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Abstract:
In Phase I/II dose-finding trials, the objective is to find the Optimal Biolog-
ical Dose (OBD), a dose that is both safe and shows sufficient activity that
maximizes some optimality criterion based on safety and activity. In cancer,
treatment is typically given over several cycles, complicating the identifica-
tion of the OBD as both toxicity and activity outcomes may occur at any
point throughout the follow up of multiple cycles. This talk will present and
assess the Joint TITE-CRM, a model-based design for late onset toxicities
and activity based on the well-known TITE-CRM. This new design is found
to be superior to the currently available alternative designs that account for
late onset bivariate outcomes, as well as being both intuitive and computa-
tionally feasible.
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