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What is real world data?
Real world evidence is defined as data that are collected outside the
constraints of conventional randomised clinical trials.
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Registries
Patient and
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Hospital data
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Biobanks
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Use of real-world data in regulatory decision-making

What is the risk of bleeding in new users of
DOACs compared with warfarin?

What is the extent of off label
prescribing with SGLT2 inhibitors?
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Benefits of access to and use of real world evidence
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Improved EMA
and HTA decision
making

Optimising use of
medicines
through ongoing
monitoring
Ability to define
the impact of
regulatory/HTA
decisions

Outcomes of Patient Registries Workshop, 28th October 2016
EMA, will undertake to improve stakeholder collaboration and make better
use of registries through:
•

mechanisms for regulators and marketing authorisation applicants to
systematically consider the need for registries and interact with registry holders;

•

sharing and disseminating information on disease registries;

•

recommending governance principles and standards for stakeholder interactions;

•

making recommendations on core data elements and quality standards acceptable
for regulatory and HTA decision-making;

•

identifying registry holders' needs for methodological and technical guidance;

•

investigating what patient-reported outcomes registries should collect;

•

exploring further measures to improve the sustainability of registries.
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Thank you
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