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Abstract: At present, the various levels of safety evaluations of traditional Chinese medical (TCM) injections
were in force in post—marketing clinical researches, while the process quality is guaranteed with difficulty.
Therefore, it is requisite to call for technical guidance. By drawing lessons from the international experience
of drug marketing safety evaluation and the related methods, we proposed the key techniques of quality control
for clinical safety evaluation of TCM injections from the three aspects: preparation, implementation and
summarization of researches, combining with the characteristics of TCM injections. The key techniques contained
some scientific problems, ethics, publicity, data management, statistical analysis, specification report, etc.
This paper comprehensively introduced the requisite technologies and methods over research quality, laying a
foundation for the studies of post—marketing clinical safety evaluation of TCM injections.
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