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Abstract

Background

Estimands clarify the precise research question to be answered within a clinical trial, ensuring that
factors impacting the interpretation of the treatment effect are considered and documented at an early
stage. To improve uptake of the estimand framework, it is important to understand its current use, and
barriers to its wider implementation.

Methods

A systematic scoping review examined the extent of estimand use in clinical trials registered between
2021 and 2024.

To capture uptake in academic-sponsored trials, a survey of UKCRC (UK Clinical Research
Collaboration) academic clinical trials units (CTUs) assessed current estimand framework
implementation and barriers to its use.

Results

The scoping review found that estimands were described in 19% (387/2055) of trials. Factors
associated with estimand use included the trial having an industry funder, being a non-cancer trial,
running in multiple countries, being randomised and being a later phase.

The survey indicated that, while most CTUs (40/46, 87%) used estimands in the last three years, fewer
(27/46, 59%) use them routinely and have them included in internal SOPs/guidance. Where they are
used, it is predominantly in phase lll trials. Statisticians were involved in estimand development in all
CTUs using estimands, and clinicians were involved for most units. Other roles, including patient
partners, were much less likely to be involved.

Conclusion

The estimand framework is an important tool to ensure that clinical trials are asking the correct
questions, yet remains underutilised. Further work is needed to improve its adoption and deepen
understanding of estimands across research settings.



