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HMA eSubmission Roadmap

+ Final HMA eSubmission Roatmap (adoptes) The final updated version of the eSubmission Roadmag 2.0 was adopted by the EU TMS on and endorsed by the HMA on the 24th of February 2017
Readmap vil b published to refisct further detais on the practical mplementaticn steps.

- eSubmission Readmap (visusl representation) The final updated version of the sSubmission Roadmap v2.0 visusl representation of the tmalines.

to the iS5 di

+ Annex 2 to the HMA eSubmission Raadmap on the implementation of mandatory use of sCTD format for regulatory submissions. This revised versicn of the annex 2 to the raadmap has baen adof

+ Annex V1 1o the HMA eSubmission Roadmap on the implementation of mandstory use of VNe=S format for Veterinary reguistory submissions. This revised version of the annex VI o the roadmap
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Annex Il to the eSubmission Roadmap

10 March 2017

Annex 2 to the HMA eSubmission Roadmap: Implementation of
mandatory use of eCTD format for regulatory submissions

Status: Final updated version adopted by the eSubmission CMB

Scope

This annex is intended for both applicants and national authorities and describes details:
+ to be monitored during implementation;
« for additional guidance to support a smooth processing of eCTD submissions and to
avoid uncertainties on how to handle eCTD correcily;
¢ on aspecis to be mitigated to cover concerns and identified hurdles.

Stream |1, which refers to the implementation of eCTD as per the HMA eSubmission
Roadmap, only applies for products for human use, since veterinary products are handled in
another stream. The outline of stream Il defines different steps for implementation:

' LAKEMEDELSVERKET

MEDICAL PRODUCTS AGENCY

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.
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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.
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From Annex Il 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.
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Statistics: New MAA submitted to the MPA Q1-2 2017
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Submissions in total: 119 in DCP, 22 in MRP and 21 in NP

*) MRP: Format by the start of the MR procedure
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Statistics: Variations submitted to the MPA Q1-2 2017
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No statistics made for ASMF, but
estimation is about 100% for WS-

g i i . i ASMF, about 50% for other ASMF
Submissions in total: 2330in MRP and 662 in NP in MRP/DCP and about 10% in NP
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EU Region eCTD Validation Criteria

Version 6.1 eCTD Validation criteria

March 2016

+ 1| Document Change Control CTD Valdation Critera File-Folder Structure & Names Files and Folders Q&A Picklist Values

m3

i 5 i = 5 ma-toc. pdf
Lifecycle 32.b0dy-data
Typeof | needed? YES' 32s-drug-sub
Lo > | - '\M s drug-substance mutiple branches possible
[The specited flenane s uszd & Fic s named ch-cd- 320

32s1-gen-info

T2 [oom [Fhe Tl s paced  he corect for i i Toer OGOUAVAIG nomenclature-var.pdf
5o (% crrenly aceepiabi versn of s 570 & used (heckaum | PF Currently accepiabie versions ar descrbed n e curent CH eCTi structure-var pdf
matches the publshed vlue) Specicaton (The checksum for e 0T i €CTD v3.2 (ch-ctd-3- general-properties-var.pdf
2.00) & 106%31ccs0638T 0 te3TEeS 9821 3250.mn
oo o 7 v Wi rference  any Guince, gang back o an caler manufacturer-var pa
[seauence beingtesed s igher than or equelto the version version  notalowed when a newer versin has aiready been manuf-process-and-controks-var pdf
sequence numericaly precedng he used fo that sCTD. Th sequence numericaly precedng the control of. materile.var pdf
ncoming sequence in e eCTD fecyc. incoming sequence i the eCTO ffecycle refes to he nighest
runberea seauence that s numericaty ower than the incoming contiokcrdieah stepe-var pdf
scauence process-vaidation-var.pof
manuf process-development.-var pdf
[The crterin should ony be teted fhere are seauences wih 3285 charac
lower sequence numbers prosert.
et i elucidation-of-structure-var.pdf
e eine g et et o vl g vion | ! nputics-ust pdt
|of the DTD used in the sequence numericall succeeding the incoming sequence in the eCTD lfecycle refers to the owest 32s4-contr-drug-sub
incoring sequence inthe eCTD ffecyce. numbered sequence that is numericaly higher than the incoming cristrat-var.pdf

scavence. 32s41-spec

‘specification-var.pdf
[The crteron should anly be tested i there are sequences win 3204 anatyt proc

nigher seaueace numbers present
T [Cnsiyeshest [The speciied flename s used L '—m s named ecid-2-008] analytical-procedure. pdf

32s43-val-analyt-proc

EE N LT iy i froe uanaytpree
Emcre w oo S puliator-onlt rocadurspd
publshed checksum for the stylesheet associated with the eCTD specification v3.2 (ectd-2-0.xsl) is s tch-analys
|DTD used for the sequence_ 3a078202455¢954a2€b203c5bb443177 batch-analyses-var.pdf
I e 7 e s2645 usti apee
lustification-of-specification-var pdf

7 [wwion [Fhe T s paced  he corect o £ i Toer FOGOUAVALA
| 3286-ret-stand

reference-standards-var.pdf

32s6-cont-closure-sys
contaer-closure-system-var.pdf

32s7-stab
stabilty-summary-var,pdf
postapprovak-stabiity-var pdf
‘stabiity-data-var. pdf
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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)
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Thank you for your attention




