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Abstract — For the last 40 years the safety testing methods
used during the development of pharmaceutical agents have not
substantially changed. Furthermore, in many cases the
predictive or translational value of the currently used
approaches is at best uncertain. This presentation will discuss
an integrated systems toxicology approach to safety testing in
which traditional in vivo evaluations are combined with human
biology-based in vitro models, novel safety biomarkers,
computational tools, and non-safety data. The objective of a
more modern approach to toxicity testing is to reduce drug
attrition through better decision making and ultimately protect
public health through the more rapid launch of therapeutics and
elimination of unsafe compounds earlier in the drug
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development cycle. The introduction of contemporary safety
testing methods will require an evolution in thinking by both
health authorities and drug developers. Although many of the
tools that are required for a modernized approach to safety
testing are already available, the more difficult challenge is
likely to be gaining their acceptance by drug developers and
health authorities.
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