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Implementation information for the new eCTD and NeeS validation criteria 2011
The new validation criteria for eCTD and NeeS have been proposed by the TIGes Harmonisation Group taking in the member’s current experience with electronic submissions and also the Change Requests concerning the technical validation referred to the group by the Change Control Board (CCB).

The first proposal for the new validation criteria was published at the EMA website for open consultation between 5 and 26 November, updated criteria documents were then discussed at the TIGes December meeting following an adoption by 24 January trough a written procedure.
The new validation criteria will come into force 1 September and be used for the technical validation for electronic submissions received from that day to the NCAs and EMA. The old criteria should no longer apply from that day. Therefore, it is important that applicants plan their submissions very carefully around this date.
By publication now it is supposed to give time enough for tool vendors to upgrade the software and new versions would be expected by April/May to then give enough time for industry and authorities to implement the tool well in time.
The new validation criteria have two levels of checks; Pass/Fail (P/F) and Best Practice (BP) which is explained in the document. The validation tools are to be designed so that the results from the checks are presented very clear as failure to P/F criteria and BP criteria separately.
The applicant should make every effort to address these areas before the electronic submission is submitted to the authority. All P/F criteria have to be fulfilled. If any BP criterion is not met it should normally be explained in the cover letter or reviewer's guide.

NCAs should not invalidate submissions due to failure of meeting the BP criteria, but if the eCTD or NeeS fail to meet the P/F criteria the submission would be subject for resubmission of a technically corrected submission.
Some of the checks that are now contradictory to current specifications or guidelines for eCTD and NeeS and Change Requests have been provided for these issues and updates of the concerned documents are planned. If any doubt about differences, the new validation criteria should be the correct document to refer to when coming into effect.

