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1.0 PURPOSE

This annex is an extension to the Backwards and Forwards Compatibility appendix of the guide for implementing the “International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH) M2: Electronic Message for the Transmission of Individual Case Safety Reports (ICSRs).”  
The section 2 describes the conversion style-sheets that have been developed within ICH to provide a reference implementation of the Backwards and Forwards Compatibility rules described in the appendix of the ICH ICSR Implementation Guide. These style-sheets are not normative and are only provided for information and assistance on the way to apply the E2B(R3) standard.
2.0 Style-sheets for conversion

The conversion style-sheets consist of a set of files that can be used to convert ICSR and ICSR ACK messages back and forth between E2B(R2) and E2B(R3) formats, implementing the conversion rules described in the appendix to the Implementation Guide. 
2.1 Upgrade to E2B(R3)
The files for the upgrade from E2B(R2) to E2B(R3) are structured as follows:

· upgrade-icsr.xsl
XML style-sheet to convert E2B(R2) ICSR message to R3
· upgrade-m.xsl
Upgrade for section M

· upgrade-a1.xsl
Upgrade for section A.1

· upgrade-a2.xsl
Upgrade for section A.2

· upgrade-a3.xsl
Upgrade for section A.3

· upgrade-a4.xsl
Upgrade for section A.4

· upgrade-a5.xsl
Upgrade for section A.5

· upgrade-b1.xsl
Upgrade for section B.1

· upgrade-b2.xsl
Upgrade for section B.2

· upgrade-b3.xsl
Upgrade for section B.3

· upgrade-b4.xsl
Upgrade for section B.4

· upgrade-b5.xsl
Upgrade for section B.5

· upgrade-ack.xsl
XML style-sheet to convert E2B(R2) ICSR ACK message to R3

2.2 Downgrade to E2B(R3)
The files for the upgrade from E2B(R2) to E2B(R3) are structured as follows:

· downgrade-iscr.xsl
XML style-sheet to convert E2B(R3) ICSR message to R2

· downgrade-m.xsl
Downgrade for section M

· downgrade-a1.xsl
Downgrade for section A.1

· downgrade-a2.xsl
Downgrade for A.2 (including A.4 and A.5)

· downgrade-a3.xsl
Downgrade for section A.3

· downgrade-b1.xsl
Downgrade for section B.1

· downgrade-b2.xsl
Downgrade for section B.2

· downgrade-b3.xsl
Downgrade for section B.3

· downgrade-b4.xsl
Downgrade for section B.4

· downgrade-b5.xsl
Downgrade for section B.5

· downgrade-ack.xsl
XML style-sheet to convert E2B(R3) ICSR ACK message to R2

2.3 Shared information
The following files are shared between the upgrade and downgrade style-sheets, so as to ensure coherence between the two conversions:

· oids.xml
The definition of OIDs and other codes used in E2B(R3)

· mapping-codes.xml
The mapping between codes used in E2B(R2) and E2B(R3)

2.4 Running the conversion
To work properly, the three set of files above (i.e., upgrade files, downgrade files, and shared files) need to be located in the same directory. The source and converted XML files can be in any accessible directory. 
The converted files contain a reference to the related DTD or Schema. For E2B(R2), the DTD is assumed to be in the same directory than the E2B(R2) XML file. For E2B(R3), the Schema for the root elements is assumed to be in the directory “multicacheschemas” at the same place than the E2B(R3) XML file. 
The conversion can be applied by any recent XSLT engine. It is based on XSLT version 1.0 and requires no parameter. 
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