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Assessing the budget impact and time savings of introducing nivolumab and hyaluronidase SC

to patients receiving nivolumab IV across multiple indications on a US healthcare plan
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Market share Aged < 65 years: all indications

e Market share was forecasted for NIVO IV and NIVO+Hyal SC, with NIVO+Hyal SC e For a healthcare plan with 1 million members aged < 65 years, the introduction of
reaching 50% in year 3 NIVO+Hyal SC (up to 50% switch) resulted in an estimated incremental cost savings

e The IV vs SC market share is assumed to be equal across the 19 distinct NIVO of $54,909 over 3 years (Table 2)

All ages: individual indications

e Table 3 shows the total cost savings for year 1 for all ages for each individual
indication

Background

e Nivolumab (NIVO) is a programmed death-1 (PD-1) inhibitor’
While NIVO is administered as a 30-minute intravenous (lV) infusion, NIVO in

combination with hyaluronidase (NIVO+Hyal) administered subcutaneously (SC) has indications included in the model e The PMPM budget impact was S0 jl'ab.le 3 Difference i.n total costs for NIVO+Hyal SC vs NIVO IV for each
the potential to reduce the administration burden'?® Adverse events o The PTMPM budget impact ranged from -$36 to -$112 indication (all ages) in year 1
» In December 2024, the Us Food and Drug Administration granted approval for e The model considers infusion/injection site-related AEs, eg, rash and pruritus, « By year 3, the introduction resulted in time savings of 706 patient and caregiver Change in costs, USS

NIVO+Hyal SC, a combination drug product containing NIVO and hyaluronidase
Approval was granted on the basis of results from the phase 3 randomized,

hours and 144 hospital staff hours

and assumes that the incidence of systemic AEs is likely comparable between Indications

2 65 years

< 65 years

GS4616_28656!

NIVO+Hyal SC and NIVO IV . o High-risk UC di h 66.062 7
open-label CheckMate 67T trial, which demonstrated noninferior co-primary s : : Table 2. Budget impact of NIVO+Hyal SC vs NIVO IV across modeled indications igh-risk UC as adjuvant therapy -00, -7
o , , ) , e Grade 3/4 AEs were based on results of the original pivotal trials for NIVO 1V, ) o 5
pharmacokinetic exposure, noninferior efficacy in overall response rate, and a as reported in the NIVO IV prescribing information (for a healthcare plan with 1 million members < 65 years years) Advanced or metastatic GC, GEJC, and EAC -57,431 -5,139
comparable safety profile vs NIVO in advanced or metastatic clear cell RCC®’ . C s e Unresectable or metastatic UC, as 1L treatment 38,486 36
: : : : : s - Dosing All indications
o With the introduction of NIVO+Hyal SC in the United States, it is anticipated that - . o . Esophageal cancer or GEJC as adjuvant therapy ~32,470 ~2,126
- - o - 5 | tal costs, USS
payers will assess value evidence for the new route of administration across the * Dosing information was based on the NIVO+Hyal 5C prescribing information ncrementat costs, Advanced RCC 13 429 5 567
indications, to determine the potential budget impact e NIVO+Hyal SC can be administered every 2 weeks (Q2W), every 3 weeks (Q3W), Total direct costs -8,874 -18,303 -27,732 ’ i
or every 4 weeks? Pharmacy costs 212 438 664 Advanced RCC post TKI -8,000 ~1,524
e The dosing assumption was 100% for Q2W or Q3W where appropriate Administration costs -7,467 -15,400 -23,333 Resectable melanoma as adjuvant therapy -6,314 ~916
Methods e The administration location assumption is 50% within hospital and 50% outpatient AE costs 0 0 0 Advanced or metastatic ESCC ~3,945 ~386
Objective Costs Venous access costs -1,620 3,341 -5,062 Intermediate- or poor-risk advanced RCC -5,385 -1,102
« To develop a budget impact model that helps inform payers on the anticipated » For all drugs, the wholesale acquisition cost as of January 2025 was used (NIVO PMPM 0.00 0.00 0.00 nee post. sorafentb . 4,372 !
economic and societal impacts of switching from NIVO IV to NIVO+Hyal SC 240 mg 1V, 57,787.33; NIVO+Hyal 600 mg 5C, 57,787.33) PTMPM -36 ~/4 -112 Metastatic NSCLC post prc?gressmn on chemo ~4,416 63
across indications « Administration cost was based on the Hospital Outpatient Prospective Payment Costs to patients/caregivers -3,280 -6,765 -10,249 Unresectable or metastatic melanoma (mono) -2,896 -419
Model structure System (OPPS, 2024) and the CMS Physician Fee Schedule®”® Hospital staff costs ~2,674 5,515 8,357 Advanced UC post platinum -2,659 -3
e Costs associated with insertion of venous access lines for infusions were included ' _ _
« Budget impact outcomes within a healthcare plan are reported from 3 different . Outcomes, hours Unresectable or metastatic melanf)ma (combo) 833 164
perspectives: healthcare payers, patients and caregivers, and providers Treatment duration Patient and caregiver time ~226 _466 ~706 Advanced, recurrent, or metastatic ESCC post chemo -502 -31
o The patient population was determined using incidence and current NIVO IV . Trea’Fment fjuration varied by indication and was ac.:c.:ordi.ng to NIVO-speciﬁc.: Hospital staff time —46 ~95 ~144 Unresectable or metastatic MSI-H/dMMR CRC -332 -50
prevalence by indication publlsgedt l;teratu.l;eé ho:vevei, dbasetc.j on NIVO;jspdecilﬁc trial data, the duration was MSI-h/dMMR CRC post chemo ~234 -35
e Budget impacts by indication and overall are estimated as the difference in Capped at 1 year it treatment duration exceeded 1 year , , : _ _

S p y . : . . . Total time saved for all patients per dose Recurrent or metastatic SCCHN post chemo 112 19
projected costs between the formulary inclusive of NIVO+Hyal SC and the Patient and caregiver time . ' . . . . . Resectable NSCLC in the perioperative setting 4065 47
formulary without NIVO+Hyal SC : : : L .. . o Figure 2 shows the time saved (patient and caregiver time and hospital staff time) )

o Travel time for patients and caregivers, and chair time at clinics for receiving e . ) : Resectable NSCLC in the neoadiuvant settin 7 718 93
e There are 3 options for reporting results (Figure 1): NIVO, was included per indication for all patients per dose in year 1 ) g y
— Direct costs (including PMPM and PTMPM) Impact to patients and caregivers
— Costs to pat]ent/(.Zareg’]V?rS . To estimate indirect costs due to productivity losses for patients and their caregivers, Figure 2. Time saved per indication for all patients per dose in year 1 (for all ages, with 1 million plan members)
— Costs due to providers’ time the model multiplied the total hours lost by patients and caregivers by hourly wage
. . . . Patient and caregiver time Hospital staff time
Figure 1. Budget impact model schematics Impact to providers 325 - ! siver a ! 313.99
e The model estimates the impact of introducing NIVO+Hyal SC on time required for 218.36
drug administrations of NIVO IV and NIVO+Hyal SC
: : .. : .. : = — —
Health bl b e Healthcare staff time used during pre-administration, treatment administration,
calthiplanimembers and monitoring stages by oncologists, nurses, pharmacists, and technicians was 150 —
considered in calculating these costs 199,17
Incidence and prevalence 125 - '
v
=
Results o 1007
Aged > 65 years: all indications 75 7 jead 64.13
: : * Payers . . . . 50 42.98 41.82 44.6
Without With — For a healthcare plan with 1 million members aged = 65 years, the introduction 10,36 34.56 30,66
NIVO+Hyal 5C NIVO+Hyal 5C of NIVO+Hyal SC (up to 50% switch lted i timated i tal cost | - 26.38 o
on the market on the market . y p to 50% switch) resulted in an estimated incremental cos 25, o 4 s
savings of $636,563 over 3 years (Table 1) : : : : 8.78 8.54 8.55 7.06
| _ 2.78 2.86 6.20 3.2 215944 '8 106 0.52 0.11 1.75 -6 113 0.23 1.86 0.38 ©-26 188 0.38
BUdgEt ]mpaCt - The per member per month (PMPM) bUdget ]mpaCt ranged from _1 tO _3 CentS 0 Unresectable ! Unresectable | Resectable | Metastatic ' Resectable | Resectable ' Recurrent | Advanced IIntermedir.—.lte-I Advanced | Advanced !Unresectable ! High-rjsk uc ' Hcc po§t I MSI-h/dMMR ! Unresectable ! Esophageal I Advanced ! Advanced, I Advanced
reSUItS: 1 to 5 years — The per treated member per month (PTMPM) bUdget impaCt ranged from met;)srtatic meta?srtatic aT(:\lcélleJc\)/r::t Nsgsl-tC l]‘lnS ?rl?g ,i\lnsirl;g met;)srtatic et Ogg\;%rc-gdSk poEtC'CI'KI post pligtinum met:srtatic ast:é?:;;nt sorafen postcshcemo metaosrtatic c::rag(liiirc met:srtatic orr(:;:tr;(::;céic metz?srtatic
4 4 I _$25 to _$80 melanoma melanoma therapy progression  neoadjuvant perioperative SCCHN RCC ucC, as MSI-H/dMMR  as adjuvant ESCC ESCC GC, GEJC,
(mono) (combo) on chemo setting setting post chemo 1L treatment CRC therapy post chemo and EAC
Drug costs [Drug costs Direct costs « Patients and providers
Al‘sm]rtlsttrgtxl)zn COSttS < > Aislm]rtlsttr(ajtxl)zn COSttS 4 (including PMPM — The incremental cost savings were $361 628 over 3 vears 1L, first line; chemo, chemotherapy; combo, combination therapy; CRC, colorectal cancer; dMMR, deficient mismatch repair; EAC, esophageal adenocarcinoma; ESCC, esophageal squamous cell carcinoma; GC, gastric cancer; GEJC, gastroesophageal
-retate COsES -retate COsLS and PTN\PN\) g ) y cancer; HCC, hepatocellular carcinoma; mono, monotherapy; MSI-h, microsatellite instability - high; NSCLC, non-small cell lung cancer; RCC, renal cell carcinoma; SCCHN, squamous cell carcinoma of the head and neck; TKI, tyrosine kinase inhibitor;
- — By year 3, the introduction resulted in time savings of 11,787 patient and UC, urothelial carcinoma.
caregiver hours and 2,407 hospital staff hours
Patient and caregiver Patient and caregiver Costs to
time/wages time/wages patient/caregivers .
Table 1. Budget impact of NIVO+Hyal SC vs NIVO IV across modeled COnCIUS'IOnS
indications (for a healthcare plan with 1 million members > 65 years
( P y ) e NIVO+Hyal SC is projected to generate direct cost savings and neutral budget e Further real-world studies are needed to validate these modeled findings
Hqspital staff Hqspital staff S Cost§ddue’ tC? : d1Catic == == == impact based on PMPM/PTMPM when SWitChing from NIVO IV e The model does not account for wastage relevant for Q3W dosing schedules,
B Ll e providers” time Incremental costs, US$ « Time savings are expected for patients and hospital staff, which may improve therefore resulting in neutral to slight increased in pharmacy costs
Total direct costs -102,879 ~212,188 ~321,496 healthcare efficiency and patient experience
AE, adverse event; PMPM, per member per month; PTMPM, per treated member per month. Pharmacy costs 59,675 123,079 186,484
Administration costs -128,303 -264,625 -400,947
o Budget impact was modeled over a 3-year horizon AE costs 0 0 0 References ACknOWledgmentS
Model inputs Venous access costs -34,251 -70,642 -107,033 1. OPDIVO (nivolumab) [package insert]. Princeton, NJ, USA: 6. Bristol Myers Squibb [press release]. December 27, 2024.  Bristol Myers Squibb (Princeton, NJ, USA) and Ono
. o PMPM _0.01 _0.02 _0.03 Bristol Myers Squibb; revised April 2025. 7. Albiges L, et al. Ann Oncol 2025;36:99-107. Pharmaceutical Company Ltd. (Osaka, Japan)
Incrde.nce of each indication | | | PTMPM 75 53 _80 2. Clinical Tri.al.s.gov: NCT05625399. Accessed March 25, 2025. 8. Centers for Medicare and Medicaid Services (CMS). o The study was supported by Bristol Myers Squibb
g Ingldenge of each tumor location was estimated from the 2020 Surveillance, Costs to patients/caregivers 13,799 28 461 13122 https://clinicaltrials.gov/study/NCT05625399 Outpatient Prospective Payment. https://www.federal . All authors contributed to and approved the presentation:
Epidemiology, and End Results (SEER) Cancer Database 0P ’ ’ ’ 3. Jackisch C, et al. Geburtshilfe Frauenheilkd 2014;74:343-349. register.gov/documents/2023/07/31/2023-14768/medicare- medical writing support was provided by Jen Reinhold,
 To determine incidence estimates for each indication subtype (eg, resectable, Hospital staff costs —44,646 ~92,082 -139,518 4. George S, et al. J Clin Oncol 2024:42(suppl 4). LBA360. program-hospital-outpatient-prospective-payment-and- PharmD, of Parexel, funded by Bristol Myers Squibb
metastatic, recurring, relapsing), we estimated the proportion of patients meeting Outcomes, hours 5. OPDIVO Qvantig (nivolumab + hyaluronidase-nvhy) [package ambulatory-surgical-center-payment
’.che. criteria among those who had e.ach tumor location used for SEER-based Patient and caregiver time -3,772 -7,779 -11,787 insert]. Princeton, NJ, USA: Bristol Myers Squibb; revised 9. Centers for Medicare and Medicaid Services. Physician fee
incidence estimates based on the literature Hospital staff time 770 ~1,589 ~2.407 December 2024, schedule. Accessed July 3, 2024. https://www.cms.gov/
e NIVO IV market share was obtained from prescription claims data medicare/payment/fee-schedules/physician
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