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• Real-world evidence (RWE) complements data 
from randomized clinical trials (RCTs) in the 
landscape of oncology drug approval.

• RCTs, while remaining a gold standard for 
generating evidence for optimal therapy, can 
fail to capture complexities of diverse 
populations, long term safety, or treatment 
sequencing.

• Regulatory agencies, such as Health Canada, 
FDA and EMA encourage integration of high-
quality RWE

• The Pan-Canadian Lung Cancer Observational 
Study (PALEOS) addresses this need at scale

• PALEOS (NCT04706754) is a multicenter, 
longitudinal, observational registry study being 
conducted at several Canadian centres across 
multiple provinces, collecting retrospective and 
prospective data

• Current participating sites cover a catchment 
area representing approximately 30% of the 
Canadian population, ensuring a representative 
mix of urban and rural communities.

• The registry captures up to 500 distinct 
variables, including granular clinical 
and demographic data, diagnostic and 
molecular profiling, treatment pathways and 
healthcare resource utilization patterns

• Uniquely, PALEOS incorporates validated 
patient-reported outcomes (PROMs) using the 
EQ-5D-5L and FACT-L instruments

• Eligibility Criteria: ≥ 18 years;  documented lung 
cancer diagnosis since 2000; Unless consent 
waived, able to consent.

• Approved by Ethics Board with landmark 
approval of waiver of consent to study attrition 
prior to 1st line Rx

CONCLUSIONS

• PALEOS has successfully established a scalable and robust framework to evaluate the natural history, diagnostic 
patterns, and therapeutic outcomes of NSCLC across diverse Canadian subpopulations. 

• By integrating deep molecular data with longitudinal clinical and patient-reported outcomes, PALEOS serves as a 
critical national resource. 

• PALEOS is uniquely positioned to support regulatory submissions, inform regional and national funding 
decisions, and ultimately facilitate the translation of real-world evidence into equitable, data-driven, and 
multidisciplinary lung cancer care on a global scale.
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