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Vaccine model informed consent

Project in collaboration 

with the Clinical Trial 

College

With the support of a 

dedicated working 

group EC, Sponsors, 

clinical trials sites) 

Ensure vaccine specificities are 
included

Create a shorter ICF form without 
compromising quality

Increase volunteer comprehension 
through:
• Increasing readability
• Implementation of visual aids
• Applying subject feedback

English ICF version by end of 
March 2020
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Guidance on the use of GMO in clinical trials

 Available on FAMHP and Sciensano website
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And a review on regulatory framework

Presenter
Presentation Notes
In addition to this guidance,  for those who are interested by the topic, we have also recently published a review where we have analyzed clinical trial landscape and regulatory framework in Europe . 
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Discovery PhI PhII PhIII PhIV

Correlates of protection
Establish a challenge 
model
Insights on an infectious 
disease

Screening of 
different Vaccine 

candidates/treatmen
ts

Go/no-Go
Efficacy trials

Would not replace pivotal 
phase 3 but should be 
considered as a good 

complement of information New strains adaptation
Is the treatment/vaccine still 

protective for these new 
strains?

Selection decision for vaccines
Stop the development of 
unsuccessful candidates

Human Challenge trials

Clinical studies in which a limited number of trial participants are 
intentionally infected – i.e. challenged – with a pathogenic strain, 
being attenuated or not, in order to mimic the natural host-pathogen 
interaction

FAMHP position paper aims to clarify how to conduct CHI 
studies in Belgium, with the associated quality and safety 
requirements. 

Presenter
Presentation Notes

And a last project in the field of clinical trials is our project around human challenge trials.  
Human challenge trials are studies in which a participant is intentionally infected or challenged by a pathogen strain in order to mimic disease. 
They can be used at different stades of the development of a vaccine, but are mainly use in early phase to select a candidate or to study disease . 
As for the previous work on GMO, we have noticed that we received an increasing number of questions regarding the conduct of such trials. So we have decided to write a position paper to clarify how those studies should be conducted in Belgium, and what are the quality and safety requirement of challenge strains. 
In parrallell of this developemnt, we are also discussing with other european member states to try to find an harmonized approach. 
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Vaccinovigilance Advisory Committee (VAC)

The VAC is a committee of FAMHP, DG-POST, created in October 

2018

The aim of this workgroup is to address concerns: 

- identified from pharmacovigilance activities or
- raised by all stakeholders and more specifically the public 

and health authorities 
on the safety of vaccines through effective use of vaccine 

pharmacovigilance principles and methods.

The VAC  is composed of representatives from various Belgian Public 

Health Institutions, Scientific committees and patient representatives 
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Shortage: Famhp approach

• Strengthening the procedure to track unavailability 

notifications 

• Analysis of every unavailable product according to a 

decision tree showing the criticality of unavailability 

(duration, alternative, indication)  different measures can

be taken: 

- replacement by an available alternative

- import by firm or pharmacist

- if no solution: task force 



9
FAMHP Vaccine Symposium
06 December 2019

Shortage: vaccine considerations

• Most times few alternatives are available

• If global issue, import is not an option

• Major impact on public health

• Tenders vs others markets

⇒ Collaboration with the CSS/HGR to prepare proactive 

recommendations/prioritisation

⇒ Follow European Joint Action on Vaccination 
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Thank you for your attention 

Presenter
Presentation Notes
I thank you for your attention and I can take few questions now or you can also come to see me at a break. 
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Contact

Federal Agency for Medicines and Health Products –
FAMHP

Victor Hortaplein - Place Victor Horta 40/40 
1060 BRUSSELS

tel. + 32 2 528 40 00
fax + 32 2 528 40 01

e-mail welcome@fagg-afmps.be

www.famhp.be

Follow the FAMHP on Facebook, Twitter and LinkedIn

mailto:welcome@fagg-afmps.be
http://www.famhp.be/


Your medicines and health products,
our concern
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