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Why should a patient organisation be involved in reporting of 
adverse event ? 
 
 
1. Lack of reporting of AE from healthcare providers even if it is 

mandatory to report them in all EU countries 
2. Lack of drug surveillance after the marketing authorisation 
3. Patients need to be aware/educated that a drug has benefits 

and also represents risks 
4. If patients report, it will improve the knowledge about the drug 

and benefits for every one. 
5. Any report can improve the drug safety level 
6. Reinforce the patient empowerment 

 
 

 



In 2014, AFH decided to answer to a call for project from the French 
National drug Agency (ANSM) dedicated to patients organisation. 
 
The Call for project title was « Help patient to report adverse events: self 
reporting of adverse events due to drugs ». Since 2012, the ANSM has 
tried to increase the number of patients reports. 
 
The AFH, and 7 other patients organisations, won the bid and received 
€20,000 to do so for rare bleeding disorders. 
 
We wanted to do it 
- in order to develop a culture of reporting inside our community, and 

reinforce the patient empowerment: We, as patient, are also actors 
of our own safety. 

- In order to increase the reporting by Healthcare providers which are 
far from being exhaustive. 

- In order to show to the industry that we, as patient organisations, pay 
attention to the benefits and the risks of the upcoming drugs on the 
market. 



The concept was to create different tools to raise awareness within our 
community on adverse events and to help patients while reporting with the 
partnership of Maladies Rares Info Service (Rare Disease Platform). 
 
It is a joint project with Permedes (pharmacist group specialists on CFC), the 
Hemophilia Reference Center (CRMH), the French society for pharmacoclinic 
(SFPC) and the AFH which has conducted the project. 
 
After 12 months of work, and thanks to the leadership of Jean-Christophe 
Bosq, member of the AFH Steering committee and in charge of Public health, 
and Berengere Blaize, former AFH employee and now communication 
consultant, we have managed to develop different tools. 
 
A specific web site (www.declarerunevenementindesirable.afh.asso.fr), a 
workshop about adverse event during our national congress in june 2014, a 
Poster (80 copies), a booklet (4.000 copies), a flyer (4.000 copies), 3 videos 
and a  partnership with Maladies Rares info service. 





Mathieu guides the user through these different tools (video, 
booklet, flyer), He is a patient with haemophilia, who suddenly has 
a rash after an injection and calls his doctor to tell what is 
happening.  
 
Mathieu describes what a patient has to do. 
 
Mathieu explains what is a drug, what is an adverse event, who is 
in charge of the reporting and how to report it, and why it is 
important to report it: 
- Detect unknown effects,  
- Improve knowledge for known effects 
- Reassess the benefit/risk balance of a drug 
- Promote a better use of a drug 





Thanks to Bérengère Blaize, AFH 
 
Jean-Christophe Bosq, AFH, project manager, 
 
And to the following healthcare providers: 
 
Dr Chantal Rothschild, hematologist, AP-HP, HTC, CRMH, Necker, Paris 
Dr Valérie Chamouard, pharmacist, HCL, HTC, CRMH, Herriot, Lyon  
Dr Isabelle Lopez, pharmacist, AP-HP, HTC, Cochin, Paris 
Dr Thierry Vial, SFPC, pharmacist, Lyon 
 
And Claire Compagnon, AFH 
 
Communication: Visceral Agency 
 



 
Merci, thanks, obrigado, danke, multumesc, 

благодаря, kiitos, спасибо, gracias, 
dankjewel, aitäh ! 

 
 


