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Field Safety Notice

Dear Beckman Coulter Customer,

This letter is to inform you of a potential malfunction and hence hazard to patients

when using the attached in-vitro diagnostics medical device.

We, hereby, enclosed the manufacturer's notification letter of this field corrective

action with detailed information on the issue, impact, action need to be taken and

resolution onthis issue.

If you have sold this medical device and it is no longer in your possession, we kindly
ask that you forward this safety notice to the new owner of this medical device. Please

informus about the new owner of the medical device.

The Medical Device Authority will be informed of this notice.

Sincerely Yours,

Nur Aishah
Regulatory Affairs Specialist

Contact person of this notification Chong Chuen Ling........
Department ... Marketing......ccccceeveenannn.
Telephone ...6012 982 6529..................
Fax ...60377720551.......c...c......
E-mail . cchong01@beckman.com ......

Beckman Coulter Malaysia Sdn Bhd. (861038-K)
No 18, Jalan Tandang 51/205A,

Seksyen 51, 46050 Petaling Jaya
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IMPORTANT PRODUCT NOTICE
- AU/DxC AU Unsaturated Iron Binding Capacity -
REF = =
OSR61205
4 x 27 mL R1
4x3mLR1a 2736 01 January 2025
4 x6 mLR2
4x2mLR2a

Dear Beckman Coulter Customer,
Beckman Coulter is sending this letter regarding Unsaturated Iron Binding Capacity (UIBC)

OSR61205.

ISSUE:

Beckman Coulter has identified a misalignment between the expiry dates
of the individual reagent components and the overall kit expiry date for
UIBC (REF OSR61205), lot 2736. UIBC kits contain two R1 components:
R1a and R1 Reagents, and two R2 components: R2a and R2 Reagents.
The R1, R2a and R2 component expiry dates exceed that of the R1a
component and the kit label. The analyzer will assign the reagent expiry
date from R1 or R2 (01 Feb 2025) instead of correct expiry date from the
kit box label (01 Jan 2025).

IMPACT:

The UIBC IFUs (BAOSR6x205, BLOSR6x205, BLOSR6x205EU) contain
specific instructions for the user to transfer the contents of the R1a and
R2a components into the R1 and R2 reagent bottles respectively and to
mix by gentle inversion forming the R1 and R2 working reagents, which
are then placed on board the analyzer. The analyzer scans the barcode
of the R1 and R2 working reagents and records the expiry date from those
barcodes.

The overall kit expiry date as displayed on the outer box label is the
shortest expiry date of the individual components within the kit.

For lot 2736, the expiry date of the R2a component and the R1 and R2
working reagents placed on board the analyzer exceeds the expiry date
of the R1a component and the kit box label by 1 month as shown in the
table below.

| Expiry date of lot 2736 individual components Kit box Label

Reagent 1a | Reagent 1 Reagent 2a | Reagent 2
’» (R1a) (R1) (R2a) | (R2)

01-Jan-25 01-Feb-25 01-Feb-25 01-Feb-25 01-Jan-25
|

Internal studies have shown that there is no shift in performance up to
29 months postproduction, which is 11 months past the assigned expiry |
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period (18 months) of the OSR61205 UIBC reagent. There is no risk to
patient results for OSR61205 UIBC Lot 2736 as the discrepancy of the
expiry date for the R1a is 1 month.

ACTION: For UIBC (OSR61205) lot 2736, unopened reagents and reagents that
are on board the analyzer must be run in a fixed position so that the
correct expiry date of 01 Jan 2025 can be manually entered on the
analyzer.

Please follow the instrument IFU for details on fixed position testing.

If replacement kits are required, please contact your local Beckman
Coulter representative.

RESOLUTION: | The manufacturing process is being updated to prevent recurrence of this
issue. The affected lot 2736 is no longer being distributed.

L

Please share this information with your laboratory staff and retain this notification as part of
your laboratory Quality System documentation. If you have forwarded any of the affected
product listed above to another laboratory, please provide them a copy of this letter.

Please complete and return the enclosed Response Form within 10 days so we are assured
you have received this important communication.

If you have any questions regarding this notice, please contact our Customer Support Center.
e From our website: http://www.beckmancoulter.com
¢ By phone: call 1-800-854-3633 in the United States.
o Outside the United States, contact your local Beckman Coulter representative.
 For customers in the United States if you need replacement product:
o Complete the attached “Replacement Order Form” and email to
askbeckman@beckman.com or fax to (866) 294-7850 OR

o Call Client Services at (800) 526-3821
For customers in other geographies, contact your local Beckman Coulter Representative for

replacement.
We apologize for any inconvenience that this caused your laboratory.

Sincerely,

@\

Cartha Donovan
Senior Director, Quality & Regulatory Affairs

Enclosure: Response Form
Replacement Order form

Beckman Coulter, the stylized logo and the Beckman Coulter product and service names mentioned herein are
trademarks or registered trademarks of Beckman Coulter, Inc. in the United States, and other countries.
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