Developing Robust and Scalable Bioconjugation Processes for Accelerated ADC
Development and Manufacturing

As a vast number of ADC candidates advance to clinical stages, the needs for streamlined and robust conjugation
process to handle different designs of ADC molecules have become more prominent. However, significant challenges
put forth by the inherent properties of ADC Iin heterogeneity, aggregation, impurity removal and batch-to-batch
Inconsistency still exist and would take a great deal of efforts & experiences to be addressed. As a global CDMO
organization, AsymBio provides end-to-end ADC solutions to help address those CMC (chemistry manufacturing control)
challenges. In this poster, we presented several case studies to highlight our efforts in addressing the challenges in ADC
conjugation and purification process development. Our strategy includes comprehensive OFAT and DOE optimization of
conjugation parameters, proven TFF and chromatography process and robust scale-up scheme. It enables the
accelerated development of robust and scalable conjugation processes, minimizing the risk in future ADC manufacturing.
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Case Study I: Process Optimization for More Reproducible &

Homogeneous ADCs
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Case Study lll: Optimization on the Removal of Free-drug Related Species
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