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Region Voluntary Mandatory
ANVISA, Brazil 2026 -

2025 (for CAPs) / 2026 (for
EC, Europe MRP/DCP/NP) 2027 (for CAPs)
FDA, United 2024 5029
States
Health Canada, 2026 5028
Canada
MFEDS, Republic 2027 )
of Korea
Swissmedic, 2026 2029
Switzerland
TGA, Australia 2026 TBD

<https://www.ich.org/page/ich-electronic-common-technical-document-ectd-v40>
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Step 4 Implementation Documents

ICH eCTD v4.0 Implementation Guide Package

To download the package, k here
This Implementation Guide Package contains the Implementation Guide and the schema files.

Note that these documents need to be used in conjunction with the Regional/Module 1 documents
provided on each of the regional consultation pages (see links below).

Version
File Name
Number
. i
ICH eCTD v4.0 Implementation . .

g : eCTD v4_0_Implementation_Package_History_v1_6.pdf V1.6 c
Guide History i
ICH eCTD v4.0 Implementation ) ) I

. ICH_eCTDv4_0_ImplementationGuide_v1_6.pdf V1.6 c
Guide

hema Files for eCTD v4. F
STeA Thes o aCTD M0 ICH_eCTD_v4_SchemafFiles -

Message S

ICH eCTD v4.0 Controlled Vocabulary Package

To download the package, K here

This Caontrolled Vacabulary Packaae contains the eCTD w4 0 Code | ist and associated Cenericode files

https://www.ich.org/page/ich-electronic-common-technical-document-ectd-v40
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Type |Code Set Name
ICH |ICH Context of Use

Short-name
ich-context-of-use

Code System

F--I

(S EPLER (T
FEIDED

Location

[Package v1.3

ICH Support Period  Genericode Revision History
Code System OID Package Version Start Date End Date |Filename Notes
2.16.840.1.113883.3.989.2.2.1.1.1 ICH eCTD v4.0 Implementation |n/a n'a M8 CL1 ich-context-of-use.gc_v1.xml OID Assigned for Implementation
Package v1.0
2.16.840.1.113883.3.989.2.2.1.1.2 ICH eCTD v4.0 Implementation |n/a n'a M8 CL1 ich-context-of-use.gc_v2.xml OID Assigned for Implementation

2.16.840.1.113883.3.989.2.2.1.1.3

ICH eCTD v4.0 Implementation |2021-06
Package v1.4

M8 CL1 ich-context-of-use.gc_v3.xml

Updated with Keyword Type mappings.

2.16.840.1.113883.3.989.2.2.1.1.4

HL7 |ICH Context of Use Status

n'a

ICH |ICH Document Type

ich-document

D

ICH eCTD v4.0 Implementation |2022-05
Rackage v1.5

Location
JPackage Version -

M8 CL1 ich-context-of-use.gc_v4.xml

End Date

Updated with Keyword Type mappings

Genericode
Filename

3.989.2.2.1.1.1

fICH eCTD v4.0 Implementatioy
ackage v1.0

n'a na

M3 CL1 ich-context-of-use gc

398922112

ICH eCTD v4.0 Implementaﬁmi
IPackage v1.3

na n'a

M3 CL1 ich-context-of-use gc

398922113

{ICH eCTD v4.0 Implementatiod
[Package v1.4

Step 4 date |27

MS CL1 ich-context-of-use gc

398922114

ackage v1.5

M3 CL1 ich-context-of-use gc

398922115

JICH eCTD v4.0 CV Package

L0 (current wil ot be

I
I
[CH eCTD v4.0 Implementatiod]
I
I
I
I
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- StatusIENN

- Previous/Current/Last Valid Code(s)DiENN

- Operation, Revision NotesiESN

—

F--I
L---
F--I

I (S EPLER (S

B/ YEB
o=

ER-ESI,

A B C D E F G H
codeSystem Name [ICH Context of Use Go To INDEX
Description Indicates the CTD heading/section the information
and d apply to.
XPATH /PORP_IN000001UV/controlActProcess/subject/sub
missionUnit/ /contextOfUse/code/ @cods
codeSystem OID |2.16.840.1.113883.3.989.2.2.1.1.5
Validity Period 2023-11-xx
Start Date
Revision Notes | Addcd controlled vocabulary versioning
Code Description Remarks ~|Status Operation Previous Valid Code(s) |Current Valid Code(s) |Last V. oo
. i . T,
ich_2 m2 hnical-d L
ich 2.2 m2.2 introducti
ich 2.3 m2.3 quality o
ich 2.3.i m2.3 introductil
ich 235 m2.3.s drug suff
ich 2.3.p m2.3.p drug pre
ich 2.3.a.1 w2.3.a.1 facilits
'u:h_zd‘a‘z 23,22 advers . | & B & & & &8 & &R &R _&§B & B & &8 & &8 &R _ &8 &R &8 &R B & &8 &R &N & _§ =B &8 R &8 R & §N B _§B _§ ]|
ich 2.3.a.3 m2.3.2.3 excipit Actﬂ'e - - - -
ich 2.3.r m2.3.r regionall N
ich 2.4 m2.4 linica Actﬂ'e - = - -

.
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ICH M8 QID List

B HAME

= (1B 15 F (147

ICH Context of Use 1 2168401.113883.39689221.11 - - MCH Context of Usel 2
2 21684011138833968022112 - -
3 2168401113883.3968022113 2022/4/1 2023/1/27
4 2168401.1138833989221.14 2022/4/1
ICH Document Type 1 2168401.11388330989022131 - - NCH Document Typel @
2 216.8401.113883398022132 - -
3 21684011138833968922133 2022/4/1
ICH Duration 1 2168401.113883398922141 2022/4/1 MCH Duration) @3 —F {2
ICH Keyword Definition Type 1 2168401113883.398922151 - - NCH Keyword Definition
? 21RRANT 113R8RRZIQRAV? 21 R D 20992 /4/1

ICH Keyword Definition Type

216:8401.113883.3989.2.2.1 .01

gHA20z2EAR BLIEE

MZH Keyword Definition

PARRANT 11RRRR2AGRAP 21 R P

AREEH AN FAR1 H LIRS

ICH M8 OID List

ICH Context of Use 1 |2163401.113883398922 111 - MCH Contest of Use] -
2 |216.8401113883398922112 -
3 |216.840.1.113883.:3989.22.1.1.3 ER3E 0 A20224F4F 1 0 ~-2023481 B27H M
4 |216.840.1.1138333989221.1.4 BiEE A2 EAR 1 BLIRE

I2H Document. Type 1 2168401.11383353989221.31 - MZH Document Typel
2 |216.8401113833:398922132 -
3 |216840.1.113883398922133 s QAo =471 QLI

ICH Duration 1 |216.840.1.113883.3989.22.1 41 #5E MCH Duration ] O—F
1
o
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<PORP_INOOOOO1UYV ITSVersion="XML_1.0"
xmlns="urn:hl7-org:v3"

xmlns:xsi=http://www.w3.org/2001/XMLSchema-

R ICH IG (1.5
Xyt —2 « ~v X instance xsi:schemalocation="urn:hl7-org:v3 (1.5i0)
9.1.118 *7
PORP_INOOOOO1UV.xsd ">
..[FPHER]...
<controlActProcess classCode="ACTN"
moodCode="EVN"> ICH IG (1.5kR)
=]
<subject typeCode="SUBJ"> 9.2.358 x8
Nq A=K A
K — <submissionUnit>
JPIG (v1.5.0)
- (] 10.2.318

</submissionUnit>
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