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Abstract Objective: To evaluate in-use stability of anti-programmed cell death 1 (PD-1) monoclonal antibody
(mAb) at the end of shelf life. Methods: To simulate the actual clinical use conditions, the anti-PD-1 mAb, at
the end of shelf life, was diluted to 1.0 mg-mL" and 5.0 mg-mL"' to prepare the stability samples in use, and
the appearance, sub-visible foreign bodies, insoluble particles, protein concentration, purity, ligand competition
inhibition activity, and biological activity of the samples at different sampling points were analyzed and

compared. Results: At 1.0 mg-mL" and 5.0 mg-mL" concentration points at different times, the samples were
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clear and colorless with no obvious visible foreign bodies, and the insoluble particles met the requirements.

Protein concentrations were 0.9 mg- mL™" and 4.3-4.5 mg- mL", respectively. The peak area percentage of SEC-

HPLC monomer was 99.3% and the percentage of polymer peak area was 0.7%-0.8%. The inhibition activity

of ligand competition was 95%-110%, and the biological activity was 74%-89%. Conclusion: Our study shows

that the anti-PD-1 monoclonal antibodies at the end of the shelf life is stable under clinical in-use conditions.
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