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TISO/MHLY 27953-2: 2011 Health informatics — Individual case safety reports (ICSRs) in pharmacovigilance -
- Part 2: Human pharmaceutical reporting requirements for ICSR. The ICH E2B({R3) package includes the
following documents, available via www.ich.org: Implementation Guide for Electronic Transmission of
Individual Case Safety Reporis (ICSRs); E2B{R3) Data Elements and Message Specification; Appendix | (B)
to the Implementation Guide for Electronic Transmission of Individual Case Safely Reports (ICSRs):
Backwards and Forwards Compatibility Recommendations; Conversions for E2B(R2)-E2B{R3) compatibility;
Appendix | (C) ICH ICSR schema files; Appendix | {D) Reference Instances; Appendix | (E) Example
Instances; Appendix | {F) ICH OID list and ICH code lists; Appendix | {G} to the implementation Guide for
Electronic Transmission of Individual Case Safety Reports (ICSRs); Technical Information; E2B(R3) Data
Element Structure in ICSR messages; Appendix | {H) BFC conversion. Clarifying information for
implementation is included in a an E2B(R3) Question and Answer (Q&A) document, which is updated on a
pericdic basis.
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3 1SOITS 20440:2016 Health informatics - Identification of medicinal products -~ Implementation guide for
ISO 11239 data elements and structures for the unique identification and exchange of regulated information
on pharmaceutical dose forms, units of presentation, routes of administration and packaging.
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