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INTRODUCTION

« Clinical and financial uncertainty associated with new innovative therapies for
serious and life-threatening diseases presents a major challenge in the market
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Fig 1. Financial- and performance-based agreements: the two main types of MEA:s.
This flow chart describes the purpose and rationale for each MEA. Each arrangement can be made at the
population-level, or patient-level (individual basis). This figure illustrates the mechanisms that can be used for each
type and level of MEA. Figure was adapted from Dabbous et al. 20202

Abbreviations: CED: coverage with evidence development; CT: clinical trial; FBA: financial-based agreement; PBA:
performance-based agreement.

OBJECTIVES METHODS

« EMBASE and Medline were searched from inception until June 7™, 2023.

The main types of MEASs include financial-based agreements (FBAs) and
performance-based agreements (PBAs) (Figure 1).

This stfudy aimed to understand the use of MEAS In the
healthcare industry, any critigue on previous financial-
based submissions, and investigate potential
recommendations for future MEA submissions

 We considered articles of interest to e those assessing feasibility of financial-based MEAS, impact
of successful agreements, and the time taken to final decision outcome. In addition, we sought
information on key recommendations, good practices, critfiques, and potential ways o improve
MEAS

RESULTS
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The main use of MEASs!

« All the identified evidence was from Europe
« Most countries in Europe have tended toward FBASs, while PBAs have been more often seen in England and Italy'. Simplicity
and discount are the leading drivers and direction for MEASs?

Challenges associated with FBAs

 FBAs approaches do not usually address outcome

Recommendations for future financial-based MEA submissions:

A combination of MEASs could lead to successful and sustainable
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« FBAs may provide an advantage to larger, wealthier markets,
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narkets? Utilising PBAs to account for product performance comes with added

challenges and does not always address performance uncertainty

« Confidential discounts or other savings to payers, resulting from
all forms of FBAs, are not reflected on list prices. This could .
negatively impact the external reference pricing because
prices are set based on official listed prices rather than on the
actual net ones2¢

PBAs aim to manage the cost-effectiveness of a new technology depending
on its performance; therefore, data related to clinical outcomes are gathered
and analysed!

Unreliable list
pricing

 However, formal evaluation of PBAs from Belgium and Sweden, as well as
European expert interviews have found that, despite their intent, PBAs did not
reduce uncertainty around the performance of the products in tferms of
comparative and cost-effectiveness!

Guidance for the use of FBAs, PBAs, or a combination

* With the apparent preference toward FBAs, formal guidance for the use of
PBAS vs. FBAS, or their use iIn combination, are nhecessary.

« Some European counties, including France and England, have
recommendations or conditions for the use of PBAs!, but we could not identify
any for the use of FBAS
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« Currently, PBAs are less commonly used due to difficulties implementing them
and measuring relevant clinical outcomes, leading to a high administrative
burden associated with their execution?

« A strategy for guiding the use of financial-based MEAs must be defined. This
will ensure that the advantage of new evidence on product performance
overcomes the cost of negotiating and implementing MEAS

« Uncertainties in each coverage selection and building MEAs must be
identified. This includes that data sources and study designs are suited to
meet the uncertainties at hand
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