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Risk communication tools provided by PMDA
Mai Okamoto™, Mayumi Torii*?, Kiyomi Ueno™
*1 Pharmaceutical and Medical Device Agency

New medical product reviews in Japan have recently become the world’s fastest, and patients now gain access to the
latest treatments more quickly. However, faster access also opens the possibility that Japanese patients will
experience the first appearances of unpredictable side effects. Currently, healthcare professionals (HCPs) are
encouraged to promote proper drug use and minimize side effect risk by always referring to the latest safety
information. This is in accordance with Article 25, Section 2 of the “Pharmacists Act”, which states that, “...for the
purpose of ensuring proper use of the medicine dispensed the pharmacist must provide...with necessary information
and give ...necessary guidance based on pharmaceutical knowledge.” This provision specifically directs pharmacists
to collect the information needed to ensure appropriate use and provide suitable guidance to patients.

The Pharmaceuticals and Medical Devices Agency (PMDA) provides various risk communication tools to promote
proper drug use and minimize side effect risk by leveraging the latest safety information. This presentation will
describe risk communication tools offered on the PMDA website, including Risk Management Plans (RMP), and
Drug Guides for Patients. Our goal is to raise HCPs’ understanding of these tools and their importance, promoting

their practical application.
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