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Se sim, porque considera grave?
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Tratamento da reagdo adversa:
B. Medicamento(s) suspeito(s)
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\ PROBLEM

Advances in information technology are
driving the digitisation of large volumes of
research and clinical data (big data).

Standardised and pre-specified analysis of this
data will require verification.

While these data offer possibilities for gaining
new insights, the acceptability of these
insights as a source of evidence for regulatory
decision-making, is uncertain.

We currently have limited capacity to access
and analyse large sets of heterogeneous and
unstructured data.

We are not yet ready to guide the use of
emerging technologies in critically interpreting
big data-based analysis or new analytical
approaches.

' VISION

Strengthening the regulatory system through
the efficient integration of big data analysis
into its assessments with a view to improving
decision-making.

Knowledge of data sources, their quality and
relevance to the population, and optimising
the culture of data sharing.

Knowing when and how to have confidence in
new technologies and evidence generated
from big data will benefit public health by
accelerating drug development, improving
treatment outcomes and facilitating early
access to new treatments.



ARE WE ALREADY THERE?

Smarter collection of ICSRs

Improve patients and
healthcare professionals
engagement

Use of mobile health tools

Disease Registries

Social media screening

Digitalisation of healthcare




We expect to see more
efforts to holistically

integrate

across the
pharmacovigilance lifecycle
as the need for rapid and
effective learning from
emerging data for decision-
making became even more
evident during the COVID-
19 pandemic
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systems can achieve their
maximum impact on data
entry and processing,
making overall surveillance
activities more effective,
including for security
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