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» FEEDXEFXRL(I/IN\Y T =N EFren/e:
 eCTD v4.0 Change Request/Q&A v1.5 (step 4)
* Specification for Submission Formats for eCTD document
v1.3 (step 4)
« eCTD v4.0 Implementation Package v1.4 (step 4)
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=eCTD v4.0 Change Request/Q&A v1.5
«v1.4D 5249 Change requestiBfll
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» F/KERHY) - eCTD v4.0 Implementation Package v1.4
oment " Tuenion | rormat

eCTD v4.0 Implementation Guide 1.4 PDF

eCTD v4.0 Controlled Vocabularies 1.4 Spreadsheet
eCTD v3.2.2 Transition Mapping Message Controlled Vocabularies 1.4 Spreadsheet
Genericode Files - Folder and files
Package History - PDF

“ESTRIC6/170F 2 CTHEHFA. LT LKDHEIER]EE

* |CH electronic Common Technical Document - eCTD v4.0

= https://www.ich.org/page/ich-electronic-common-technical-document-ectd-
v40
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FREFRIEILLTFOESD:
= |CH eCTD v4.0 Implementation Guide

» Address Media Type in IG
= Document Reuse/File Reuse (within application and across applications -
regional)
= Business Rules/Validation Rules
= Keyword Type Constraints (00580 & 00590)
» Required keywords
» Study Id Study Title validation
» Allowable Characters

= Controlled Vocabularies , Genericode Files

* Document Types (00600) - M8 CL3 ich-document.gc_v2.xml (update) and M8
CL3 ich-document-tmm.gc_v3.xml (update)

Added CDISC — SDTM, SEND and ADAM

Media Type (00600) - M8 media-type.gc_vl.xml (remove)

Context of Use correction (00570) — remove excipient under 3.2.p.5
Implementation Guide OID — corrected assignment (both TMM and v4.0)
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* Change request for v3.2.2 Q&A
* Change request for v4.0 Q&A
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Region Technical Pilot! | Implementation Dates? Implementation Documents

2Q 2023 3Q 2023 (Production Pilot)
ANVISA, Brazil | d TBD
(Planned) 2023 (Voluntary)
EC, Europe TBD EC, Europe regional implementation page_

2023 (Voluntary)
FDA, United States 2022 (Planned) FDA, United States regional implementation page
2028 (Mandatory)

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

2026 (Mandatory)

2022 (Moluntary)
MHLW/PMDA, Japan 2021 (Planned) MHLW/PMDA, Japan regional implementation page
2026 (Mandatory)

2023 (Voluntary)
Swissmedic, Switzerland = 2022 (Planned) Swissmedic, Switzerland regional implementation page

2027 (Mandatory)

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

1A Technical 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 make 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 regulator for regulatory review.

The objective of this testing is to ensure that the production environment is ready for a 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 complete.

Mandatory dates indicate when all submissions will be required to be in the eCTD v4.0 format

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

(B B8 : https://www.ich.org/page/ich-electronic-common-technical-document-ectd-v40)

This ir ion will be i based on the of ing i ion activities.

[Updated January 2021]
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