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Introducéo: Randomized controlled trials (RCTs) are the gold standard for generating evidence. The data collection out-
side clinical research environment can add value to clinical unmet medical needs and shows the reality of patient’s journey.
Together, RCTs and Real-World Evidence (RWE) create a complementary framework for disease management. In the lite-
rature, there is enough evidence on RCT and RWE limitations, but few about challenges of collecting data in the RWE sce-
nario to enhance study quality. This work shares experience, identify barriers and potential solutions to generate robust
RWE based on chart review.

Método: IRIS Brazil is an ongoing, retrospective, site-based study to review medical record of patients who have received
Palbociclib combinations in first-line therapy for HER2-, HR+ metastatic breast cancer in Brazil private setting to assess cli-
nical outcomes and treatment patterns. The data was collected using an online capture system managed by a contract rese-
arch organization (CRO). Interviews were conducted with the CRO and Sponsor teams aimed to identify the main barriers
and improvements for conducting the present RWE study.

Resultados: Three main barriers were identified to obtaining data integrity: research institution qualification by a robust
feasibility assessment, institution training and data quality check. Analyzing the data availability, team experience in RWE
studies and overall site organization were the main parts of an upstanding research institution feasibility. In a qualified ins-
titution, the CRO effectively trains staff on study details and protocols, minimizing risks and enhancing study adherence.
But, it was observed that only the initial training wasn’t enough to comply with all complexity of the sites accounted for RWE
study. Lastly, the data quality check is an indispensable checkpoint in data entrance. Site monitoring and data management
minimize inconsistencies, clarify protocol points, and reduce human error frequency.

Conclusao: RWE studies comprehensively capture essential clinical outcomes related to patient therapeutic management
outside the RCT-selected population. An additional advantage is accessing physician-exclusive information through expert
judgmentin areal-world setting. In conclusion, robust feasibility assessment, comprehensive site staff protocol training and
quality data monitoring can help in keeping data integrity and generating high quality publications.
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