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Introduction Objective Results D
-
Ulcerative colitis (UC) s a systemic chronic immunological Symptoms range from mild to severe and include rectal Filgotinib is an oral Janus kinase 1 preferential inhibitor that has e objective of ths stud 10 cstimote th Overall budget impact Deterministic sensitivity ysi: -
disease causing diffuse inflammetion that starts in the rectum bleeding, diarrhoea, urgency, tenesmus, abdominal pain been shown to be effective in treating UC.5 e e In the ‘world with filgotinib’ scenario, total cumulative cost savings of €27 860 783 were Figure 4 illustrates the impact of each parameter variation in each I $
and tends to progress proximally in a continuous manner and fever? ~  In the phase 2b/3 SELECTION trial, filgotinib 200 mg gt ‘mp il seen over 5 years (total costs without filgotinib: €1 252 347 022; total costs with filgotinib: scenario, relative to base case results. The market share of vedolizumab 1

through the entire colon.!
UC predominantly presents in young adulthood, with a
peak onset between 15 and 30 years of age.?

With an annual incidence of approximately 7.1-9.6 per 100 000
people in Spain, UC represents the most common type of

inflammatory bowel disease.* moderately to severely active UC.5

Methods

Model structure and platform

A filgotinib budget impact model (BIM) was developed to capture health effects
and direct healthcare costs from the perspective of the Spanish healthcare payer.
The model structure is summarized in Figure 1.

Model parameters

All model inputs were taken from published sources and verified by a Spanish clinician
(Tago Rodriguez Lago, MD, PhD; Hospital de Galdakao, Bilbao, Spain) (Tables 1-3).
The patient population was aligned to the eligibility criteria of the SELECTION trial
(i.e. patients with moderately to severely active UC eligible for biologics and

targeted treatments).*

For a given population, the filgotinib BIM evaluated the direct medical costs under

two scenarios:

~ world without filgotinib, reflecting the management of adults with UC in the
absence of filgotinib (i.e. current standard of care)

~ world with filgotinib, reflecting the management of adults with UC following the
introduction of filgotinib.

The model used a time horizon of 5 years.
The BIM was developed in Microsoft Excel 2016.

Figure 1. Summary of the budget impact mode! structure
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Table 1. Spanish market share inputs used in the budget impact model

World without filgotinib

vaar:(znzz) Year 2 (2023) | Year 3 (2024) | Year 4 (2025) | Year 5 (2026)
27.83
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Table 2. Summary of treatment-specific annual costs used in the budget impact model

Posology Route of Dose Dose
administration | (pack size) escalation, %
Oral TBC €108

Fllgounlb- lyseleﬁ'

umah si pﬂni' wk 0 and 100 mg wk 2 sc mg (1) ey

(M)Somgalks u"%mmw 50 mg Q4W or pts mﬂmg(l)
80 kg: 100 mg Q4W"

Tofacitinio Xeljanz® DD s 5mg (6) 4.00 250 (5.00) 252,00 140.00 (280) €552
(M) 5 mg or 10 mg b.i.d.

Vedolizumab  Entyvi 300 mg IV at wk 0,2 and s then QBW

Data are based on pubicly avaible
A e e e )

biid, twice dally; I, induction; 1V, intravenous; M, maintenance; NA, nat applicable; s, patients; 0.d, once daily; QUW, every week; Q2W, every 2 weeks; Q4W, every 4 weeks; QBW, every 8 weeks; QI2W, every 12 weeks; SC, subcutaneous; TEC, to be confirmed; wk, week.

was efficacious in inducing and maintaining clinical
remission compared with placebo in patients with

targeted synthetic UC treatment in the Spanish
healthcare system, from a Spanish healthcare
payer’s perspective.

The following inputs for a Spanish setting were included in the model:
—  general population, based on the initial population size in year 1, £63

annual percentage growth in subsequent years and annual mortality .@
—  the eligible UC population, including UC prevalence and incidence

in Spain based on two studiest”
—  demographics, of which the key input was mean body weight (kg) in the overall

UC population.
Following its introduction, in the base case, filgotinib’s market share was estimated to grow
from 1.86% in year 2 to 7.92% in year 5, based on assumptions made using the list price
for filgotinib for rheumatoid arthritis and growth of tofacitinib’s market share (Table 1).
Treatment efficacy, expressed as the estimated probability of patients achieving a response
or remission with each modelled therapy, was derived from a network meta-analysis
performed by HEOR Ltd.
Costs from 2021 incorporated into the model were related to UC treatment and disease
management, and included drug acquisition (using list prices, Table 2) and costs of
administration, conventional therapy, adverse events and surgery in addition to
disease-state-specific costs (Table 3).
Treatment cost calculations used standard Spanish dosing regimens, and biosimilar prices
were used for treatments with loss of exclusivity. The price of filgotinib used was €1008 per
pack (Table 2)

Deterministic sensitivity analysis
A deterministic sensitivity analysis was carried out, with results presented as a tornado plot.

Table 3. Summary of additional healthcare costs used in the budget impact model

Drug administration costs
1V drugs

Oral drugs

Costper | Perannum Usage as concomitant.
dose cost therapy

Azathioprine  One to four 50 mg tablets; q.d.  €0.24 €119.57

Unit costs of treatment for adverse events.

semms infection

Annnal adverse event vronabi ity for moderate to severe uc

erpes e e

F.lgun 25 05
Golimumab?
Tofacitinibtt>

Vedolizumab?+ 14

Cost of surgery
Annual probabilty: 1 44%" Cost per event: €26 919°
toprioe tant therapy with Janus kin tofackinib); therefore, usage is 0% for tofaciinb and
metz-analyss p Ltd, “Annual probablty

7.2% gc
oo
I, inravenous; o.d, once daiy; q.d. every day; SC, subcutaneous; UC, uicerative cos.

€1 224 486 239) (Figure 2a).
The estimated annual budget impact after the introduction of filgotinib was —€2 411 873,

—€4 575 225, —€8 377 589 and —€12 496 096 in years 2, 3, 4 and 5, respectively (Figure 2b).
Drug acquisition costs following the introduction of filgotinib accounted for cumulative savings
of €25 815 413 over 5 years, equivalent to 92.7% of the total cumulative savings for this time
horizon (Figure 3).

Figure 2. Spanish budget impact model results. (a) Estimated total cumulative costs for
scenarios with and without filgotinib; (b) estimated annual budget impact following
introduction of filgotinib
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Figure 3, Cost breakdown for estimated budget impact of introducing filgotinib in Spain

Year
3

[

5000 000 -2218926

—6 453 032
—10 000 000

—15 000 000 -14 221012

~20 000 000 Administration
Adverse events
Surgery

Hospital care

~25 000 000

Cumulative budget impact (€)

-25815 413
~30 000 000

References

Abraham C, Cho JH. N Engl J Med 2009,361:2066-78,
Hanauer S5, Iflamm Bowel Dis 2006;12 Suppi 1:53-9,
Ords 1 et al. Lancet 2012;380:1606-19.
Burisch ) et al. ) Crohns Colts 2013;7:322-37.
Feagan BG et al, Lancet 2021;397:2372-
Pulg L et al. Rev Esp Salud Piblica 2019,93:e1-13.
Chapato M et o Therap Ady Gastontera 2013, 2:1-11

" Pharmaciss ) €2019. Avalable from:
Rips:otpusie partaama.con
Oblikue Consaltng
To. s Cot o oo R o Outomes Aes 20911
11, Cadera F et al. Inflamm Bowel Dis 2019;25:955-7.

Acknowledgements

by HEOR Ltd,
 London, U Belgi

Presented virtually at ISPOR Europe 2021, 30 November—3 December 2021 © Lu et al.

had the largest impact on the budget, owing to the high cost of vedolizumab.

Figure 4. Tornado plot of deterministic sensitivity analysis relative to the Spanish base case
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Conclusions —
Introducing filgotinib as a new treatment for UC could potentially —
lead to substantial cost savings for the Spanish healthcare system.

The estimated budget impact could increase over 5 years as
filgotinib gains market share.



