Reference Member State  (RMS) and Concerned Member State (CMS) sends final outcome to Applicant
The Reference Member State (RMS) and each Concerned Member States (CMS) have reached a consensus on the submission unit for Global Fixit from Acme Pharmaceuticals.  This decision could be an approval or a rejection.
The RMS and each of the CMSs send a submission unit to Acme Pharmaceuticals identifies the submission type (List 8). The submission unit consists of the relevant documentation for the decision that has been reached.  The documentation will include the letter with the decision, but could include other supporting documentation, such as the approved SPC document in the case of an approval 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 status (Information 7) is changed to “approved” or “rejected”
