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RESULTS

INTRODUCTION

» Regional alliances such as FINOSE/JNHB, BeNeLuxA, and the » Of the 18 ATMPs authorised by the EMA between 2018-2025 that would have fallen within the
Valletta group collaborate on joint HTA and pricing to increase scope of the JCA (Figure 2):
negotiating power, reduce duplication of assessment work,
harmonise methods, and accelerate patient access'3 FINOSE / JNHB evaluated BeNeLuxA evaluated No product has yet passed
. ¢ Clinical A ' JCAY will ¥ ¥ 3 therapies (17%) for joint 4 therapies (22%) for joint through the Valletta joint
' bU JO'”L, k']n'cljle,' ssessment (JCA) wi plr.ow < a commI;)n eV|.de.nce HTA and completed full HTA and completed full clinical, economic or price
a>€, WhICH alllahces may Use to streamline processes by avoiding assessments for 2 (11%)° assessments for 3 (11%)° negotiation processes
duplication of assessments?

» Observed timelines from EMA approval to completion of joint price negotiations ranged from

OBJ ECTIVES approximately 508 to 853 days across the modelled ATMPs (Table 1)

 The interval from EMA approval to joint HTA completion ranged from 368 to 672 days, followed

joint pricing alliances, such as the BeneluxA Initiative for Health

Technology Assessment (BeNelLuxA), the Joint Nordic Health
Technology Assessment Bodies (JNHB), and the Valletta
Declaration Group

» In the modelled JCA scenarios, where companies were assumed to submit dossiers following JCA
endorsement, timelines from EMA approval to completion of joint price negotiations were
shortened by between 254 to 558 days across the modelled ATMP (Table 1, Figure 3)

» To assess the dOV\.mStrea.m consquences fOI.‘ European market- Figure 2. Number of ATMPs authorised by EMA (2018- Table 1. Total Timelines from EMA approval to
access pathways, including potential escalation to EU-level 2025) within JCA scope and the number undergoing joint completion of joint HTA and price negotiations, with
procurement under the draft Critical Medicines Act (CMA) appraisal and negotiation>-® modelled JCA scenarios>®

M ET H o DS Q Alliance FI.:\INOHS: / BeNeLuxA BeNeLuxA

» HTA reports, EU legislative texts, alliance process guidelines, and / Therapy Libmeldy Libmeldy | Zolgensma
recent statements from national HTA agencies were reviewed to /
characterise cross-country HTA processes and their intended / Observed total
Integration with the EU Joint Clinical Assessment (JCA) /% 0 0 days (months) 764 (25) 853 (28) 208 (17)

» Across the Nordic countries (FINOSE/JNHB), BeNeLuxA, and the FINOSE / JNHB BeNelLuxA Valletta

° ° A °
Valletta group, advancec! therapy medicinal product; (ATM.PS) . Not assessed o Evaluated o Assessed dJ;IS ?;e::trl"‘;) 489 (16) 295 (10) 254 (8)
that would have fallen within the scope of the EU Joint Clinical
Assessment (JCA) regulation were assessed to determine the
current frequency of cross-country joint HTA between 2018 and Figure 3. Timelines from EMA approval to completion of joint HTA and price negotiations, with modelled JCA
2025 scenarios>®

» Timelines from EMA approval to the conclusion of pricing Days from EMA MA
negotiations were modelled for ATMPs with completed joint Actual
assessments and negotiations to illustrate the potential impact of Zolgensma

n .. oint HTA submissi th JCA blicati BeNeLuxA JICA
synchronising joint submissions wit publication o B ICA endorse-
ment (30 days)
Figure 1. Study methodology overview Libmeldy Actual -~ ngg;;??val
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