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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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Same table as used in Volume 1 with the information under 1.3.1 – 1.3.9 should be inserted here.
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In every chapter (B.1, B.2, etc.) in Volume 3 (AS) the reference relied on heading should start with a paragraph indicating how the literature search was carried out and if this is considered acceptable. It should also be indicated if the RMS can agree with the justifications given by the notifier (especially for non-relevant literature).This is not expected to be a detailed study-by-study consideration. Relevant literature would be evaluated and assessed in the normal way within each section.

For (draft) renewal assessment reports the reference lists at the end of each section/chapter (sorted by data requirement) should include the newly submitted data relied upon as well as those original submitted tests and studies that are still considered relevant to support the application for renewal. However these studies should be clearly identified in the reference list as well as in the individual study sections. This could be done by consistent use of a statement for each study:
Previous evaluation: responded “N.A”. for NAS, “Submitted for the purpose of renewal”, or “In DAR (year)”, “In addendum to DAR (year)” or any other appropriate
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[bookmark: _GoBack]1 In order to facilitate the compilation of the final list of the tests and studies relied upon and the corresponding data protection, indicate whether the study was used in the previous DAR/RAR or, when the information is available, whether the study was already submitted in the framework of national authorisations.
2 See Art.3 of Annex of Regulation No 283/2013 and 284/2013
3 The RMS shall check that the GLP statement has been properly signed in the study report, that the study results are properly reported in accordance with GLP standards and following the relevant guidance by OECD on the review of the GLP status of non-clinical safety data (currently under development).
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