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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.

rw

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 Recommendations
[ 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 Report (ICSR),
created as the electronic message for the ICH E2B(R2)M step 4
document version 4.4, Data Elements for Transmission of
Individual Case Safety Reports. The Message Specification for Message Specification
! E2B(R2) ICSR page was last updated on October 25, 2005. A for E2B(R2)
| revised specification was provided for public awareness on June
| 26, 2009. It was open for comment until 22 July 2009. A further
revision to the specification was provided for feasibility testing
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M2 Recommendations & Technical References

| The M2 EWG has provided valuable functionality to the diverse international information exchiange [ I [ I
| observers. The M2 EWG Recommendations provide a well-defined approach for the evaluation and recommendation of standards. The M2 tasks have Ied to the
recommendation of various open international standards that allow for the international transmission of information regardless of the technical infrastructure.

Current M2 Recommendations

ESTRI YT IR—

The recommendations have been endorsed by the ICH Steering Committee at their different meetings. The Recommendations are categorized as follows:

Implemented

[ Category Title Version | Date Endorsed = e 0S A cn

lllGeneral Procedure 3.0 June, 2015 Yes Yes Yes Yes Yes

I{|General ESTRI Gateway 3.0 June, 2015 Yes Yes Yes Yes Yes
File Format PDF 2.0 April, 2011 Yes Yes Yes Yes Yes
File Format XML 1.0 November, 2005 Yes Yes Yes Yes Yes
File Format PDFE/A 1.0 June, 2014 Yes Pending Yes Yes Yes
File Format DOCX 1.0 June, 2015 Yes ** |[Pending|| Yes ** || Yes ** |[Pending
_Irl:;[:';f];:iﬂn Genericode 1.0 June, 2015 Yes Pending Yes Pending [|Pending
IT';;;T;P“" EDIINT AS1/AS2 2.2 |[June, 2010 Yes Yes Yes Yes Yes
File Integrity MD5 1. June, 2010 Yes Yes Yes Yes Yes
File Integrity SHA-256 1. June, 2015 Pending ||Pending Yes Pending [|Pending

*##% Check with regulator for specifics

M2 Recommendations »
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