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BACKGROUND RESULTS

Products with different dosing
requirements across patients and
indications often have muiltiple SKUSs,
creating challenges in modelling
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perspective and outline the
advantages and disadvantages of each
pricing model from an EU4 (France,
Germany, Italy and Spain) payer
perspective.

Reimbursed with restrictions Reimbursed without restrictions

Across the EU4, pricing architecture shaped implementation restrictions rather than HTA outcomes.
Products that adopted flat pricing achieved reimbursement in the EU4; however, access was frequently
restricted (except Briviact) where clinical differentiation to comparators was modest or potential
budget impact due to population variability implied higher spend. In contrast, products with linear
pricing experienced minimal reimbursement restrictions, reflecting their positioning in rare disease
indications with smaller patient populations and lower budget impact. (Table 1)

METHODOLOGY

TABLE 2. ADVANTAGES AND DISADVANTAGES OF THE DIFFERENT PRICING MODELS RAISED BY PAYERS

Six multi-SKU drugs authorised by the
European Medicines Agency between
2015 and 2024, covering both adult and
paediatric indications, were identified.
Secondary research was then performed
to extract the following information for
each drug: pricing model applied, Health
Technology Assessment (HTA) outcomes,
launch prices, and reimbursement
restrictions in in the EU4. Findings from the
secondary research were validated
through interviews with fourteen ex-
payers in the EU4: DE (4), ES (5), FR (3), IT
(2). Insights from both the primary and
secondary research were synthesised to
identify the key factors guiding pricing
model selection as well as the
advantages and disadvantages of each
model.

v’ Cost predictability per patient: Easier
budgeting per patient

v Easier to manage: Streamlined contracting
and negotiations

x Risk of overpaying for some patients: Higher cost
for low-dose patients

x Comparison challenges: Hard to benchmark vs.
linear priced comparators

Flat

v Alighment with consumption: Price scales
with dose

v'Familiarity for payers: Standard approach in
most markets

x Complexity: Complicated weight distribution
modelling

x Variable cost based on dosing frequency: Dosing
frequency adds uncertainty

Linear

v' Balance of models: Potential fairness across
doses
v Flexibility: Ability tailor to market needs

x Admin burden: Multiple contracts and SKUs
x Limited uptake: Viewed as impractical by payers

Hybri

Findings from primary research highlighted distinct advantages associated with each pricing model
from a payer perspective. Flat pricing was valued by payers for its operational simplicity and
straightforward dose-mix forecasting. Meanwhile, hybrid pricing was perceived to balance price
simplicity with dose equity, offering a middle ground between predictability and fairness. Lastly, payers
noted the value of linear pricing in offering per-mg equity and alignment with actual product
consumption. Overall, payers expressed a stronger preference for flat pricing, reflecting its ease of
implementation and administrative efficiency. (Table 2)
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CONCLUSION

In selecting the appropriate pricing model, manufacturers should consider factors including operational complexity, payer needs,
local precedents, dose variability, and revenue implications. Results indicate that flat models offer operational simplicity and cost
predictability per patient, hybrid models align with real-world dose distributions, while linear models are most suitable for weight-based
dosing and rare diseases requiring per-mg equity. Pricing strategies that reflect both market realities and product value will enable
manufacturers to balance clinical, commercial, and access goals.

Notes: a. Praluent is only reimbursed when other, more cost-effective lipid-lowering agents are insufficient or not tolerated. Only non-familial hypercholesterolaemia / mixed dyslipidaemia with persistent LDL-C elevation, and ASCVD patients or very-high/high-risk patients with persistent LDL-C elevation are eligible
for Praluent in Germany. Abbreviations: 2L: Second Line; 3L: Third Line; DE: Germany; ES: Spain; EU4: France, Germany, Italy, and Spain; EUR: Euro; FR: France; HcH: Hepatocellular Carcinoma; HTA: Health Technology Assessment; IT: Italy; PFIC: Progressive Familial Intrahepatic Cholestasis; PNH:
Paroxysmal Nocturnal Hemoglobinuria; PsA: Psoriatic Arthritis; RA: Rheumatoid Arthritis; SKU: Stock Keeping Unit. References: 1. EMA: Praluent EPAR. 2. Praluent HAS (2021). 3. G-BA: Drug Directive, Appendix Ill. 4. Praluent AIFA (2024). 5. Praluent CIPM (2016). 6. EMA: Jyseleca EPAR. 7. Jyseleca HAS
(2021). 8. Filgotinib (RA) G-BA (2021). 9. Gazetta Ufficiale (2023). 10. Jyseleca CIPM (2021). 11. EMA: Briviact EPAR. 12. Briviact HAS (2016). 13. Brivaracetam G-BA (2016). 14. Gazzetta Ufficiale (2023). 15. Briviact CIPM (2016). 16. EMA: Cosentyx EPAR. 17. Cosentyx HAS (2016). 18. Secukinumab (PsA) G-
BA (2020). 19. Gazzetta Ufficiale (2020). 20. Cosentyx IPT: AEMPS (2015). 21. EMA: Ultomiris EPAR. 22. HAS: Ultomiris (2020). 23. Ravulizumab G-BA (2020). 24. Gazzetta Ufficiale (2021). 25. Ultomiris CIPM (2022). 26. EMA: Bylvay (EPAR). 27. Bylvay HAS (2021). 28. Bylvay G-BA (2022). 29. AIFA Bylvay
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https://www.ema.europa.eu/en/documents/product-information/praluent-epar-product-information_en.pdf
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https://www.g-ba.de/downloads/83-691-1036/AM-RL-III-Verordnungseinschraenkungen_2025-10-09.pdf
https://www.aifa.gov.it/en/-/modifiche-monitoraggio-praluent-e-passaggio-a-piano-terapeutico-web-based
https://www.sanidad.gob.es/profesionales/medicamentos.do?metodo=verDetalle&cn=708030
https://www.ema.europa.eu/en/documents/product-information/jyseleca-epar-product-information_en.pdf
https://www.has-sante.fr/jcms/p_3242562/en/jyseleca-filgotinib
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https://www.g-ba.de/downloads/39-261-4787/2021-04-15_AM-RL-XII_Filgotinib_D-590_BAnz.pdf
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https://www.ema.europa.eu/en/documents/product-information/briviact-epar-product-information_en.pdf
https://www.has-sante.fr/upload/docs/application/pdf/2017-05/dir2/briviact_summary_ct15170_en_ucb.pdf
https://www.g-ba.de/downloads/39-261-2675/2016-08-04_AM-RL-XII_Brivaracetam_D-208_BAnz.pdf
https://www.g-ba.de/downloads/39-261-2675/2016-08-04_AM-RL-XII_Brivaracetam_D-208_BAnz.pdf
https://www.g-ba.de/downloads/39-261-2675/2016-08-04_AM-RL-XII_Brivaracetam_D-208_BAnz.pdf
https://www.gazzettaufficiale.it/atto/serie_generale/caricaDettaglioAtto/originario?atto.codiceRedazionale=23A05077&atto.dataPubblicazioneGazzetta=2023-09-15
https://www.sanidad.gob.es/profesionales/medicamentos.do?metodo=verDetalle&cn=710024
https://www.ema.europa.eu/en/documents/product-information/cosentyx-epar-product-information_en.pdf
https://www.has-sante.fr/jcms/c_2561555/en/cosentyx-secukinumab-anti-interleukin-immunosuppressant
https://www.g-ba.de/bewertungsverfahren/nutzenbewertung/590/#english
https://www.g-ba.de/bewertungsverfahren/nutzenbewertung/590/#english
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https://www.gazzettaufficiale.it/atto/serie_generale/caricaArticolo?art.codiceRedazionale=21A03914&art.dataPubblicazioneGazzetta=2021-07-07&art.flagTipoArticolo=0&art.idArticolo=1&art.idGruppo=0&art.idSottoArticolo=1&art.idSottoArticolo1=10&art.progressivo=0&art.versione=1
https://www.aemps.gob.es/medicamentosUsoHumano/informesPublicos/docs/IPT-secukinumab-Cosentyx.pdf
https://www.ema.europa.eu/en/documents/product-information/ultomiris-epar-product-information_en.pdf
https://www.has-sante.fr/jcms/p_3202251/en/ultomiris-ravulizumab
https://www.g-ba.de/downloads/39-261-4155/2020-02-06_AM-RL-XII_Ravulizumab_D-463_BAnz.pdf
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https://www.g-ba.de/downloads/39-261-4155/2020-02-06_AM-RL-XII_Ravulizumab_D-463_BAnz.pdf
https://www.gazzettaufficiale.it/atto/serie_generale/caricaArticolo?art.codiceRedazionale=21A03914&art.dataPubblicazioneGazzetta=2021-07-07&art.flagTipoArticolo=0&art.idArticolo=1&art.idGruppo=0&art.idSottoArticolo=1&art.idSottoArticolo1=10&art.progressivo=0&art.versione=1
https://www.sanidad.gob.es/areas/farmacia/precios/comisionInteministerial/acuerdosNotasInformativas/docs/20220505_ACUERDOS_CIPM_2232.pdf
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https://www.has-sante.fr/jcms/p_3299696/en/bylvay-odevixibat
https://www.g-ba.de/downloads/40-1465-8324/2022-03-03_AM-RL-XII_Odevixibat_D-725_TrG_EN.pdf
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