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Abstract: Objective To explore the design of the clinical trial protocol of Chinese traditional medicine for the treatment of absolute
neutrophil count (ANC) reduction after chemotherapy for lung cancer by taking the design protocol of phase II clinical trial of
Shuanghuang Shengbai Oral Liquid as an example, so as to provide reference for the development of new Chinese medicine for the
treatment of neutropenia after chemotherapy. Methods The design scheme of phase II clinical trial of Shuanghuang Shengbai Oral
Liquid: Patients with advanced lung cancer or postoperative chemotherapy for lung cancer resulting in reduction of grade 1 or 2 ANC

with deficiency of both essence and qi were taken as the study subjects, and a total of 240 patients were divided into the experimental
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group and the control group in a ratio of 1 . 1 by adopting a randomized, double-blind, placebo-parallel-controlled, multicentre clinical
trial method, and the experimental group was given Shuanghuang Shengbai Oral Liquid, while the control group was given the simulant
Shuanghuang Shengbai Oral Liquid, and the course of treatment was 21 days. ANC maintenance and recurrence were the main
therapeutic indexes. The incidence of ANC and decreased white blood cell count, the area under ANC curve, the incidence of
granulocytopenic fever, the amount of thG-CSF injection, the change of TCM syndrome effect and the change of FACT-L scale score
were taken as the secondary efficacy indicators. Adverse events were used as safety indicators. Results The design of phase II clinical
trial of Shuanghuang Shengbai Oral Liquid combines the common law of disease with the individual characteristics of patients, and
evaluates the therapeutic effect by combining disease and syndrome in the methodology to objectively evaluate the effectiveness and
safety of the drug, which is practical and scientific. Conclusion The protocol embodies the therapeutic thinking and efficacy
advantages of Chinese medicine while adapting to evidence-based concepts, and the results are extrapolated, making a useful
exploration for standardizing the methodology of clinical trials and promoting Chinese medicine towards international recognition.

Key words: lung cancer; chemotherapy; neutropenia; syndrome of deficiency in vital essence and gi; Shuanghuang Shengbai

Oral Liquid; curative effect of traditional Chinese medicine syndrome; protocol design
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