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Evaluation and improvement of quality of generic pharmaceutical products

“Ken-ichi Izutsu, Yasuhiro Abe, Hiroyuki Yoshida

This article provides an overview of regulatory science approaches pursued by Drug Division in

National Institute of Health Sciences to improve and assure the quality of generic pharmaceutical

products. It supports assessment of the literature information by the Expert Committee on Quality

of Generic Drug Products, which was organized in NIHS under the corporation of Ministry of Health

Labor and Welfare (MHLW) to deliberate quality issues. Some laboratories including National Institute

of Infectious Diseases (NIID), prefectural health institutes, and NIHS form formulation evaluation

working group that perform detailed evaluation of the products. These laboratories also perform annual

official testing of approximately 900 products. Some challenges, including clarification of performance-

related formulation attributes and provision of information, were discussed.
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