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B BACKGROUND e

Monoclonal antibodies (MAb) are common and reliable tools used in diagnostic tests. They are favored in diagnostic medicine due to their inherent lot-to-lot
reproducibility and shelf-life stability. Manufacturer directed shelf-life dating of monoclonal antibodies commonly ranges from 6-18 months. This dating may be
conservative; monoclonal antibodies stored at -20°C may have functional shelf lives that extend beyond 10 years.

. METHODS N

Retention samples of two lots of monoclonal antibody monospecific for Human CK-MB were obtained. These samples had been stored at -20°C in buffered solutions
of PBS with 0.05% sodium azide at pH 7.2 with manufacture dates of May 2002 (Lot A) and April 2019 (Lot B). Both lots share a common cell line. In 2019, structural
stability of Lot A was compared to recently manufactured Lot B via SDS-PAGE. Performance of Lot A was examined in 2020 by antigen down ELISA, then again in 2026
by antigen down ELISA and sandwich ELISA. The antigen down assay was developed by passively coating purified Human CK-MB antigen to a 96-well microtiter plate
and detecting with the MADb of interest. A sandwich assay to detect Human CK-MB was developed with the MAb of interest passively coated to a 96-well microtiter
plate as capture antibody; polyclonal goat anti-CK-MM (with reactivity to both CK-MB and CK-MM) was used for detection. Performance of Lot B was examined by
both antigen down and sandwich ELISA within a year of manufacture, then again six years later. Performance assays were not developed prior to 2020, thus no
performance data exists for Lot A prior to 2020.
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CONCLUSIONS

Results of SDS-PAGE show good structural stability of Lot A for 17 years when stored at -20°C. Results of both antigen down and sandwich assay testing show good
performance stability for this MAb when stored at -20°C for 6, 17, or even 23 years. While these results cannot be wholly extended to all antibodies, buffers, or storage
conditions, it is reasonable to forecast extended structural and performance stability for diagnostic antibodies especially when stored at -20°C. This work joins a body
of real-world evidence that supports the reputation of monoclonal antibodies as stable and reliable reagents.
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