16 Reference Member State forwards draft assessment report to Concerned Member States and the Applicant
The Reference Member State (RMS) has assessed the content of the submission unit for Global Fixit from Acme Pharmaceuticals. Received comments from the Concerned Member States (CMS) and consolidated these into draft summary of the assessment, with points for clarification for the applicant. This summary is called the Draft Assessment Report (DAR).

The RMS sends a submission unit to all CMS which identifies the submission type (List 8). The submission unit consists of the DAR and the product information (SmPC, PL and labelling). It also identifies that the submission unit is associated with the new initial marketing application procedure (Information 3 and 4a).  Other information needed for tracking purposes comes from Lists 1, 2, 3, 4, 6, 8 and Information 1, 2, and 6.
The RMS also sends a submission unit to Acme Pharmaceuticals, which identifies the submission type (List 8).  This submission unit consists of a notification of awareness, a copy of the DAR (but with specific confidential information excluded from the version sent to the CMS) and the product information (SmPC, PL and labelling). It also identifies that the submission unit is associated with the new initial marketing application procedure (Information 3 and 4a).  Other information needed for tracking purposes comes from Lists 1, 2, 3, 4, 6, 8 and Information 1, 2, and 6.
[Currently, these steps are not carried out in the eCTD and may not be in the future.]
