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Ambiguity vs Scientific freedom

External collaborators A, B, C

Number of baseli les?
umbel OF basclne sampies have slightly different approaches.

When/how to determine in- '
study / population cut points? How to determine the outliers?
Cut points are determined by
measuring ‘noise’ which is
heavily impacted by the selection
of the baseline samples.

What is the patient population?

Can we keep the in-study /
population cut points in the

following studies?
Statistics is not so easy for

bioanalysts.

The cut points too low?

Is it outlier or pre-exisiting ADA? E;}; approach acceptable by the

My project team concerns about
the ADA incident rates too much.
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Title of presentations & Speakers @

* Practical advice on immunogenicity cut point
evaluations and demo of an Excel-based tool
/ Viswanath Devanarayan Ph.D. (Eisai US)

* Establishing Appropriate Immunogenicity
Assay Cut Points in Oncology Disease
Indications
/ Michael Partridge Ph.D.

(Regeneron Pharmaceuticals Inc.)



