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Current Status and Future Prospects of Medium-sized Peptide Drugs (‘National Institute of
Health Sciences) O Yosuke Demizu'

Medium-sized peptide drugs are being developed around the world. To facilitate their
practical application, well-controlled manufacturing methods and quality and safety evaluation
methods based on the characteristics of these drugs should be established. However, developing
such methods for novel peptide drugs is not easy with conventional technologies, and
guidelines should be established to specify appropriate regulatory requirements.

In this presentation, the current status of quality and safety evaluation in the development of
medium-sized molecular peptide drugs, points to be considered, and future issues will be
introduced.
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