1 (47) BESEAHEEFIIYE Vol.48, No. 2 (2024)

48(2) 19 (2024

E%uu*ﬁﬁfﬁ)ﬂﬂh}

REERDORH|ICET 2RELRE
FF SERIT TR A1V A 7, oy A, B MR /bR TIAL T

SRR
BRI S
AR
ENSITEINERS STES

Challenges and Prospects of Emergency Contraceptive Pill Regulations in
Japan

Miwako KAMEI'*, Carmen SAITO? Rie NAKAJIMAS3, Masanori NAGATSU?, Eriko KOBAYASHI?*,

' Faculty of Pharmaceutical Sciences, Teikyo Heisei University
?Faculty of Pharmaceutical Sciences, Josai International University
*School of Pharmacy, Nihon University
* Japan Pharmaceutical Association

(Received May 30, 2024; Accepted June 6, 2024)

Abstract

Emergency contraceptive pills (ECPs) are recognized as essential drugs by the World Health Organization and
available without a prescription in around 90 countries and regions worldwide. However, in Japan, they were approved
as prescription-only drugs in 2011. To improve access to ECPs, the committee of the Review Conference on Diversion
from Medical Use to Guidance Required and General Use at the Ministry of Health, Labor and Welfare began discussing
the possibility of making ECPs available as OTC drugs (a so-called OTC switch) . Although an OTC switch of ECP was
deemed inappropriate in 2017, discussions resumed in 2021, leading to the approval of a pilot sale in select pharmacies
meeting certain requirements. The pilot sale started in November 2023, with several surveys conducted to research
whether ECPs could be sold appropriately at pharmacies. In this paper, we provide an outline of the challenges and
prospects of ECP regulations based on observations from the first two months of the pilot sale, including an overview of
other countries’ regulations and detailed background information on the discussions surrounding ECPs in Japan.
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