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Biomarker

A characteristic that is objectively
measured and evaluated as
an indicator of normal biologic
processes, pathogenic processes,
or pharmacologic responses to
a therapeutic intervention.
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Responder/
Non-responder

Biomarker strategies

Increase of drug
development
success rates
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Voluntary exploratory data
submissions to the US FDA and
the EMA: experience and impact

Nature Reviews Drug Discovery 9, 435-445, 2010.

With the aim of enhancing
understanding of the regulatory
significance of such biomarker data
by regulators and sponsors, the US
Food and Drug Administration
initiated a programme in 2004 to
allow sponsors to submit exploratory
genomic data voluntarily, without
immediate regulatory impact.

US FDA VXDS (Voluntary exploratory
data submissions) meetings
by platform, 2004-2008

Nature Reviews Drug Discovery 9, 435-445, 2010.
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Biomarker from research

G e e e

Efficacy and Safety

into clinical practice

From Bedside to Bench
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Bedside
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