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Declaration of Interests

This presentation is intended for education purpose 

only and does not replace the legal text of the 

legislations, standards or guidance documents.

This presentation presents personal opinions and 

interpretation as a subject matter expert appreciating 

that the regulatory landscape is ever-changing as is 

our understanding. 

I do not have any financial interests in any 

organizations represented here. 
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Post-Market Data has always 

been Real-World Data



Abdominal Aortic Aneurysms (AAA) 

Key recommendations include:

Establishing a real-world surveillance system to 
collect data for up to 10 years post-EVAR, focusing on 
clinical endpoints like all-cause mortality, aneurysm-
related mortality, aortic rupture, and reintervention



IGJ Report Urges 

Medical Device 
Manufacturers to 

Prioritize PMS

Post-market surveillance is a critical element to 
support the continued safety and effectiveness of 
a medical device. It is expected that manufacturers 
devote the necessary resources for this activity. PMS 
needs to be specific for the medical device or IVD. 
The plan needs to be developed in advance, 
identifying all relevant data sources and including 
the appropriate indicators, threshold values, and the 
consequences/activities for the manufacturer and the 
device when the data is at the indicator or threshold 
value. Manufacturers must assess their PMS 
processes and documentation in order to resolve any 
deficiencies.



IGJ Report Urges 

Medical Device 
Manufacturers to 

Prioritize PMS

Manufacturers need to monitor their medical devices 

on the market because some trends may become 

visible only after market launch, when a device is 

used in larger groups of patients and follow-up 
periods are longer. 

30 legacy devices class IIa

and higher 

85 NCs



PMCF: Where RWE Has the 
Strongest Role



Click to edit text





Possibilities for improved patient outcomes 

from Real-World Data combined with Digital 

Health

Associated Intra-operative issues and patient’s 

lower step count post-operatively

Prediction model for individual patient’s 

Predict patients at higher risk for 90-day gait 

speed



What Real-World Data submission should NOT be. 

Limitations

Structured data- limited information

Unstructured data-access
Errors and misalignment



Data becomes Evidence…………..





HOW NOTIFIED BODIES VIEW REAL-
WORLD EVIDENCE



MDCG where RWD/RWE is 
included  

MDCG 2020-1 Clinical Evaluation of SaMD

MDCG 2020-6 Clinical Evidence needed for Legacy devices

MDCG 2020-7 PMCFP Template

MDCG 2020-8 PMCFP Evaluation Template

MDCG 2022-2 Clinical Evidence for IVD
MDCG 2024-10 Orphan devices

Promising to see several guidance documents include RWD.

The SaMD and Orphan devices guidance give a little more 
information on how RWD is relevant to clinical assessments.







Thank you! 

IT TAKES A (digital) VILLAGE

Consultants Manufacturers Patients
Notified Bodies

EU Commission

Competent 

Authorities
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