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WP2: RANDOMISATION
bias assessment
adequate randomisation procedures
randomisation test

WP7: SIMULATION WP5: OPTIMAL DESIGN
power/sample size calculations Fisher matrix for discrete data
value of mechanism based models two-stage design in mixed models
model uncertainty in trial simulations model uncertainty in designs

WP3: EXTRAPOLATION

measures for dose-response similarity
extrapolation of efficacy and safety
— robustness against incorrect model
minimisation of false claims

WPS8: GENETIC FACTORS
identification of genetic pathways WP11: DISSEMINATION
identification of regulatory elements trainings / workshops / publications

model for prediction of response

WP6: PHARMACOGENETICS

_ conditions for theranostic programme
within-patient trial designs
between-patient trial designs

sample size determination
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WP10: BIOMARKER WP9: DECISION ANALYSIS
framework for biomarker analysis of stakeholder decision rules
surrogate endpoints, missing values clinical trial design optimisation
use of genetic information study programme optimisation

including dose-response information

WP4: ADAPTIVE DESIGN

evidence levels
adaptive designs for decisions
adaptive designs for analysis
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