"Oncogenomics and personalized medicine"

In the last years, the scientific results obtained in the field of pharmacogenomics have
opened a promising perspective in the development of “personalized medicine”.
Actually, in oncology area there are some examples of biomarkes that results useful
to assess the therapy in the breast cancer (Her2/neu over-expression) and colon-
rectum cancer (EGFR expression with alternate context). The development and use
of biomarkers trigger the need to establish standards in the context of regulatory
aspects. Pharmaceutical and diagnostic companies have recognized the importance
and impact of genomic biomarkers, but also the complexity along biomarker
development and have therefore decided to combine their efforts. Recent years have
seen numerous initiatives promoted by governement bodies, institutions and
associations designed to provide guidelines for the research and clinical application
of predictive disease tests and therapy response tests. Also International Regulatory
Agencies are working in the assessment process for predictive genetic tests in order
to provide guidance about appropriate development paths, also in order to facilitate
the research and development of biomarkers that can be useful not only for diagnosis
of diseases, but also for understanding the pathogenesis of diseases, and to improve
the efficacy and safety of therapies, facilitating the development of a personalized
medicine.
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