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		Policy makers need reliable estimates of direct costs of pharmaceutical R&D, in order to contain health-care costs and at the same time maintain a supportive environment for investment in research.    

This paper evaluates the application of parametric estimating methods to the late stage clinical development of new drugs, in order to estimate the direct costs of clinical trials from the linear relationship of two non-cost variables: the standardised minimal significant clinical outcome and the sample-size required to reach statistical significance. The number of patients enrolled in clinical trials represents the closest proxy to the total cost of clinical research, as the protocol requirements of randomised studies minimise the cost differences among therapeutic areas.    
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