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Placebo Effect and the Design of Placebo Acupuncture in Clinical Trials
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ABSTRACT Clinical research is usually aimed at and guided by therapeutic efficacy. Clarifying the placebo effect
and the nocebo effect from treatment outcomes is an important issue in clinical research. This paper reviews the mean-
ing of the placebo effect, suggesting that factors that may produce the placebo effect in clinical practice include past
experience assoclations, patient expectations, suggestion, and doctor-patient relationships. It also summarizes the
characteristics of the nocebo effect, its influencing factors, and its impact on clinical prognosis. Combining the
characteristics of traditional Chinese medicine, this paper explores the design of acupuncture clinical trials that can
reflect the measurement of the placebo effect, attempting to provide a clearer interpretation of the placebo effect in the
evaluation of acupuncture efficacy in traditional Chinese medicine. Taking primary insomnia as an example, a pro-
spective randomized placebo-controlled trial is designed to observe and evaluate the relationship between the treat-
ment effects of acupuncture and the placebo effect in different patients under the treatment of the same doctor. Group
comparisons will help better distinguish clinical effects in different situations. The authors also attempt to explore
the responsive population to the placebo effect and the effects of placebos in different populations.

Keywords placebo; placebo effect; acupuncture; efficacy evaluation
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