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Report on the use of non-clinical studies in the
regulatory evaluation of oncology drugs
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Cancer 5/ 107 Q016) 189202

Non-dinical studies are necessary at each stage of the development of oncdogy
drugs. Many experimental ancer models have been develaped to investigate car-
dnogenesis, cancer progression, metastasis, and other aspeds in ancer bidogy
and these models tumed out to be useful in the efficacy evaluation and the
safety prediction of oncology drugs While the diversity and the degree of
engagement in genetic changes in the initistion of ancer cell growth and pro-
gression are widdly acepted, it has become inceasingly dear that the roles of
hast cells, tissue micoenvironment, and the immune system also play important
roles in cancer. Therefore, the methods used to develop oncology drugs should
cntinuously be revised based on the advanes in our understanding of ancer.
In this review, we extersively summarize the effective use of those models, their
advantages and disadvantages, ranges to be evaluated and limitations of the
models currently wsed for the development and for the evalwmtion of oncdogy
drugs.
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