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Objective

= QOcrelizumab administered via intravenous infusion (OCR-1V) is an established disease-modifying therapy (DMT) for patients with relapsing multiple sclerosis (RMS)%2. Its biannual dosing supports
improved adherence and persistence, which are key to sustained clinical benefit34.

= A subcutaneous formulation of ocrelizumab (OCR-SC) has been developed that reduces administration time while maintaining comparable safety and efficacy>°.

= This study assessed the economic impact of OCR-SC for the treatment of RMS within the Italian DMT market from the hospital perspective.

A dynamic budget-impact (Bl) model with an underlying Markov structure was developed to The estimated annual eligible patient Figure 3 — Eligible population
estimate the 3-year financial impact of the adoption of OCR-SC on the budget of Italian hospitals. population was 15,870 (14,017 Year
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= The pool of eligible patients was estimated by  Figure 7 —Market share: current vs. OCR-SC scenario 13,251 were treated with OCR-SC.
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Table 3 — Bl results: current scenario without OCR-SC vs. OCR-SC scenario
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Adult Italian pOpU|at|On 50,170,0407 40% o Natal ] Current scenario (€)
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revalence 0.227% 15% SC Drug administration 1,835,044 3,288,806 4,558,543
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Year 1 Year 2 Year 3
Each year, new patients eligible for OCR-SC—both treatment-naive AE management 2,678,043 10,599,887 13,938,401
and switcher—were included and followed over the analysis horizon. S1PR modulators: fingolimod and biosimilar, ozanimod, ponesimod, siponimod Total 66,929,987 139,632,051 220,178,615
Mark del OCR-SC scenario (€)
drKov mode .. .
Figure 2 — Markov model structure Drug administration 1,626,311 2,758,873 3,574,153
URRMS, treated e ; DMT Monitoring 5,835,574 8,153,457 10,568,477
T — i Disease management 46,300,423 102,680,605 167,621,183
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RRMS: relapsing-remitting multiple sclerosis; SPMS: secondary progressive multiple sclerosis; EDSS: expanded disability status scale.
The cohort enters the model distributed across RRMS health states according to OCR-IV trials data’?. In each model 1-year cycle, patients in model can transit between EDSS )
scores within “RRMS, treated”; discontinue treatment; progress to SPMS (with an EDSS score at least 1 point higher than the last score before conversion to SPMS); or FIQUFe 4 — Bl (€)
transition to death. SPMS patients can progress to a health state with a higher EDSS score (between 2 and 9), but they cannot regress to a lower EDSS score or return to an
SMRR health state. The model considers relapses as events occurring within health states. DMTs included in the model could reduce the disability progression and the Year 1 Year 2 Year 3 Cumulative
relapse rate in RMS patients. The DMTs interruption was assumed when patients developed an EDSS level equal or higher than seven or when they developed SPMS.
= Natural history probabilities and annualized relapse rates were obtained from MS registries
and published literature®!!, while relative treatment effects related to disability progression 690,353
and relapses were derived from a network meta-analysis?!?. | -1,156,823 Drug administration
= Mortality was estimated from ltalian age- and sex-specific life tables, adjusted for EDSS-related costs accounted for
MS risk!314, -2,235,446 42.2% of the economic
= Adherence and persistence come from Italian real-world data (RWD)3*. The impact of non- impact.
adherence on relapse rates was estimated from published RWD, which demonstrated that
adherent patients had lower risk of having MS relapses than non-adherent patients®>-1°,
. : : . -4,082,622
=  Unit costs, expressed in 2024 euro, were collected from Italian sources from a hospital
. o _ ] ] ] @ Drug administration @ DMT Monitoring O Disease management
perspective (Table 2). Drug acquisition costs were considered in a scenario analysis. 0 Relapse 0 AE management

Table 2 — Cost inputs
Figure 5 — Base case vs. scenario analysis including drug acquisition costs

Drug administration Estimated from natalizumab 1V/SC costs (EASIER time&motion study?’),
(consumable, hospital overheads, adjusted by infusion/post-infusion times recommended by SmPC;
healthcare working time) premedication included when applicable.*

Estimated based on healthcare resource consumption, informed by national guidelines,

lreatmentimonitoring therapeutic monitoring in SmPCs, and the ocrelizumab NICE appraisal'®, with national tariffs _
(for each DMT) ol Cumulative Bl

base case:

-€4.1 million

When including drug
acquisition costs,
absolute savings

increased substantially to
€14.5 million.

Disease management

Retrieved from an Italian cost-of-illness study11.22, 8
(by EDSS level) i

Bl drug acquisition cost:

MS relapse € 1,638/relapse?? -€10.5 million Cumulative Bl

scenario analysis:

-€14.5 million

. o L : : : o
Adverse events (AE) Estimated by multiplying annual AE incidence, derived from a previous economic evaluation**, by

t management costs. Non-serious AE were assumed to be a physician visit?!. Serious AE were
managemen assumed to require hospitalization (€926/day?>), with average duration from national SDO data?®. ConCIUSionS

= The introduction of OCR-SC in Italy for RMS treatment can help save hospital resources by
reducing drug administration time.

Drug acquisition Maximum hospital tender price?’.

= Additionally, the enhanced adherence and persistence associated with ocrelizumab and its
*QOral administration costs were assumed to be zero, except for the first dose of fingolimod (and other S1PR modulators), which includes ECG and blood pressure . . . . .
monitoring!8. ¥ For ofatumumab and ublituximab, the same resource use as ocrelizumab was assumed. Specialist visit costs were calculated by valuing healthcare personnel established hlgh efflcacy Mmay he|p reduce costs related to rela PSES and disease progression.

activities, assuming a 30-minute visit.?! § Including hospitalizations, pharmacological therapies, outpatient visits, and diagnostic exams not associated to DMTs or relapse.

References

1. Hauser SL et al. N Engl J Med. 2017;376(3):221-234; 2. Hauser S et al. Neurology. 2024;102:5124; 3. Moccia M et al. Neurol Int. 2024;16:394-405; 4. Pineda ED et al. Real-World Adherence and Persistence to Ocrelizumab vs Ofatumumab Among People With Multiple Sclerosis Over 24 Months. 2025; 5. Newsome et al. Ann Clin Transl Neurol.
2024;11:3215-26; 6. Newsome S et al. Neurology. 2024;102:3597; 7. ISTAT. Popolazione residente 01-01-2025; 8. Associazione Italiana Sclerosi Multipla APS/ETS. BAROMETRO della SCLEROSI MULTIPLA e patologie correlate 2024; 9. Mauskopf J et al. / Med Econ. 2016;19:432—42; 10. Palace J et al. BMJ Open. 2014;4:e004073; 11. Cortesi PA et al.
Farmeconomia Health Econ Ther Pathw Vol 20 No 1 2019; 12. Samjoo |IA et al. J Comp Eff Res. 2023;12:e230016; 13. ISTAT. Tavole di mortalita. 2024; 14. Pokorski RJ et al. J Insur Med N Y N. 1997;29:101-6; 15. Brandes DW et al. J/ Med Econ. 2013;16:547-51; 16. Amezcua L et al. Mult Scler Relat Disord. 2023;77:104866; 17. Filippi M et al. J Neurol.
2024;271:340-54; 18. Stanisic S et al. Global & Regional Health Technology Assessment. 2019; 19. NICE. Ocrelizumab for treating relapsing—remitting multiple sclerosis. TA533; 20. Decreto 11/2024 (GU Serie Generale n.302 del 27-12-2024); 21. ARAN. Retribuzioni medie pro-capite nella pubblica amministrazione per tipologia di personale. 2021; 22.
Cozzolino P et al. Value Health. 2017;20:A721; 23. Battaglia M et al. Mult Scler Houndmills Basingstoke Engl. 2017;23:104-16; 24. Baharnoori M et al. Pharmacoecon Open. 2022;6(6):859-870; 25. AGENAS. Libro verde sulla spesa pubblica 2007; 26. Rapporto Annuale Sull’attivita di Ricovero Ospedaliero (Dati SDO 2022); 27. SORESA. Anagrafica farmaci.

ISPOR Glasgow 2025 Acknowledgements This analysis was funded by Roche spa, Italy




	Diapositiva 1: BUDGET IMPACT ANALYSIS OF SUBCUTANEOUS OCRELIZUMAB FOR RELAPSING MULTIPLE SCLEROSIS IN ITALY: A HOSPITAL PERSPECTIVE

