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analysis of RWD in a study designed HUEPREAZT (PRCT )
with a high degree of pragmatism, - TIERMAZFEUE ;- RIS
regardless of study type. BPEICHF ( Registry )
Real-world evidence can be generated from any study design = IFFARENE | EfRBHH
as long as the data source is from routine care and the design (electric medical record) ; IE
Is highly pragmatic, meaning the trial design and conduct REEHERE ( Claim ) : AHT
closely approximate the eventual use of the product in clinical - i \ 7: /\.
practice. Therefore, RCTs performed within the health care %ﬂﬁ ( TE)?(J%_?_JEI ) ”'/_
system, such as the TASTE trial, are considered a source of AHEREN (HmE ek
RWE. Research studies are either interventional or ) BE/FETEND

noninterventional (observational).

Jarow JP, et al. JAMA. 2017. 318 (8): 703-4.
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Real-World Data, Advanced Analytics, and
Postmarket Drug Safety Surveil

Gerald J. Dal Pan"’
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HISHER, HEEXTXZERKALGANEEER (the US Food and Drug 4
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Clinical Pharmacology

and Therapeutics

PERSPECTIVES

COMMENTARIES

Real-World Data, Advanced
Analytics, and the Evolution
of Postmarket Drug Safety
Survelllance

GeraldJ. Dal Pan"”

Real-world data are data relating to patient health status and/or
the delivery of health care routinely collected from a variety of
sources and Include data from ek health ds, medical
claims and billing data, data from product and disease registries,
and data collected outside of health care systems, for example
through mobile technologles.® Along with advanced analytics,
they are transforming how US Food and Drug Administration (FDA)
and the ph stical industry duct postmarket safety
surveillance, which informs benefit-risk doclslon making.

generally cannot address, especially when
the outcome of interest both is rare and
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nor clinical wials may be able to effectively
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