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Efficacy and safety of external treatment with Chinese materia medica
on pediatric subacute eczema—Protocol of phase II clinical trials
by External-applied Chrisma for Infantile Eczematization
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Abstract: Objective To evaluate the effectiveness and safety of Chinese materia medica (CMM) in the external treatment of
pediatric subacute eczema, and to provide an example for the clinical study design of ECIE. Methods Using block parallel
randomized, double blind, placebo controlled, and multi-center clinical research method, 240 cases of children with pediatric subacute
eczema were divided into trial and control groups (1:1), respectively, and treated with ECIE and placebot for 4 weeks as a course. The
target lesion form and effectiveness and target lesion area were used as the main evaluation indexes; The whole body itch individual
curative effect, whole body skin area, syndrome curative effect in traditional Chinese medicine (TCM), and single Chinese medicine
symptom curative effect, and followed up for 4 weeks of recurrence were detected as secondary indexes; Incidence of adverse
events/reaction was used as the main security evaluation index. Results The target lesion shape and symptoms of TCM syndrome
evaluation hierarchical quantification standard were established, the standards for cases including, excluding, and falling off were

established, and the measures to ensure the quality of clinical trials for external treatment of eczema were provided.
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Table 1 Quantitative classification criteria of TCM symptoms
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