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ICH
»E2BM X E[LICH website D CEENG
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= — Electronic Standards ; voxrroducs /
> E E"] @ I E % E’ O (T ' S— < L \ T: &) ~ Standardization through which a single, comman standard for the ICSR could be advanced.

Subseguently, the Clinical Data Interchange Consortium{CDISC]), the Internaticnal Health Terminology A

A E — Standards Development Crganisation {(IHTSDO) and G351 have also become members of this Joint

7 I -~ Initiative. ICH representatives have been heavily involved in this initiative in addition to other experts
from beyond the ICH community. The averall standard is based upon an HLT ICSR model that is
capable of supporting message exchange for a2 wide range of product types (2.g. human meadicinal

Ve > products, veterinary products, medical devices etc.) The framework is described in:
>S#IE, FHL FCDAFEA
~ A * ISOfHLT 27953-1: 2011 Health informatics -- Individual case safety reports (ICSRs) in
— 2. =1l pharmacovigilance -- Part 1: The framewerk for adverse event reporting
z s\% j H % k = ‘ .
é ; I C ? A *E nw $ The second part of the standard, which is a subset of the ISO/HL7 27953-1:2011, defines the details of
the reporting reguirements for human pharmaceuticals :

N N — ~ - = * ISOfHLT 27953-2: 2011 Health informatics -- Individual case safety reports (ICSRs) in
> E2 B(RZ) , l 4 F 7 4 4 ﬁ % % E pharmacovigilance -- Part 2: Human pharmacautical reporting requirements for ICSR

The standards mentioned above reached International Standard status in November 2011 and were

(IFIK. ICH website M 5 [FHIfR) ==

Use of the ISO/HL? ICSR Standard in ICH

ICH constrained the ISC ICSR standard to meet the data exchange requirements for E2ZB{RZ). ICH
defines the way that this standard should be used by means of the ICH Implementation Guide {IG}
which covers the use of the fields defined by E2B({R3). The IS0 standard itself does contain additional
dats elements or requirements that are not used by ICH but may be used by specific regions. Such
use, whare approprizte, will be defined by regional Implementation Guidas.

Please ensure that, when using the ISO/HL7 standard for ICSR, the following version is
used: "ISO/HLY7 27953-2:2011Health informatics -- Individual case safety reports (ICSRs) in
pharmacovigilance -- Part 2: Human pharmaceutical reporting requirements for ICSR". Do
not use other versions of the standard since they might include changes that are not

relev e submissiol SRs in the regulated biopharmaceutical domain.

tep 4 ICH IG Package
To download the package click here
ICH E2B(R3) Questions & Answers [Q&As,

download the Q&As click here
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