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Checker – Change requests – part II

07/05/2009

I. CHECKER – NEW RELEASE on 8 May 2009

Starting from 8 may 2009, all submissions uploaded within the internal IT system of the FAMHP, will be technically validated using the updated checker. Given that the adapted checker does not restrict the dossier requirements but enlarges its correct use, no negative impact on submitted files is expected, except for the total path length verification. For all dossiers submitted before 8 may 2009 but uploaded on 8 may 2009 or later, the FAMHP will not take into account errors due to the path length verification regarding the rejection of these dossiers.

1. Extra elements in the tree structure

Given the fact that within module I structure a new folder has been added consequential to legislation adaptations, this folder is now being recognised as correct by the checker as well, the concerned folder is ‘1.10 Information relating to Paediatrics’.

2. Compendial excipients in the tree structure
Within the folder 32p4-contr-excip, different subfolders may appear. If the filename of such subfolder contains the mentioning ‘compendial’, then the files contained in that subfolder will not be validated on correct filenames. The correct number of files in this subfolder can be 1 or many. This origins from the eCTD specifications. 

3. Extra TOC files allowed in the CTD

Conform the NeeS guideline, a first level TOC pdf document may be submitted within folder 0000, the file should be named ctd-toc.pdf. This file may be present in the submitted dossier, if it’s not the case a warning will be given in the report, but no error will be triggered.

A second level TOC pdf document may be submitted within folders M1, M2, M3, M4 and M5. The file should be named mx-toc.pdf, where x = 1 for Module 1, 2 for Module 2, … . This file may be present in the submitted dossier, if it’s not the case a warning will be given in the report, but no error will be triggered.

4. Path length verification

If the total path length (starting from the ‘0000’ folder (included) till the deepest file level) is higher then 230 characters, an error will be marked. This adaptation is done in order to avoid WINDOWS renaming the files during upload within the internal IT system. This renaming is done automatically and results in wrong filenames which might lead to a rejected file. To avoid such rejections, the total path length needs to be controlled and may not exceed the length of 230 characters. This is also an ICH specification.

5. Pdf 1.4 verification

If PDF of other type than version 1.4 are included, a warning is given to the applicant, but no error is marked.

This functionality is included given the NeeS recommendation and the ICH specification to submit PDF version 1.4 files. 

6. Pdf file protection verification

If a PDF file included in the submitted dossier is password-protected then a warning is given to the applicant, but no error is marked. 

This functionality is included given the NeeS recommendation and ICH specification to submit non-password-protected pdf files.
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