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FDA Roadmap : B8R 2 ERBERIICBELE (2025/4/10)

Roadmap to Reducing Animal

Testing in Preclinical Safety Studies

Executive Summary

This roadmap outlines a strategic, stepwise approach for FDA to reduce animal testing in preclinical safety
studles with sclentifically validated new approach methodologies (NAMs), such as organ-on-a-chip systems,
computational modeling, arm adu;mced in vitro assays. By partnering with federal agencies like NIH and

WA thros gh ICC\."AM FDA rate 1h validation and adoption of these human-relevant methods,
mpro q predictiv y whl rlzd ing animal use. This transition will enhance
st rearni ing dru q d I pme nt and e ing safer therapies reach patients faste
global leader In modemn regulatory sci e ce and innovation.

public health by
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