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Study on Environmental Risk Assessment of Drugs: Excretion Forms to Environment

Mutsuko Hirata-Koizumi, Mitsuo Saito, Shinji Miyake and Ryuichi Hasegawa

Environmental risk assessment of human pharmaceuticals is needed to protect aquatic life from the toxic
exposure because unaltered drugs and/or the metabolites are released to environment after human use.
Application for new drugs shall be accompanied by an evaluation report of environmental risk assessment on
basis of predicted use volume, already in US and near future in EU. In Japan, the specialists are reviewing
methodology of environmental risk assessment of drugs now. To provide the basic information, we
investigated excretion forms of drugs after human use for two groups of Japanese drugs; high sale products top
20 in the 2004 fiscal year and new molecular entities approved in 2004 and 2005. The assessment targets are
materials produced for direct use in US, but those are active substances or active metabolites, excluding orphan
drugs, vitamins, amino acids, peptides and proteins, in EU. According to EU condition, almost two thirds of 20
high sale products and one third of recently approved new molecular entities were identified to be the targets

for environmental risk assessment.

Keywords: environmental risk assessment of human drugs, excretion forms of drugs to environment
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#To whom correspondence should be addressed: Mutsuko Hirata-
Koizumi; 1-18-1, Kamiyoga, Setagaya-ku, Tokyo 158-8501, Japan;
Tel: 03-3700-1141 ext.561; Fax: 03-3700-9788;

E-mail: mkoizumi@nihs.go.jp
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10 US FDA: Guidance for industry. Environmental
assessment of human drug and biologics applications.
US FDA, CDER and CBER, July 1998.

20 EMEA: Guideline on the environmental risk
assessment of medicinal products for human use
(Draft). By Committee for medicinal products for
human use. CHMP/SWP/4447/00 draft. London, 20
January 2005.
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