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Today's speakers

Ben Miller, Ph.D., MPH
Executive Vice President of Scientific and Regulatory Affairs
The Acheson Group (TAG)

= Epidemiologist and Foodborne Outbreak Investigation

= | ed State of MN Human and Animal Food Regulatory
Programs

= Served on the FDASs IFT Task Order 6 - Pilot Projects for
Improving Product Tracing along the Food Supply System

= Ph.D. Thesis - The use of critical tracking events and key
data elements to improve the traceability of food
throughout the supply chain to reduce the burden of
foodborne illnesses

= Working closely with the industry to understand and
implement the Traceability Rule
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= Why are we talking about traceability and
what are FTL Foods?

= |sN't traceability just a food safety issue?

= Exempt? Most grocers, retail food
establishments, and restaurants NEED to
comply with the rule!

= You will need a written Traceability Plan
AND can you provide a sortable
spreadsheet to the FDA in 24 hours?
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FTL Foods

TaBLE 1—Fo0D TRACEABILITY LIST

Faod treceability list

Descripton

Cheasea, other than hard cheases,

apecificaly:
= Chaeaze (made from pesteur-
ized milk), fresh soft or soft

unnipemned

» Chaese (made from pesteur-
ized mik), softi ripened or

aami-aofi.
»= Chease {madea fram
unpastewrized milk), ather

Cucumbers (fresh} .o .
Herbe {frash) .o B

Leaty greens (fresh) ... B

Leaty greens (fresh-cut)
Melons {fresh) o B

Peppers (freah) o B
Sprouts (fresh} oo .

Tomatoes {fresh) e .
Tropical iree frets (frash)

FrUIts (fresh-cut) . ..o .

‘Wegelables cther tham leafy graens

\, [fresh-cut].

Includas soft unrpenediresh soft cheases. Examples include, but are not limited to, cottage, chewra,
cream cheese, mascarpona, ricobta, queso blanco, gueso fresco, queso de crema, &nd gueso de puna.
Does not include cheeses that are frozen, shelf stable at amibsent temgerature, or aseptically processed
and packagad.

Includas soft ripenad/semi-soft cheeses. Examples include, but are not Bmited 1o, brie, camambert, fata,
mozzarells, taleggio, blue, brick, fontina. monterey jack, and muenster. Does not include cheeses that
ara frozen, shealf stable at ambient termperature, or eseptically procassad and packaged.

Includas &ll cheeses mede with unpasteurized milk, other thaen hard cheeses. Does not include cheeses
that are frozen, shelf stable at ambient terngerature, or esaplically processed and pachaged.

Shall agg means the of the domestcatad chickan.

Includes &l types of trea nut and paanut butters. ples include, but Bre not Bmited 1o, almond, cashew,
chesinut, coconut, hezelwt, peanut, péstachio, and walnut butters. Does not include soy or seed buliers.

Includes &l vanaties of frash cucumibers.

Includas all types of fresh hedos. Examples include, but are not Bmited to, parsley, cilantro, and basil.
Herbs Ested in 21 CFR 112.2{a)(1). such as 4, are exempt from the requirements of the rule undar 21
CFR 1.1305(e).

Includas all types of frash leafy greens. Examples include, but &re not limited to, ansgula, baby leaf, butter
lattuce, chard, chicory, endive, escarole, green leaf, iceberg letiuce, kale, red leaf, pak chol, Romaing,
sorrel, spinach, and watercress. Does not include whole hesd cabbages such as green cebbege, red
cabbege, or sawoy cabbege. Does not inchede benena leaf, grape leaf, and leaves that are grown on
trees. Leafy greens listed in §112.2(a){1). such as collards, are exempt from the reguiremeants of the
rule undar § 1.1305(=).

Includes &l types of frash-cut leafy greens, incleding single and mixaed greans.

Includas all types of fresh malons. Examples include, but are not limited to, cantaloupe, honeydew, musk-
mielon, and watammelon.

Includes &ll variaties of frash peppars.

Includas all vanieties of fresh sprouts (irespective of ased sourca). incleding single and mixed sprouts. Ex-
amples include, but are not Bmited to, alfalfa sprouts, allium sprouts, bean sprouts, broccoll sprouts, clo-
wer sprouts, redish sprouts, aifalfa & radish sproats, and ather fresh sprouted grains, nuts, and seads.

Includes &ll varsties of frash tomatoes.

Includas all types of fresh tropical tree frst. Exemples include, but are mot Emited to, mango, papays,
mamay, guava, lychesa, jackiruit, and starfnst. Doss not include non-tree fruits such as bananas, pine-
apple, dates, soursap, jujube, passéonfruit, Logquat, pomegranate, sapadilla, and figs. Doss not inclede
tree nuts such as coconut. Does not include pit frets such as evocedo. Doss not include cirus, such as
arange, clamenting, tangenine, mandarnina, lemon, lima, citron, grapefruit, emguat, and pomselo.

Includas all types of freah-cut fruits. Fruits listad in §112.2(a}1} are exempt from the reguiremeants of the
rule undar § 1.1305(a).

Includas &l types of fresh-cutl vegetablas othar than leafy greens. Vagatables Ested in § 112.2(g)(1) are ex-
ampt from the reguiremenis of the rule wnder § 1.1.305(8).

cally:

= Finfish, histamine-producing
apecies.

= Finfish, spacies potentially
contaminated with ciguatosxin.

» Finfish, species not associ-
ated with mestamine  or
ciguatosin.

Includas all hestamine-producing sgecies of finfish. Exemples include, but are not limited to, tuna, makhd
miahi, mackersl, amberjack, jack, swordfiah, and yellowtail.

Includas all finfish species potentielly contaminated with ciguatoxin, Examples nclude, but are not Bmited
to, grouper, barecuda, and snapper.

Includes &ll species of finfish not associated with histamine or ciguaiogn. Examples nclude, bul are not
limitad to, cod, haddock, Alaska pollock, salmon, tilepia, and trout.? Siluriformes fish, such as caffish, are
niaf includad_?




Key Takeaway!

If an FLT Food is used in its listed form as
part of a multi-ingredient food, then the
multi-ingredient food would be covered

under the final rule.




Why are we talking about traceability (and why
isn't it a food safety issue)?

Multiple peopleill

Point of convergence

Data fidelity is
Traceability = Investigation Important ii

Suspected issue

Recall = Corrective Action Higher fidelity may

mean more

Speed is important targeted recalls

Precautionary
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Why are we talking about traceability?
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Figure 2: Saimonella Barellly Tracaback (The distrbution of the contaminated tuna /s cutliined In red.)
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Isn't the industry already good at recalling product?

Product Receipt

E -I ; Raceipt of raw materials,
6 . ingradients, and packaging

BEE  coodyct Creations
rans. I\'.'F' mation

{ i-"': e E CI ¢

Supplier = ®

Pe i

L = Yes, pbut...we don't need to track
e een things at the case level for recalls.

—
GTIM
Processor Distributor Ach/Lot Sertal Ko
f---=--==-=d-ocaoooct

i — h- Recaipt

B
Configuration

Product Creation
: i
GTI
Bagch/ Lot/ Senal Mo
DCube

Product Shipping

= The supply chain is DESIGNED to
move in one-direction - FORWARD!

Fr r."I:-D-'[h E mrﬁ-lnh“ pra o -
SR P o = The goal of FSMA 204 is to ensure
isripution | 0| o88 s, V)] more consistent collection of data
o — pole. to enable faster, more precise
shpmng o pontr | &";E! — Operator tra CebaCkS
Operator ﬂ Restaurant rﬁgri

LLLLLLLL

https://www.gslus.org/content/dam/gslus/documents/industries-insights/by-
industry/food/guideline-toolkit/Guideline-Foodservice-Implementation-Guideline-
for-Case-Level-Traceability-Using-GS1-Standards.pdf
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The FDA Traceability

Rule says | need to
do what?

= Exemptions for
Retail Food
Establishments
and Restaurants
are limited!

https://www.fda.gov/media/168142/download

Exemption

Additional Details

Citation

Retail food establishments and
restaurants with an average
annual monetary value of food
sold or provided during the
previous 3-year period of no
more than $250,000 (on a
rolling basis), adjusted for
inflation using 2020 as the
baseline year for calculating the
adjustment

§ 1.1305(i)

Retail food establishment or
restaurant with respect to a food
that is produced on a farm and
both sold and shipped directly
to the retail food establishment
or restaurant by the owner,
operator, or agent in charge of
that farm

The retail food establishment or restaurant
must maintain a record documenting the
name and address of the farm that was the
source of the food for 180 days.

§ 1.1305(j)

Both entities when a purchase is
made by a retail food
establishment or restaurant
from another retail food
establishment or restaurant, and
the purchase occurs on an ad
hoc basis outside of the buyer’s
usual purchasing practice (e.g.,
not pursuant to a contractual
agreement to purchase food
from the seller).

The retail food establishment or restaurant
that makes the purchase must maintain a
record (e.g., a sales receipt) documenting
the name of the product purchased, the date
of purchase, and the name and address of
the place of purchase

§ 1.1305(k)




Data complexity of shipping and receiving

Supply Chain Example: Imported Mangoes (Importer holds the food)

In this scenario, the importer/wholesaler is importing fresh mangos. The importer takes physical possession of the mangos they are

importing, so they are covered by the rule, and must maintain receiving and shipping KDEs. All entities in blue are covered by the final
rule and must maintain a Traceability Plan, in addition to the KDEs.

Harvesting . Initial Packing Receiving Receiving Receiving
KDEs Cooling KDEs KDEs KDEs KDEs KDEs
Shipping Shipping Shipping
KDEs KDEs KDEs

Traceability Plan
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Shipping and Receiving KDEs

Shipping KDEs Receiving KDEs

Traceability lot code for the food

Quantity and unit of measure of the
food

Product description for the food

Location description for the
immediate subsequent recipient
(other than a transporter) of the food

Location description for the location
from which you shipped the food

Date you shipped the food

Location description for the
traceability lot code source or the
traceability lot code source reference

Reference document type and
reference document number
(maintain only)

Traceability lot code for the food

Quantity and unit of measure of the
food

Product description for the food

Location description for the
immediate previous source (other
than a transporter) for the food

Location description for where the
food was received

Date you received the food

Location description for the
traceability lot code source or the
traceability lot code source reference

Reference document type and
reference document number
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Challenges for Implementation

 Case-level traceability (traceability lot codes)

e Direct Store Deliveries

« Can't rely solely on distributors to solve the
problem for you

Exemptions = accepting someone else’s risk!
e How are you verifying that someone is exempt?

* Error rates
« Do you trace everything, not just FTL foods?

« Not "just” a food safety problem - requires a
multidisciplinary approach

* FSQA, IT, Supply Chain, Logistics, etc.
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What do | need to do next?

« Do an assessment - figure out your CTEs and KDEs and how you'll
track and store this data

« Where is this data currently stored? How will you create a sortable
spreadsheet for the FDA if requested?

 Are there operational or IT changes needed to capture or query these data?
« Have you talked with your suppliers? How will they be sending you the data?

« Get Management Buy-In - you're going to need a team and
resources to solve this problem

« Write your Traceability Plan

* Test your system!
« Can | identify all of the Traceability Lot Codes available for sale in the last two
weeks?

» Full Supply Chain needs to be ready by January 2026! "
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What resources are available?

= FDA
« Small entity compliance guide (https:.//www.fda.gov/media/168142/download)

I CRY

 https://www.gsTus.org/industries-and-insights/by-industry/foodservice/standards-in-use/food-
safety#fsma

» Guidance documents
« Sector-specific case studies

IFT Global Food Traceability Center
* https:.//www.ift.org/gftc/research-and-resources
« Food Traceability Library
» A Guidance Document on the Best Practices in Food Traceability

TAG
* www.achesongroup.com/traceability
 Traceability Toolkit
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https://www.fda.gov/media/168142/download
https://www.gs1us.org/industries-and-insights/by-industry/foodservice/standards-in-use/food-safety#fsma
https://www.gs1us.org/industries-and-insights/by-industry/foodservice/standards-in-use/food-safety#fsma
https://www.ift.org/gftc/research-and-resources
https://www.ift.org/-/media/gftc/library/comp-rev-food-sci-food-safe--2014--zhang--a-guidance-document-on-the-best-practices-in-food-traceabi.pdf
http://www.achesongroup.com/traceability

Schedule a Traceability Assessment
Learn how the FSMA 204 food traceability rule applies to you.

« TAG is providing an assessment to help you determine what
CTEs and KDEs apply to you

e Zoom call and initial written assessment

» $500

Email “Traceability Rule Assessment”: info@achesongroup.com

t.
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Questions?

Contact Us

Www.achesongroup.com WWw.repositrak.com
info@achesongroup.com https://repositrak.com/contact-us/
800-401-2239 888-842-5465
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Thank you
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