
The involvement of patient organisations 
in the Regulatory Agencies across Europe 

 
The Spanish case for medicines 



Our view... 

An integrated view of life cycle of medicines 
• Integration of procedures along development 

of medicines up to access  
• Integration into a single, cooperative 

regulatory network 
• Integration with any relevant stakeholder, 

notably patients, in any pace of this journey 
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Take off and landing 



Where can patients be integrated? 



everywhere 



Clinical trials... 

• As experts for the sponsors (both commercial and 
non-commercial) 

• As sponsors of non-commercial  CT 
– The agency gives full support to this initiatives 

through the Office for Supporting Clinical Investigation 

• As members of Ethics Committees (EC) 
– Since January 2016 all EC should incorporate patients 

representatives 

• As participants in CT 



In the evaluation of the results… 

• As members of the Committees 
– The agency had already representatives of 

consumers in its Committees 
– Since 2016 also incorporate patients 

representatives in the Safety Committee and the 
Committee of Medicines for Human Use  

• Patients’ associations are regularly consulted 
in the Therapeutic Positioning Reports that 
coordinates the Agency as HTA for medicines 
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The journey of patients... 
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What do the patients need? 
How can we help? 

It was 1929... 
 
Virginia Woolf gave a conference about  the 
reasons why there had been so few women 
writers up to then. 
 
According to her views, women lacked their 
own space (a room of their own), 
independence (five hundred pounds a year) 
and tradition (a group of women writers who 
could be their models) 
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Collaboration with EUPATI Spain 



Initiatives ongoing… 

• A close relationship with EUPATI Spain and 
other patient’s initiatives to promote a critical 
mass of trained patients who can participate 
in all activities related to the development, 
authorization and access to medicines  

• A kind of ombudsman for patients? 
• A Committee just for patients? 



Thank you for your attention 

César Hernández García 
smhaem@aemps.es  
 
Agencia Española de Medicamentos y Productos Sanitarios 
Calle Campezo 1  •  Edificio 8  •  E-28022 Madrid  •  España/Spain 

More information 
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