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< To download the package click here D)
[ ——

The documents will remain available on this page for awareness until they are superseded by
finalised Step 4 documents,

The document package comprises 4 materials. The main document is the ICH ICSR Implementation
Guide which includes E2B{R3) data elements and message specifications; the BFC document is an
appendix to the guide but being provided separately. The ICH ICSR #ML schema set includes all
necessity schema files for creating ICH ICSE messages and ICH Acknowledgement messages plus
ather reference schema files. The ICH ICSR reference instance is created to be aligned with these
schemas and the ICH ICSR Implementation Guide, although the same reference instance is
included in the guide, it is provided separately as an xml file.

¢ Electronic Transmission of Individual Case Safety Reports Draft Implementation Guide - Data
Elements and Message Specification {version3.01) (ICH_ICSR_Draft_Implementation_Guide
v3.01.pdf)

¢ Appendiz to the Implementation Guide : Backwards and Forwards Compatibility (version 1.00)
{ICH ICSR BFC Specification w1.00.pdf)

¢ [CH ICSE ®ML Schema Set {version 20110615)

¢ [CH ICSRE Reference Instances {version 1.0)

Additional documents are provided for information:

+ Information Pa (E2B_R32_ Information Paper 28072011 pd
This Information er=aalaing fhe short history of ES8eretgTionship to ICH M5 and IS0

IDMP standard, and ICH position an regional requirements for the exchange of ICSR
messages,

s BFC materials
The conversion rules between E2B(R2) and EZB{R3) messages are provided in the
compatibility mapping spreadsheet. This is a base document of the BFC document above,
and the conversion style-sheets are developed as implementation of these rules. The
example data are not derived from the compatibility mapping spreadsheet, but presents
differences in EZB{RZ) and E2B{R3) messages. Mote that the example files do not correspond
to the upgrade and down grade of each other,




ICH ICSR Public Consultation Webpage 2

Backwards and Forwards Com Mapping vl D@
EZBE Conversion style-s ersion Sheets v1 102

Example data file€ (BFC UT Files w1 IIIIII ZI[p
ICH Reference Instances uzm

ICH ICSR Reference In

These reference instances are updated WErsion o ces
provided in the document package abowve, which include ICH OIDs rather than

some minor amendments.
o ICH OIDs and code lists {wersion 1.03*
I codes to be used in ICSR message are published and maintained

by the M2 EWG,

o OID Information Paper {version 1. DK@EEE{RH} DID Information Paper w1 0 CLEAMN. pdfy |
This document explains about OIDs, U

Implementation Guide version 3.01 and ICH OIDs and code lists version 1.0,
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|ISO Standard

About us Stand

Standards catalogue Publications and e-products

IS0 Store » Standards catalogue  * By TC ¢ TC 215 Heafth informatics =

ISO/HL7 27953-2:2011

Health informatics -- Individual case safety reports (ICSRs) in
pharmacovigilance -- Part 2: Human pharmaceutical reporting
requirements for ICSR

Media and price

Format Price Language

@] HTML CHF 238,00 English M Add to basket

& HTMLoncCD CHF 238,00 English v Add to basket
Abstract

IS0 27593-2:2011 seeks to create a standardized framework for international regulatory report-
ing and information sharing by providing a commaon set of data elements and a messaging for-
rmat for transmission of ICSRS for adverse drug reactions (ADR), adverse events (AE), infec-
tions, and incidents that can occur upon the administration of one or more human pharmaceuti-
cal products to a patient, regardless of source and destination.
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2012

ICH meeting
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SanDiego

Address comments from public consultation

Add validation rules to the IG

Reorganisation of documents

Renumbering of data elements

Add schemas to the IG package

Create Example instances

Create and add XML snippets to the IG

Update Reference Instances

Update code lists and codes in the IG

Create UCUM lists

Evaluate regional data elements

Update BFC documents

Complete final draft for review

Document review

Finalise documents for Step 4 sign-off

Step 4 Sign off
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