15.
Reference Member State sends updated timetable/clock re-start letter
The Reference Member State (RMS) and applicant agree the timetable. The RMS sends a revised timetable and a clock re-start letter.

The RMS sends a submission unit to all CMS which identifies the submission type (List 8). The submission unit consists of the timetable and clock-restart letter. 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.
[This step is currently done outside the eCTD and may continue to be done outside the eCTD in the future.]
The RMS sends a submission unit to Acme Pharmaceuticals, which identifies the submission type (List 7). This submission unit consists of the timetable and clock-restart letter. It also identifies that the submission unit is associated with the 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.
