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During the recently concluded SOT 2026, I experienced a week that was highly representative of
my current work. On one hand, I attended one of the most important global conferences in
toxicology; on the other, I participated in an FDA sponsor meeting in my role as an independent
consultant. This combination of “conference + real-world engagement” provided a unique
perspective on how scientific trends are translated into regulatory decision-making.
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As an independent consultant focused on Regulatory Toxicology and Risk Assessment, my work
primarily supports biotech, pharmaceutical, and chemical companies. I help teams anticipate
potential regulatory risks from the early design stage, with the goal of reducing FDA questions
and avoiding delays before IND/NDA submissions. Participating in an FDA sponsor meeting
during SOT further reflects the core of my work, engaging directly in regulatory interactions and
translating them into actionable strategies.

At SOT 2026, Al and NAM (New Approach Methodologies) were undoubtedly among the most
prominent topics. However, the more critical question is not the technologies themselves, but how
they can be appropriately integrated within existing regulatory frameworks. This is where the true
value of data integration lies—bringing together NAM data, animal study results, and regulatory
requirements into a cohesive evidence package that is acceptable to the FDA.



That said, discussions at the meeting also highlighted some important realities. While Al and
NAM are widely discussed, many of the active contributors in this space still come from
academia, research institutions, and data-limited sectors such as consumer products, chemicals,
and risk assessment. In contrast, in drug development settings—where regulatory expectations are
more stringent—the practical implementation of these approaches is still evolving.

From an industry perspective, NAM and Al have not yet become the primary revenue drivers for
most assay development or testing service companies. Traditional assays continue to dominate.
This reflects a broader reality: there is still a gap between technological advancement, regulatory
acceptance, and commercial adoption.

One concept emphasized repeatedly in the 2026 FDA NAM guidance is “context of use.” This is
critical in practice. The same NAM dataset can have very different regulatory values depending

on how it is used. Only with a clearly defined context of use can NAM meaningfully support risk
assessment and decision-making.

On a personal note, | was particularly encouraged to see that my SOT summary shared on
LinkedIn was reposted by the official SOT account. This serves not only as recognition, but also
as a form of social proof—indicating that my perspectives resonate with broader discussions in
the field.
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A unique week combining an FDA sponsor
meeting with #SOT2026. Great to reconnect...

From scientific discussions at SOT, to direct interactions in FDA sponsor meetings, and
ultimately to strategy development in real projects, I am increasingly convinced that the most
valuable work lies in connecting science, regulation, and decision-making.

Open to discussions and collaborations.

If you are advancing an IND/NDA/BLA program or facing key decisions in toxicology,
regulatory strategy, feel free to reach out:

WeChat ID: xinrongchenl

Email: xinrong.chen@abctox.com
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