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Typical uses of RWD

Changes to claims / indications / 
intended purpose

Post-approval monitoring

Device traceability 

Distribution of safety 
communications

Orphan / pediatric / breakthrough / 
humanitarian uses

For devices with multiple indications –
can track outcomes

To set more predictable clinical evidence 
requirements based on available 
knowledge

To understand human factors, usability, 
the learning curve and device 
interactions

Other uses of RWD
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Europe

Move from Directive to Regulation system

Changed clinical evidence requirements

New clinical evidence processes

European Health Data Space - EHDS

Brexit and Swixit



The big picture

Trinity College Dublin, The University of Dublin 5



Trinity College Dublin, The University of Dublin

The big picture

Is there a willingness to work towards 
common clinical methodology in 
areas where RWD is available and 
regulatory requirements are similar? 
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If there is…

We need to map the areas where clinical 
evidence requirements are the same / different

This is needed to understand the starting point 
that we can build on 
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Example – snapshot of clinical data requirements in EU vs. US

Similarities

510k and safety & performance 
pathway in US 

Article 61(10) and 61(6)(b) in EU

Differences

Safety and effectiveness in US

Safety and performance as intended by 
manufacturer in EU
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RWD can help to improve clinical evidence requirements

Predictable

Setting objective performance 
criteria where possible

Common performance criteria 
for lower risk devices

Setting requirements for 
equivalence and iterative
change

Proportionate

Breakthrough / Orphan / 
Pediatric devices

Lower risk devices where non-
clinical & post-market is 
sufficient

Reproducible 

Poolability of registry data

Methodologic transparency

Assessing why outcomes are 
similar / different



The fine detail
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The fine detail

Initiatives to pool data

Policy for data privacy and management

Support registries and standardise interactions 
with industry and regulators

Develop quality assessments for registries
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Example - Observational 
Medical Outcomes Partnership 

(OMOP) Common Data Model 
(CDM) 
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Suggestions

Take example with high-quality registry, 
stable technology and new products – eg.
orthopedics or cardiovascular implants

Consider a ‘harmonisation by doing’ 
approach for the regulatory assessment

Dedicate resources and share experience on 
key questions



Trinity College Dublin, The University of Dublin

Ref. https://www.ispor.org/docs/default-source/strategic-initiatives/pfizer-bms-ispor-
infographic_final.pdf?sfvrsn=a7413b04_0

Focus on key questions

https://www.ispor.org/docs/default-source/strategic-initiatives/pfizer-bms-ispor-infographic_final.pdf?sfvrsn=a7413b04_0
https://www.ispor.org/docs/default-source/strategic-initiatives/pfizer-bms-ispor-infographic_final.pdf?sfvrsn=a7413b04_0
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Image Ref. An Introduction to Complexity Theory 

https://medium.com/@junp01/an-introduction-to-

complexity-theory-3c20695725f8

The real-world context in which devices are 
used can be very different

The data requirements (real world or not) 
should not be

https://medium.com/@junp01/an-introduction-to-complexity-theory-3c20695725f8
https://medium.com/@junp01/an-introduction-to-complexity-theory-3c20695725f8
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Thank you
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