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Considerations on the Transformation of Drug Regulatory Technology System in the Era of Precision
Medicine

CHEN Shugqing(Department of Precision Medicine and Biopharmaceutics, College of Pharmaceutical Sciences, Zhejiang
University, Hangzhou 310058, China)

ABSTRACT: With the development of genomics and proteomics research, people have a deeper understanding of life and
diseases, which promotes medicine into the era of precision medicine. For a tiny part of patients developed “orphan drug” and
preparation for single patient “customized pharmaceutical” began to emerge, in this case the new drug approval and regulatory
encountered unprecedented challenges: we should stick to the system of approval and supervision for research and development
of new drugs established in the industrial era, or formulate new guideline according to the requirements of the new situation?
which is of great significance for the “orphan drug” and the development of the “customized drug”, and even the precision medicine.
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