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Abstract

We present a model combining the two regulatory stages relevant to the approval of a
new health technology: the authorisation of its commercialisation and the insurer’s decision
about whether to reimburse its cost. We show that the degree of uncertainty concerning the true
value of the insurer’s maximum willingness to pay for a unit increase in effectiveness has a
non-monotonic impact on the optimal price of the innovation, the firm’s expected profit and the
optimal sample size of the clinical trial. A key result is that there exists a range of values of the
uncertainty parameter over which a reduction in uncertainty benefits the firm, the insurer and
patients. We consider how different policy parameters may be used as incentive mechanisms,
and the incentives to invest in R&D for marginal projects such as those targeting rare diseases.
The model is calibrated using data on a new treatment for cystic fibrosis.
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1 Introduction
The fast pace of growth of health care expenditure relative to GDP growth that has been

experienced by most developed countries, especially prior to the global economic crisis (OECD,
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