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4/, ONE LAMBDA

A Thermo Fisher Scientific Brand

One Lambda, Inc.
22801 Roscoe Blvd.
West Hills, CA 91304
Tel (800) 822-8824
Fax (747) 494-1001
www.onelambda.com

Market Withdrawal

Commercial name of the affected device: PE-Conjugated Goat Anti-Human IgG, Catalog # LS-AB2

29 AUG 2022

Attention: Distributors and Users

NC# 2022-0314

Notice: Lots C08-C12 have incorrect re-suspension volume on the label. The label states a re-suspension volume of 1mL, the correct resuspension

volumes are listed below:

Product Lot/Batch # Currently Labeled Correct
Catalog Re-suspension volume
LS-AB2 C08/0000683889 C08/C000699224 1mL 1.2mL
LS-AB2 €09/0000696027 C09/C000706404 1mL 1.4 mL
LS-AB2 C€10/0000707111 C10/C000721073 1mL 1.2mL
LS-AB2 C11/0000708737 1mL 1.9mL
LS-AB2 C12/0000722153 1mL 2.0mL

Please note that all Quality Control testing passed for LS-AB2 Lot C08-C12 products. The % variation in MFI values between the labeled re-
suspension volume and correct volume are listed below:

*The % difference in MFI values when tested on LS12PRA with a Class | Positive control sample using the recommended resuspension
volume vs the currently labeled resuspension volume is indicated in the table below

LS-AB2 Recommended Currently % Difference

LoT resuspension labeled from labeled vs
volume resuspension recommended*

volume

Cco8 1.2mL 1mL 16%

Cco9 1.4 mL 1mL 12%

C10 1.2mL 1mL 10%

Cl11 1.9mL 1mL 19%

C12 2.0mL 1mL 22%

*The % difference in MFI values when tested on LS12PRA with a Class Il Positive control sample using the recommended resuspension
volume vs the currently labeled resuspension volume is indicated in the table below

LS-AB2 Recommended Currently % Difference

LoT resuspension volume labeled re- From labeled vs
suspension recommended*
volume

Cco8 1.2mL 1mL 18%

Cco9 1.4 mL 1mL 17%

C10 1.2mL 1mL 10%

C11 1.9mL 1mL 21%

C12 2.0mL 1mL 23%

Risk to Health: There is low risk to patients and end users. The variation in MFI values between the labeled vs. correct resuspension volume is
minimal and is within normal run to run variation. Resuspension volume is a recommendation based on QC testing. As per standard laboratory
guidance each new lot of reagents are required to be validated. A negative control serum should be tested with the same batch of samples to
establish the background values for the test run. All test results should be further investigated by the HLA specialist as part of secondary and
confirmatory testing as determined by ASHI and EFI guidelines.
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Product and Distribution Information:

Product Catalog Lot/Batch #

LS-AB2 C08/0000683889 C08/C000699224
LS-AB2 €09/0000696027 C09/C000706404
LS-AB2 €10/0000707111 C10/C000721073
LS-AB2 C11/0000708737

LS-AB2 C12/0000722153

Action to be taken by the User: Review results generated by the above-mentioned devices. Reconstitute existing inventory as recommended in
the above table as correct resuspension volume.

Action to be taken by Distributors: Please contact your affected customers and provide them with a copy of this letter.
Type of Action by the Manufacturer: Notification to distributors and users.

Transmission of this Field Safety Notice: This notice needs to be passed on to all who need to be aware within your organization or to any
organization where the potentially affected products have been transferred.

Contact reference person: If you have additional questions or concerns regarding this matter, you may contact One Lambda’s Customer
Support team for assistance at Email: 1lambda-TechSupport@thermofisher.com or Phone: +1 747-494-1000 option 2.

We appreciate your immediate attention to this notice. We apologize for any inconvenience this may have caused and appreciate your
understanding as we take action to ensure customer safety and satisfaction.

Angela Estany

Sr. Director, Regulatory Affairs and Quality
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