ALEA WASSERMANN

Diagnostic Technologies, LLC

November 2012
Important Product Information
e New Lots — Level 1 & Level 2 Chemistry Controls

e Package Insert and Parameter Stickers

TO: All Alfa Wassermann Diagnostic Technologies Customers

Dear Valued Customer:

Level 1 & Level 2 Chemistry Controls

Please be aware that Alfa Wassermann Diagnostic Technologies will be releasing a new lot of Level 1 and Level 2
chemistry controls shortly. The information for the new lots is as follows:

Product Name Reorder Number Lot Number Expiration Date Note

Level 1 Chemistry Control Cl1 99301 2015-05 Please note that
ALT (SA1046) is
stable for five days.

Level 2 Chemistry Control C1l-2 99302 2015-05 -

Alfa Wassermann recommends performing a parallel study in adherence with good laboratory practices. If you plan to
perform this parallel study, we ask that you sequester a portion of your current QC inventory to perform this study.

Reagent Box Stickers

Additionally, we ask that you note the bright yellow stickers on reagent boxes. These stickers are designed to point out
that there have been changes made to package inserts and parameters. Changes on these documents include:

e Package inserts: referencing the intended use for the ACE Axcel insert

o Parameters: implementation of a low linearity check that only applies ACE Axcel instrument

Should you have any questions, please feel free to contact the Alfa Wassermann Diagnostic Technologies Customer
Solutions Center Toll Free: 866-419-2532. Thank you for your continued support of AWDT products.

Kind Regards,
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Lauren DiPrima
Marketing Manager
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