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Trends in Non-prescription Drug Recalls in Japan

Chikoto Yamamoto, Takuya Ishida, Takashi Osawa, Takafumi Naito,* and Junichi Kawakami

Department of Hospital Pharmacy, Hamamatsu University School of Medicine;
1-20-1 Handayama, Higashi-ku, Hamamatsu 431-3192, Japan.

(Received November 19, 2015; Accepted March 21, 2016)

Recalls of non-prescription drugs can contribute to preventing harm to human health, however, they also interrupt
the supply of medicines to the market. The aim of the present study was to investigate the trends in non-prescription
drug recalls in Japan. Class I, 11, and 111 recalls reported from April 2009 to March 2014 were obtained from the web-
sites of the Ministry of Health, Labour and Welfare and the Pharmaceuticals and Medical Devices Agency. Each drug
recall was classified according to year, dosage form, therapeutic category, and reasons for the recall. The trends over the
5 year period were assessed for each class. A total of 220 recalls were reported in the 5-year study period. The numbers of
drug recalls were 21, 16, 80, 58, and 45 in 2009, 2010, 2011, 2012, and 2013, respectively. The drugs recalled consisted of
177 internal medications, 35 topical agents, and 8 others. Drug recalls were observed in 12 therapeutic categories of drug
effects. The largest number of recalls was for Chinese herbal medicines and crude drugs. Of all the drug recalls in 2011,
Chinese herbal medicines and crude drugs produced by one manufacturer accounted for 84%. Slightly more than half
(54%) of drug recalls were due to a violation of the regulations. One manufacturer recalled many drugs because of non-
compliance with the standard regulations for manufacturing drugs after 2011. In conclusion, non-prescription drug
recalls can occur for any drug regardless of the dosage form and therapeutic category.

Key words——drug recall; non-prescription drug; drug supply; OTC; self-medication
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