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What is FSMA Fridays?

v Monthly FSMA Related News Brought to you by:
v Regulation Changes & Updates

THE A global food safety and public
v Industry Trends ag ACHESON  health consulting group made up
GROUP of seasoned industry experts.

v Q&A with TAG

Award-winning digital plant
management platform to visualize
G SAFETYCHAIN plant-wide performance and
better control quality, yield &
production optimization.
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Before We Get Started...

v Only panelist microphones are on

Events

v Ask questions! (Q&A at end)

Webinar Replays

v Recording link will be shared Videos

News

v Audio issues: use call-in number Blogs

Downloads

Watch prior FSMA Friday recordings at
safetychain.com > Resources > FSMA Friday

FSMAFRIDAY | P Co SAFETYCHAIN tﬂg ACHESON



Meet Your FSMA Friday Speakers

Dr. Ben Miller

COO & EVP of Regulatory & Scientific Affairs

Dr. Miller has twenty-five years of experience in food safety, public health, epidemiology, and
infectious disease outbreak investigations. Ben earned his Ph.D. in Environmental Health with a
background in infectious diseases and his Master of Public Health in Epidemiology.

He currently serves as the Executive Vice President of Regulatory and Scientific Affairs at the
Acheson Group where he works across multiple sectors advising on food safety, food safety culture,
traceability, public health, outbreak-related and regulatory issues.

Dr. Miller also has extensive food regulatory experience and, as previous Division Director at the
Minnesota Department of Agriculture, led the State of Minnesota’s Human and Animal Food
regulatory work. In his role as a state regulator, Dr. Miller developed experience implementing
legislative reforms on topics related to food safety and is an expert in FDA traceability requirements.
He is currently a member of the International Association of Food Protection Program Committee.
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Meet Your FSMA Friday Speakers

Eric Marshall
Executive Director

FSMAFRIDAY

Eric Marshall is a principal based in Washington, D.C. of Leavitt Partners and leads the firm’s life
science services. Eric advises complex health care coalitions on health policy and provides
consulting services to drug and device companies. A regulatory lawyer by training, Eric is an
industry specialist in FDA regulation with an emphasis on domestic and international supply
chain security. Eric also serves as the Executive Director of the Partnership for DSCSA
Governance, d public-private partnership between industry and FDA that is committed to
implementing supply chain security protections in the U.S.

A seasoned facilitator and consensus-builder, Eric leads Leavitt Partners’ robust alliance
practice, helping the firm and clients build, convene, manage, and advise numerous industry
collaboratives committed to advancing sound health policy initiatives.

Eric graduated Order of the Coif from the University of Minnesota Law School and has a
bachelor’'s degree in economics and finance from the University of Northern lowa.
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Agenda

01. Regulatory Review and Updates

Recent regulatory updates from FDA and USDA

02. How traceable are your products...?

Updates on FSMA 204 and challenges for the industry

03. Partnership for Food Traceability

What is the PFT and what are we working on?




Recent Regulatory Updates Overview

Continuing Appropriations and Extensions
Act, 2026

Formally delayed FSMA 204 implementation until July 20, 2028. Also
included some additional exemptions for the Ag Water Rule.

FSIS - Delayed Verification Sampling of Not
Ready-to-Eat Breaded Stuffed Chicken
Products

FSIS is delaying the implementation of its verification activities related to
Salmonella in not ready-to-eat (NRTE) breaded stuffed chicken product

because of current testing method limitations. The current available test Please Notify Us

About ANY food ailergies
so we can avoid the possibility

e ; . q \ f s contamination.
positives, especially at low levels of contamination. ; b o

methods have accuracy limitations and have resulted in findings of false
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FSMA 204 Delay

No funds appropriated by this Act may be used to administer or enforce the “Requirements for Additional Traceability
Records for Certain Foods”, published on November 21, 2022 (87 Fed. Reg. 70910), or any other rule promulgated in
accordance with section 204 of the FDA Food Safety Modernization Act (21 U.S.C. 2223), prior to July 20, 2028. Further,
the U.S. Food and Drug Administration shall:

1. Engage quarterly with the regulated entities, including farms, restaurants, retail food establishments, and
warehouses distributing to retail food establishments and restaurants, to identify and implement, as
appropriate, additional flexibilities for satisfying the rule’s lot-level tracking requirement, as appropriate, such
that regulated entities can comply with the November 21, 2022, rule consistent with section 204(d) (1) (L) (iii), which
prohibits the agency from requiring product tracking to the case level.

2. Within 180 days (May 9, 2026) of enactment of this Act, the Food and Drug Administration is directed to provide
industry stakeholders with recommendations for these additional flexibilities satisfying the rule’s lot-level
tracking requirement, as appropriate.

3. The FDA shall provide assistance to industry regarding how to handle food waste recovery, reclamation,
intra-company transfers, customer returns under the rule and initiate a series of hypothetical data intake
exercises to test the capabilities of the FDA’s Product Tracing System and, upon request and as resources allow,
the covered entity systems and identify any technical difficulties prior to full implementation.

FSMAFRIDAY



Joint Explanatory Statement Language

The agreement directs:

1. FDA to submit a report to the Committees within 60 days (January 9, 2026) of
enactment of this act detailing its strategies to support industry implementation and a
timeline to complete the requirements within 18 months of enactment of this act in order
to prepare for FDA’s implementation of the Food Traceability Final Rule by July 20, 2028.

+ The report shall include specific performance milestones (including progress toward
operationalization of FDA’s internal Product Tracing System) and an inspections and
compliance roadmap and shall describe technical assistance provided to industry.

* FDA shall submit progress updates every 90 days thereafter until the rule is in effect.

2. Notlater than 120 days (March 10, 2026) after enactment of this act, FDA shall convene
a tabletop exercise with participation from producers, processors, distributors,
retailers, technology providers, and other covered entities.

* In addition, the Commissioner shall publicly post summaries of such exercises not later
than 90 days after completion of the exercise.
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Summary of Requirement

* Quarterly stakeholder engagements

* Tabletop exercise with stakeholders by March 10, 2026

* Recommendations to stakeholders for additional compliance flexibilities by May 9, 2026
e Test FDA’s Product Tracing System through hypothetical data intake exercises

* Report to Congress outlining implementation support for industry, including an
inspections and compliance roadmap, by January 9, 2026; additional reports required
every 90 days thereafter
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Partnership for Food Traceability

Public-Private Partnership formed with the FDA in 2024

A shared, overarching vision for food traceability across the supply chain
e Public-private partnership
 Industry-led decision making
 Drive electronic interoperability across the supply chain through mutual accountability
o Simplify FSMA 204 compliance

www.pftraceability.org

FSMAFRIDAY


http://www.pftraceability.org

Partnership for Food Traceability

Current Work
Traceability Committee Pilot Committee
 Blueprint for e Simulated Supply
Interoperability Chain and

Solution Provider
Interoperability Pilot
* Whitepaper
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Partnership for Food Traceability

Future Work
Traceability Committee Pilot Committee Regulator Committee
* Probabilistic or * Probabilistic Pilots e Industry challenges
“Calculated” Lot * Pilot “Code-a-thon” & alignment of
Code Model regulatory approach
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Parameters of a probabilistic model meets the goals

and reguirements of the Trqceabilitx Rule

1. In what distribution models is a probabilistic model appropriate
(e.g., DSD vs. all distribution models)?

2. In what parts of the supply chain is a probabilistic model appropriate
(e.g. last mile vs. full supply chain)?

3. How concentrated must your range of TLCs be and how high must your confidence
be (e.g., there’s a 90% chance it is TLC A and 10% it is TLC B, C, or D vs. there's @

20% chance it is TLC A, B, C, D, or E)?
4. How can/should probabilities be calculated?
5. What is the role of reliable pallet-level tracking business processes?

(cont. on next slide)
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Parameters of a probabilistic model meets the goals
and requirements of the Traceability Rule

What is the role of robust FIFO processes?
Are there further implications for how these apply to TLC Source/Reference KDEs?

What is the role of periodic testing and validation?

© ©® N 9

Does the model vary by use case (providing to next trading partner vs.
response to FDA request)?

10. Is it essential that the next entity in the supply chain knows whether itis a
definitive TLC vs Probabilistic?
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What are the current challenges?

Compliance Delay - lost sense of urgency

Lot code traceability between distribution and retail/restaurant

* Lot-level case scanning

Overconfidence in data systems

Interoperability!
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What should you do?

Take the homework extension!

Don’t assume your systems are fully compliant until:
e Done an in-depth gap assessment
» Talked with your suppliers and customers about tactical-level data sharing
e Conducted data sharing pilots between your suppliers and customers

« Conducted a mock traceback (not traceability!) exercise

FSMAFRIDAY



Wrap up

e Time is on your side (for the moment)
e Complexity is not on your side (ever)

e If you want to get involved with industry or participate
in pilot activities

e www.pftraceability.org

FSMAFRIDAY o

GROUP



http://www.pftraceability.org

FSMAFRIDAY

.
| »
© “ |
«
L\ O
y y —9
® | |
f | 4 [
X ) | | -
" o \ | “ |
‘ X ® ) “‘
v | & ‘ _ 7 ‘ \
) © - . ‘.
@ N - *

.+ Questiong (e,




Food & Beverage Manufacturing

Benchmark Survey & Report
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Joinusin
January

Friday
Jan 30

® 9:00 AM PT
12:00 PM ET

( Register Now )

FSMAFRIDAY
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WEBINAR SERIES
LIVE Q&A

ALOOK BACK AT
2025 & LOOKING
'AHEAD TO 2026

A b )'< :
. / FRIDAY 9:00 AM PT
22 N JAN 30 12:00 PM ET

DR. DAVID ACHESON

PRESIDENT & CEO, THE ACHESON GROUP
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https://safetychain.com/solutions/fsma-friday-january-2026
https://safetychain.com/solutions/fsma-friday-january-2026
https://safetychain.com/solutions/fsma-friday-january-2026
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FSMA'S LAB ACCREDITATION RULE:

February WHAT YOU NEED

Friday TO KNOW
§ Feb 27
® ]92:0000 AM PT iz (O 1oormer
.00 PM ET DAN RICE

SENIOR ADVISOR, FOOD SAFETY
THE ACHESON GROUP

( Register Now )
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https://safetychain.com/solutions/fsma-friday-february-2026
https://safetychain.com/solutions/fsma-friday-february-2026
https://safetychain.com/solutions/fsma-friday-february-2026

Join us

in March

s Friday
Mar 27

® 9:00 AM PT
12:00 PM ET

( Register Now )

FSMAFRIDAY
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WEBINAR SERIES
WORKING WITH FDA:

PRACTICAL INSIGHTS
FROM A FORMER FDA

FRIDAY 9:00 AM PT
MAR 27 () 12:00 PM ET

DON KAUTTER
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https://safetychain.com/solutions/fsma-friday-march-2026
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More Resources

Industry eGuides
| Webinars — ‘
Videos » —_—r T
Success Stories | w

THE
ACHESON
GROUP

ta

Follow on your favorite
platform

© spotity

Solution Consultation

CHAIN .
@ SaFETY @ — 69 o crvcHAN
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> achesongroup.com @ info@achesongroup.com

(More On Boosting Food Safety)
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https://safetychain.com/resources/guides
https://safetychain.com/resources/webinars
https://safetychain.com/resources/case-studies
https://safetychain.com/book-a-demo
https://safetychain.com/resources/videos
https://safetychain.com/resources/learning-center
https://safetychain.com/resources/learning-center

What Traceability Really Looks Like on the Floor Today

Critical traceability data exists, however, it's fragmented, manual, and slow to access
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Demo Scenario: Customer Complaint Traceback Done in

Minutes, Not Days

8h|[12n|[1D| 2D 2w/ M| am]| 6Mm|[ 1y Records 17 Pass 94% Addttioal Fliers
©Since 7 Days Ago~ Clear All % % 20 IDENTIFIERS 0
+| value &
o i 15 Name 1F Countl£ % Pass
A SHOW ONLY FAILED RECORDS <k O Lot# =12172025Finished 5 100%
B 8 FORMS = <% O Ingredient Lot Num = 12152025Carrots 2 100% .
<¥ O Ingredent Lot Num = 12152025RedCabbage > . | e Data collected in
© 7 RESOURCES = <H O Lotk =12162025Fnished - minutes, not days,
<% O Lot# =12152025FinishedProduct 2 100% and done with
© 1LOCATION ™ <% O GRLCode =12152025lceburg 1 100% confidence
<% O GRLCode =12152025RedCabbage 1 100%
& 2USERS - <% O GRLCode =12152025Carrots 1 100% [ ] SpeCiﬁC |OtS
Additional Filters : analyzed, not entire

® 20 IDENTIFIERS ) Y'Y D) Traceability | ® Lot #=12172025Finished [N g5 lines
&
[} PROGRAM: Traceability X e Controlled response
v Status v Record v Date v Time - Task v © Location ~ [E Form v @Resource v LuUser -

’ USA - South Garden Salad - Pack Quality Garden Bob for a nyo nel nOt fl re
v 0 VERIFICATIONS o i Z01983) [12/12/2025 1246 Brunswick Attributes ve Salad Sanders dri”S for a Iimited Set
USA - South Garden Salad - Defect Garden Bob
% 201988 1217/2025 1209 Brunswick Audit vi Salad Sanders Of IﬂleIdUCﬂS
© SIGNED / VERIFIED BY USA-South Garden  Bob
3 701983  12/17/2025 12:05 Garden Salad - Cooling v4
Brunswick Salad Sanders
y USA - South Garden Salad - Blend Garden Bob
# RECORD SEARCH ) J0198z 12712025 1204 Brunswick Ratio v7 Salad Sanders
USA - South Garden Salad - Batch Garden Bob

This enables faster decisions, narrower recalls, and lower financial and brand risk during quality events

FSMAFRIDAY




