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1 Nonclinical Summary

Crexont (IPX203) is a 1:4 fixed dose combination of carbidopa (CD) and levodopa (LD)
formulated as extended-release capsules intended for the treatment of Parkinson’s
disease. NDA 217186 was submitted under the 505(b)(2) pathway, with reliance upon
the previous findings of safety and effectiveness for the listed drug, Sinemet, to support
the NDA. The sponsor was advised during a Pre-NDA meeting (IND 122793; March 4,
2022) that, if an adequate bridge was established to the intended listed drug and that no
safety concerns were identified, additional nonclinical studies would not be needed for
the NDA.

Based on discussions with the clinical pharmacology team, plasma carbidopa exposure
in patients administered the maximum recommended human dose (MRHD) of Crexont
( @@ | D) exceed that of Sinemet. The safety of the higher CD
exposure is to be assessed in clinical trials; therefore, no additional nonclinical data are
needed to support the proposed MRHD or the NDA.

Approval of Crexont is deferred to the clinical team.
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