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Pharmaceuticals and Medical Devices Agency (PMDA) has started accepting electronic study
data (e-study data) submissions, beginning October 2016 with a 3.5 year transitional period. The
requirement of PMDA is similar to that of U.S. Food and Drug Administration (FDA) e-study

data submission requirements. However, there are some differences in the requirement between



both health authorities. Because recent drug development should be done in a more globally
integrated way and similar clinical data package should be used for submission to both PMDA
and FDA, sponsors need to understand the differences precisely and consider efficient processes
for a new drug application (NDA) to meet requirements of each health authority (HA).

In November 2016, Novartis submitted e-study data of global study including Japanese subjects
in Clinical Data Interchange Standards Consortium (CDISC) formats to PMDA and FDA
simultaneously. Because of different requirements of the two health authorities, there were
several challenges in terms of e-study data preparation. Japanese and global teams worked
closely to achieve simultaneous e-study data submission.

This presentation explains experiences and challenges based on actual e-study data submission
and proposes internal comprehensive processes for the e-study data submission, focusing on the

differences between PMDA and FDA requirements.
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