1170K X, N4K0212K X,
N4K0742K X, N4KO757K X,
N4K0835K X, N4K0870K X,
N4L0249K X, N4L0315K X,

N4M0982K X, NAM1062K X,

N5A0286K X, N5A0345K X,
N5A0364K X, N5A1461K X,
N5B0031K X, N5B0700K X,
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N5B0757K X, N5B0794K X,
N5B0856K X, NSC0465K X,
N5C0639K X, N5CO668K X,
N5C0725K X, NSCO758KRX,,
N5C0914K X, N5C0986K X,
N5D0862K X, NSE0348K X,
N5E1158K X, NSE1213K X,
N5E1245K X, N5F0181K X,
N5F0260K X, NSFO330K X,
N5F0348K X, N5G0114K X,
N5G0154K X, N5G0186K X,
N5G0660K X, N5G0877K X,
N5G0983K X, N5G1011K X,
N5G1122K X, N5G1147KX,
N5G1248K X, NSHO100K X,
N5H0226K X, NSHO250K X,
N5HO0481K X, NSH0623K X,
N5H0676K X, NSHO730K X,
N5H0762K X, NSH0838K X,
N5H0949K X, NSH0970K X,
N5HO0993K X, N5SH1013K X,
N5H1082K X, NSH1111KX,
N5H1158K X, NSH1186K X,
N5H1216K X, N5J0220K X,
N5J0266K X, N5J0295K X,
N5J0321K X, N5J0418K X,
N5J0492K X, N5J0512K X,
N5J0532K X, N5J0572K X,
N5J0658K X, N5J0694K X,
N5J0775K X, N5J0816K X,
N5J0966K X, N5J1099K X,
N5J1130K X, N5K0139K X,
N5K0208K X, N5K0308K X,
N5K0374K X, N5K0412K X,
N5K0429K X, N5K0564K X,
N5K0595K X, NSK0629K X,
N5K0665K X, N5SK0700K X,
N5K0732K X, N5K0775K X,
N5K0848K X, NSK0895K X,
N5K0941K X, NSK0992K X,
N5K1054K X, N5L0595K X,
NS5L0673KRX, N5L0746K X,
N5L0809K X, N5SM0O088K X,
N5SMO150K X, NSM0459K X,
N5M0491K X, NSM0536K X,
N5M0582K X, NSM0632K X,
N5MO0769K X, NSM0827K X,
NG6A0004K X, N6AC034K X,
NG6A0086K X, N6AO0124K X,
N6A0253K X, N6A0255K X,
N6A0428K X, N6AO520K X,
N6A0527K X, N6BO028K X,
N6B0052K X, N6BO081K X,
N6B0105K X, N6B0135K X,
N6B0177K X, N6B0219K X,
N6B0270K X, N6B0323K X,
N6B0386K X, N6B0405K X,
N6B0477K X, N6B0504K X,
N6B0541K X, N6B0624K X,
N6B0722K X, N6B0746K X,
N6B0788K X, N6B0852K X,
N6B0923K X, N6C0O355K X,
NB6CO369K X, N6CO370K X,
N6CO0398K X, N6CO509K X,
N6C0524K X, N6C0562K X,
NB6CO589K X, N6C0O598K X,
N6C0678K X, N6C0O701K X,
N6C0737K X, N6CO753K X,
N6CO800K X, N6C0841K X,
N6C0889K X, N6C0913K X,
N6C0938K X, N6C0972K X,
N6DO0009K X, N6DO051K X,
N6D0070K X, N6D0091K X,
N6D0160K X, N6D0180K X,
N6D0230K X, N6D0283K X,
N6D0285K X, N6D0334K X,
N6D0376K X, N6D0536K X,
N6DO0580K X, N6D0O607K X,
N6D0672K X, N6D0715K X,
N6D0735K X, N6DO757K X,
N6D0796K X, N6D0O830K X,
N6D0903K X, N6D0924K X,
NG6E0002K X, N6EOOG8BK X,
NG6E0244K X, N6E0287K X,
NGEO0335K X, N6E0462K X,
NG6E0573K X, N6EO60OK X,
NGE0652K X, N6EO6I1K X,
N6F0087K X, N6FO165K X,
N6F0211K X, N6F0232K X,
N6F0279K X, N6FO307K X,
NGFO385K X, N6FO397K X,
N6F0442K X, N6F0474K X,
N6F0512K X, N6F0541K X,
N6F0573K X, N6FO611K X,

©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 Thursday, May 23, 2019 Page 6

NG6FO656K X, N6FOB59K X,
N6F0705K X, N6F0935K X,
N6J0202K X, N6J0314K X,
N6J0364K X, N6K0742K X,
N6L0523K X, N6L0527K X,
N6L0S56K X, N6L0634K X,
NG6L0946K X, N6M0329K X,
N6MO556K X, N6M0OG9IBK X,
N6MO729K X, N6MO737K X,
N7A0086K X, N7A0131KX,
N7A0167KX, N7A0208K X,
N7A0227K X, N7A0941K X,
N7B0024K X, N7B0123K X,
N7B0345K X, N7B0591K X,
N7B0739KX, N7C0275K X,
N7C0332K X, N7C0371K X,
N7C0756K X, N7CO799K X,
N7CO0833K X, N7C0959K X,
N7D0453K X, N7D0592K X,
N7D0632K X, N7DO690K X,
N7D0744K X, N7D0908K X,
N7D0949K X, N7E0043K X,
N7E0109K X, N7E0148K X,
N7E0188K X, N7E0223K X,
N7E0304K X, N7EO605K X,
N7EQ726K X, N7E0806K X,
N7E0990K X, N7FO061K X,
N7F0157K X, N7F0173K X,
N7F0307K X, N7F0370K X,
N7F0500K X, N7F0589K X,
N7F0868K X, N7FO903K X,
N7F0923K X, N7F0961K X,
N7F0964K X, N7GO062K X,
N7G0209K X, N7G0246K X,
N7G0287K X, N7GO661K X,
N7G0689K X, N7G0O723KX,
N7G0775K X, N7HO102K X,
N7HO0396K X, N7H0422K X,
N7HO0464K X, N7H0493K X,
N7HO716KX, N7HO762K X,
N7HO0827K X, N7HO867K X,
N7J0214K X, N7J0254K X,
N7J0286K X, N7J0371K X,
N7J0386K X, N7J0420K X,
N7J0454K X, N7J0748K X,
N7J0792K X, N7J0845K X,
N7J0884K X, N7K1094K X,
N7K1119KX, N7L0635K X,
N7L0737KX, N7L0738KX,
N7L0894K X, N7L0957K X,
N7M0072K X, N7TM0322K X,
N7M0323K X, N7MO785K X,
N7M0864K X, NBAOO9BK X,
N8A0744K X, N8A0818K X,
NBA0819K X, N8A0882K X,
NBA0911KX, N8A1044K X,
N8B0311K X, N8B0372K X,
N8B0411K X, N8B0458K X,
N8B0497K X, N8B0553K X,
N8C0112K X, N8C0638K X,
N8DO0183K X, N8D0226K X,
N8D0242K X, N8D0314K X,
NBEO0633K X, NBEO676K X,
NBE0687K X, N8E0814K X,
N8E1013K X, N8E1060K X,
N8E1135K X, N8E1175K X,
N8E1177KX, N8FO098K X,
N8F0523K X, N8F0581K X,
N8F0619K X, N8F1045K X,
N8F1111KX, N8GOO35K X,
N8G0067K X, N8G0122K X,
N8G0179K X, N8G0202K X,
N8G0217K X, N8G0244K X,
N8G0284K X, N8G0351K X,
N8G0388K X, N8G0440K X,
N8G0468K X, N8G0489K X,
N8GO0513K X, N8G0O550K X,
N8GO0566K X, N8G0624K X,
N8GO0688K X, N8GO697K X,
N8GO0752K X, N8GO780K X,
N8GO0839K X, N8G0O879K X,
N8G0880K X, N8G0936K X,
N8G0983K X, N8G1025K X,
N8HO0016K X, N8HO089K X,
N8HO0135K X, N8H0159K X,
N8HO0175K X, N8H0220K X,
N8H0298K X, N8H0332K X,
N8HO0372K X, N8H0406K X,
N8H0434K X, N8H0474K X,
N8HO0506K X, N8H0574K X,
N8HO0600K X, N8HO606K X,
N8H0613K X, N8H0652K X,
N8HO0653K X, N8HO750K X,
N8HO776KX, N8HO800K X,
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Covidien Best Practices
Procedure Kits containing Auto

Suture Endo GIA with Tri-Staple

Technology

0072062, 0022063, 0022095, 0022096, 0022117,
00Z2122, 0022123, 0022129, 0022138, 0022140,
0022146, 0022150, 0022163, 0022166, 0022180,
0022183, 0022187, 0022190, 0022191, 0022192,
0022193, 0022200, 0022201, 0022205, 0022209,
0022210, 0022213, 0022214, 0022216, 0022217,
0022222, 0022224, 0022225, 0022231, 0022232
0022233, 0022234, 0022246, 0022247, 0022252,
0022254, 0022261, 0022263, 0022266, 0022269,
0022270, 0022272, 0022274, 0022285, 0022286,

©2019 ECRI Institute

N8H0815K X, N8H0868K X,
N8H0894K X, N8H0940K X,
N8HO0969K X, N8JOOO5K X,
N8JO030K X, N8JOOGOK X,
N8J0102K X, N8J0188K X,
N8J0221K X, N8J0260K X,
N8J0301K X, N8J0313K X,
N8J0319K X, N8J0414K X,
N8J0443K X, N8J0494K X,
N8J0523K X, N8J0534K X,
NB8J0564K X, N8JO617K X,
NB8JO686K X, N8J0723K X,
N8J0762K X, N8J0787K X,
N8J0810K X, N8J0852K X,
N8JO882K X, N8J0952K X,
N8JO990K X, N8J1019K X,
N8J1064K X, N8J1070K X,
N8K0016K X, N8K0081K X,
N8KO0110K X, N8K0136K X,
N8K0180K X, N8K0212K X,
N8K0231K X, N8K0254K X,
N8K0319K X, N8K0361K X,
N8K0393K X, N8K0421K X,
N8K0437K X, N8K0452K X,
N8K0492K X, N8K0531K X,
N8K0584K X, N8K0632K X,
N8K0697KY, N8KO709KY,
N8K0762KY, N8K080OKY,
N8K0842KY, N8K0898KY,
N8K0939KY, N8K0971KY,
N8K0983KY, N8K0996KY,
N8K1023KY, N8K1063KY,
N8L0016KY, N8LOO72KY,
N8L0073KY, N8LO099KY,
N8LO163KY, N8L0204KY,
N8L0234KY, N8L0283KY,
N8L0327KY, N8L0O351KY,
NBLO0368KY, N8L0440KY,
N8L0471KY, N8L0527KY,
N8L0534KY, N8LO570KY,
N8L0594KY, N8LO633KY,
N8L0673KY, N8LO715KY,
N8LO733KY, N8LO765KY,
N8LO772KY, N8L0822KY,
N8L0853KY, N8M0004KY,
N8MO0026KY, NBMOO35KYY,
N8MO0064KY, NBM0O100KY,
N8MO0140KY, N8BMO178KY,
N8MO0217KY, N8BM0243KYY,
N8MO0262KY, N8BM0276KYY,
N8MO0351KY, N8BM0394KYY,
N8MO0439KY, N8MO459KY,
N8MO0512KY, N8BM0O5S51KY,
N8MO0588KY, NBM0621KY,
N8MO0628KY, N8BM0O673KY,
N8MO699KY, N8BMO711KY,
N8MO0713KY, N8BMO763KY,
N8MO0793KY, N8BM0O796K Y,
N8MO0820KY, NBM0OB49KYY,
N9YAO0L3KY, N9ACO92KY,
NOAO139KY, NO9AOL5IKY,
N9A0171KY, N9AO186KY,
N9A0267KY, NOAO329KY,
N9A0358KY, NOAO366KY,
N9AQO400KY, NOAD423KY,
N9A0460KY, NOAO497KY,
N9A0521KY, N9A0544KY,
N9YA0618KY, N9AOG36KY,
N9A0652KY, NOAOGIEKY,,
NOAQ725KY, NOAO765KYY,
N9AQ773KRY, NOAO787KY,
N9A0812KY, NOA0827KY,
N9A08BOKY, NOAQ937KY,
N9BO0020KY, N9BO049KYY,,
N9BO066K Y, N9B0084KY,,
N9B0122KY, N9B0201KY,
N9B0220KY, N9B0298KY,,
N9B0299K'Y, N9BO38IKY,,
NOB0403KY, N9BO490KYY,
N9B0522KY, N9B0O540KY,
N9BO0570KY, N9B0722KY,
N9CO0450KY

None listed
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0022289, 0022293, 0022305, 0022306, 0022321,
0022322, 0022323, 0022324, 0022325, 0022328,
0022336, 0022352, 0022365, 0022366, 0022383,
0022388, 0022392, 0022396, 0022397, 0022402,
0022403, 0022408, 0022408-LGB, 0022419,
0022423, 0022426, 0022427, 0022428, 0022429,
0022431, 0022432, 0022439, 0022442, 0022443,
0022450, 0022451, 0022452, 0022473, 0022481,
0022482, 00Z2489A, 0022493, 0022516,
0022522, 0022523, 0022531, 0022544, 0022556,
0022557, 0022558, 0022568, 0022577,
00Z2577A, 0022578, 0022582, 0022585,
0022589, 0022593, 0022601, 0022602, 0022605,
0022621, 0022644, 0022648, 0022664, 0022687,
0022729, 0022743, 0022745, 0022746, 0022748,
0022753, 0022760, 0022769, 0022798, 0022813,
0022822, ADAPTRE13, ADAPTREI15,
ADAPTRE20, ADAPTRE4, ADAPTRES,
EGIATHORKITO1, ENDOBARIATRICR,
ENDOBARIATRICS, ENDOTHORACICL,
ENDOTHORACICS, IDRIVESTDAMT,
IDRIVESTDAMTAXT, IDRIVESTDAXT,
IDRIVEXLAMT, IDRIVEXLAMTAXT,
IDRIVEXLAXT, SIGEVAL11, SIGEVAL15,
SIGEVAL17, SIGEVAL3, SIGEVAL4,
SIGEVALS, SIGEVAL6

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: Emergency/Outpatient Services, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Gastroenterology, Materials
Management

Problem:

InaMay 17, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Medtronic states that the above devices may be
missing one of the two components that maintain alignment of the device jaws. Use of a product without a pin may result in incomplete staple formation,
potentially leading to bleeding, anastomotic leak, peritonitis, or pneumothorax, which can result in the potential for infection and/or sepsis. Medtronic
aso states that it has received no reports related to this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the May 17,
2019, Urgent Medical Device Recall letter, Attachment A, and Recalled Product Return Form from Medtronic. Regardless of whether you have affected
product, complete the Recalled Product Return Form and return it to Medtronic using the instructions on the form. To obtain a return goods authorization
(RGA) number for product return, contact the Medtronic customer service department using the information below. Once you receive the RGA number,
return affected product to Medtronic, Attn: Field Returns, at 195 McDermott Road, North Haven, CT 06473, United States. If you purchased affected
product through a distributor, contact them directly for instructions on returning 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. Report any adverse events
to Medtronic post market vigilance at quality.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 customer service department

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

Website: Click here

Comments:

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

Source(s):
e 2019 May 22. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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‘ Neomem H Collagen Matrix, Inc.O0 H Asnan Medical Services kSecure[CA[CaViewRecalH ] ‘

Portico Solo Re- | St. Jude Medical Inc., Medical Regulations Gate https://ncmdr.sfda.gov.s
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Access System

ThermaCare PFIZER CONSUMER Ahmed Mohammed https://ncmdr.sfda.gov.s
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EndoAVF Systems Vascular (BPV)
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[High Priority ] - A32705 : BD—Microtainer Tubes: Reservoir May Be Damaged, Potentially Leading to

Erroneous Results
Medical Device Ongoing Action

Published: Friday, May 17, 2019

UMDNS Terms:

® Tubes, Blood Collection [14183]
Product Identifier:

[Consumable]
Product BD Lot No Expiration Date
Catalog No. :
Microtainer Z (No Additive Tubes) 365963 8117750 2019 Oct 31
365963 8155792 2019 Nov 30
365963 8223778, 8223779 2020 Jan 31
365963 8268514 2020 Feb 29
Microtainer Tubes with Lithium Heparin (LH) 365965 811767N 2019 Sep 30
365965 815066N 2019 Nov 30
365965 821471N, 821990N 2020 Jan 31
Microtainer SST 365967 8094573, 8094575, 8094578 2019 Jun 30
365967 8117697 2019 Jul 31
365967 8165883, 8165884, 8170911, 2019 Aug 31
8171861
365967 8220937, 8220938 2019 Oct 31
365967 8282848, 8284571, 8284574 2019 Dec 31
Microtainer Tubes with K2E (K2EDTA) 365974 8101695, 8101696, 8101699, 2019 Sep 30
8101701, 8106835, 8106837,
8106842, 8106847, 8106850
365974 8120850, 8120851, 8121979, 2019 Oct 31
8121981, 8124783, 8124880,
8127770, 8128575, 8129642,
8129645
365974 8197705, 8197970, 8198921, 2019 Dec 31
8198927
365974 8243545, 8247628, 8248705, 2020 Feb 29
8249986
365974 8288904, 8290928 2020 Mar 31
Microtainer SST Amber 365978 2019 Sep 30
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8193502, 8193507, 8193511,
8204927, 8205758, 8207774,
8208542, 8208544

365978 8232513, 8233967, 8236755, 2019 Oct 31
8236756, 8239857

365978 8260948, 8262866 2019 Nov 30
365978 8282812 2019 Dec 31
Microtainer PST Tubes with LH 365985 808592N, 809669N, 811070N, 2019 Jun 30

811071N, 811664N

365985 813767N, 815060N 209 Jul 31

365985 815061N, 815062N, 816499N 2019 Aug 31

365985 821563N, 821564N, 821565N, 2019 Oct 31
821888N

365985 827063N, 827064N, 827589N, 2019 Dec 31

827693N, 827699N

Microtainer PST Tubeswith LH Amber 365987 819352N 2019 Sep 30
365987 822851N, 822852N, 822853N, 2019 Oct 31
822854N, 822855N, 822862N,
824092N
365987 826768N 2019 Nov 30
365987 827652N, 827753N, 827754N 2019 Dec 31
Microtainer Tubes with FE (Sodium 365992 8212777, 8212785 2019 Oct 31

Fluoride/Disodium EDTA) Glycolytic Inhibitor

365992 8268546, 8268549 2019 Nov 30

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, NJ07417-1884, United States
Suggested Distribution: Clinical Laboratory/Pathology, Infection Control, Nursing, Phlebotomy, Materials Management

Problem:

InaMay 13, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, BD states that the reservoir of the above tubes
may be damaged, potentially leading to a decreased fill volume and causing samples to be insufficient for testing and improper blood-to-additive ratio,
potentially producing erroneous results. This problem may necessitate recollecting samples and retesting for the patient, which could delay test results
reporting and patient trestment. BD also states that a damaged tube reservoir may result in blood leakage and exposure to healthcare workers. BD further
states that the damage to the tube reservoirs was caused by an equipment malfunction during the molding process, and that the equipment malfunction
has been corrected. The manufacturer has not confirmed the information provided in the source documents.

Action Needed:

Identify and destroy any affected product in your inventory. If you have affected product, verify that you have received the May 13, 2019, Urgent
Medica Device Recall letter and Customer Response Form from BD. Regardless of whether you have affected product, complete the Customer Response
Form and return it to BD using the instructions on the form. BD will provide your facility with replacement product. Inform al relevant personnel at your
facility of the information in the letter. Report any adverse events associated with the use of affected product to BD. U.S. customers should also 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:

BD customer quality department

Tel.: (888) 237-2762 (select option 3, then option 2), 8 am. to 5 p.m. Central time, Monday through Friday

Website: Click here

Comments:

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

Source(s):
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https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

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

http://www.bd.com/en-us/offerings/capabilities/microbiology-solutions
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e 2019 May 16. Member Hospital. BD letter submitted by ECRI Institute member hospitals (includes reply form) Download

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193001/20190513BDMicrotainerTubesCLIENT.pdf
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