13. RMS consults with CMSs and Applicant and reaches consensus

The Reference Member State (RMS) has consulted with the Applicant, Acme Pharmaceuticals, and a consensus has been reached.  The discussion about the draft documents will be carried out outside of the eCTD.
Acme Pharmaceuticals send a submission unit to the RMS and the Concerned Members States (CMS) which contains the final English version of the SmPC, labelling and PL. The submission unit message identifies the submitted files with identification of applicable country and language (List 4) for these documents. It also identifies that the submission unit is associated with the new initial marketing application procedure
The RMS sends a submission unit to Acme Pharmaceuticals and the CMS which identifies the submission type (List 8). The submission unit contains a letter to inform the Applicant that a consensus is reached and that the procedure is closed and the submission approved. 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.
