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Background Objective Methods

Brazil's public countries.
healthcare system.

on clinical trial data, which, while rigorous,
often lack generalizability to

ﬂ;m The incorporation of new health technologies i real-world populations—particularly in low- and This study aims to @ A narrative review was conducted to analyze
Eo..é E into Brazil's public healthcare system (Sistema i middle-income countries like Brazil. Clinical trials explore how real-world ‘ﬂﬂ”.l/ the role of RWE in HTA processes, with a
~ Unico de Saude, SUS) relies heavily on health . frequently underrepresent diverse evidence (RWE) can focus on its applicability to Brazil's public
technology assessment (HTA) to ensure cost- i socioeconomic, regional, and ethnic groups, address critical gaps in healthcare system. Insights were drawn from
effective and equitable decision-making (1). ' leading to gaps in evidence on treatment the incorporation_ of new case studies and existing literature on RWE
Traditionally, HTA processes have depended i effectiveness, safety, and long-term outcomes in health technologies into utilization in low- and middle-income

real-world settings (2,3).

Results

ldentify research question

l> RWE significantly supports HTA by providing real-world data on resource utilization, (PICO approach)

treatment patterns, and health outcomes, which are essential for cost-effectiveness

analyses and budget impact assessments.
y & P ldentify the evidence available

In Brazil, RWE addresses epidemiological gaps by providing data on disease (RCT + RWE)

prevalence and treatment outcomes in underrepresented populations, especially in

regions with limited clinical trial coverage. Additionally, RWE enhances post-market . . Cost-Effectiveness Analysis (using RCT
. . . . ) Summarize the results of efficacy

surveillance by evaluating long-term safety and effectiveness, supporting adaptive and safety of RCT and RWE and RWE for real-world outcomes,

reimbursement strategies, and informing evidence-based policy adjustments. RWE tor real-world resource use)

O The figure illustrates how RWE can be used in HTA decisions. However, challenges
Z' o, persist, including issues with data quality, lack of standardization, limited data
| integration, and the scarce availability of outcome data within DATASUS, Brazil's

Evaluated the quality Budget Impact Analysis (RWE for
of RCT and RWE identify prevalence of disease)

' public healthcare database. Additionally, biases inherent in observational data further
complicate the integration of RWE into HTA in Brazil as an official data source of N
Post-market RWE monitoring
4
Update the recommendation
as needed
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