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Sir Ronald A. Fisher Sir Austin B. Hill
(1890-1962) (1897-1991)
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We cannot necessarily, perhaps very rarely,
pass from (the result of randomized clinical
trial) to stating exactly what effect the

treatment will have on a particular patient
(Hill 1952).
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Effect of treatment
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Ref: Buyse et al, Expert Rev Mol Diag 2011;11:171
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Matsui et al. Clin Cancer Res, 2012
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Matsui et al. Clin Cancer Res, 2012
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The estimated effects of thalidomide relative to
control (no thalidomide) as a function of the
cross-validated predictive genomic signature
score for multiple myeloma patients undergoing
high-dose therapies.
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The predicted patient-level survival curves for
patients receiving thalidomide (solid curve) and
control (dashed curves) for patients with different
values of the predictive signature score (S) and
the prognostic signature score (W).

Ve
-
S: Predictive scors
W: Prognostic scora
S =04, W =01 under halidomide
=== S=01.W=01 undercontrol
§ = 0.5, W = 0.9 under thalidomide
=== § =05 W =08 under control
T T T T T
0 2 4 B 8 10

Time since enroliment [y}

Selected Articles from This Issue

Developing and Validating
Continuous Genomic Signatures

Matsui et al. Page 6065

Treatment of broad patient populations with
regimens that benefit only a minority of these
patients leads to serious overtreatment and is
less economically sustainable with expensive
molecularly targeted therapeutics. The
established molecular heterogeneity of cancer
warrants the development of new paradigms for
design and analysis of clinical trials toward
reliable predictive medicine. Matsui and
colleagues developed a new framework for
randomized clinical trials with microarrays. This
model allows randomized clinical trials to assess
treatment efficacy for a patient population in a
manner that takes into consideration the
heterogeneity in patients’ responsiveness to
treatment and also predicts patient-level survival
curves for treating future patients.
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