INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL
REQUIREMENTS FOR REGISTRATION OF PHARMACEUTICALS FOR HUMAN USE

E2B(M) Implementation Working Group
Questions & Answers
Version 0.2 (including FDA revisions)

18 July 2003

This Q&A document provides conventions for the harmonized interpretation of the E2B(M) guideline
version 4.4.1 and the M2 specification document version 2.3. This will facilitate the implementation of
the electronic transmission of Individual Case Safety Reports (ICSRs) in the three ICH regions.

It is not meant as an all-inclusive document, as further questions may be addressed in the future.

Pharmaceutical companies, regulators and vendors were encouraged to submit implementation-related
questions to the ICH E2B(M) IWG.

Answers to these questions were developed by the ICH E2B(M) IWG in accordance with the ICH
Consensus process.

Questions concerning the time frame and specific regional requirements currently not communicated
in the E2B(M) guidance are answered in guidance documents published for each region.

Additional questions and comments on this document in English should be addressed to the following
e-mail address: “question-to-E2BM-guideline@ich.org".

Additional questions and comments on this document in Japanese should be addressed to the
following e-mail address: “iche2b@mbhlw.go.jp*.

The responses that the ICH Steering Committee approves are posted on the ICH website every 6
months, either for discussion or as a finalized document.

Questions requiring immediate answers should be addressed directly to the appropriate regional
regulatory authority(ies).
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