4. Notification of critical technical validation failures of a submission unit
The Reference Member State (RMS) and each Concerned Member States (CMS) have each identified that the submission unit for Global Fixit from Acme Pharmaceuticals has technical issues that are of a sufficiently critical nature (Pass/Fail) as to preclude loading into the Review System.
The RMS and each CMS sends a communication to Acme Pharmaceuticals that includes the reasons identified for technical invalidation and a request that the submission is corrected and resubmitted. 
Note, as the RMS/CMS has been unable to load the submission unit, the communication back to the applicant must be outside of the eCTD/RPS format.

