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RESULTS

The most impactful MIDD-A strategy
resulted in a decrease of the nominal
CP timeline from 16 weeks to 6
weeks.

This 10 week savings is expected to
yield at least $70 million of value for
the development program, relative to
the nominal plan.

This particular scenario included the
analysis of actual emerging trial data
for two of the Phase 3 trials coupled
with proactive MIDD tasks based on
simulated trial data for the remaining
three trials.

CONCLUSIONS

In this specific Phase 3 program,
MIDD-A is expected to result in a
meaningful decrease in the CP
duration.

Approaches that combine
standardization, automation, and
proactive implementation of MIDD
activities are expected to yield
significant time savings and add to
product value.

These approaches also allow for
rapid reproducible reanalysis if
changes in data occur and/or for
responding to health authority
queries.
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