EU Module 1 v1.1 Release Note
Changes in DTD
· DTD Version has been updated from “1.0” to “1.1”

· Integration of PIM

· EU M1 v1.0 supports element “m1-3-1-spc-label-pl” for paper PI 
· EU M1 v1.1 supports a choice between

· Element “m1-3-1-spc-label-pl” for paper PI
· Element “m1-3-1-pim” for PIM (reference to XML file using a leaf)

· Envelope update

· Addition of element “submission-description”

· Addition of the decentralised procedure type

· Corrections

· Addition of attribute “outer” to PI document type (Outer Labelling)
Changes in Style Sheet

· The style sheet has not be changed
Main Changes in Specification

	Page
	Section
	Change

	1
	Title
	Update version and date

	2
	Document Control
	Update change control

	3
	Content
	Title renamed to “Table of Content”

	4
	EU Module 1: Regional Information
	Format change to use a list for the description of constitutive items of EU Module 1

	5
	Table 1
	The file format table has been redesigned for clarity (to align format with the EU Module 1 parts), added XML format for Labelling text, and added a note on image formats supported in the context of PIM

	8
	Envelope
	Added the constraint: mandatory or optional
Added the decentralised procedure type

Added the submission description element

Move the related sequence example to a table

	15, 16
	Appendix 2
	Added elements 15, 16 and 17 for the support of PIM

	24
	Appendix 2.1
	Redesign of the table

	25
	Appendix 2.2
	Redesign of the table

	26
	Appendix 3
	Correction of the MRP example: no root element named ‘mutual’, removal of directory 152-abridged (mutual exclusive with 151-bibliographic) and removal of directory 162-gmo (mutual exclusive with 161-nongmo).

Redesign of the picture (merge)

Description of the options used for the example

	27
	Appendix 3
	Correction of the centralised example

	28
	Appendix 3
	Correction of the national / MRP example

	30-33
	Appendix 4
	Correction of the samples

	34-40
	Appendix 5
	Update of the DTDs


Open Issues
	Page
	Section
	Change

	2
	Document Control
	Need to update the review and distribution parts

	4
	Introduction
	ICH site is still a valid entry point but eCTD Specification has been moved to the ESTRI web site at http://estri.ich.org/ectd. EU Module 1 Specification could reflect that.

	5
	File Formats
	Is GIF really supported (Unisys patent)

	8
	Envelope
	The element “application” could be set repeatable as requested in PIM

	28
	Appendix 3
	A note states that folder 1-3-5-approved does not contain any country or language folder but this is incoherent with the DTD and the table definition of elements

	30
	Appendix 4
	Examples make reference to the DTD and style sheet stored in the util folder within the EU Module 1 folder, while eCTD expects the DTD at the root level



