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Abstract: Cardiovascular and cerebrovascular diseases have the characteristics of high incidence, high disability rate, complex
syndrome, and a prolonged course. Clinical treatment emphasizes “syndrome differentiation and treatment” and individualized
comprehensive intervention. Because there is no need to set up a concurrent parallel control, objective performance criteria-based
single-arm trials can be used as a supplement to randomized controlled trials (RCT) in specific situations, and are expected to become
a feasible way to evaluate the efficacy of traditional Chinese medicine. To further standardize its application, we expound on the basic
process and key links of the design and implementation of objective performance criteria-based single-arm trials, and analyze the
application of the design in the clinical efficacy evaluation of traditional Chinese medicine in the treatment of cardiovascular and
cerebrovascular diseases from the aspects of applicability, feasibility, current limitations and challenges. The objective performance
criteria-based single-arm trials provides a research design idea for the clinical efficacy evaluation of traditional Chinese medicine in
the treatment of cardiovascular and cerebrovascular diseases, which is in line with the characteristics of clinical practice of traditional
Chinese medicine, and can further improve the evidence-based system in this field. In the future, when carrying out relevant research,
we should strictly control the key steps such as the selection of outcome indicators, the formulation of target values, the calculation of
sample size, and quality control to ensure the reliability of research results, and actively explore the application of advanced
technologies such as artificial intelligence (Al) in the process of target value construction.

Key words: objective performance criteria; single-arm trial; cardiovascular diseases; cerebrovascular diseases; evidence-based

medicine; clinical trial; traditional Chinese medicine
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Fig. 1 General design idea of single-arm trial with objective performance criteria (two stages of target value application in

sample size calculation and outcome statistical comparison)
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Fig.2 Basic process of design and implementation of single-arm trial with objective performance criteria in field of

traditional Chinese medicine treatment of cardiovascular and cerebrovascular diseases
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