
For all documents to be added to the 
dossier. E.g. missing documents requested
during validation, or a new protocol version 
requested during assessment.

Optional, only for documents containing 
the response to this specific consideration



Clicking ‘Change application’ and confirming it, leads you back to the dossier, where documents can be added similar to the initial submission.
Click the lock and navigate to the right location.

Update: to upload a new version of an existing 
document, e.g. protocol v2 with changes requested by 
the MS. You are asked to enter a version number and
date, but the document title in CTIS cannot be changed!

Add document: to upload completely new 
documents, e.g. missing documents 
requested by the MS during validation. 
The System version will be 1.00

→ When uploading documents into CTIS, the PDF file itself can have any name, but remove the version number and date from the CTIS title field! 



Uploading a new version of an existing document using the Update-button, creates System Version 2.00

Own version number, date and 
comment, as entered during the upload

CTIS system version, does not necessarily 
match own version number

Newest version is shown on the left, 
previous versions are shown here.



When finished adding new/changed documents to the application, navigate back to the RFI response.

It is now indicated that changes to the application were made, and it is mandatory to upload a list of changes.


