
1

Developing comprehensive 
guidance to drive the use of 
RWE for decision-making

RWE4Decisions Webinar
27 October 2021

Páll Jónsson
Programme Director - Data



2

RWE: We’re (still) on a journey!

J. Comp. Eff. Res. 2021, 10(9), 711–731

N Engl J Med. 2020 Feb 13;382(7):674-678
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A tale of two disruptors

New regulatory and access initiatives
• Closer collaboration between UK’s regulator and HTA: 

Innovative Licensing and Access Pathway (ILAP)
• Project Obis (USA + Australia, Canada, UK, Singapore, 

Switzerland, Brazil)
• ACCESS Consortium (UK, Australia, Canada Switzerland, 

Singapore)

Increased responsiveness to new data
• Greater reliance on emerging data
• Development of living clinical guidelines
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RWE: NICE’s strategy 2021-2026
The ability to link real-world 
evidence with evidence-based 
practice will drive a shift from 
recommendations being produced 
at a single ‘static’ point in time to 
more dynamic, living guidance, and 
from health technology assessment 
to health technology management.

[we will] develop world-leading 
capabilities and standards for 
routinely using real-world data to 
inform all aspects of our work, by 
working with partner 
organisations.

“

“
All pillars have elements of using health and care data as 

part of transforming our production of guidance
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RWE: What is NICE currently doing?

Research and demonstration projects
• Testing suitability and robustness of new 

data and analytics in the context of NICE 
guidance 

• OpenSAFELY, demonstration projects with 
industry and academia, CPRD, EU Horizon 
Europe funded-work…

Engagement with systems partners
• Government, regulator, payer, NHS, life 

sciences partners (DHSC, NHSX, NHSD, 
MHRA, OLS, AAC, AHSNs…)

Access to data
• Trusted Research Environments (TREs)
• Alternative sources (e.g. for medtech and 

digital health)

RWE framework
• Ensure that we are using real world (i.e. 

observational) data where it offers value 
(i.e. can improve decision-making)

• Improve the quality of the evidence 
submitted by providing clear expectations 
around study conduct and reporting

• Support the ability of review groups and 
committees to better understand the 
quality and relevance of evidence for a 
given submission

• Initial output planned for March 2022
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NICE’s RWE framework (in development)

RESEARCH GOVERNANCE 
FRAMEWORK

1. Evidence should be developed in a 
fully transparent and reproducible way 
from study planning (incl. pre-
specification) through study conduct to 
the reporting of results.

2. Data should be identified through 
systematic, transparent and reproducible 
approaches. The provenance of any data 
source should be demonstrated, and its 
quality and relevance in relation to the 
intended application(s) demonstrated.

3. Data should be analysed using 
appropriate analytical strategies and bias 
and uncertainty should be fully 
characterised and ideally quantified.

DATA SUITABILITY 
ASSESSMENT TOOL

• Data characteristics & 
provenance

• Data relevance (content, 
size, population, settings)

• Data quality (completeness, 
accuracy, validity)

FURTHER DATA TOPICS

• Data collection
• Digital health technologies
• Patient generated health data
• Synthetic data
• Unstructured data
• International data
• Multidatabase studies

METHODS GUIDANCE

Methods by study design
• RW cohort studies
• External control
• Other

Evidence synthesis

Characterising bias and uncertainty

Further methods topics
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Data suitability assessment tool: DataSAT
Purpose
• Provide structured information on data source(s), their 

provenance, and quality and relevance in relation to intended 
application(s)

• Completed by evidence developers, informing reviewers and 
committees

• Applicable across wide range of RWD sources (e.g., EHR, 
patient registries, administrative data, health surveys) and 
applications (comparative effects, population economic models, 
disease characterisation)

Uses
• Help evaluate RWE submissions in guidance development 
• Support choice of appropriate data source(s) for a given 

application
• Provide guidance on NICE’s expectations around data 

provenance and quality

Develop 
conceptual 
model based 
on needs 
assessment

Literature 
review 
including 
policy 
documents

Mapping 
literature to 
conceptual 
model

Iterative 
development 
of tool

Workshops –
internal and 
external

Consultation

Development process
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Data 
suitability 

assessment 
tool
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Multi stakeholder engagement

2013-2017
Original project

30+ scientific papers
Tool development

RWE Academy

June 2018 – April 2021
Refine and promote 

outputs
Think Tank

Sustainability planning

28 April 2021
Independent, 
member-led

non-profit Institute

Innovative Medicines Initiative (IMI)
Programmes

The multi-stakeholder hub 
for collaborative 
development and 
implementation of 

solutions to
put RWE into practice 

in Europe 
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The GetReal Institute
Mission:  Facilitate the adoption and implementation of RWE in health care 
decision-making in Europe


