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— Addendum to Statistical Principles for Clinical Trials
on Choosing Appropriate Estimands and Defining
Sensitivity Analyses in Clinical Trials
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— Trial Objective

— (Consequent) Estimand
— (Choice of) Analysis methodology
— (Consequent) Sensitivity Analyses
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Clinical outcome of interest
Measure of intervention
effect
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e Estimand
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e Population of interest

e Clinical outcome of interest
e Measure of intervention effect
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* Problem statement / Motivation

* Scope

* Framework for quantifying treatment effects
* Case studies

* Practical consequences

* Glossary

* References
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