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Issuing body: U.S. Food and Drug Administration (FDA) — Date: 2024-04

Key points
» Specifies the FDA-specific regional implementation layer atop the ICH master specification.
* Names the regional fields and validations FDA AEMS intake applies.

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_08

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
» How the FDA Regional Implementation Guide will be maintained post-mandatory-date (cadence of regional spec updates).

For practitioners

» Which FDA-region-specific validation gates apply to our submission profile and how they differ from the generic ICH
validations.

For department heads

* Regional-spec change management cadence: build internal capacity to absorb FDA Regional Implementation Guide
updates as routine maintenance, not exception projects.

Quick understanding check

Each question carries a hint.

Q1. The FDA Regional Implementation Guide was published in April 2024. By FDA's mandatory date of 1 October 2026, how
many months will sponsors have had access to the regional spec?
Hint: April 2024 to October 2026.

Q2. Which FDA document layers atop the ICH master Implementation Guide to provide the FDA-specific implementation
profile?

Hint: Title contains 'Regional Implementation Guide'.

Q3. What does the FDA Regional Implementation Guide specify that the ICH master Implementation Guide does not?
Hint: Regional = FDA-specific overlay over the international core.

Q4. What change-management cadence should compliance teams build into their SOPs for handling future FDA Regional
Implementation Guide updates post-mandatory-date?
Hint: Treat regional spec updates as routine maintenance, not exception projects.
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