Change management for the EudraVigilance system
Issuing body: European Medicines Agency (EMA) — Date: 2022-06-30

Key points
» Documents the EU operational model — ICH E2B(R3) mandatory since 30 June 2022; E2B(R2) no longer accepted at all.
* Provides the international comparator that places FDA's October 2026 date in catch-up alignment, not vanguard.

Source: European Medicines Agency (EMA) — read by the RegLegBrief Specialist Panel; available on request via
/request-document/RLB-US-2026-00001/annex_07

The RegLegBrief Specialist Panel reads both the statute and the authoritative commentary on it — the regulator's primary instrument and the
named-authority context (ministerial speeches, parliamentary replies, agency commentary) that surrounds it. Al assistants and agents can
have neither without permission walls: primary regulator portals return 403 to automated readers; authoritative passages cannot be reproduced
without indemnity from the named speaker and editorial licence from the publisher. The Specialist Panel is constituted of T1 Attorney expertise,
25-year industry practitioner depth, and analyst staff under credentialed supervision — collectively over 60 years of regulatory and industry
experience. The Panel applies a structured multi-perspective checklist to every document, surfacing what Al assistants miss, mis-state, or
cannot access. Verdus Technologies' RegLegBrief platform — and its Reg Consultancy practice — operates on both the content and the
context. Our analysis and our advisory rest on that dual foundation.

— ReglegBrief Specialist Panel
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Open questions

» EU-US data-exchange synchronisation between FDA AEMS and EMA EudraVigilance for multinational sponsors.

* Specific divergences between FDA Regional Implementation Guide and EMA implementation that affect cross-jurisdictional
case reporting.

For practitioners

» How our multinational case reporting workflow operates across both gateways during and after the transition window.
» Whether our internal R3 profile is closer to FDA-specific or EMA-specific — and what the cost of mis-alignment is.

For department heads

* Global pharmacovigilance enterprise architecture: post-October-2026 the two largest pharmacovigilance gateways are both
on the same ICH E2B(R3) base — opportunity to consolidate enterprise tooling around a single profile with regional overlays.

Quick understanding check

Each question carries a hint.

Q1. EMA EudraVigilance mandated ICH E2B(R3) since 30 June 2022. FDA's mandatory date is 1 October 2026.
Approximately how many years separate the two mandates?
Hint: From mid-2022 to late-2026 is about.

Q2. Which European regulator manages the EudraVigilance pharmacovigilance database?
Hint: EMA acronym - European Medicines Agency.

Q3. Does EMA EudraVigilance still accept E2B(R2) format today?
Hint: Operational state since 30 June 2022.

Q4. For a multinational sponsor operating in both EU and US, what is the practical implication of FDA's alignment with EMA's
already-operational E2B(R3) standard post-October-2026?

Hint: Same R3 messages can flow to both regulators with regional overlays.
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