ST

COULTER

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 ...Alice Wong......

Department ... Marketing......ccccceeveenannn.
Telephone ...6012-296 0320..................
Fax ...60377720551.......c...c......
E-mail . awong02@beckman.com ......

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

Seksyen 51, 46050 Petaling Jaya

Selangor Darul Ehsan, Malaysia

Tel
Fax
Website

:(603) 77728256
:(603) 77720551
: www.beckmancoulter.com



http://www.beckmancoulter.com/
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February 14, 2024
URGENT MEDICAL DEVICE RECALL*

Access Substrate

REF ot %
234600 30Sep2023
337984 31Jan2024
338040 29Feb2024
338214 31Mar2024
338229 31Mar2024
4 511%%?1& 338289 30Apr2024
338322 30Apr2024
338333 31May2024
338451 30Jun2024
338538 31Jul2024
338587 31Jul2024

x Includes the Access 2, UniCel DxI 600, UniCel DxI 800, UniCel DxC 600i, UniCel DxC 660i,
UniCel DxC 680i, UniCel DxC 860i, and UniCel DxC 880i systems.

Attention Beckman Coulter Customer,

Beckman Coulter is initiating a field action for the product listed above. This letter contains
important information that needs your immediate attention. Patient results are not affected by this
Urgent Medical Device Recall.

ISSUE:

Beckman Coulter is aware that customers may have received Access
Substrate bottles without labels.

IMPACT:

Substrate labels include information the system uses to track the
substrate lot number, expiration date, serial number and the number
of tests remaining in an open substrate bottle.

If the substrate label is missing the system will not recognize the
bottle and it cannot be used.

Patient results are not affected by this issue, but the reporting of
results may be delayed due to the time required for a new substrate
bottle to equilibrate to room temperature.

ACTION:

Verify upon receipt that all Access substrate bottles have a label.
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o Discard all Access substrate bottles without labels, according to your
local regulations.

¢ Contact your Beckman Coulter representative and request a
replacement order if your laboratory receives Access substrate bottles
that are missing a label.

e For customers in United States and Canada: Complete the
attached Replacement Order Form

RESOLUTION: e Beckman Coulter is investigating the root cause of this issue.

¢ Beckman Coulter will replace the affected Access Substrate
kits per instructions above.

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.

So that we are assured you have received this important communication, please respond within
10 days in one of the following ways:

o Electronically, if you received this communication via email.

¢ Manually, complete and return the enclosed Response Form.

If you have any questions regarding this notice, please contact Beckman Coulter.

e From our website: http://www.beckmancoulter.com
e For customers in other geographies, contact your local Beckman Coulter Representative
for replacement.

We apologize for the inconvenience that this caused your laboratory.

Sincerely,
DocuSigned by:
s
U Signer Name: Rachel Davison

Signing Reason: | approve this document
Signing Time: 16-Feb-2024 | 10:34:31 AM PST

109D1D39B30B415BBEC3779EBF0205D5

Rachel Davison
Vice President Quality & Regulatory Affairs
Beckman Coulter Inc.

Enclosure: Response Form
Replacement Order Form
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