Regulatory approval of digital outcome
Experience In Duchenne, and first step in MS
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Major challenges of current state (1)

All measures performed in the hospital, it remains a single point
assessment, and hightiependant2 y LJ- G A Sy G Qa F2NXY |

« Baseline » becomes a pre-
defined time-period
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Final measure is performed during a pre-
defined time period
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E(placebo)> E(treat)!! p(E(placebo)-E(treat)) >0.05



Background
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Major challenges of current state (3)

Patients with rare disease may travel
a lot to access the research center
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The Rapid Evolution of Digital
To evaluate patients with wearable devices is EIldPOiIltS: Are We Headed in the

just the sense of History. The only question . . . 9
that remains is how long we need to nght Direction:
undestand that it is a much more robust The number of unique digital endpoints being used in industry-

sponsored trials of new medical products is skyrocketing, but is more
always better?
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solution than hospital-based assesments

Just over a year ago, we launched our crowdsourced library of digital

endpoints, aiming to shine a light on digital measures being used in

T industry-sponsored trials and galvanize the field around specific measures

Digital Health Center of Excellence to speed adoption. During our most recent update of the library, we were
stnives | [iea | oo lnieis [mess | @i struck by the astronomical growth of digital endpoints over such a short
—— time span.
o Empowering digital health stakeholders to advance health care ot i e

Regulated Product(s)
Medical Devices

igital Health

Let the numbers speak for themselves:

¢ The number of unique digital endpoints increased from 34 to 166 in
the last 14 months, and the number of sponsors actively collecting

digital endpoints in clinical trials of their medical products has

increased from 12 to 52.

Our goal: Empower stakeholders to advance health care by fostering responsible and



So why are wearable devices not
more used as primary outcome ??
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What can | do with that ??
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The long and winding road of SV95C

Technical development timeline

Medical

Controlled environment > unsupervised usage  Javice
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DMD add on value
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