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Abstract: The FDA's patient-focused drug development ideas was introduces, showed the clinical outcome assessment (COA)
measures for different diseases, treatment benefits, and contexts of use, and summarizes the relevant information of 5 approved
patient-reported outcome (PRO) measures, and sums up the drug information of the FDA approved new drugs in 2010—2015, using
the PRO measures to support labeling. The aim was to provide the industry with a suitable type of COA (PRO, ClinRO, ObsRO, or
PerfO) for drug development, and to recommend the use of COA measures for pediatrics, rare diseases, cognitively impaired, and
clinical efficacy evaluation of Traditional Chinese Medicine. It also provides a reference for incorporating patient perspectives into
the drug regulatory process.
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Table 1 Introduction to table of contents of COA compendium
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Table 3 List of qualified clinical outcome assessments (COA)
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Table 4 Drug information related to PRO measures used to support labeling (2011—2015)
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