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Introduction of FDA guidance on developing drugs for treatment of Duchenne
muscular dystrophy and related dystrophinopathies

SUN Yu, ZHOU Yuehua
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Abstract: FDA announced Duchenne muscular dystrophy and related dystrophinopathies developing drugs for treatment guidance for
industry in February 2018. This guidance addressed FDA's current thinking regarding clinical development programs and trial designs

for drugs to support an indication for the treatment of one or more dystrophinopathies. There is no related guidance in China. We

introduce the main content of the guideline so as to provide the reference for corresponding fields.
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