10. Adding a submission unit to an existing DCP – country specific submission unit
Acme Pharmaceuticals have received a request from the French regulatory authority has identified that the application form for their country has been completed incorrectly and has requested a replacement application form.
Acme Pharmaceuticals prepares a new submission unit for Global Fixit.  It identifies the type of submission unit (List 7) that the submission unit is associated with the new initial marketing application procedure (Information 3 and 4a).  In this submission unit, the submission unit message identifies that France is the only recipient country (List 1) and regulatory agency (see List 2) included in the procedure (List 3), identifies the submitted files, and indicates the document category or categories that the files belong together with identification of applicable country and language (List 4) for specific documents. The submission unit comprises categories defined by EU (List 6).  Additional information about the product (Information 1), the MAH (Information 2) and submission description (Information 6) may also need to be provided.  It identifies that the application form for France in the initial submission unit is to be replaced by the application form in this submission unit.
Acme Pharmaceuticals sends the submission unit the French regulatory authority which receives it, undertake successful technical validation (Storyboard 2), loads the submission unit into the Review System and performs business validation (Storyboard 3) and concludes that the application form is now appropriate to be able to initiate the procedure.
The RMS informs Acme Pharmaceuticals using an RPS Message with an appropriate agency submission type (List 8) and the procedure timetable.  (If created as an RPS message then the message will identify the information from Lists 1, 2 and 3 and the information from Information 1, 3, 4a, 6).

The submission status (Information 7) is set to “pending”.

