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1 ISO/HL7 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 Implementation Guide for Electronic Transmission of
Individual Case Safety Reports (ICSRs); E2B(R3) Data Elements and Message Specification; Appendix | (B)
to the Implementation Guide for Electronic Transmission of Individual Case Safety 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
periodic basis.

2 ]SO 11239:2012 Health informatics -- Identification of medicinal products -- 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

R—T3/9

International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use
ICH Secretariat c/o IFPMA, Chemin Louis-Dunant 15, P.O. Box 195, 1211 Geneva 20, Switzerland
Telephone: +41 (22) 338 32 06, Telefax: +41 (22) 338 32 30
admin@ich.org, http://www.ich.org


http://www.ich.org/

Q
)C EX S SRS

A RKIFTA42] LWV, ) Da—KUVRAKNILEVWANTHILEHTESM, ICH E2B (R3)
Tl% E2B (R3) FEiEH A R T 5 5D ISOML7 EFH LA (UL F. SO IDMP| &
9, ) FEUEM AR LT,

ISO IDMP EE¥ERIAIT, BEIES K O O  Z [FE L, 22 DBfEIZERAI T 57200
BRI N7 —XHE, 74—~y M ROHGEICET 5 EREFEIZOWTREDR LT
5o O DOEHERMIT, BHEY R L O~V AS T a2 =27 4 —I2BWT, EHY,
(BT DR A RE 2N Y 72 L~V CEBEPICH EERA R OZBRTE 5 X912 80
Thb, IHIT, I1ISO TIE, EFEMFTE, RELEAL, BHREE L OVEEEICEET 2 1EER
¥ DFEELD T2 D DEATHIHAR B AR L 723,

ISO IDMP FEAEFIFS I CITAEHEAL S N T- I SANTE K OB 5RO HENE TN TEY
ICH /X ICSR TfiH7T % b NHERELDOEELAE N OB GEEOHGED A T F A
FHAk L LC EDQM %ZiiE L7-, EDQM IEMERGET — ¥ N — 2 D EIEMAIE L O 5%
BEOMEEIT, 1SO 11239 N ISO TS 20440 [ZHEHL L TV 5,

EDQM [ 3E ik A Je O\ G486 0 FHEI1L. EDQM A HEGET — & R — A IZF# & T
W% ({https://standardterms.edgm.eu/fr )

72%. EDQM FEHMERGET — & N— (2%, EEMLAIE, BRI, K5 HE, K.

e e B, BEICHWDL T AL AR ORBEBMOGE L ZOESENTHINTWD, £,
B Z I FEBORBINFER I N TND Z LT o0, ERLAE ERGE 1 DOHGE
TEITZOO, AEIN-HEOMAGDOELTRH I TWD, EHITL, ZOTF—H X
— 2L, FTEE)TICE D EYHEREO O, AR INEEEFRITHELEENTWD,
BE T AL RMIEOVHETH Y | R AX—=ZANRo N80 T~ L ~Dff
NRO IS,

2016 FIZHHMA AR I, RBLHEAL, v v V7 SNTEHELO AP (770 r—v
7T TIVITA R T 2 — AT T =T —ER) A P OBISRENE A ST,
2017 HIZEBICHEF L2 b OB OT —F _XR—AFEXNTAR S, AEFZHE
CErERBETOERORZ B E L= [non-traditional | #ZY%EfZEDIBINZ AIREIZ 5 &
TRHF AT AN EAN ST,

FREAE O HRFEICEET 25572 EOBIMERIZOWVWTIE, EDQM 7 =73 A M & BT
HT k.

Lttt EIGFIE TB GRIZIZONWT AT F U AN EE SN AHESICIE. 5
7O THRFEHE IR TT 5,

1.4. HBRIREH

Z ZITHERT D ICH B & 4l 2 37 2 MU S I O SCEIC L W HE STV D 5E
W%, HOBIMBEREEIZOW T, #lEHH S RO Y =73 A FE2EESRT 5
Z &,

3 ISO/TS 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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and structures for the unique identification and exchange of regulated information on
pharmaceutical dose forms, units of presentation, routes of administration and packaging

IDMP 1 HERI S D F23E D 7= 6O O FARFAOATAE  ISO/TS 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

R—29/9

International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use
ICH Secretariat c/o IFPMA, Chemin Louis-Dunant 15, P.O. Box 195, 1211 Geneva 20, Switzerland
Telephone: +41 (22) 338 32 06, Telefax: +41 (22) 338 32 30
admin@ich.org, http://www.ich.org



