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The main purpose of the current study was to evaluate the current global and national trends in
the use of real-world data and real-world evidence for regulatory decision making, and draw from
these trends on how Academic Research Organizations (AROS) in Japan can support researchers
interested in utilizing real-world data for regulatory purposes.
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During the study period, the International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use announced that the ICH E6 (R3) draft guideline on Good
Clinical Practice has reached Step 2 of the ICH process, and became available for public viewing and
public consultation comment collection. The guideline focuses on interventional clinical trials of
investigational products, and does not yet include the use of real-world data, however, the Annex 2
Concept Paper that was simultaneously published announced the inclusion of consideration for real-
world data use for regulatory purposes. Therefore, the announcement of next ICH EG6 revision is
eagerly being awaited to obtain consensus on how real-world data can be utilized for regulatory
decision making.

Meanwhile, both the FDA and EMA has been active in announcing their own initiatives in the
use of real-world data for regulatory submissions. Specifically for the US FDA, several guidance
documents both finalized and in draft form, have been announced in the past couple of years,
specifying considerations on how real-world data can be used to support regulatory decision-making.
Some of the key take aways from the current guidance includes the importance of traceability of the
subject information, as well as the importance of quality assurance of the data that are used as real-
world data. The guidance also comments on the potential of utilizing the results of non-interventional
studies for regulatory decision making. In alliance with this concept, the EMA and national
competent authorities in the European medicines regulatory network have established DARWIN EU,
that delivers real-world evidence from across Europe on disease, populations and the uses and
performance of medicinal products. DARWIN EU provides a catalogue of observational data sources
that can be utilized as high-quality real-world data for analysis on the use, safety and efficacy of
medicines. The analysis results are high-quality non-interventional studies that are currently being
considered and evaluated for potential use for regulatory decision making. Similar guidance focusing
on the use of database for post-marketing surveillance and submission of data collected from
registries have also been announced in Japan.

Taking these situations all into consideration, we believe that the role of AROs in utilizing real-
world data for regulatory decision making will increase in the coming years, due to its close
relationship with the original data that can be used for analysis. This gives and advantage for AROs
over CROs and pharmaceutical industry, that their knowledge is vital for the evaluation of quality
assurance of the original data. A close discussion with regulatory agencies on what data can be
utilized in what capacity will be an important process in evaluating the use of real-world data for
supporting regulatory decision-making, and members within the ARO should take the lead in making
this early discussion possible.



