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Urgent: Field Safety Notice for Customer

March 05, 2025
EU FA 25-02 FA-WKS-25-003

Product: PakPlus®

Manufacturer: Authorized Representative:
werfen werfen

Immucor GTI DiagnC_)StiC, Inc., Immucor Medizinische Diagnostik GmbH
2092k5 Chrossroads Circle Robert-Bosch-Str. 32

\L’E\J SRlisy, WL 53166 63303, Dreieich

855.466.8267 Germany

werfen.com werfen.com

Dear Valued Customer,

Werfen is issuing this field safety notice for the following lots of PakPlus®:

Product Name Product Number UDI Number Lot Number | Expiration Date
3015043 6/26/2025
3015033 4/16/2025
3014993 6/26/2025
PakPlus PAKPLUS / 303469 | 10888234500254
3014966 5/11/2025
3014932 4/16/2025
3014929 4/16/2025

Issue Details:

As a result of an investigation for a similar Immucor GTI Diagnostics, Inc. product (PF4
IgG), we have determined that the lot-matched Anti-Human IgG/A/M Conjugate that
is included with the PakPlus kits listed above have the potential to generate Positive
Control Serum (PC) mean OD values lower than the validity criteria of >=1.000. These
lower mean OD values would result in an invalid assay. Impacted lots are listed in the
table above.

Product Impact:

The risk to patients is low as results from invalid assays are not reportable. Results
from valid assays are not impacted and have been determined to be accurate.

Actions Taken by the manufacturer:

Immucor GTI Diagnostics, Inc. has stopped further distribution of the affected PakPlus
kits.

Immucor Medizinische Commerzbank AG, Neu-Isenburg
Diagnostik GmbH IBAN: DE39 5004 0000 0401 4387 00 werfen.com
Robert-Bosch-Str. 32 Tel. +49 6103 8056-0 BIC: COBADEFF504

63303 Dreieich
Deutschland




werfen

Customer Actions to be taken:

Please take the following actions:

1)

2)

3)

4)

>)

You may continue to use the affected kit lot numbers using the acceptance criteria
as labeled in the IFU for PakPlus kits. Assay results generating passing control
values are considered valid.

Evaluate and monitor your rate of invalid assays. Contact Werfen Customer
Support if you observe an increased rate of invalid tests.

Assay results generated with passing controls are considered valid. There is no
requirement to re-test samples from these runs.

There is no requirement to return any kits.

Please acknowledge receipt of this notification by completing and returning the

response form by e-mail to vigilance.eu@werfen.com or mail to: Immucor
Medizinische Diagnostik GmbH, RA/QA, Robert-Bosch-Strasse 32, 63303 Dreieich,

Germany, by March 21, 2025, so that we may complete our records.

We apologize for any inconvenience this issue has caused. We appreciate the trust and
confidence you place in our products. If you need additional information, please reach
out via email at tech.support.eu@werfen.com, or contact your local Technical Sales
Specialist.

Sincerely,

—Signed by Jimyung Moon

\—20F3EE3BEBFI467 18EBEAESBAAICCFEF

05-Mar-2025

Dr. Jimyung Moon

Lead Regulatory Compliance

Deputy - Person Responsible for Regulatory Compliance
Immucor Medizinische Diagnostik GmbH
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Mandatory Customer Response Form

I acknowledge that our facility is aware of this notification EU FA 25-02 FA-WKS-25-003
for above-listed PakPlus lots.

CUSTOMER NUMBER:

Facility:

Name:

Position:

Address:

Telephone:

Affected lot number:

Quantity of affected kits:

Date/Signature:

Email to vigilance.eu@werfen.com or

Mail to:

Immucor Medizinische Diagnostik GmbH
RA/QA

Robert-Bosch-Strasse 32

63303 Dreieich

Germany
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