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In this project, Himuka AM Pharma (Himuka AM) has been carrying out CMC

development and non-clinical studies for the First in Human study in 2021.

In the first year, to establish a method for manufacturing and analyzing a drug substance
(PEGylated adrenomedullin (PEG-AM)), Himuka AM transferred the manufacturing method
and analysis method to a drug substance manufacturing contractor. After that, prototype
manufacturing and analysis were carried out. Also, in preparation for drug product
manufacturing, laboratory-scale formulation studies were carried out, and a basic contract for

business operations was concluded with a contract manufacturer.

In the second year, Himuka AM carried out the manufacturing of PEG-AM drug substance

(GMP), non-clinical tests such as toxicity tests, and prototype manufacturing of drug product.

In the last year, Himuka AM plans to manufacture the drug product based on the results of
the technology transfer of the manufacturing method and analysis method to the preparation
CMO performed in the second year. The manufactured PEG-AM drug product will be used in
the Phase 1 clinical trial after the quality has been fully confirmed. Besides, non-clinical
studies will be completed at the beginning of this fiscal year and quality stability study of
drug substance (GMP) is ongoing.



