Characterizing the Contribution of RWE in
Healthcare Decision-Making in Oncology

Joice Rocha Cury, BPharm, PhD; Pranav M. Patel, PharmD, MS; Shilpa Raj, PharmD; Kalyani G. Bharadwaj, BPharm, PhD; Jane Kondejewski, PhD

SNELL Medical Communication Inc., Montreal, Canada.

* The marked increase in RWE-focused publications over the past decade underscores the expanding recognition
of RWD as a vital complement to RCTs in oncology decision-making

What we learned

A decade of progress and increased RWE integration across regulatory, HTA, and clinical practice Figure 2: Trends in RWE-related publications in oncology

RWE-related publications in oncology have increased 1.5-fold in the last decade, underscoring its rising
importance in healthcare decisions and the need for rigorous standards and guidance in RWD collection
and evidence dissemination (Figure 2).

e Recent surveys indicate 90% of payer decision-makers globally report that RWE can support reassessment by

Observational publications demonstrating long-term effectiveness, while 80% value RWE for addressing post-market safety assessments’
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6,255 in 2015 —> 9,447 in 2024 3,804 in 2015 — 5,269 in 2024

Data Availability and Infrastructure

e Expansion of diverse RWD sources - EHRs (e.g., Flatiron), claims (e.g., IQVIA), registries
(e.g., CancerLinQ), and digital health tools - enables outcome assessment in broader,
underrepresented populations and real-world settings where RCT data may be limited®”

2,831in 2015 — 4,448 in 2024

Introduction
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e Real-world evidence (RWE), derived from real-world data (RWD), complements gold standard randomized * Linked datasets support robust longitudinal analyses, though variability in data capture
controlled trial (RCT) findings by capturing outcomes in broader, more diverse populations (Figure 1)’ 000 and quality necessitates rigorous documentation and fit-for-purpose evaluation™
* In oncology, treatments are often tailored to small, heterogenous patient populations, and the therapeutic ' . .
landscape is constantly evolving® Methodological Standards and Rigor
* RWE in oncology can provide valuable insights into real-world effectiveness and safety, economic and 6,000 * Adoption of best practices and frameworks like STaRT-RWE and ISPOR/ISPE guidance,
humanistic implications, and regulatory and reimbursement decisions'?® and protocol registration promotes transparency, reduces bias, and enhances
reproducibility and credibility''?
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. . * Effective RWE dissemination requires translating complex analyses into clear, actionable
ObjeCtlve insights for regulators, payers, and clinicians
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* Clear documentation of data provenance and attention to confounding, temporality, and

e Characterize RWE generation in oncology and its growing role in healthcare decision-making over the last decade missingness ensures credibility
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Figure 1: RCT and RWE attributes e Regulatory and HTA agencies have formalized RWE into oncology decision-making (Figure 3)™
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Envisioning the Future of RWE

RWE as a Regulatory Standard Open and Integrated RWD Scaling Outcome-Based Care Global Harmonization of RWE Standards RWE at the Point of Care

RWE can support regulatory decision-making in initial High-quality RWE based on standardized, inter-operable RWE-driven value-based healthcare can enable outcome- Globally aligned RWE frameworks can ensure consistent, RWE insights integrated into clinical decision support systems

approvals, label expansions, and new indications data systems, with accessible and linkable RWD can faci.litate based contracts where pricing reflects real-world performance, transparent evidence, supporting international HTAs can provide real-time, value-based guidance to improve
continuous evidence generation across healthcare settings promoting sustainability and patient-centered value and policy decisions clinical decision-making

Data Driven. Patient Inspired.




