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The regulatory status of the application of simulation technology
in clinical trials and adalimumab case analysis
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[ Abstract] Clinical study for medicine products is a time-consuming and high-cost project. As a great tool
of optimizing trial design, simulation technology plays an important role in different phases and different indications
of clinical trials. At present, different regulatory agencies have established corresponding technical requirements for
simulation technology. This paper summarized the development of the guidelines of NMPA, FDA, EMA, and ICH
to elaborate the regulatory status of simulation technology. Without additional clinical trial data, one pharmaceutical
company successfully expanded the indications of adalimumab in adults for hidradenitis suppurativa to adolescent by
virtue of only model simulation results. This article analyzed this case in detail to illustrate the importance of simulation
technology. Finally, this paper discussed the advantages and disadvantages of simulation technology, as well as the
considerations in practical application.
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