19 Reference Member State sends Assessment Report to Coordination Group (CMSs) and Applicant for Breakout Session
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 an assessment report
The RMS sends a submission unit to the Coordination Group which identifies the submission type (List 8). The submission unit consists of the assessment report and other relevant information. 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 the assessmenr report and relevant information. 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.]
Supporting documents (to be provided)

List 8 : Controlled terms for submission types (regulators)

