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Key points of quality control in clinical trials of traditional Chinese medicine for
treatment respiratory system diseases
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Abstract: Respiratory diseases are highly prevalent globally, and traditional Chinese medicine (TCM) holds unique advantages in their
prevention and treatment. Clinical trials provide scientific evidence for the registration of new TCM drugs. Improving trial quality is a
key link to ensure the authenticity, accuracy, completeness, timeliness, legality of source data. However, clinical trials of TCM for
respiratory diseases are still facing numerous challenges including unclear clinical positioning, unreasonable design of efficacy
indicators, difficulties in selecting control groups and subject compliance issues. This paper systematically reviewed the current status
and characteristics of clinical research on TCM for respiratory diseases, analyzed the existing prominent issues and proposed specific
strategies to enhance clinical trial quality, including selecting objective efficacy indicators, standardizing the use and completion of
scales, ensuring the authenticity and integrity of raw data, employing reasonable control groups, optimizing visit nodes and examination
schemes, strengthening the quality control of pulmonary function equipment, and appropriately introducing
pharmacokinetic/pharmacodynamic studies to elucidate action mechanisms. Through these measures, a quality control system that
aligns with the characteristics of TCM and follows the provisions of corresponding regulations can be established, which provides a
more reliable evidence-based foundation for the research and development of new TCM drugs and promoted scientific and international
development of TCM in the prevention and treatment of respiratory diseases.
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Table 1 Main characteristics of traditional Chinese medicine and chemical medicine in treatment of respiratory diseases
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