KEY FACTORS FOR THE QUALITY OF REAL-WORLD DATA
AND REAL-WORLD EVIDENCE IN OBSERVATIONAL STUDIES
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 The experience gained in the management of more than 164 observational studies with
RWD analysis from more than 377943 patients collected in collaboration with 4377
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« Each observational study in a real-world setting requires a systematic approach to
answer a question of scientific value.
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« The database quality is reached combining validated automatic checks performed on the
data entered in the electronic Case Report Form (eCRF) and offline and manual checks
done on the database extracted at defined stages of each study during the cleaning
waves (figure 3).

o OFFLINE checks
..... More complex and structured controls performed periodically done on the data
........ collected based on specific algorithms (cleaning wave).
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 The statistical processing of data with the choice of the suitable methodology is
fundamental also for the generation of valuable RWE.

Centralized remote monitoring

Data-driven monitoring to evaluate study progression control against Key Performance
Indicators (KPIs), study risk factors and potential indications of risk, study data quality by
checking that data are consistent and complete, identifying unusual distribution of data, through
analytics and visualization of data across the study, across regions, across sites and patients.

 Based on the above considerations, it has not been established a relevant relationship
between the study design setting including the number of patients, the countries involved
and investigational sites, the number of monitoring visits and the number of checks
Implemented in the eCRF study with the quality of RWD.

Figure 3: Factors contributing to database quality

* The key factors that contribute to the quality of RWD are reported in figure 4.
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« It follows that to produce RWE valuable for the decision-making process at least
the following elements have to be considered:
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Investigational sites and for the data collection.

Figure 4: Key factors contributing to data quality
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