1. Creating a new Decentralised Procedure application and submission 

Acme Pharmaceuticals has prepared information relating to its new product - Global Fixit. This information provides information about the quality, safety and effectiveness of the product, and consists of many files that Acme has collected over several years. Acme has collated these files, which are designed to address a previously defined set of categories, into its first submission unit. The first submission unit will be sent to multiple regulatory authorities within Europe for marketing approval through the Decentralised Procedure. One county will be defined and act as Reference Member State (RMS) and the others will be defined and act as Concerned Member States (CMSs).  The submission unit contains documents that are common to all countries but also documents that are specific to individual countries and languages.  
In this initial submission unit, the submission unit message identifies all the countries (List 1) and regulatory agencies (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 CTD sections defined by ICH (Modules 2-5) (List 5) and by EU (List 6).

This first submission unit commences the application and represents the first regulatory submission (List 7) for that application. 
The submission unit also contains a number of additional items of information, including information about the product (Information 1), about the MAH (Information 2), the application ID (Information 3, but note that this will not be assigned by the receiving agencies at this point in the process) and a submission unit description (Information 6).
The initial status of the Submission (Information 7) is “submitted”.
Since this is the initial submission unit for the application, each file in this submission unit is active. The submission is then transmitted to the regulatory authorities. 

