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Annex II to the eSubmission Roadmap

Mandatory eCTD in European Procedures

Use of eCTD for all regulatory activities in European 
procedures (DCP/MRP) by 1 January 2018 

• This refers to all submission types for a dossier such as variations, 
renewals, PSURs, ASMFs and so on.

• No baseline submissions are required, however, it is recommended to 
consider a submission of baseline for module 3 in which case the relevant 
guidance should be followed. 



Mandatory eCTD in National Procedures

Use of eCTD for new MAA in NP by 1 July 2018

•This step has been added to the updated version of the eSubmission 
Roadmap to strive for a harmonised approached within the EU….

Use eCTD for all regulatory activities in National 
Procedures (NP) by 1 January 2019

• This step refers to all submission types for a dossier such as variations, 
renewals, PSURs, ASMFs and so on...…… No baseline submissions are 
required, however, it is recommended to consider a submission of baseline 
for module 3 in which case the relevant guidance6 should be followed.

From Annex II to the eSubmission Roadmap

For ASMF in centralised procedure, the eCTD format has become mandatory 
on 1 July 2016. 

For MRP/DCP it will became the mandatory format as of 1 January 2018.

The eCTD ASMF dossier will be submitted with its applicant part and 
restricted part by the ASMF holder and will have its own lifecycle.

The marketing authorisation application and the ASMF need not to have the 
same format. However, if the MAA is in eCTD format then the applicant’s part 
of the ASMF should be included also in the MAA eCTD dossier.



Statistics: New MAA submitted to the MPA Q1-2 2017
Format (% of total submissions)
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*) MRP: Format by the start of the MR procedure

Submissions in total: 119 in DCP, 22 in MRP and 21 in NP

Statistics: Variations submitted to the MPA Q1-2 2017
Format (% of total submissions)
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Submissions in total: 2330in MRP and 662 in NP

No statistics made for ASMF, but 
estimation is about 100% for WS-
ASMF, about 50% for other ASMF 
in MRP/DCP and about 10% in NP



eCTD Validation criteria

Important eCTD related documents 

eCTD Specification (v 3.2)

EU eCTD Module 1 Specification (v 3.0.2, April 2017)

Harmonised Technical Guidance for eCTD Submissions in the EU (V 4.0, April 2016)

eCTD Validation criteria (V 6.1, July 2016)

Draft Practical Guidance on the use of the eCTD format for ASMF for Active Substance Master File 
Holders and Marketing Authorisation Holders MAHs (draft v 1.5)



Thank you for your attention


