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患者中心の医薬品開発の背景と革新的データ戦略
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Patient-centric drug development and innovative data strategy
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Abstract
　　Recently, involving patients in drug development has become an important practice for stakeholders 
attempting to take an innovative and transformational approach in identifying and responding to patients’ 
unmet medical needs. Although the development of healthcare products, including drugs and devices, is 
basically meant for the benefit of patients and must be done in a patient-centric manner, drastic changes 
brought by recent advancements in digital technology have revolutionized the landscape of the collection 
and sharing of clinical data. The previously burdensome process of data collection has now been overtaken 
by wearable tools and smartphone applications that can be adopted in clinical trials that do not need to be 
conducted on-site, and patients are expected to play critical roles in data generation. Likewise, real world 
data have been gathered in anticipation of a product’s performance on the marketplace. As a consequence 
of such a series of environmental changes, more challenges have arisen in drug development for rare and 
intractable diseases. Based upon an overview of the causes and backgrounds of these transitions, possible 
actions are discussed for the future of patient-centric drug development in Japan.
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