2. Technical validation of the initial submission unit for a Decentralised Procedure
The Reference Member State (RMS) and each Concerned Member States (CMS) receive the first submission unit individually for Global Fixit from Acme Pharmaceuticals.  In each regulatory authority the submission unit is loaded into a processing area and a technical validation of the submission unit is undertaken against a defined set of validation criteria.  
The results of this validation testing can be:

· Pass validation with no errors

· A critical error which will prevent the submission unit from being loaded into the Review System (defined as Pass/Fail)

· A minor error which will not prevent the submission unit from being loaded into the Review System (defined as a Best Practice check)

If no errors are identified the RMS and CMS load the submissions into their Review Systems.

If Critical (Pass/Fail) errors are identified the RMS and/or CMSs inform Acme Pharmaceuticals (see Storyboard 4).  The submission is not loaded into their Review Systems.

If Minor (Best Practice) issues are identified the RMS and/or CMSs may inform Acme Pharmaceuticals (see Storyboard 5a) and the submission unit is loaded into their Review Systems

Once loaded into the Review Systems the RMS and CMSs undertake business validation to ensure that the content of the submission unit is appropriate for review (see Storyboard 3).  
