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The RMS is the author of the Assessment Report. The Assessment Report is based on the 
validation by the RMS, and the verification during the EFSA peer-review process, of the 
information submitted by the Applicant in the dossier, including the Applicant’s assessments 

provided in the summary dossier. As a consequence, data and information including 
assessments and conclusions, validated and verified by the RMS experts, may be taken from 
the applicant’s (summary) dossier and included as such or adapted/modified by the RMS in 
the Assessment Report. For reasons of efficiency, the Assessment Report should include the 

information validated/verified by the RMS, without detailing which elements have been taken 
or modified from the Applicant’s assessment. As the Applicant’s summary dossier is 
published, the experts, interested parties, and the public may compare both documents for 
getting details on which elements of the Applicant’s dossier have been validated/verified and 

which ones have been modified by the RMS. Nevertheless, the views and conclusions of the 
RMS should always be clearly and transparently reported; the conclusions from the applicant 
should be included as an Applicant’s statement for every single study reported at study level; 
and the RMS should justify the final assessment for each endpoint in all cases, indicating in  a 

clear way the Applicant’s assessment and the RMS reasons for supporting or not the view of  
the Applicant. 
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A. LIST OF THE TESTS, STUDIES AND INFORMATION SUBMITTED 
 
Here are presented all studies (regulatory and literature review) listed by GRG in the documents L submit ted . 

Given the large number of data submitted, the list was not checked by the RMS. The applicant is requested  to 
submit an updated Document L including all studies for which study reports have been submit ted  (except  if  
listed in point A10). 

 
 

A.1. IDENTITY  
 

No non-confidential data. 
 

 


















































































































































































































































































































































































































































































































































































