
Question Answer
Is there a plan to standardize the way RWE are collected and 

reported when intended for regulatory purposes? live answered
Should such a trend be immediately interrupted aka: a drug 

doesn't work, but by stretching data in subgroup analysis 

something is showed with a significant P-value, with clinically live answered
a reflection and question: the presented case sparks my 

interest in terms of pharmaceutical giverance and how can we live answered

Can real world evidence come from patient engagment and live answered
Can real world evidence come from patient engagment and 

patient voice ?

Definitively. In the EU, we are currently a reflection paper on what we 

call "Patient Experience Data" and how this can be leverage for decision 

thanks for considering my Q! Welcome

Dr Ross - are there examples of value based contracting with live answered
Dr Verpillat - how can EMA work with EUNetHTA to ensure that 

RWD generated be used for both regulatory and live answered
ESMO has recently produced Standards on the reporting of 

RWE in oncology (ESMO GROW)  and will follow with Standards 

on clinically meaningful RWE Endpoints and Standars on Quality live answered
If we lack data in our own country, can we utilize data from 

other countries, and what sort of adjustments can be made? live answered
If we lack data in our own country, can we utilize data from 

other countries, and what sort of adjustments can be made? Thanks for your answer

Dr.Fatima Suleman question is very important. live answered

If real world data does not "match" the expected results of 

clinical trials. How regulators could act?

IN that case, and this is sometimes the case, to start, we need to 

understand what can explain such difference: larger population included, 

differnet outcomes, different comorbidities... For informaiton, there has 

been an exercice done few years ago (called replicate if I remember well) 

trying to see if evidence retrieved from clinical trials would be similar to 
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