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pharmacokinetic drug efficacy and clinical trials to assess
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individuals disease 300-3,000 patients
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GUIDANCE ON NONCLINICAL SAFETY STUDIES FOR THE CONDUCT OF
HUMAN CLINICAL TRIALS AND MARKETING AUTHORIZATION FOR
PHARMACEUTICALS

1. INTRODUCTION

1.1  Objectives of the Guideline

The purpose of this document is to recommend international standards for, and promote
harmonisation of, the nonclinical safety studies recommended to support human clinical
trials of a given scope and duration as well as marketing authorization for
pharmaceuticals.

Harmonisation of the guidance for nonclinical safety studies will help to define the
current recommendations and reduce the likelihood that substantial differences will
exist among regions.

This guidance should facilitate the timely conduct of clinical trials, reduce the use of
animals in accordance with the 3R (reduce/refine/replace) principles and reduce the use
of other drug development resources. Although not discussed in this guidance,
consideration should be given to use of new in vitro alternative methods for safety
evaluation. These methods, if validated and accepted by all ICH regulatory authorities,
can be used to replace current standard methods.

This guidance promotes safe, ethical development and availability of new
pharmaceuticals.
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