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Disclaimer

The views and opinions expressed in this presentation are my own and should not 
be understood or quoted as being made on behalf of or reflecting the position of 
Madrigal Pharmaceuticals.



Early implementation challenges at EU level: No Agreement 
on Multi-Comparator Indications



• Leadership in Work Packages (e.g. Evidence Generation & National Implementation)

• Participation in Joint Clinical Assessments: JCAs during EUnetHTA Joint Action 3, which 
spanned from 2016 to 2021

• Engagement in Early Dialogues and Parallel Scientific Advice: AIFA was the third most involved 
agency from 2010 to 2015

AIFA and AGENAS played a significant role in EUnetHTA

Tafuri G et al., Br J Clin Pharmacol 2018



AIFA reports the process of enhancing capacity and aligning 
competencies for HTA-R is underway

❑ “Harmonization will ensure efficiency,
consistency and quality of HTA & faster
patient access”

❑ “However, national autonomy needs to
be maintained in non-clinical
assessment, e.g. cost-effectiveness,
epidemiology and health care
specificities”

❑ “AIFA is in a process of increasing
capacity and targeting competency
profiles to actively prepare for the
upcoming changes and challenges”

J. Mark. Access Health Policy 2025



AIFA’s actions with potential to contribute to HTA-R 
implementation

❑ Increased transparency on HTA decision-making: reports on the innovative status in the public 

domain

❑ AIFA released its Regulation for the Scientific-Economic Committee in May 2024, which 

references JCA-related activities



AGENAS continues to foster HTA capacity building at the 
national and regional levels 



What needs to be addressed

❑ No guidance has been released on how AIFA is planning to leverage the EU JCA report in 

the national Pricing & Reimbursement process

❑ Strengthen the Agency’s internal organization in view of the HTA Regulation

❑ Ensure integration between JCAs and regional/national decision-making

❑ Need for greater inter-agency coordination (AIFA, AGENAS, Regions, Ministry of Health, ISS)

❑ Stakeholder engagement: importance of early involvement of patients, clinicians and 
industry



The HTA-R recognizes the importance of regional 
contributions to health technology assessments

Regions play a key role in the EU's health technology assessment framework in terms of assessment, 

implementation and adaptation of JCAs and contribution to the HTA-R governance



Coordination among national and regional institutions is 
key to ensure alignment with JCAs

❑ JCAs can support regional healthcare planning and provide greater transparency into how health 
technologies are assessed

❑ Risk of fragmentation at the regional level if a coordinated, centralized approach is not adopted

❑ AIFA and Regional HTA bodies may select different comparators within those identified in the joint 
EU PICO

❑ This lack of alignment may undermine consistency in national decision-making and pricing 
processes



Conclusions

❑ Italy has shown commitment to the EU HTA process, with active participation in EUnetHTA and 
early JCA activities

❑ Several key challenges remain to ensure effective implementation:

o Strengthening technical and methodological capacity

o Advancing internal reorganization within AIFA to meet HTA-R requirements

o Ensuring coordination between national and regional institutions

o Promoting structured and continuous stakeholder engagement 

❑ The coming months will be critical to consolidate progress and align national processes with 
the EU JCAs


	Diapositiva 1
	Diapositiva 2: Disclaimer
	Diapositiva 3: Early implementation challenges at EU level: No Agreement on Multi-Comparator Indications
	Diapositiva 4: AIFA and AGENAS played a significant role in EUnetHTA
	Diapositiva 5: AIFA reports the process of enhancing capacity and aligning competencies for HTA-R is underway
	Diapositiva 6: AIFA’s actions with potential to contribute to HTA-R implementation
	Diapositiva 7: AGENAS continues to foster HTA capacity building at the national and regional levels 
	Diapositiva 8: What needs to be addressed
	Diapositiva 9: The HTA-R recognizes the importance of regional contributions to health technology assessments
	Diapositiva 10: Coordination among national and regional institutions is key to ensure alignment with JCAs
	Diapositiva 11: Conclusions

