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Region Technical Pilot! | Implementation Dates? | Implementation Decuments
) 20 2023 3Q 2023 (Production Pilot)
ANVISA, Brazil ? d TBD
(Planned) 2023 (Voluntary)
EC, Europe Implementation update
expected in September EC, Eurgpe regional implementation page
2021

2023 (Voluntary) ) } ) )
FD&, United States 2022 (Planned) FD&, United States regional implementation page
2028 (Mandatory)

2023 (Voluntary) ) ) )
Health Canada, Canada 2022 (Planned) Health Canada, Canada regional implementation page
2026 (Mandatory)

2Q 2021 2022 {\-’oluntary}

MHLW/PMDA, Japan regional implementation page
(Started) 2026 (Mandatory)

MHLW/PMDA, Japan

2023 (Voluntary) ) ) ) ) ) )
Swissmedic, Switzerland 2022 (Planned) Swizsmedic, Switzerand regional implementation page
2027 (Mandatory)

TGA, Australia TBD 2023 (Voluntary) 2022 (Planned)

1 ATechnical pilot includes industry parties (participation may be limited in some regions) who will submit sample/test submissions. The objective of this testing
is to determine if the implementation satisfies the requirements in the technical specification, and meake any changes prior to accepting eCTD v4.0 submissions

in the production environment.

2 A Production pilot includes industry parties (participation may be limited in some regions) who will submit submissions to the regulstor for regulatony review.

The ohjective of this testing is to ensure that the production environment is ready for & full release, and to accept the production volume of submissions.

Voluntary dates indicate when eCTD v4.0 submissions will be accepted into the production environment after all pilots are complets.

Mandatory dates indicate when all submissions will be reguired to be in the eCTD w40 format.

TED = Dates and,/or materials are not vet known or not ready for public release, respectively.

This information will be updated biannually based on the progress of ongoing implementation activities.

[Updated in July 2021] (B B8 : https://www.ich.org/page/ich-electronic-common-technical-document-ectd-v40)
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