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EMA requirements for non clinical information on herbal products in
applications for marketing authorisation/registration

XIAO Hui-lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: EMA in August 2017 issued “guideline on non-clinical documentation in applications for marketing
authorisation/registration of well-established and traditional herbal medicinal products (Draft)”, which pointed that it is no necessary
to carry out the test of single dose and repeated dose toxicity, toxicokinetic studies, immunotoxicity as well as local tolerance of
traditional and well-established herbal substances or preparations under the condition that sufficient and well-documented experience
is available in humans. However, additional non-clinical testing would be necessary, if the content of the toxicity of reproduction,
genotoxicity and carcinogenicity in the published literature is not available or insufficient. This article describes the guideline in
detail and is expected to be a direct help to the traditional Chinese medicines and herbal medicines that are intended to be marketed
in the European Union, as well as to have inspiration on the supervision.
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