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Figure 1 | Components of the costs of phase
Il trials. Data are from 273 studies conducted
in patients from 2010-2015 (see Supplementary
information 51 (box) for details.
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Table 1| Influence of selected factors on clinical trial costs

Factor Description Total trial cost™
Sites Number of sites randomizing y 9
Subjects Number of subjects randomized o
Visits Number of subject visits y %
Duration Duration of trial (time from protocol y 9
authorization to final clinical trial report)
Molecule size Large versus small molecules NS
Rare disease Rare versus not-rare disease NS
Adaptive design Adaptive versus not-adaptive design NS
Emerging market activity Emerging market activity versus no emerging -
market activity
Emerging market subjects  Percentage of subjects in emerging markets y %
Regions Number of regions y 9
Countries Number of countries O

*Factors indicated with red arrows were associated with increased clinical trial costs (P<0.0001)
(see Supplementary information 51 (box) for details, including individual P values). N5, not significant.

Source: KMR Group.
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