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Provision of information from PMDA
- Following the revision of PMD Act -
Mai Okamoto™
*1 Pharmaceuticals and Medical Devices Agency

Until now, PMDA has provided package inserts (PIs) and various safety information on the PMDA website. Healthcare
Professionals (HCPs) can see Paper PI included in the product package, but there is time lag if there are updates. HCPs
can also see electronic PI on PMDA website but it takes time and effort to search it.

Digitization of PIs was introduced as part of the revision of PMD Act in 2019, which came into force on August 1 of
this year. That is, the latest electronic Pls can be accessed quickly and conveniently by reading the code (GS1 code)
displayed on the product containers, etc. of drugs, etc. by the app on a smartphone or similar electronic device, as well
as be searched and browsed on the PMDA website. It is expected that PIs information will be available more easily.

For searching and browsing electronic PIs by GS1 code, PMDA has implemented system renovation. I will introduce
the details of system renovation, measures to be taken when the system goes down, etc. in this presentation. I hope that
this presentation leads to understanding of information provision by PMDA after revision of PMD Act and to
discussions on measures to utilize the latest drug information in the medical field more effectively and efficiently.
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