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Quantitative Methods for Traditional Chinese Medicine
Development

A Western-Based Approach to Analyzing TCMs In recent years, many pharmaceutical
companies and clinical research organizations have been focusing on the development
of traditional Chinese (herbal) medicines (TCMs) as alternatives to treating critical or life-
threatening diseases and as pathways to personalized medicine. Quantitative Methods
for Traditional Chinese Medicine Development is the first book entirely devoted to the
design and analysis of TCM development from a Western perspective, i.e., evidence-
based clinical research and development. The book provides not only a comprehensive
summary of innovative quantitative methods for developing TCMs but also a useful desk
reference for principal investigators involved in personalized medicine. Written by one of
the world’s most prominent biostatistics researchers, the book connects the
pharmaceutical industry, regulatory agencies, and academia. It presents a state-of-the-
art examination of the subject for: - Scientists and researchers who are engaged in
pharmaceutical/clinical research and development of TCMs - Those in regulatory
agencies who make decisions in the review and approval process of TCM regulatory
submissions - Biostatisticians who provide statistical support to assess clinical safety and
effectiveness of TCMs and related issues regarding quality control and assurance as well
as to test for consistency in the manufacturing processes for TCMs This book covers all
of the statistical issues encountered at various stages of pharmaceutical/clinical
development of a TCM. It explains regulatory requirements; product specifications and
standards; and various statistical techniques for evaluation of TCMs, validation of
diagnostic procedures, and testing consistency. It also contains an entire chapter of case
studies and addresses critical issues in TCM development and FAQs from a

This is the first book entirely devoted to the design and analysis of TCM development
from a Western perspective, i.e., evidence-based clinical research and development. The
book provides not only a comprehensive summary of innovative quantitative methods for
developing TCMs but also a useful desk reference for principal investigators involved in
personalized medicine. Written by one of the world's most prominent biostatistics
researchers, it covers all of the statistical issues encountered at various stages of
pharmaceutical/clinical development of a TCM.
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