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Commentary on the study designs of clinical trials using traditional Chinese
medicine in the treatment of COVID-19: problems and suggestions "
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medicine, Chinese Academy of Medical Sciences, Beijing 100700, China)

Abstract : There has been no specific treatment for corona virus disease 2019 ( COVID-19). Quite a
number ofongoing clinical trials are conducted to search for efficacious medicine against COVID-19.
Meanwhile there are concerns about study design rigor, non-specific target and adequate oversight of these
trials. This paper analyzed the problems observed in current COVID-19clinical trials investigating the
efficacy of traditional Chinese medicine ( TCM ) therapies and then offered suggestions for possible
solutions. Design of COVID-19 clinical trials should be based on the natureof COVID-19 as an
emergentand acute epidemicdisease. Investigators should discern the TCM understanding of COVID-19 in
terms of its pathogenic factors and mechanism, combiningthe stage characteristics of thecourse of acute
infectious diseases, whilefollowingTCM general understanding of pestilential diseases. Multiple clinical
study designs could be employed for different objective set at different stage of epidemic disease,
including epidemiological study of TCM patterns, observational study, randomized controlled trials and
case studies, etc. TCM should be properly positioned in playing its effective role in intervention with
severe and critical cases and not limited to mild or common types only. Meanwhile, surveillance with
unified deployment needs to be in place to ensure strong ethical grounds andrigorous scientific
research attitude.
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