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Decision tree supporting endpoint strategy for clinical

trials utilizing digital measurement of nocturnal scratch
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Qualify my new digital measure as a drug Use digital measure to study the disease in Use digital measure to generate evidence
development tool (DDT) real-world or post-market settings supporting the label claims of a new
Following regulatory qualification via DDT qualification It is assumed that collected data are not intended for treatment
DY BT A submission to health authorities for labeling, Use of a fit-for-purpose digital measure in a drug trial

post-marketing safety commitment, benefit-risk
assessment, or any other purpose.

REMEMBER TO: to support regulatory label inclusion

e Start with defining concept of interest and the REMEMBER TO:

context of use Read more in The Playbook: o Start testing the measure and technology early - in
o Gather information about the digital measure in the
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sensor products for clinical outcome assessments
in clinical trials

by regulatory authorities
o Document V3 prior to use
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