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# Document Doc version | eCTD version EWG/IWG
1 | eCTD v3.2.2 Change Request/Q&A document 1.29 V3.2.2 IWG
2 | eCTD v4.0 Change Request/Q&A document 1.00 new V4.0 IWG
3 | Valid values 5.0 V3.2.2/STF EWG
4 | eCTD v4.0 Implementation Package 1.2 V4.0 EWG
5 eCTD v4.0 Implementation Guide 1.2 V4.0 EWG
6 eCTD v4.0 Controlled Vocabularies 1.2 V4.0 EWG
7 CTD v3.2.2 Transition Mapping Message Controlled Vocabularies | 1.2 V4.0 EWG
8 Genericode Files - V4.0 EWG
9 Schema Files - V4.0 EWG
10 Package History - V4.0 EWG
11 | Support Documentation - V4.0 EWG
12 | Orientation Material - V4.0 EWG
13 | Specification for Submission Format 1.1 Both EWG
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Table 6: Message Header XML Structure

XML Structure

<PORP_IN000001UV ITSVersion="XML 1.0" xmlns="urn:hl7-org:v3"
xmlns:xsi="http://www.w3.0rg/2001/XMLSchema-instance" xsi:schemalocation="urn:hl7-
org:v3 PORP _IN0O00001UV.xsd "=
<id/> Y
<creationTime/>
<interactionld/> Refer to Section 4.7.2 for the ICH Excluded
<processingCode/>
<processingModeCode/>
<acceptAckCode/>
<receiver=
<device classCode="DEV" determinerCode="INSTANCE">
<1d/=
</device>
</receiver=
<sender>
<device classCode="DEV" determinerCode="INSTANCE">
<1d/=
</device>
</sender=

Elements. These elements should be represented
with self-closing tags as shown here.
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Table 6: Message Header XML Structure

XML Structure

<PORP _IN000001UV ITSVersion="XML 1.0" xmlns="umn: hl7—0rg v3"
xmlns:xs1="http://www.w3.org/2001/XMLSchema-instance" xsi:schemal.ocation="urn:hl7-
org:v3 PORP_IN000001UV xsd"=
<1d/> .
<creationTime/>
=::u1‘re1‘act¥0n[df2:=~ Refer to Section 4.7.2 for the ICH Excluded
°:1PT0CESSIIlgC0def’ = Elements, These elements should be represented
<processingModeCode/= with self-closing tags as shown here.
<acceptAckCode/>
<receiver= —
<device classCode="DEV" determierCode="INSTANCE"=
<1d> receiver.device.id
<item root="" 1dentifierName=""/> (Section 8.1.2)
<d=
</device=
</receiver=
<sender=
<device classCode="DEV" determierCode="INSTANCE"=>
<1d/=
</device=

H I </sender=
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<1d/=
<creationTime/>
<interactionld/>
<processingCode/>
<processingModeCode/>
<acceptAckCode/>
<receiver typeCode="RCV
<device classCode="DEV" determinerCode="INSTANCE">
<id>
<item root="2.16.840.1.113883.3.989.2.2.1.11.1" identifierName="ICH eCTD v4.0 IG v1.2"/>
<item root="0ID for Regional IG" identifierName="Regional/Modulel IG Version Number"/>

-,

</1d=
</device>
</receiver=
<sender typeCode="SND">
<device classCode="DEV" determinerCode="INSTANCE">
<1d/=
</device>
</sender=
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82921 keyword.code
Element Attribute  Cardinality Value(s) Description
Allowed Instructions
Examples
code [1..1] This 1s the container element that
identifies the keyword.
code [1..1] Text This 1s the code attribute that
identifies the code value for the
eg., keyword.
ich_route 1,
MANU001 or
MFR_001
for
Manufacture
Nite
codeSystem [1..1] Text The codeSystem attribute
provides a unique identifier that
e.g., OID mdicates the controlled
value or vocabulary system.
Sender-
defined text
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Code Description Remarks

ich keyword type 1 indication

ich_keyword type 2 substance

ich keyword type 3 manufacturer

ich keyword type 4 product Replaces "product-name”

attribute in eCTD v3.2.2

ich keyword type 5

dosage form

ich keyword type 6

excipient

ich k ord e 7

container

ich keyword type &

study id_study title

Merges Study Id and Study

Title

ich_keyword type 10 |siteid

ich keyword type 11 |group title
ich keyword type 12 |facility

ich keyword type 13 |component
ich_keyword type 14 |descriptor
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= As of November 2016
= Schedule is subject to change

2017 (2018 |2019 |2020 |2021 |2022 |2023

Implementation Package
update

ICH

Regional IG release

System development

JP

Pilot

Accept eCTD v4.0

Transition period
Accept v322 and v4)
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