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Scientific considerations on clinical trial design of drugs
for the treatment of psoriasis
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[ Abstract] Objective: To explore the key technical elements of clinical trial design for the treatment of
plaque psoriasis vulgaris. Methods: By searching both relevant domestic and international literature, and combined
with research and evaluation practices in China, scientific considerations on innovative drug clinical trial design for
the treatment of psoriasis are summarized and proposed. Results and Conclusion: The overall design of clinical
trials for the treatment of psoriasis vulgaris should be based on the characteristics of the disease’s pathophysiology
and drug action mechanisms, with a reasonable selection of control and population, as well as the design of trial
duration, efficacy, and safety indicators. To comprehensively evaluate the effectiveness and safety of drugs, attention
should be paid to the improvement of patients’ quality of life, relapse or rebound after drug withdrawal, and long-term
medication while evaluating the improvement of psoriasis symptoms and signs after drug treatment.
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