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ADDING VALUE TO CLINICAL DATA

ANALYSING A BIOMARKER AS A PROOF OF CONCEPT

Two doses of a therapeutic vaccine were tested simultaneously in a randomized
phase Il trial. While the trial’s primary endpoint was not sensitive enough to show
efficacy of either dose or any difference between the two, using the advanced
statistical methodology of mixed modelling on repeated measures, it was found that
the high dose had a highly significant effect on a relevant biomarker, while the low
dose had no such effect. This proof of concept allowed the sponsor to raise

additional funding to support further trials.
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