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Summary

With the changes in drug development modalities, flow cytometry (FCM),
which measures cells, is becoming an indispensable measurement tool in
bioanalysis. However, there are also instances where the complexity of the
measurement targets and operations poses challenges. Therefore, our
discussion group (DG) has chosen “Current Status and Challenges of Flow
Cytometry in Bioanalysis” as the theme for the first step in assisting with
FCM.

First, within our DG members who routinely perform FCM in their daily
work, we identified and organized the current status and challenges. Then,
we conducted a survey for DG supporters and stakeholders. As a result,
we found that FCM is used in various stages of development and
regulatory compliance. At the same time, issues and challenges at each
stage, from measurement planning to reporting, were identified.
Additionally, some of these challenges were discussed within the DG
members, and directions for solutions were suggested.
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