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[Abstract] Vaccine efficacy can be assessed by a randomized placebo-control trial prior to
marketing. However, after the marketing of a vaccine, if a placebo-randomized control trial is used to
evaluate the efficacy of the vaccine, ethical issues will arise. Therefore, the evaluation of the efficacy
of a vaccine after marketing has become a difficult problem in the public health field. In recent years,
the research method of test-negative design has been widely used in the world for the evaluations of
the efficacies of different post-marketing vaccines, such as influenza vaccine, rotavirus vaccine,
cholera vaccine, pneumonia vaccine and EV71 vaccine. However, there are limited reports in the
domestic literature on the test-negative design. Therefore, we summarize the basic principles, application
steps, advantages and disadvantages of the test-negative design to provide theoretical methods and
basis for the future study of test-negative design in China.
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