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Consideration of application materials for new traditional Chinese medicine
and technical requirements of new natural medicines

SUN Yu
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: Combined with the revision of the current traditional Chinese medicine (TCM) registration classification, this paper has
considered the new TCM application materials and the technical requirements of new natural medicines. Unlike chemical drugs,
most of the new TCM compound preparations have experience for people to evaluate, considering how to apply different evidence
classifications of human experience, and reduce the application materials. Medical institution TCM preparations have high clinical
evidence of clinical application experience. It is recommended to investigate the situation of medical institution TCM preparations,
promote the conversion of medical institution TCM preparations into new TCM, and provide reference for the establishment of a
review system that conforms to the characteristics of TCM. In addition, based on the complex mixture of natural medicines and
TCM, it is recommended that the pharmacy and pharmacological toxicological requirements of new natural medicines should be
consistent with the new TCM. The clinical requirements of new natural medicines refer to the clinical technical requirements of new
chemical drugs.
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Table 1 Classification of evidence for human experience and deduction of application materials
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Table 2 Difficulty analysis of additional technical requirements for natural medicines
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