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Disclaimer

The views expressed are those of the presenter and 

should not be understood or quoted as being made on 

behalf of:

Norwegian Medical Products Agency (NOMA) 

The European Medicines Agency (EMA) or its scientific committees

The HTA Coordination Group (HTA CG)
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The history of Evidence generation requirements
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The Regulators structure

EMA Scientific Coordination Board

CHMP

Centralised procedure

Quality Domain
Non-Clinical and 
Safety Domain

Clinical domain
Methodology 

domain (MWP)

SAWP

Scientific Advice

https://health.ec.europa.eu/health-technology-assessment/implementation-regulation-health-technology-assessment_en



When did we start looking for real world data?



The history of Evidence generation requirements

The 21st Century Cures Act (2016)
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The history of Evidence generation requirements

The European Health 

data space (2020)



The history of Evidence generation requirements

The European Health 

data space (2022)

Reality in 2025



The EHDS

Thanks to the EHDS, people will have 

immediate, and easy access to the data in 

electronic form, free of charge. 

Citizens will be in full control of their data and 

will be able to add information, rectify wrong 

data, restrict access to others and obtain 

information on how their data are used and for 

which purpose.

Interoperability and security will become 

mandatory requirements. Manufacturers of 

electronic health record systems will need to 

certify compliance with these standards.

Created by ChatGPT/Dall-e



The EHDS

To ensure that citizens' rights are safeguarded, all 
Member States have to appoint digital health 
authorities. 

The EHDS creates a strong legal framework for 
the use of health data for research, innovation, 
public health, policy-making and regulatory 
purposes. Under strict conditions, researchers, 
innovators, public institutions or industry will have 
access to large amounts of high-quality health 
data.

The access to such data by researchers, 
companies or institutions will require a permit from 
a health data access body, to be set up in all 
Member States. 

The health data access bodies will be connected 
to the new decentralised EU-infrastructure for 
secondary use (HealthData@EU) which will be 
set up to support cross-border projects.

Created by ChatGPT/Dall-e



Let’s start with some basics

Does anyone know what RWD actually is?
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Trick questions….
⚫ It makes more 

sense to look 
at data and 
then discuss 
how it can be 
used rather 
than put labels 
on it!

Source: IMS Health



If we can’t even agree on a definition……

https://shorturl.at/COTpY



How to use RWD/RWE
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Who should use it and when?



Different mandates but same evidence

Adapted from Teutsch, S.; Berger, M. (2005) ‘Evidence synthesis and evidence-based decision making: 

Related but distinct processes. Medical Decision Making, pp 487-489 



dmp.no

dmp.no

helsenorge.no

helsenorge.no

Direktoratet for medisinske produkter

http://www.dmp.no/
http://www.helsenorge.no/
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