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About Estimands

ICH E9(R1) Estimand = A precise description of the treatment effect reflecting the
clinical question posed by the trial objective

Addendum on Estimands and Sensitivity Analysis in Clinical Trials to the
Guideline on Statistical Principles for Clinical Trials
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[ Finalized in November 2019 (Step 4) ]
Has been or is in the process of being adopted by Health Authorities (Step 5) Z Endpoint
" Covers the important multidisciplinary considerations relating to the ) @%g% Target Population

implementation of the ICH E9(R1) estimands framework for clinical trial

planning, design, conduct, analysis and interpretation Treatment Conditions

The technical implementation in the data flow was not in scope
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Strategies for Intercurrent Events

Additional guidance for the implementation of the estimands framework in the
data flow is necessary

Get sufficiently detailed answers during collection
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New ADaM *Consistent documentation of all intercurrent events across all
estimands

Dataset *Facilitates traceability and supports harmonized workflows
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*Describe how to identify data for each/group of estimand(s)
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