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 Of the 18 ATMPs authorised by the EMA between 2018-2025 that would have fallen within the 

scope of the JCA (Figure 2):

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

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 

by pricing negotiation phases of 140 to 333 days (Figure 3)

 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)
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RESULTS

CONCLUSIONS
1. Joint HTAs for ATMPs have been infrequently utilised, with our analysis showing fewer than 15% 

of products within scope completing both a joint assessment and negotiation across alliances

2. Regional alliances such as FINOSE/JNHB and Beneluxa have already expressed their intention to 

expand the number of joint assessments, and we speculate that JCA could provide the impetus 

for this expansion, by delivering a single, authoritative clinical evidence base that alliances can 

directly reuse9

3. For companies that synchronise their submissions to joint alliances with JCA endorsement, our 

results suggest  that the time from EMA marketing authorisation to the conclusion of pricing 

negotiations could be shortened

4. However, companies will have to balance the potential for a shortened access duration with the 

overall impact on access and negotiation strategies

5. Ultimately, if ATMPS fail to gain access through national or alliance pathways, a completed JCA 

provides the gateway to joint procurement under the CMA if ratified, offering an alternative 

route to secure access10

Figure 2. Number of ATMPs authorised by EMA (2018–
2025) within JCA scope and the number undergoing joint 
appraisal and negotiation5-8
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INTRODUCTION
 Regional alliances such as FINOSE/JNHB, BeNeLuxA, and the 

Valletta group collaborate on joint HTA and pricing to increase 

negotiating power, reduce duplication of assessment work, 

harmonise methods, and accelerate patient access1-3

 EU Joint Clinical Assessment (JCA) will provide a common evidence 

base, which alliances may use to streamline processes by avoiding 

duplication of assessments4 

OBJECTIVES
 To analyse how the mandatory JCA could interface with regional 

joint pricing alliances, such as the BeneluxA Initiative for Health 

Technology Assessment (BeNeLuxA), the Joint Nordic Health 

Technology Assessment Bodies (JNHB), and the Valletta 

Declaration Group

 To assess the downstream consequences for European market-

access pathways, including potential escalation to EU-level 

procurement under the draft Critical Medicines Act (CMA)

METHODS
 HTA reports, EU legislative texts, alliance process guidelines, and 

recent statements from national HTA agencies were reviewed to 

characterise cross-country HTA processes and their intended 

integration with the EU Joint Clinical Assessment (JCA)

 Across the Nordic countries (FINOSE/JNHB), BeNeLuxA, and the 

Valletta group, advanced therapy medicinal products (ATMPs) 

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 

2025

 Timelines from EMA approval to the conclusion of pricing 

negotiations were modelled for ATMPs with completed joint 

assessments and negotiations to illustrate the potential impact of 

synchronising joint HTA submissions with JCA publication

Table 1. Total Timelines from EMA approval to 
completion of joint HTA and price negotiations, with 
modelled JCA scenarios5-6 
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Figure 3. Timelines from EMA approval to completion of joint HTA and price negotiations, with modelled JCA 
scenarios5-6 
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Figure 1. Study methodology overview
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