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* Phase Ill efficacy of new anti-cancer treatment is currently X Drug Info R Drug Given  Patients Given
assessed using survival data. This endpoint is impractical for Kill ratey ___ Kill rateg Growth . . .
go/no go decision during earlier phases. The analysis of tumor Resistancey Resistance, rate Parameter estimation

‘ — Capecitabine data: phase Il (2 studies, 170 patients)

— Docetaxel data: phase Il (docetaxel arm, 223 patients)

response in clinical studies of anti-cancer drugs remains very
empirical (assessment based on response rate).

* We developed a longitudinal tumor size model of phase Il data « Simulation
in order to predict Phase 3 outcome. This model was applied to X ' . e
retrospective capecitabine Phase Il data in metastatic breast ~ Tumor size reduction at week 6 in phase lll capecitabine +
cancer and compared to actual Phase 3 data. Dosage X Experimental treatment docetaxel vs. docetaxel (443 patients, 1000 replicates) study
History R Reference treatment
Drop out
* This model can be used to predict Phase 3 survival outcomes
(not shown) in order support decision-making.
Figure 1. Functional Schema
The model describes sum of tumor larger diameters in function of time and dose
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The model was qualified by simulating phase 2 and phase 3 studies. a Conclusion
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Simulated studies were replicates a large number of times in order 8 ° N
to include parameter and study designs uncertainties. & | & s | * The tumor size model is qualified:
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