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CTDSの進展と課題 ─ 製薬企業の視点から ─
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Abstract
　　During the worldwide outbreak of the coronavirus disease (COVID-19), it was recognized that the 
importance of data sharing and utilization is greater than ever. This is also true of clinical trial data sharing 
(CTDS) for sharing individual participant/patient data (IPD). The purpose of this article is to review CTDS 
from the pharmaceutical industry’s perspective.
　　The progress of CTDS has been observed globally. In Japan, the number of pharmaceutical companies 
engaged in CTDS and academic research using CTDS has been increasing.
　　The major challenges of CTDS are (1) Protecting participant privacy: It is not easy to process data as 
“Anonymous Processed Information” while maintaining its utility. To achieve the ultimate goal of CTDS, 
advance medicine/science, and improve public health, data de-identification/anonymization should be 
applied to maintain sufficient data utility for research; (2) Expanding the purpose of CTDS to commercial 
research: CTDS should be considered not only for academic research but also for commercial research in 
Japan, to enhance the possibility of introducing innovative drugs for difficult diseases such as COVID-19; 
(3) Making CTDS easy-to-use at a reasonable cost, including enabling the integration of multiple studies’ 
data for research; (4) Impact of COVID-19: We should handle the data of clinical trials during COVID-19 
appropriately by anticipating differences from those in ordinary times.
　　If the world’s first CTDS guidelines are released in Japan, it can help tackle the aforementioned 
challenges and promote CTDS.
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