FDA Adverse Event Monitoring System (AEMS) Electronic Submissions -
E2B(R2) Standards

Issuing body: U.S. Food and Drug Administration (FDA)

Key points

» Documents the transitional E2B(R2) acceptance window through 30 September 2026.
* Names the sunset condition: from 1 October 2026 R2 is no longer accepted by FDA AEMS intake.

Source: U.S. Food and Drug Administration (FDA) — read by the ReglLegBrief Specialist Panel; available on request via
/request-document/RLB-US-2026-00001/annex_05

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

« Cutover planning for sponsors still on R2 close to the deadline — particularly small biotechs with limited validation
bandwidth.

For practitioners

* When to retire R2 production capability vs maintaining parallel R2/R3 generation through the transition window.
» Whether to send the final R2 batch a week or two before the deadline to avoid last-day risk.

For department heads

* Risk assessment for delayed cutover: what is the contingency plan if our validated R3 pipeline fails its first production run in
early October 20267

Quick understanding check

Each question carries a hint.

Q1. Through what date will FDA AEMS continue to accept E2B(R2)-formatted postmarketing ICSRs? Answer in DD Month
YYYY or YYYY-MM-DD format.
Hint: Sunset date for E2B(R2) acceptance.

Q2. Which FDA AEMS standards page describes the transitional R2 format, versus the parallel R3 standards page?
Hint: URL path includes 'e2br2-standards'.

Q3. What happens to E2B(R2)-formatted ICSR submissions after 30 September 2026?
Hint: Acceptance window ends; mandatory cutover.

Q4. What is the operational risk of submitting an R2 batch close to the 30 September 2026 deadline if production R3 pipeline
has not yet been validated?

Hint: Risk: validation failure during the no-R2-fallback window.
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