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C-Path’sInitiative to Optimize Clinical Trial Design in New-
Onset Type 1 Diabetes

In honor of World Diabetes Day and the need to improve diabetes treatment, Critical Path Institute’ s Type 1
Diabetes Consortium (T1DC) would like to highlight its development of aregulatory grade clinical trial
simulation tool to inform trial design in new onset type 1 diabetes (T1D). This revolutionary tool uses a drug-
disease trial model measuring C-peptide area under the curve (AUC) during the 2-hour mixed-meal tolerance
test (MMTT). Thetool will be beneficial to drug developers who are looking to design better clinical trials
for patients with new-onset T1D.
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T1DC plansto submit this univariate model to the U.S. Food and Drug Administration (FDA) for
qualification, so that the tool can be used by drug devel opersto design more efficient clinical trials. In the
meantime, the consortium will continue to develop a multivariate model that will still include C-peptide,
along with HbA1C and insulin models to form a more robust smulation for clinical trials. When complete,
the team will also seek regulatory approval from FDA and European Medicines Agency to qualify the
multivariate clinical trial simulation tool.



A pilot univariate model will be released to the public ahead of regulatory approval in the coming months,
following a public webinar on its development and use. Follow C-Path’s social channels for registration
details and to stay updated on the tool’ s official release.
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