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Introduction

Nivolumab (NIVO) received authorization from
the Brazilian National Health Surveillance
Agency (ANVISA) in December 2016 for the
treatment of advanced melanoma
(unresectable or metastatic)."

6,260 new cases of melanoma in Brazil were
estimated in 2018.2

There is no official guideline for the treatment of
advanced melanoma in the Brazilian Public
Healthcare System, and the treatment most
commonly prescribed is dacarbazine (DTIC).3
The objective of this study was to evaluate the
cost-effectiveness of NIVO therapy in relation
to DTIC as first-line treatment in advanced
metastatic melanoma, from the perspective of
the Brazilian Public Healthcare System (SUS).

Methods
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This analysis considered only grade 3-4 AEs.
Their frequencies were derived from clinical
trials for each comparator.#6

Disease management follow-up procedures
and management of AEs were defined by
published literature and validated by clinical
experts opinion.

Costs for administration, adverse events and
procedures were estimated using a micro-
costing approach, and prices were obtained
from official Brazilian price lists — CMED (Drug
Market Regulation Chamber) and SIGTAP
(Management of Table of Procedures,
Medicines, Orthoses, Prostheses and Materials
Public Healthcare System) (Table 2).7:8
Considering the budget restrictions of the
Brazilian Government, a discount was
considered in the cost of medications (Table 3).

Figure 3. Modeled progression-free survival curves
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* Univariate  analysis  demonstrated that
discounts rates was the most important driver
of cost-effectiveness results (Figure 4).

« The multivariate analysis shows that 95.9% of
the simulations are below a cost-effectiveness
threshold of 3 GDPs/capita and, therefore,
treatment with NIVO can be considered as a
cost-effective intervention for the Brazilian
health care system (Figure 5).
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Table 2. Adverse Event Management Costs
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Figure 1. Three-state model with a partitioned survival approach _ . Incremental LYG
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Economic Assessment Guideline,
technologies with ICERs up to three times
GDP (gross domestic product) per capita are
considered cost-effective (3 x GDP = BRL
98,241.00).° To this end, the results show
that NIVO is a cost-effective intervention.
Sensitivity analyses show that NIVO has a
95.9% likelihood of being cost-effective,
demonstrating the robustness of the
obtained result. This study suggests that in
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« Treatment with NIVO yielded 5.57 accrued Life
Years Gained (LYG) and a total cost of BRL
334,571.14. While DTIC therapy was associated
with 1.20 LYG and a total cost of BRL 8,902.24.
As a result treatment with NIVO resulted in an
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Table 1. Selection of extrapolation for the overall survival and
progression-free survival curves
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considered in the model were: treatment (drug,
administration  costs), AE  management
(treatment of AE, laboratory and imaging tests)
and disease management (follow-up
procedures and medical visits).
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