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“ Compounds targeting novel mechanisms 
fails more frequently than those targeting 
procedented mechanisms”

I. Kola

Clinical Pharmacology & Therapeutics 83, 2, 2008.
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Productivity Biomarker Strategy
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Differentiation Biomarker Strategy
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Developing a paradigm of drug innovation: 
an evaluation algorithm.

Luciano Caprino and Pierluigi Russo

Department of Human Physiology and Pharmacology, University 
“La Sapienza”, Rome

Drug Discovery Today – Volume 11, Numbers 21/22 – Nov ember 2006



Superiority trialSuperiority trial NonNon--inferiority trialinferiority trial
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Patient numberPatient number 20,726 pts 20,726 pts 
((10,378 vs 10,348)10,378 vs 10,348)

2,000 pts 2,000 pts 
((1,000 vs 1,000) 1,000 vs 1,000) 

	 *�&�)&�"5�"&��6�1	�#)#��#��&�)&�"5�"&��6

Mortality rate       Mortality rate       6,7 % vs 7,3 % 6,7 % vs 7,3 % ��� �� �� � �� = 1,1%= 1,1% 6,7 % vs 7,3 % 6,7 % vs 7,3 % ��� �� �� � �� = 1,1%= 1,1%

Statistical resultsStatistical results P = 0,0028P = 0,0028 P = 0,37P = 0,37

Confidence limitsConfidence limits 0,30 % 0,30 % -- 1,73 %1,73 % 1,21 % 1,21 % -- 3,21 %3,21 %
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