
From ADVANCE to VAC4EU
Opening of the Meeting

June M Raine
Scientific Advisory Board Member

Brussels
March 6th 2019



REGULATORY REFLECTIONS
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Why is ADVANCE a major milestone for EU vaccine safety?

Where have we come from? – learnings form last 10 years

What are the information needs of regulators?

How – collaboration for a future sustainable system?









Oct    
‘09

Aug  
‘10

Mar 
‘11

Sep  
‘12 

~ 30 m 
doses of 
Pandemrix
Admin 
across EU

Early 
‘10

Feb’   
11

First case 
series of 
narcolepsy 
reported in 
SE and FI 
Aug ‘09

Observed v 
expected 
(spontaneous 
reports) across 
EU start to 
indicate excess 
under 19 yrs UK (HPA) 

study
Ireland 
study

Prelim. 
data 
from 
Finnish 
study

Prelim. 
data 
from 
Swedish 
study

June 
‘11

Further
data 
from 
Sweden

July 
‘11

April 
‘12

Prelim. 
VAESCO 
data







What are the regulator’s information needs?

• Access to real world data for product life-cycle vigilance
• Support for robust regulatory decision making
• Marketing authorisations for products that can support

evolution of immunisation programmes
• Support for innovation in vaccine development

Our goal - public health and public trust



HOW WILL WE MOVE FORWARD?

A sustainable European system to     generate 
rapid and reliable data on vaccines  

Best evidence at the right time to support decision-
making on vaccination in Europe
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