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		Abstract

		In October 2007, the Office of Health Economics (OHE) hosted a workshop in London on Benefit-Risk Assessments for Drugs. Researchers presented ideas and case studies to show how certain tools and methods used in economic analysis and the decision sciences could improve the methodology that regulatory authorities such as the European Medicines Agency (EMEA) and the US Food and Drug Administration (FDA) use to evaluate drug benefit and risk. (EMEA 2007)  

Four methods were presented and discussed:  

1. Health Outcomes Modelling Using Quality-Adjusted Life Years 2. Incremental Net Health Benefit 3. Stated Benefit-Risk Preferences 4. Multi-criteria Decision Analysis  

The first two -- representing the health impact dimension of cost-effectiveness analysis -- are quite similar, comparing risks and benefits in a common metric. Health outcomes modelling can be seen as an extension or broadening of the incremental net benefit approach, which itself involves the modelling of outcomes, to include population level impacts such as the health benefits forgone in delaying an approval decision. Stated preference measurement of benefit risk involves eliciting patient preferences among hypothetical health states. Multi-criteria decision analysis is a structured group decision-making process based on decision science.  

There was agreement that each of these tools offers the potential to improve regulatory benefit-risk assessment by addressing three major issues with the current regulatory approach:  

1. Transparency: To what extent are benefit-risk assessments and decisions clearly defined and justified for patients and clinicians, and others outside the regulatory process? 2. Preferences: Do or should regulatorsâ€™ preferences in benefit-risk trade-offs reflect those of patients or clinicians? What is the appropriate perspective that should be taken in regulatory assessments? How and should â€œsocietal preferencesâ€� be estimated? 3. Consistency: Should the same benefit-risk assessment method be used for all therapeutic areas given differences in the quality of evidence available?  

No single tool has yet emerged as the clear choice to address these three issues. Yet, strong arguments were made at the OHE meeting for regulators to consider the preferences of patients and the community in some manner and each of the methods provides some scope for this paradigm. The workshop presentations and discussion highlighted the strengths and limitations of each. Further developmental work and research is needed to refine and test each of the methods and to identify the circumstances in which each would be used. 
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