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Background
A strong pipeline linking biomarker discovery and validation to targeted therapeutic development is essential to deliver
rational evidence-based therapeutic decisions in the emerging era of targeted therapy.
The recently formed Clinical Trial Pathology Advisory Group (CT-PAG) sits within the NCRI initiative in cellular molecular
pathology, CM-Path. Aligned with the biomarker roadmap, CT-PAG aims to provide guidance and technical critique of
pathology and biomarker components in clinical trials. To this end, CT-PAG has developed a proforma to help
standardization of assessment and provide guidance for enhancing biomarker-led research supported via NCRI. This
proforma aims to provide the basis for a succinct assessment and checklist for technical issues relating to biomarker
research across the “biomarker roadmap”. The proforma has been developed drawing on related efforts from NCI, the
National Academies (USA), CRUK and other sources.
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Conclusions
CT-PAG aims to support the continued enhancement of excellence in biomarker-led clinical investigation in the UK.
Through dialogue with stakeholders we aim to facilitate and support best practice in biomarker-led pathology research,
hence improving the delivery of cellular and molecular pathology in research and ultimately in clinical application. We
have developed and applied our version-1 CT-PAG proforma as a starting point in a process which we hope to see
develop in an iterative cycle.
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