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* Delays in evaluating Ml therapies was observed relative to
industry averages.

NICE and CDA approved reimbursement for more restricted
populations compared to the average across other HTA bodies,
potentially limiting access for eligible patients.
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The observed evaluation patterns for Ml therapies may reflect the
complexity of assessing innovative treatments within existing HTA

‘I Backg round frameworks, suggesting a need for continued dialogue between

@’ Objective
stakeholders on optimal evaluation approaches.
Analyse trends in reimbursement
timelines between marketing
authorisation and Health Technology
Assessment (HTA) and compare

them with publicly available average
timelines. * There is limited evidence comparing timelines of Ml medicines to all medicines, so we aimed to address this gap.

« Multi-indication (MI) medicines face several patient-access-related challenges, including numerous HTA assessments and administration burden for
payers, value assessment variation between reimbursement bodies, and managing budget uncertainty.’

* The duration of HTA processes and reimbursement negotiations can lead to delayed patient access to innovative products.?

.{g}@ Methods

« Six HTA bodies were selected based on their variety of framework and perspective: England’s and Wales’ National Institute for Health and Care Excellence (NICE), France’'s Haute Autorité de Santé (HAS),
Germany’s Institute for Quality and Efficiency in Health Care (IQWiG)/Gemeinsamer Bundesausschuss (G-BA), Canada’s Drug Agency (CDA), Agenzia Italiana del Farmaco (AlFA), and South Korea's
Health Insurance Review & Assessment (HIRA).

« Six Ml therapies were selected based on global market presence and variety of therapy types and therapeutic areas: adalimumab, dupilumab, mepolizumab, pembrolizumab, risankizumab-rzaa,
and upadacitinib.

« Assessments for each MI therapy were searched on HTA body*® and supplementary websites'®'? between 2004 and 2024. Data was collected on marketing authorisation, evaluation, and reimbursement
decision, followed by analysis on the time between marketing authorisation and HTA decision, which were compared to industry averages found in literature.

« Observed time (days) were consistently greater for Ml medicines compared to the industry average
of all medicines (Figure 2).

« Atotal of 503 assessments were reviewed across all HTA bodies (Figure 1).

Figure 1. Number of assessments reviewed per HTA body and Ml therapy Figure 2. Average time (days) from marketing authorisation to HTA body reimbursement
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* Adalimumab assessments were not publicly available with IQWiG/G-BA.

AIFA, Agenzia ltaliana del Farmaco; CDA, Canada’s Drug Agency; HAS, Haute Autorité de Santé; G-BA, Gemeinsamen Bundesausschuss; HIRA, Health Insurance Review and Assessment Service; HTA,
health technology assessment; IQWiG, Institute for Quality and Efficiency in Health Care; NICE, National Institute for Health and Care Excellence.

« Cost-effectiveness HTA archetypes were observed to reimburse more restricted populations for Ml therapies, than typical decision-making in technology appraisals (NICE: 69% vs 24%; CDA: 91% vs
77%)""® and clinical effectiveness HTA archetypes did not generally apply restrictions (HAS: 23%; AIFA: 0%; G-BA: 0%) (Figure 3).

* AlIFA took an average of 552 days for reimbursement but was more likely to grant access for the label population (93%) compared to NICE and CDA, which are most likely to reimburse with conditions
(69% and 91%, respectively), taking an average of 368 days and 248 days, respectively (Figure 4).

Figure 3. Number of Reimbursement Decisions (excluding reevaluations) Figure 4. Average time (days) from marketing authorisation to HTA body decision, by
reimbursement category

860
80 - NICE
70 A
7% HAS
7))
e
S 60 - _
)
- 15% 237 7% |
% 50 - 0 IQWIG/G-BA
P 7% _ 23/0
2! 4% ]
I 40-
o CDA
| -
3
= 30 A 100%
= 69° 0 939
> Yo 70% 919% %o HIRA 241
20 - - 59%
9552
10 - AlFA 412
89 (- 41%
0 0
O n I I T 1 2 /OI T I I T T T T
NICE HAS IQWIiG/G-BA CDA HIRA* AlFA 0 200 400 600 800 1000
B Reimburse B Reimburse with conditions M Do not reimburse B Terminated appraisals Average time (days)
*Assessments for HIRA only reported reimbursed indications. B Reimburse ¥ Reimburse with conditions ¥ Do not reimburse
AIFA, Agenzia ltaliana del Farmaco; CDA, Canada’s Drug Agency; HAS, Haute Autorité de Santé; G-BA, Gemeinsamen Bundesausschuss; HIRA, Health Insurance Review and Assessment Service; HTA,
health technology assessment; IQWiG, Institute for Quality and Efficiency in Health Care; NICE, National Institute for Health and Care Excellence.
References: Funding: Conflicts of interest:
1. Makady A, et al. Value Health 2017;20(4):520-532; 2. Nicod E, et al. Health Policy 2012;108(2-3):167-177; 3.ltalian Medicines Agency. Storico farmaci innovativi. Retrieved on November 18, 2024 from https://www.aifa.gov.it/en/storico-farmaci- This study was sponsored Mestre-Ferrandiz J received funding from Sanofi for his
innovativi.; 4. Canada’s Drug Agency. Reimbursement Review Reports. Retrieved on September 7, 2024 from https://www.cda-amc.ca/reimbursement-review-reports.; 5.Gemeinsamen Bundesausschuss. The Federal Joint Committee. Retrieved by Sanofi and Regeneron work on this study.
on November 4, 2024 from https://www.g-ba.de/english/; 6. Haute Autorité de Santé. Retrieved on October 12, 2024 from https://www.has-sante.fr/jcms/pprd _2986129/en/home.; 7. Health Insurance Review and Assessment Service. Retrieved Pharmaceuticals, Inc. Martin C, Gamburg R, and Tamminina D are full-time
on October 29, 2024 from https://www.hira.or.kr/eng/main.do.; 8. Institute for Quality and Efficiency in Health Care. Retrieved on November 4, 2024 from https://www.igwig.de/en/.; 9. National Instititute for Health and Care Excellence. Published: employees of Axtria, which received research funding from
Guidance, quality standards and advice. Retrieved on September 5, 2024 from https://www.nice.org.uk/quidance/published?sp=on. 10. Gazetta Ufficiale. Retrieved on November 26, 2024 from https://www.gazzettaufficiale.it/.; 11. Daily pharma. Sanofi to perform this study.
com. Retrieved on November 29, 2024 from https://www.dailypharm.com/Users/News/SectionList.html?Section=1.; 12. Ministry of Health and Welfare. Retrieved on November 19, 2024 from https://www.mohw.go.kr/eng/index.jsp; 13. IQVIA. Hodgson M, Higuchi K, Dubucq H, Bagousse GB-L,
ERPIA Patients W.A.I.T. Indicator 2023 Survey. Retrieved on March 12, 2025 from https://efpia.eu/media/vtapbere/efpia-patient-wait-indicator-2024.pdf; 14. Haute Autorité de Santé. Evaluation Deadlines. Retrieved on March 12, 2025 from and Bahloul D are employees and stockholders of Sanofi.
https://www.has-sante.fr/icms/c_412115/fr/comprendre-I-evaluation-des-medicaments; 15. Centre for Innovation in Regulatory Science. Review of HTA outcomes and timelines in Australia, Canada, and Europe 2015-2019. Retrieved on March Wang Z is an employee and stockholder of Regeneron
12, 2025 from https://cirsci.org/wp-content/uploads/dim_uploads/2020/08/CIRS-HTADock-briefing-RDB78.pdf.; 16. Lin C. South Korea seeks to accelerate rug reimbursement administration process. Retrieved on March 12, 2025 from Pharmaceuticals, Inc.

https://www.pharmaceutical-technology.com/analyst-comment/south-korea-seeks-accelerate-drug-reimbursement-administration-process/; 17. Zhang X, et al. J Comp Eff Res 2024;13(9):e240063; 18. Frontrier A M, et al. Value Health
2023;26(7):1011-1021.

Presented at the International Society for Pharmacoeconomics and Outcomes Research - 28th Annual European Congress (ISPOR-EU 2025): Glasgow, Scotland; November 9-12, 2025.



