7. Notification of business validation failures of a submission unit – country specific document
The French regulatory authority has identified the application form for their country has been completed incorrectly and in order for the submission unit for Global Fixit to be accepted for review a replacement application form should be submitted.

The French regulatory authority sends a submission unit to Acme Pharmaceuticals which identifies the submission type (List 8) and includes a document that identifies the reasons for business validation failure and requests that a replacement application form is submitted in an additional submission unit. It also identifies that this message relates to the initial submission unit for Global Fixit.
