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Il tuo 5x1000 cura, offre diagnosi, migliora la vita. 
 
Ecco perché è importante donarlo a Fondazione Telethon. 
 
Nella dichiarazione dei redditi, metti la tua firma accanto al codice fiscale 04879781005 
nel riquadro “Finanziamento della ricerca scientifica e delle università".  

Nel presente messaggio, corredato dei relativi allegati contiene informazioni da considerarsi strettamente 
riservate, ed è destinato esclusivamente al destinatario sopra indicato per le finalità per le quali viene 
eseguito l'invio. Il destinatario è l'unico autorizzato ad usarlo, copiarlo e, sotto la propria responsabilità, 
diffonderlo ove ciò sia consentito per la natura delle informazioni ivi contenute. Chiunque ricevesse questo 
messaggio per errore o comunque lo leggesse senza esserne legittimato è avvertito che trattenerlo, 
copiarlo, divulgarlo, distribuirlo a persone diverse dal destinatario è severamente proibito, ed è pregato di 
rinviarlo immediatamente al mittente distruggendo l'originale.  

This message with the relevant attachments, contains information to be considered as strictly confidential 
and is intended only for the recipient indicated above for the purposes for which it has been sent. The 
recipient is the only person authorised to use it, copy it, and, under their own responsibility, promulgate it 
where permitted due to the nature of the information contained therein. If anyone receives this message by 
mistake or reads it without being legitimised is warned that keeping, copying, disclosing, distributing it to 
people other than the recipient is severely forbidden, and is kindly asked to send it back to the sender 
immediately and destroy the original.  



 

 

Milan, January 03rd 2019 

 

 

TO: European Ombudsman,  

1 avenue du Président Robert Schuman,  

CS 30403 F-67001  

Strasbourg Cedex 

 

 

SUBJECT:  Comments Ombudsman Inquiry on EMA pre-submission activities 

 

Dear Sir/Madam,  

Fondazione Telethon would like to contribute to the public consultation from the European Ombudsman on how 

the European Medicines Agency engages with medicine developers before they apply for authorisations to 

market their medicines in the EU. 

Below our responses to the questions posed based on our experience: 

1. It may happen that EMA staff members and experts who participate in pre-submission 
activities will be involved in the subsequent scientific evaluation and/or marketing 
authorisation procedure for the same medicine. To what extent is this a matter of concern, if 
at all? Are there specific pre-submission activities of particular concern in this regard? How 
should EMA manage such situations? 

Fondazione Telethon has used frequently in the last years the pre-submission meeting tool 
offered by EMA to the drug developers for Orphan Drug Designation and Scientific 
Advice/Protocol Assistance procedures. Based on our experience, we really valued this tool 
offered for free to the applicants as we always received constructive suggestions on how to 
better position data and rationale in the dossier applications to increase clarity and 










