" A Reconstruction and Validation of the Rationale Underlying the
European Commission’s Proposal to Make Regulatory Data HPR221
Protection (RDP) Conditional Upon Supply iIn EU Member States

®
Hasson O, Seyedmousavi S, Jansen C, Cueva S '|ﬂbeeO
Inbeeo, London, United Kingdom

Introduction

In April 2023, the European Commission (EC) adopted a proposal for a new Directive and a new Regulation to replace the existing general pharmaceutical legislation,
representing the first major revision in almost 20 years!. One of the measures outlined by the EC is the reduction of the standard period of Regulatory Data Protection
(RDP) from 8 years to 6 years, with the possibility of obtaining additional periods of RDP contingent upon the fulfilment of specific criteria?. The most significant period of
conditional RDP available is an extra 2 years of data protection if a medicinal product launches and is supplied in accordance with the needs of all Member States (MS)
within 2 years of marketing authorisation (MA)Z.

Whilst this measure has been introduced to increase and accelerate access to new medicines across the EU, industry associations have expressed concerns regarding
the feasibility, the impact, and effectiveness of the proposed measure34. Nonetheless, the reform of the EU pharmaceutical legislation still needs to be considered by the
EU Parliament and Councilt. Thus, it is unclear whether the proposed changes to RDP will be adopted. The objective of this research is to use a Theory of Change (ToC)
framework® (see Figure 2) to re-construct how the proposed measure is expected to lead to the desired outcome/change, and to identify the evidence-base that validates
these assumptions.

Figure 1. Changes to regulatory data protection (RDP) and market protection according to the proposal submitted by the European Commission
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Figure 2. Adapted ToC framework used to reconstruct and validate the rationale behind the proposed measure
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Methodology Results

Based on a review of EC documents, Seven key assumptions, underlying the rationale for the proposed change, were identified and mapped against the ToC
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stemming from products that fail to
comply with the measure — appear to
be contradicted by currently available
evidence.

Non-compliance from ‘low-sales’ drugs (with
regulatory protection as last protection
layer), will result in earlier generic| Contradicted
competition, generating savings for the

x Low-sales medicines are less likely to be contested by generic competition® and this
has not been accounted for in computing the savings generated for the public.
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