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Brief introduction of guidance for developing drug products used in treatment of
industry chronic fatigue syndrome/myalgic encephalomyelitis
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Abstract: The US Food and Drug Administration (FDA) issues “Guidance for Industry Chronic Fatigue Syndrome (CFE)/ Myalgic
Encephalomyelitis (ME): Developing Drug Products for Treatment” in March 2014. Clinical syndromes were contained in the draft
guidance. CFS/ME affects the function in daily activities of work, school, household management, and personal care of patients.
Currently CFS/ME is a serious disease and there are no approved therapies to treat CFS/ME, which is unmet medical need in the
treatment. The guidance focused on specific drug development and clinical trials design issues is drafted, which contain drug
development population, efficacy points, and safety etc. This article describes the main contents of the guidelines, expected to
provide a reference for the development of this aspect of clinical trials and drug.
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