BACKGROUND

Cost of care and budget impact of

I ﬁ t I' t t t . e UC is the most common cancer of the bladder! e Historically, CT was the first-line (1L) standard of care, but most patients have e Results from the JAVELIN Bladder 100, EV-302, and CheckMate 901 phase 3 trials
nove rst-iine treatments in — In Costa Rica, approximately 147 new cases are reported annually? disease progression within the first year? have led fo the use of avelumab 1L maintenance, EV + PEM, and NIV + CT,
- - — Incidence rates of bladder cancer were 4.4 and 1.2 per 100,000 in male and — This reality has driven the development of new strategies, such as respectively, as freatments for la/muC*
patl ents Wlth Ioca I Iy adva nCEd female patients, respectively? iImmunotherapy, antibody-drug conjugates, and other targeted therapies that — In Costa Rica, avelumab is registered but not reimbursed by the public payer;
. Systemic treatment is recommended for la/mUC and aims to prolong survival have transformed disease management access is limited and mainly occurs through judicial mechanisms
0 r meta Stati c u rothel i al ca rcino ma and manage symptoms? — At the time of analysis, EV + PEM and NIV + CT were not reimbursed by the

public healthcare system

In Costa Rica

METHODS

Cost-of-care model 5-year BIA
e A cost-of-care model was developed to Table 1. Effectiveness of 1L treatments e The BIA compared current practice Figure 2. BIA
_ _ o . ) ) estimate the direct medical costs (CT — avelumab + BSC) with an adoption
P. Jaramillo,' P. Lasalvia,’ ). A. C. Cordero,’S. Perichdn,? M. Maceda,* V. Hernandez,* D. Téllez,* ). Restrepo® associated with the freatment of patients scenario infroducing EV + PEM and NIV + CT
. . . . CT . Insurance payer population
*Affiliation at time of study. with la/mUC during the first year of therapy; into 1L freatment payerpop
'Department of Health Economics, NeuroEconomix, Bogota, Colombia; 2Hospital México, Caja Costarricense de Seguro Social, San José, Costa Rica; the model Cop’rurgs the full 3]/L setting, in 4 CT — BSC* CT — ave + BSC* |EV + PEM® NIV + CT¢ (non-responders)’ + The target population for the BIA was

Clinica de Oncologia Médica, Hospital México, San José, Costa Rica; “Merck S.A., Panama, Panama, an affiliate of Merck KGaA, Darmstadt, Germany;

which the analysis starts at the beginning of estimated based on bladder cancer

"Merck S.A., Bogota, Colombia, an affiliate of Merck KGaA, Darmstadt, Germany - ; Median
’rhe.mduc’non freatment phase fO”O\N.ed oy freatment CT. 3.7 CT: 3.7 EV:7.0 NIV:7.4 incidence in Costa Rica, stratified by age Number of patients with la/mUC eligible for 1L tfreatment
maintenance treatment phase, and includes  gyration,  BSC: 3.0 Ave +BSC:58  PEM:8.5 CT: 4.1 > and sex, from which UC cases were
other relevant 1L treatmenfs months adjusted for stage distribution and
CONCLUSIONS e The cost-of-care model compared progression to la/mucC?
CT — avelumab + BSC, CT — BSC, EV + PEM, Median CT — BSC: 7.4t E:STC_)]((J)VSGT b , . o - The target population, defined in Current scenario: treatment with Revised scenario: with the introduction of
. . . + i . S : 10. 12.5 /. /. : : . : CT - avelumab + BSC NIV + CT and EV + PEM as 1L treatment options
« This study estimated costs of the first year of freatment with glmcjdelv | ng Ef/'f‘s%g?mrgegirs fLOI\T #A\?/ga—”;‘ PFS, months  BSC: 2.1 Ave + BSC: 5 £ consultation with clinical experts, included 5
Iati h th | ing pladaer 1UU, - an eckmate 7ut, adult patients (218 years) with la/mUC =
platinum-based chemotherapy (CT) — avelumab maintenance including overall survival (OS), progression- Median 08 eligible for 1L systemic therapy =
. ; : edian OS, —
and b.eSt SUppOﬂlV.e care (BSC)' CT — BSC, e.nfortumqb E;iebISeUI:IV)IVd [PFS). and duration of treatment months A 20 22 214 108 — Applying eligibility criteria for 1L treatment Drug costs and administration costs Drug costs and administration costs
vedotin + pembrohzumqb (EV I PEM)' and nivolumab (N|V) I | | o resulted in an estimated 13 patients in (1L and subsequent freatments) (1L and subsequent treatments)
CT in pqtienis wi,l,h Ioca"y qdvqnced or mell_qsi.qll_ic Urothelial ° COSTS GSSOC'OTed W|Th drUg CICC]UISITIOI’] Ond ;tggg;zg\c’:}:ﬁgsl;g?vci}\?c;fsc’ best supportive care; CT, platinum-based chemotherapy; EV, enfortumalb vedotin; NIV, nivolumab; OS, overall survival; PEM, pembrolizumab; COS'I'(] R|C(] |ﬂ ye(]r ] (supplemenfqry
H H H H deIﬂISTI’CITIOﬂ, mgnogemenT Of SErous *Calculated as the median treatment duration of the induction phase (3.7 months) plus the median treatment duration from KEYNOTE-045 (1.5 months). fCalculated as the duration from the start Figure 1)
quCInomq (Iq/mUC) In COqu RICG USIng q ‘I'yeqr COSIII'Of'que deerse even-l-s (AE) dlseose mCIﬂCIgemeﬂT of induction CT to the first day of maintenance treatment (5.3 months) plus median PFS with BSC (2.1 months) or avelumab + BSC (5.5 months). *Calculated as the median treatment duration of the . .
. . ’ ’ ir;dsuc’rior]rhphcse (3.7 months) plus median PFS from KEYNOTE-045 (3.3 months). $Calculated as the median treatment duration of the induction phase (3.7 months) plus median OS from KEYNOTE-045 ° Three CI|TeI'HCITIV€ scenarios were e\/OlUOTed, . .
model and a 5-year budget impact analysis (BlA) from the and subsequent treatments were (7.3 months) defined based on relative market share and AE and disease management costs AE and disease management costs
. i ! ' Figure 1. Cost-of-care model : )
payer’s perspective |r|1:f:orpo1ro’red from the payer's perspective ‘g4 orojected uptake trends over time: EV + PEM,
, , , (Figure 1) - — NIV + CT, and CT — avelumab + BSC
e CT — BSC had the lowest total direct medical costs in the first — Follow-up, disease management, and Disease management costs during PFS 'se°;?t$;?ggr“;’;f:n SOSIS « Costs included drug acquisition
year of tfreatment (€36,301,754), followed by CT — avelumab AE costs were estimated using a administration, AE management, disease
. s microcosting exercise with support : : : : : t and sub ftreat ;
+ BSC (¢70:752'627): hlgher COSfS were Observed for NIV + CT from local clinical experts I I I I I mqnogeme.n ’ Cl.ﬂ >U S.equel_q rearments, = Total costs with current scenario Total costs with revised scenario
(¢75'339'069) and EV + PEM (¢‘I 1 9'2861784) e Unit orices were derived from Sistema Drug acquisition and I Acquisition and administration | | gsflmoT.ed via microcosting with local expert E ' i
- . . In’regprcdo de Compras Publicas (2024) and i E i . Q:r?l ;Tlg:;eTi)T al costs were calculated for o cOsf(p:)(:rTsoetriepan::yeor cOsfic:er?oef:epnTS:rfyeor
* Based on CICCIUISIi'.IOI‘I costs, for .each patient freated WIf!‘\ Costa Rican Social Security Fund reports’ . | | | | | cach sconario, and incremental budget
EV + PEM, approximately 2 patients could be treated with CT — « Direct medical costs were estimated on a Ocnoij'f@re | | | | | impact was estimated based on orojected
avelumab + BSC, whereas NIV + CT had broadly comparable per-patient basis and reported in Costa Rican AEs m : : market uptake over time
acquisition costs to CT — avelumab + BSC CO'O?SGS @) using an exchange rate of ! ! ! !
1 US $ = @515 (2024)° ! ! ! ! !
* In the 5-year cumulative BIA, EV + PEM resulted in the largest * Subsequent treatments were modeled as @ | | | | : by Calculate change
. . Weigh’red basket by 1L regimen USiﬂg Start of | End of | End ofI End of subsequent | Death |
budget increase (+26%) while CT — avelumab + BSC showed : A . freatment freatment PFS freatment (BUDGET IMPACT)
the | " lati budaet i b+ expert-informed distributions, while the ! ! ! ! !
e lowest cumulative budget impact (+7.77%) percentage of patients receiving any
¢ This CInCIIYSiS demonSerfes II.he eCOnOmiC impaCt Of ‘I I- Second_llne TreOTmenT WAS derlved from 1L, first line; AE, adverse event; OS, overall survival; PFS, progression-free survival. 1L frst e AE. ad - BSC. best . T ol based ch " BV onfort b vedofin: la/mUC. locally ad g rastati ihelidl
clinical trial data (Supplementary Table 1) e fase susrores recment win 001 <1 yar L A e Tl B8 s sepporve e T o bosed chemofheropy, 4, enfomab vegofiy o/mUC, localy covonced o mefsoic oo

treatments for la/mUC with few current therapeutic options
available, providing predictable costs to support the decision-
making process of including innovative and effective
treatments, including avelumab, in the public payer reimbursed

RESULTS

list, thus broadening access for eligible patients in Costa Rica Cost-of-care model 5-year BIA
Medication acquisition costs in the first year of treatment Market scenario Cumulative budget impact over 5 years
e CT — BSC had the lowest acquisition costs in the first year (€1,653,126), followed by e Hypothetical scenario: all patients receive CT as induction; after 4-6 cycles, e Estimated patients numbers per scenario are shown in Supplementary Table 2
CT — avelumab + BSC (€38,774,032), which was 56% lower than EV + PEM approximately 8Q% remain progression-free and are eligible for maintenance, of e The cumulative cost of the current scenario (CT — avelumab + BSC) was
PLAIN LANGUAGE SUMMARY (€88,135,926) and 13% lower than NIV + CT (€44,716,390) (Supplementary Figure 2) whom 100% receive avelumab + BSC 4,462,427 995 over 5 years
+This study estimated the costs of the first year of freatment *Based on ocauiion costs or cach ptient ected wih BV < PEM TN+ CT. e oo scenarios & + PEM and NIV 1 C7 ore ineluied s new 1L opfions ool « Scenaio 1 EV + PEM resufed in  fofol budget ncreose of €1,166738,554 [+26.1%)
of patients with advanced urothelial cancer in Costa Rica P P TSP & ovglumog maintenance (Table 3| J P — In this scenario, the cost per patient would increase from €66,316,383 to 83,655,347
for: Total direct healthcare costs for the first vear of treatment e Scenario 2: NIV + CT resulted in a total budget increase of €628,194,694 (+14.1%)

. » The total direct costs of care for each 1L regimen in the first year of freatment were: Table 3. Alternative market share scenarios (%) for 1L treatment over 5 years — Inthis scenario, the cost per patient would increase from #66,316,383 to €75,652,018
Platinum-based chemotherapy followed by _CT — avelumab + BSC: 370 759 427 e Scenario 3: CT — avelumab + BSC resulted in a total budget increase of $344,228,189
avelumab maintenance — CT — BSC: ¢36,301,754 Treatment, % Year 1 Year 2 Year 3 Year 4 Year 5 (*+7.77%)

i . — In this scenario, the cost per patient would increase from $66,316,383 to €71,431,976
Platinum-based chemotherapy followed by best - EV A+ PEMI€119,286,784 Scenario 1: EV + PEM

. - NIV + CT: 75,339,069
PSS Sl i ir LIMITATIONS 4
e In the first year of treatment, total direct healthcare costs for CT — BSC were EV + PEM [ 25 30 35 40 LIMITATIONS
in + i rojected to be 49% lower than CT — avelumab + BSC; CT — avelumab + BSC
Enfortumab vedotin + pembrolizumab Eqé 41% lower costs than EV + PEM and 6% lower costs than NIV + CT (Table 2) NIV + CT 5 6 7 8 9 e Clinical inputs (freatment duration, PFS, OS, and AE rates) were derived from
— Nivolumab + platinum-based chemotherapy T avelumab + BSC | 80 % 2 = = median values reported in clinical trials, which may not fully represent variability
Table 2. Total direct healthcare costs for the first year of treatment per treated patient in real-world practice
* The cost of buying treatments was lowest for platinum- (CRC @) Scenario 2: NIV + CT  Differences in PFS assessment across frials (investigator-assessed, RECIST,
Sapizd ciioiiisrpy isluilsd by Deslsuppanise Solts o v+ PEM 5 : 7 : o e e el 5 bosoct om dota flam seprare cneal ficls oot hosdt 1o heo
avelumab, and highest for nivolumab "' plahnum-b.ased Costs. ¢ o b + BSC T o =5 . 5 80 comparisons, cross-trial differences in patient populations and study design may
chemotherapy and enfortumab vedotin + pembrolizumab i — aveluma infroduce uncertainty
. CT — avelumab +BSC 55 44 33 22 10 e The models do not explicitly incorporate clinical outcomes such as quality of
1 1 H D t 1,653,126 38,774,032 88,135,926 44,716,390 . : : : .
* For each patient freated with enfortumab vedotin + 9 acquistion Scenario 3 CT » avelumalb + BSC life or response rates and focuses primarily on direct healthcare costs; indirect
pembrolizumab, 2 patients could be treated with platinum- Drug adminisiration 12945366 | 90,490,494 23,084 455 18.595 530 ' costs were not accounted for
based chemotherapy followed by avelumab maintenance EV + PEM 10 8 7 7 7  The 1-year time horizon for cost estimation may not fully capture long-term costs,
AE management* 1 238,071 1 297,285t 254 521 767.214 T o (e G . . . . including those associated with disease progression and subsequent freatments
 Over a 5-year period, increased use of enfortumab e This analysis reflects the reimbursement and market conditions at the time of the
vedotin + pembrolizumab would result in the largest Disease management 4,508,167 7,952,861 7,611,683 6,295,550 CT — avelumab +BSC 80 84 86 86 86 study; squsequen’r ihccjjr?gTesTiE the pdricling or availability of therapies (eg, EV + PEM)
bUd ell. increqse Qr=AnA NS 4 Scenarios are defined based on the regimen with the projected highest market share in each case. were no IncorporO © into € modade
g ACqUISIhon and CldmlnlerCﬂlOﬂ ]2/969:269 929/803 OI 2/523:307 1L, first line; BSC, best supportive care; CT, platinum-based chemotherapy; EV, enfortumalb vedotin; NIV, nivolumab; PEM, pembrolizumab.

. of subsequent treatment
e Overall, costs in the first year of freatment were lower

with plaﬁnum-based Chemo’rherapy followed by best Disease management for 3 687,753 1,308,149 0t 2 441,078

supportive care or avelumab maintenance treatment subsequent reatment GET POSTER PDF

compared with enfortumab vedotin + pembrolizumab Total cost 36,301,754 = 70,752,627 119,286,784 75,339,069 Copies of this poster obtained through this Quick Response (QR) code are for personal use GET SUPPLEMENTARY INFORMATION

and nivolumab + plqﬁnum-bqsed chemothera PY N | | | - ggmgpgfmiypgﬂ;e reproduced without permission from BFOR and fhe corresponding Scan the QR code to access supplementary information related to this poster.
izfdwvz:ec;iif zdcbtyaer?: i?é:fﬁii:gg g@i:lﬁf&?éﬂﬁL:Zn;fﬁf:ffi::ff v'r;;h(j.;eﬁic:.vveoﬂﬂﬁsl ::il\ls pembrolizumab. Correspondence: Veronica Herndndez, veronica.hernandez@emdgroup.com

*Included grade 23 AEs occurring in 22% of patients in any of the tfreatments considered, based on clinical and economic relevance criteria. AE frequencies were obtained from published
clinical trials and prescribing information. TAE management cost includes the induction CT phase and avelumab maintenance. AE management cost was lower for avelumab alone compared

with EV + PEM and NIV + CT. ¥In the EV-302 trial, patients freated with EV + PEM were progression free during the first 12 months.® Given that the model estimates costs for the first year of
freatment, no second-line treatment costs are incurred within this period.
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