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Abstract:

In recent years, healthcare systems have been experiencing increasing budgetary distress. In an
era of cost containment, the need to construct rational processes for allocating scarce health
resources is becoming more acute. The assessment of estimated effectiveness has a pivotal role in
avoiding inefficiencies and optimizing resource allocation processes. Randomized Controlled
Trials (RCTs) are considered the “gold standard” in clinical research to evaluate the effectiveness
of medical products. As such, findings obtained from RCTs are perceived as vital sources of
evidence for informing policymakers in the context of drug regulation in general and

reimbursement decision-making in particular.

However, recently some have questioned the traditional approach of evaluating evidence for drug
regulatory processes and the role assigned to RCT evidence within it. To encourage the rethinking
of current practices, however, it is important to understand both the epistemic qualities of RCTs
and the actual use of them in the context of clinical effectiveness evaluation processes. With this
objective in mind, the aim of this thesis is to investigate the role of RCT evidence in drug
reimbursement decision-making, while ultimately arguing that policymakers may benefit from the
incorporation of Bayesian thinking into clinical evidence assessment processes. Recognizing the
interdisciplinary nature of the issue discussed in this thesis, this work brings together various
perspectives and combines several methodological approaches, using both philosophical inquiry

and empirical analysis tools.
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