THE ROAD TO FSMA
SECTION 204(d) COMPLIANCE

By July 20th 2028, all food manufacturers must be fully compliant with Section 204(d) of the FSMA (Food Safety
Modernization Act). The final rule is a key component of the FDA's (Food and Drug Administration’s) New Era of
Smarter Food Safety Blueprint. Deploying an effective MES (Manufacturing Execution System) such as Plex,
by Rockwell Automation is imperative to ensure compliance, avoid disruption, and optimize operations.

WHAT ARE THE FSMA WHAT MANUFACTURERS
ECTION 204(cd) REQUIREMENTTS: MUST CONSIDER:

Provide information to the FDA within 24 hours of a request, Leverage a system that supports real-time tracking of

either paper or electronic. An electronic sortable spreadsheet is manufacturing processes and lot usage, providing a foundation
required during an outbreak, product recall, or public health threat. for FSMA Section 204(d) reporting compliance.

Establish full traceability and visibility within the four walls of the
manufacturing plant for Food Traceability List (FTL) items including
all CTE's and KDE’s, and one up/one down traceability to suppliers
and customers.

Maintain records containing Key Data Elements (KDESs)
associated with Critical Tracking Events (CTEs).

Utilize a centralized system that provides a single source of truth and

through any number of production transformation steps all the way
lot traceability information for all company personnel and auditors.

End to End Traceability: Support for CTEs (and KDEs) from receiving
to shipping, inventory adjustments and physical count changes. O

Provide full disclosure of methods
used to ensure full traceability.

PLEX SMART MANUFACTURING PLATFORM
LOT TRACKING & TRACEABILITY REPORTING TO ENABLE:

Risk Reduction

Regulatory Compliance Recall Management

ldentification of items on the FTL. Product recall Real-time records of all lot traceability events
support: Reduced risk supporting forward and backward trace from

Support for KDEs (and CTEs) through and cost of recalls via origin to destination and vice versa.

any number of production precise containment L

transformation steps (shipping, of suspect inventory Instant access to historical and current

receiving, inventory adjustments, and minimization of traceability data for all FTL goods to support

and physical count changes). recall scope. streamlined auditing.

Ability for food manufacturers to demonstrate
fast and powerful trace capabilities with full
FMSA Section 204(d) compliance to retain
existing retail customers and attract new ones.

Mass balance & quantity reconciliation Centralized, cloud-based
for forward trace of received goods. system accessible from
any location.

www.plex.com/industries/food-and-beverage

We Empower Technology Innovation and Strategic Implementation. ABI Research is uniquely positioned at the intersection of
end-market companies and technology solution providers, serving as the bridge that seamlessly connects these two segments by driving

T
p Roc l(WEll — successful technology implementations and delivering strategies that are proven to attract and retain customers. +1.516.624.2500 in the
re S e a r‘ - - Americas, +44.203.326.0140 in Europe, +65.6592.0290 in Asia-Pacific or visit www.abiresearch.com.
o Aulfomaltion e

THE TECH INTELLIGENCE EXPERTS® ALL RIGHTS RESERVED. No part of this document may be reproduced, recorded, photocopied, entered into a spreadsheet or information storage
and/or retrieval system of any kind by any means, electronic, mechanical, or otherwise without the expressed written permission of the publish-
er. Exceptions: Government data and other data obtained from public sources found in this graphic are not protected by copyright or intellectual
property claims. The owners of this data may or may not be so noted where this data appears. Electronic intellectual property licenses are avail-

WWW.a bl researc h .COom WWW, p | ex.com able for site use. Please call ABI Research to find out about a site license.

©2025 ABI Research




