Estimand implementation in the EU Clinical Trial Register CTIS:
Are we there yet?

Most protocols and trial results _
posted on CTIS do not include Coptlatior
estimands or intercurrent events

» Among trials whose protocols

Strategies for

describe estimands and/or
Intercurrent events, 66 of 182

(36.3%) report estimands in their
posted study results.
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Out of 846 trials with results posted on CTIS, 521 (61.6%)
had publicly available protocols, whereas protocols :
were unavailable for 325 (38.4%) trials, likely because
protocol publication could be deferred for up to 7 years
until June 2024. Relevant keywords (‘estimand’ and/or
‘intercurrent events’) were described in 182 (35.5%) of
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‘ Conclusion

Following EMA’s adaption of the ICH E9 (R1) addendum
only a minority of trials describe estimands in their
protocols and an even lower number describes the trial
results using estimand language in the required posting
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Clear and consistent estimand reporting - and clear & o UTETENT COMExt:
guidance - is key to readlizing the full value of the Ty
estimand framework.
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