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Plain English summary

P rotein biomarkers are substances that can be measured, often in body fluids, to provide information
about patients and their illness. Measuring biomarkers in blood or urine is simple and safe and may

help diagnose disease and its severity and help choose treatment. New research is discovering more
biomarkers but there is no quick way to decide how useful they are.

Our research was aimed at methods to assess the clinical usefulness of biomarkers as quickly and
efficiently as possible:

l We identified the best research methods for monitoring disease or treatment with biomarkers. We
showed that the literature is modest in scale and of variable quality. We made recommendations
for improvements.

l We created a sample ‘banking’ system for collecting and storing patient samples and relevant clinical
data from large numbers of patients, for renal cell carcinoma and renal transplantation. Biomarkers
were identified and analysed and the system was used to show their value.

l We conducted a trial of the ‘enhanced liver fibrosis’ test in 878 patients. We showed that it alters patient
care but longer follow-up is needed to show if this results in improvements in long-term outcomes.

Our experience is part of the basis of a new framework for evaluating diagnostic tests in four centres
in England.
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