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Abbott Diagnostics Korea, Inc.
65, Borahagal-ro, Giheung-gu,
Yongin-si, Gyeonggi-do,
Republic of Korea (16878)

T: +82.31.899.2800 / 899.2805
fax : +82.31.890.2842

Abbott

ADK Doc. No. ADK-Q2024-053
Subject: Urgent Field Safety Notice
Date Issued: 13™ September 2024

Products impacted include SD UroColor 10/ UroColor 10, SD UroColor
11/ UroColor 11.

Product Product Codes impacted are 10UK10 and 10UK11.
There are multiple affected lot numbers, which are outlined in Appendix
I of this document.

Abbott have determined that patient samples tested using affected lots of
UroColor 10 & UroColor 11 products may show false positive results for
the Leukocyte presence.

Assessment of this occurrence has determined that the leukocyte marker
within the UroColor 10 & UroColor 11 products may decline in

Explanation performance prior to their defined expiration dates, resulting in the
potential for false positive results to occur.

As an interim measure, while Abbott investigates the cause of this event,
all newly released lots will have a shortened dating applied from the date
of manufacture. This action ensures that product performance can be
maintained during the assigned shelf-life.

Patient samples tested using select lots of UroColor 10 & UroColor 11
products may show false positive results for the Leukocyte marker when
results are read either visually or instrumentally using the UroMeter
urine chemistry analyzer.

As per the Test Limitation section in the pertaining products Information

Patient for Use (IFU), other clinical and laboratory data should be considered
Impact when evaluating patient health with UroColor 10 and UroColor 11
products.

A negative result is deemed valid for the Leukocyte marker using the
UroColor 10 & UroColor 11 products. All other UroColor markers, with
the exception of Leukocyte tests, have been determined to function as
intended, with positive and negatives results obtained being valid.




Docusign Envelope ID: C7C8AE49-629F-40AF-BD1D-9CB50B45A26C

Please follow the necessary actions below:

If....

Then...

You are currently using or have
inventory of impacted lots and are
using the product to test for
Leukocyte presence

Discontinue use of and discard any
remaining inventory.

You are currently using or have
inventory of impacted lots and are
using the product to test for
markers other than Leukocyte

You may continue to use the
product as intended per labelling
as it pertains to markers other than
Leukocytes

e Going forward, all future lots will carry reduced dating until

e  Follow your local protocol regarding the need for review of
previously reported patient results. Please seek consult from your

e If you have forwarded any of the affected lots to another
customer, please provide them with a copy of this communication.

e  Please complete the form attached in Appendix II of this

If you or any of the health care providers you serve have questions
regarding this information, please contact your local area Customer

Necessary
Actions to Presence
be taken
further notice.
medical advisors where applicable.
document per instructions provided.
Contact
Information 3
Service.
Sincerely,
DocuSigned by:
[ 2024-09-13
ED7ZE79ER3AEQ45C
Taekjin, Lee

Director, Head of Quality
Abbott Diagnostics Korea Inc.
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Appendix 1

Table 1: List of lots in scope of Field Safety Notice

Product Code

10UK10

Lot No. Expiry Date Expiry Date
U100HO48AA 2024-09-11 Uioelo20AC 2025-04-20
UicoHo51AA 2024-09-21 Uioolo21AA 2025-04-26
U100HO51AB 2024-09-21 Uroolo22AA 2025-04-30
U100HO55AA 2024-10-09 U100l023AA 2025-05-07
U100HO56AA 2024-10-10 U1o0l023AB 2025-05-07
U100HO57AA 2024-10-15 U100l1023AC 2025-05-07
U100HO57AB 2024-10-15 Uioolo23AD 2025-05-07
U100HO58AA 2024-10-17 U1o0lo24AA 2025-05-13
U100HO58AB 2024-10-17 Uio0lo25AA 2025-05-16
U100HO59AA 2024-10-23 U1001026AA 2025-05-20
U100HOG0AA 2024-11-07 U1001026AB 2025-05-20
U100HO61AA 2024-11-12 U1001026AC 2025-05-20
U100HO61AB 2024-11-12 Uioolo27AA 2025-05-28
U100HO62AA 2024-11-13 Uioolo27AB 2025-05-28
Ui100HO63AA 2024-11-28 Uioolo27AC 2025-05-28
Uic0H063AB 2024-11-28 Uioclo27AD 2025-05-28
UicoH063AC 2024-11-28 Uiooclo28AA 2025-06-05
U100HO64AA 2024-12-05 Uioclo2gAA 2025-06-05
UicoHo64AB 2024-12-05 Uio0lo30AA 2025-06-06
U100HO65AA 2024-12-11 Uio0clo31AA 2025-06-11
Uic0oH065AB 2024-12-11 Ui100I031AB 2025-06-11
U100HO66AA 2024-12-11 U100I031AC 2025-06-11
U100HO66AB 2024-12-11 U1001032AA 2025-06-15
U1o0HO67AA 2024-12-21 U100I032AB 2025-06-15
U100HOO68AA 2024-12-24 Uioolo32AC 2025-06-15
U100HO68AB 2024-12-24 Uio0lo33AA 2025-06-20
Uio0lo01AA 2025-01-02 Uioclo34AA 2025-07-01

Uiooloo1AB 2025-01-02 U100I034AB 2025-07-01
Uiocloos5AA 2025-01-29 Uioolo35AA 2025-07-11
U1001019AA 2025-04-16 U1001036AA 2025-07-12
U1001019AB 20825-04-16 U100I037AA 2025-07-16
U100I020AA 2025-04-20 U1o0l037AB 2025-07-16
U1001038AA 2025-07-25 Uioolog7AC 2025-07-16
U1001038AB 2025-07-25 U100J007AA 2026-01-28
U100I038AC 2025-07-25 U100Jo07AB 2026-01-28
Uio0lo38AD 2025-07-23 U100JO08AA 2026-01-28
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U100I064AA 2025-12-09 U100J008AB 2026-01-28
U1001064AB 2025-12-09 U100J008AC 2026-01-28
U1001064AC 2025-12-09 U100JOOQAA 2026-02-11
U100I066AA 2025-12-19 U100J00QAB 2026-02-11
U1001066AB 2025-12-19 Ui1o0JO17AA 2026-03-17
10UK10 U100I067AA 2025-12-26 U100J017AB 2026-03-17
U100l067AB 2025-12-26 U100J018AA 2026-03-20
U100JOO1AA 2026-01-03 U100J0o21AA 2026-03-26
U100JO01AB 2026-01-03 U100J024AA 2026-04-07
U100J0o01AC 2026-01-03 U100Jo25AA 2026-04-08
U100I020AB 2025-04-20
Ui110Ho22AA 2024-09-14 Ui10lo06AA 2025-05-08
Ui1o0Ho23AA 2024-09-19 U110I008AA 2025-05-29
Ui110Ho24AA 2024-10-05 Ui10loogAA 2025-05-31
10UK11 U110Ho25AA 2024-11-14 Ui10l0ogAB 2025-05-31
U110HOo26AA 2024-11-15 Ui1olo10AA 2025-06-18
Uii1oloo1AA 2025-01-11 U110J003AA 2026-01-29
Uiioloo2AA 2025-01-12
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Appendix 11

Urgent Field Safety Notice Reply Form

I hereby acknowledge that I have received, read, and understood the included Urgent Field
Safety Notice for SD UroColor 10/ UroColor 10, SD UroColor 11/ UroColor 11 products.

We have taken the necessary actions as directed by this Field Safety Notice and have
informed all customers that have received the impacted lots of SD UroColor 10/ UroColor
10, 8D UroColor 11/ UroColor 11 products.

We acknowledge that this document may be presented to regulatory or administrative bodies
globally according to mandatory legislation.

Date Name (Printed) Signature
Title Department
Institution
Address
Post/Zip Code City
Telephone FAX E-mail

Return e-mail to field.safetv. notifications@abbott.com.
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