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eCTD Specification Change Requests (received after the release of Step 4)

# Requestor M3 Specification Description Comments Status Action
~ ~ Sponsor |~ Component [~ - - - -
2115 @ . Ma STF Stylesheet (ich-stf- |The issue appears to relate to all versiens of Internet Explorer The behavior was cenfirmed. The STF Approved update STF
stylesheet-2-2a.xsl) since v%.0 as well as Chrome and Firebox and is described in Stylesheet v2.3 should solve this issue. Styleshest
further detail belows.

Ag per the current XSL specification the bage URL for new N
browsers is taken from xsl file location. If &.g change xlink:href E $ ' }D (7’ é e CT D V3 2 2
atribute for doc-content tags from .00 000 0255 index xmBE. .. ~ ° °
to 0255 ndex xmE#... the stf file will work correct.(xsl file -
location utistylefich-stf-stylesheet-2-2.xsl) 0) j:i ,f"l"]- 1j: *% ' — B2 488 0) 7"6: L \
It would seem that this behavior is related to point 3.2 of XSL ~FrB|=

o3

Transformations specification(https:/fww w. w3 orgTRxs)” m Y
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Q&A ([E7)eCTD IWG Question and
Answer and Specification Change ATwh

Request Document Version 129§ |

—_——— 1 e =

: i EES @b H
82 [Specification for Submission Formats for eCTD | /$eCTD v32 2 Apr-16
eCTDE IO B FEEZUL, LT 0220w E Iz Lo THIES  |Specification?) Appendix 7O kL /a7 T & THD, Wik LRI/
hThad, LR LD, IS A X 2R BT 5ZL,

1) eCTD v3.2 2 Specification (Appendix 7)
2) Specification for Submission Formats for eCTD
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Step 4 Implementation Package
To download the package, click here.

This Implementation Package comprises multiple documents and files. Mote 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 Descrlptlan
Numbe

ICH eCTD v4.0 =CTD History of the documents and
Implementation Package V1.2 files contained in the

History v1.2 Implementation package.

v4_0_Implementation_Package_History_v1_2. pdf

ICH eCTD v4.0 Instructions for the harmonized
; ICH_eCTDwv4_0_ImplementationGuide_v1_2.pdf |V1.2 portions of the eCTD v4.0

Implementation Guide -
message specification

ICH Code List for eCTD 4.0 |[ICH_eCTDv4_0_CVv2.xlsx V2.0 Harmonized controlled
wvocabularies

ICH Code List for Harmonized controlled

Transition Mapping ICH_eCTDwv3_2_2TMM_CVv2.xlsx V2.0 wvocabularies

Message

M8 Genericode Schema ) Folder containing a computable

- Genericode - . )

and Files list of controlled vocabularies

Schema Files for eCTD [CH_eCTD_v4_SchemaFiles _ Folder containing a harmonized

v4.0 Message set of schema files
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« eCTD v4.0 Change Request/Q&A document v1.1
(Step 4)
— Change Request: 6

e Context Group Ordering Keyword

— Context GroupDIEFZIEE I DHEE UTHIZidkeywordzZiENN 9
D =& LTS,

— Q&A: 1
e unassociated file vs. unassociated document(Cc DU\ C:RBE
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« PDFJ7AILIA—<Xw b (PDF Specification)
« M2 recommendation document (L+15 kU —XZEMDPDF
JA—XY hOMARR) (CDLWTM8TLEZ—ULIOXS MMIDULT
R U
« M8 Specification for Submission Formats(C&IRI Bz (.
M8 THRET I D
« ITH/NFIFE ESTRI website http://estri.ich.org

 Terminology Management Document

— eCTD v4.0CHIFHY 20— FAEDHFFEE(C DL TM2H SRR
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http://estri.ich.org/

ESTRI WebsitedDZ &

« Electronic Standards for the Transfer of Regulatory
Information

http://estri.ich.org/index.html

ICH Secretariath’
ICH websiteNDF&1T
e 5T1H|
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ESTRI (M2, E2B, M8)

The International Conference on Harmonisation (ICH) Multi-disciplinary Group 2
(M2) Expert Working Group (EWG) was established during the 1994 ICH Meeting in
Brussels to facilitate international electronic communication by evaluating and
recommending open and non-proprietary - to the extent possible - Electronic
Standards for the Transfer of Regulatory Information (ESTRI) that will meet the
requirements of the pharmaceutical companies and regulatory authorities.

Due to the information technology (IT) nature of the
topic, some of the activities of the M2 EWG result in
Recommendations. These Recommendations do not
undergo the formal ICH step process in order to allow
flexible change as both science and technologies evolve.
They are agreed in the EWG, signed by all parties of the
EWG, and are approved and signed off by the ICH
Steering Committee within the M2 Recommendation
Notebook. The Recommendations page was last updated
August, 2016,

The first Specification developed by the M2 EWG to
follow the Step process was the Individual Case Safety

Recommendations
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