Critical Methodological Gap in CNS Clinical Trials

Current approaches focus mainly on symptom-level outcomes, offering limited insight into:
~
Scalable, Mechanism-Sensitive
Digital Phenotyping Tools
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These domains are rarely Symptom-Level Outcomes
assessed in an integrated way, and
sleep-related modulation is often ignored.
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' This limits early participant stratification, enrichment strategies

= and mechanism-informed endpoint development.
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CREATE: A Multimodal Digital Platform for Emotion
Regulation, Working Memory and Dopaminergic Target
Engagement in CNS Clinical Trials

Our aim was to address
this gap by developing
and piloting CREATE,

a multimodal digital
platform designed
for clinical trial
readiness, not as a
diagnostic tool.
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Methodology & Results What weldid 3
t& Pilot study in 27 healthy adults

(21 - 44 years).
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Sleep quality assessment (PSQI)

‘What we found:

Working memory performance correlated with emotion
regulation capacity.

Post-task sEBR correlated with emotion regulation,
)

indicating dopaminergic sensitivity.

Lower sleep efficiency attenuated sEBR gain, showing
a moderating sleep effect.

High-arousal affective deviation predicted reduced working memory
performance.

g CREATE demonstrated feasibility and state-dependent signal
variability relevant for early-phase CNS trials.

Overall, CREATE demonstrated feasibility, interpretability and state-dependent signal variability, supporting its
use as a mechanism-informed digital phenotyping framework for early-phase CNS ftrials.
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