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Key issues in preparation and evaluation of traditional Chinese medicine placebo
to ensure blinded implementation
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Engineering Research Center of Modern Preparation Technology of Traditional Chinese Medicine, Ministry of Education, Shanghai
University of Traditional Chinese Medicine, Shanghai 201203, China

Abstract: In recent years, as a priority control method for clinical evaluation of traditional Chinese medicine (TCM), the production
and evaluation technology of TCM placebo have achieved accelerated improvements. As a simulated preparation, the similarity of
placebo and the test preparation affects the implementation of clinical blindness, and it is necessary to ensure its applicability without
efficacy in order to accurately evaluate the real efficacy of the test preparation. Meanwhile, the safety and controllability of placebo
are the basic principles that a clinical formulation should follow. At present, the application of placebo in many clinical trials cannot
guarantee the blinded implementation of the trial, so the quality control level of TCM placebo needs to be further improved. From the
perspective of blind clinical trials, a series of key issues in the preparation and evaluation of TCM placebo in the context of research
practice were discussed by analyzing the research status of placebo in relevant clinical studies in recent 10 years, providing reference
for the improvement of the research level of TCM placebo and the formulation of laws and regulations.
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Fig. 1 Basic properties and dual identity of TCM placebo
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Table 1 Critical quality attribute of placebo in TCM clinical trials
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AR RE MR 5 I DL L B 5 2% A

*3 ENRReZNREMAR

Table 3 Stability of common food additive colors

B Fese
EA7 K (20C) / o T (105 °CH T SRER L TEREER BN R
@y PO e T 7 W

NEAR L 240 M T 4 5 IF 4 4~5 3
Frig B 100 fE ARG 5 5 iF 5 4~5 5
Hg s 100 Wi U 5 4~5 — 5 4 3
VA 90 Wi 4F 5 4~5 . S 4~5 3
S 200 CIR I <2 4~5 5 53 5 5 5
Rk 100 s 4~5 4~5 I 5 5 5
SR REETAL 180 Wi U 4~5 4~5 I 4~5 4~5 3
SR 200 IR e 4~5 4~5 I 4~5 4~5 3~4
i SAN 200 Y REF 5 5 I 4 4~5 3
JREELT 60 WME & 4 2 i 2 4~5 3

R RE AT Ny O/ BT 1-WEBRI/AT  2-—fRW/HT  3-LLEim /At 4R/ 5-ARH /T

the stability scoring rules in the table are O-intolerance/resistance 1-slight resistance/resistance 2-general resistance/resistance 3-comparative

resistance/resistance 4-very resistant/resistant 5-very resistant/resistant
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