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General Technical Considerations for the Design of Clinical Trials of Drugs for the Treatment of Lupus Nephritis

WANG Na, LI Jiejing, TANG Chongqi, WANG Shuigiang, XIE Songmei " ( Center for Drug Evaluation, National Medical
Products Administration, Beijing 100163, China)

ABSTRACT: OBJECTIVE To explore general technical considerations for the clinical trial design of drugs targeting lupus nephritis
treatment. METHODS By conducting comprehensive research on relevant technical standards both domestically and internationally,
synthesizing the experience gained from recent drug development endeavors, and integrating disease characteristics, treatment require-
ments, and evaluation practices, the holistic design of clinical trials for lupus nephritis drugs were explored from a technical evaluation
perspective which including examining participant selection criteria, efficacy indicators, safety evaluations, and proposing key technical
considerations. RESULTS and CONCLUSION The recommended research design is a multicenter, randomized, double-blind,
parallel-controlled design typically conducted using standard treatment protocols. Including participants who have undergone renal biop-
sy within 6 months prior to randomization can enhance the representation of baseline characteristics. In terms of efficacy evaluation indi-
cators, relying solely on a single indicator is insufficient to fully capture the effectiveness of the drug; therefore, composite indicators
are commonly employed for comprehensive assessment purposes. The primary efficacy evaluation indicator should be the complete renal
remission rate, with criteria that accurately reflect clinically significant improvement in kidney function. Secondary efficacy indicators
should encompass multiple dimensions aligned with clinical treatment goals for lupus nephritis and include assessments of glucocorticoid
and/or immunosuppressant dosage reductions, long-term renal outcomes ( such as progression to end-stage kidney disease) , as well as
evaluations of SLE manifestations and overall activity levels. Safety aspects necessitate vigilant monitoring for risks such as infection,
cardiovascular events, malignant tumors, and potential impacts on renal function posed by novel drugs.
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