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Estimand = A precise description of the treatment effect reflecting the clinical 
question posed by the trial objective

Population-level Summary Measure

Endpoint

Target Population

Treatment Conditions

Strategies for Intercurrent Events

Intercurrent Events = Events occurring after treatment initiation that affect either the 
interpretation or the existence of the measurements associated with the clinical 
question of interest

Examples:

About Estimands

Data Collection & Tabulation

Data Analysis Conclusions

ICH E9(R1)

Finalized in November 2019 (Step 4)

Addendum on Estimands and Sensitivity Analysis in Clinical Trials to the 
Guideline on Statistical Principles for Clinical Trials

Has been or is in the process of being adopted by Health Authorities

Covers the important multidisciplinary considerations relating to the 
implementation of the ICH E9(R1) estimands framework for clinical trial 
planning, design, conduct, analysis and interpretation

The technical implementation in the data flow was not in scope

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

Rescue
Medication

Treatment 
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Death

•Accurate and granular data collection of intercurrent events is critical
•Sponsor should assess study designs

•Recommendations for adding new terms to existing codelist or new codelist
•Proposals for submission to CDASH/ NSV RegistryCodelists & NSV

•Estimands framework has no impact
•Follow SDTM IG & Conformance Rules SDTM

•Subsection for Intercurrent Events
•Defining the collection of intercurrent events and their SDTM domains mappingcSDRG

•Consistent documentation of all intercurrent events across all estimands
•Facilitates traceability and supports harmonized workflows

New ADaM 
Dataset (ADICE)

•BDS/OCCDS/ADaM Other: Flexible building blocks for variables (IC[Cy][Ezz][*]) 
to identify data points impacted by intercurrent events

New ADaM 
Variables

•Describes how the estimand(s)/estimator(s) are implemented in the dataADRG

Accuracy

Granularity

Treatment 
Discontinuation

Enhancing CRF standards to improve the accuracy and specificity of 
data collection for intercurrent events is necessary

Depending on the definition of the estimand, subjects 
and/or certain data points may be included or 
excluded from data point sets (increased granularity).

To allow full traceability of intercurrent events a new 
ADaM OCCDS domain ADICE is proposed

Get Involved


