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Abstract

Six years after the release of the ICH E9(R1) Addendum, the pharmaceutical statistical community has
made significant strides in developing training, publications, and guidance to support the application of
estimands. However, beyond late-phase trials and large pharmaceutical organisations, implementation
and reporting remain inconsistent. Cross-functional engagement is often absent, with decisions around
estimands deferred to statisticians or estimands avoided altogether. Clinical teams may resist defining
or addressing intercurrent events during protocol development. Regulatory feedback suggests that
when estimands are included, detail and justification are often insufficient, with treatment policy
strategies commonly adopted by default (EFSPI Regulatory Workshop, 2025).

Unlike most presentations on estimands, this session shifts the focus from technical implementation to
practical communication with cross-functional teams. It is aimed at all statisticians, although some prior
knowledge of estimands would be helpful. It will explore how statisticians can initiate and sustain
meaningful dialogue with clinical colleagues. This is of particular use for those working with small
biotech and pharmaceutical companies where statistical support may be limited and the estimands
framework perceived as complex, inaccessible, or irrelevant. These obstacles and misconceptions will
be addressed with practical advice on how to challenge assumptions, encourage cross-functional
engagement and ensure that the downstream impact of decisions on dataset utility and interpretability
is fully considered.

Participants will leave the session with practical tools and suggestions for actionable strategies to
facilitate clearer communication around estimand components and to help foster collaborative decision
making. These strategies will be illustrated using examples from early-phase oncology and CNS
studies.



