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Imaging biomarkers are increasingly used as primary or secondary endpoints in
therapeutic trials. Validation of imaging methods as biomarkers is complicated by the
variability within and between patients, by the human observer component, by the
variability across imaging devices from different manufacturers, and by the need to
standardize methods across institutions and centers. Furthermore, there are different
regulatory pathways depending on whether the intent is to commercialize the biomarker
for routine clinical use, or just to use it in clinical trials without intent to commercialize it.
Approval in one pathway does not automatically mean the biomarker is approved for the
other purpose. An additional challenge is that the return on investment for a diagnostic is
low compared to therapeutic drugs. Therefore few companies are willing to invest the
money needed to underwrite the clinical trials needed to show clinical utility. There are
many academic institutions, professional organizations, industry groups and federal
agencies addressing one or more components or issues associated with imaging
biomarkers. Communication and coordination of efforts has been problematic, but is
improving. Several activities are in progress to improve communication among
organizations, to develop a roadmap or strategic plan, to study the errors contributing to
variability, and develop methods to reduce variability where possible. For example, an
Imaging Biomarkers Roundtable has been established to promote communication among
these organizations, and to develop a strategic plan or roadmap. Many professional
organizations either support or are actively involved in various programs addressing one
or more issues related to evaluation of imaging biomarkers. With regard to the accuracy
and precision of quantitative results from imaging scans, the Quantitative Imaging
Biomarkers Alliance (QIBA) was formed to study the errors contributing to variability
and develop methods or recommendations to reduce them where possible.


