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EPP, S&D, ALDE, Greens/EFA, ECR, GUE/NGL 

Compromise amendment replacing Amendments 51, 527, 528, 529, IMCO 95, ITRE 
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Proposal for a regulation 

Article 34 – paragraphs 3 and 3a 

 

Text proposed by the Commission Amendment 

3. Within one year from the end of a 

clinical trial, the sponsor shall submit to 

the EU database a summary of the results 

of the clinical trial.  

3. Irrespective of the outcome of the 

clinical trial, within one year from the end 

of a clinical trial or from its early 

termination, the sponsor shall submit to 

the EU database a summary of the results 

of the clinical trial in accordance with 

Annex IIIa of the regulation. It shall be 

accompanied by a summary presented in 

terms that are easily understandable to a 

layperson. 

However, where, for scientific reasons, it is 

not possible to submit a summary of the 

results within one year, the summary of 

results shall be submitted as soon as it is 

available. In this case, the protocol shall 

specify when the results are going to be 

submitted, together with an explanation. 

However, where, for justified scientific 

reasons, it is not possible to submit a 

summary of the results within one year, the 

summary of results shall be submitted as 

soon as it is available. In this case, the 

protocol shall specify when the results are 

going to be submitted, together with a 

justification. 

 Besides the summary of the results, where 

the trial was intended to be used for 

obtaining a marketing authorisation for 

the medicinal product, the sponsor shall 

submit to the EU database the clinical 

study report 30 days after marketing 
authorisation has been granted, the 
decision-making process on an 
application for a marketing 
authorisation has been completed, or the 
sponsor has decided not to submit an 
application for marketing authorisation.  

 In the event of sponsor non-compliance 

with the obligations referred to in this 

paragraph, financial penalties shall be 

imposed by the Member States concerned. 

The penalties shall be effective, 

proportionate and dissuasive. 



 3a. The Commission shall be empowered 

to adopt delegated acts in accordance with 

Article 85 in order to define the content 

and structure of the layperson's summary. 

 The Commission shall be empowered to 

adopt delegated acts in accordance with 

Article 85 in order to establish rules for 

the communication of the clinical study 

report. 

 For cases where the sponsor decides to 

share raw data on a voluntary basis, the 

Commission shall produce guidelines for 

the formatting and sharing of the data. 

 


