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Announcement of the EMA Management Board
Confirmation of the mandatory use of the ISO Individual Case Report
standard based on ICH E2B(R3) modalities and related ISO standard
terminology

Basis for announcement

The new EudraVigilance system!!l was launched in November 2017 based on an independent audit and
the announcement!?] of the EMA Management Board that the database has achieved full functionality
and the system meets the functional specifications.

EudraVigilance supports the submission and analysis of reports of suspected adverse reactions in the
pre- and post-authorisation phase based on the International Organization for Standardization (ISO)
Individual Case Safety Report (ICSR) standard!3l. The use of the ISO ICSR format is set out in Article
26(2)(a) of the Commission Implementing Regulation (EU) No 520/2012[4], and the modalities on how
to implement and apply the ISO ICSR standard are defined in the ICH E2B(R3) documentation[: ],
Based on the operational experience gained, the need to define a date for the mandatory use of the
ISO ICSR format has been recognised. Currently, ICSRs are also accepted in the previous ICH E2B(R2)
ICSR format and are converted to the ISO ICSR format upon receipt in EudraVigilance. However, as
part of this process, important information is often not available in dedicated data fields and may only
be found in case narratives. This reduces data quality as well as search and data analysis capabilities
for National Competent Authorities and the European Medicines Agency. It further impacts marketing
authorisation holders and the WHO Uppsala Monitoring Centre, which have restricted access!’] to case
narratives due to data protection.

Additionally, ICH E2B has agreed!®] to use the ISO standard terminology on pharmaceutical dose forms
and routes of administration!®] as set out in Article 25(f)(1) of Commission Implementing Regulation
(EU) No 520/2012[%1, This also requires agreement on a date for the use of the ISO terminology for
adverse reaction reporting in the EU.

Based on a readiness survey directed to Member States and pharmaceutical industry associations and
following consultation of the pharmacovigilance, clinical trials and IT governance of the EU Medicines
Regulatory Network, the Pharmacovigilance Risk Assessment Committee (PRAC) considered the

matter.
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Pursuant to Article 24(2) third subparagraph of Regulation (EC) No 726/2004, PRAC recommended on
2 October 2019 that the use of the ISO ICSR standard based on the ICH E2B(R3) modalities and the

related ISO standard terminology is to become mandatory as of 30 June 2022 as regards reporting

obligations to EudraVigilance.

Announcement

Having considered the PRAC recommendation, the EMA Management Board announces that the use of:

the ISO Individual Case Safety Report standard[3! as referred to in Article 26(2)(a) of the
Commission Implementing Regulation (EU) No 520/2012[41 and the modalities on how to use this
ISO ICSR standard defined in the ICH E2B(R3) documentation!> ®1, and

the ISO terminology on pharmaceutical dose forms and routes of administrationl®l referred to in
Article 25(1)(f) of Commission Implementing Regulation (EU) No 520/2012[4],

shall become mandatory as of 30 June 2022 in relation to reporting obligations to EudraVigilance.

This applies to the reporting obligations:

laid down in Article 28 of Regulation (EC) No 726/2004[101; obligations of marketing authorisation
holders and Member States as regards the recording and reporting of suspected adverse reactions
for medicinal products for human use authorised in accordance with this Regulation.

laid down in Articles 107 and 107a of Directive 2001/83/ECI!!l: obligations of marketing
authorisation holders and Member States as regards the recording and reporting of suspected
adverse reactions for medicinal products for human use authorised in accordance with Regulation
(EC) No 726/2004 and Directive 2001/83/EC/2001.

laid down in Article 17(1) of Directive 2001/20/EC!*2]; obligations of sponsors of clinical trials and
Member States as regards the recording and reporting of suspected unexpected serious adverse
reactions for investigational medicinal products studied in clinical trials.

laid down in Article 42 of Regulation (EU) No 536/2014[131: obligations of sponsors of clinical trials
and Member States as regards the reporting of suspected unexpected serious adverse reactions by
the sponsor to the Agency once applicable.

Amsterdam, 19 December 2019

Signature on file

Christa Wirthumer-Hoche, Chair of the EMA Management Board
On behalf of the EMA Management Board
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