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Produce Traceability Initiative FSMA 204
Implementation Guidance

(Revision: Original)

About this | mplementation Guidance

Il mpl ement ati on guidance comprises generally accep
met hods or processes that have proven themselves

idea is that with proper processesn kdedklsi mearded e
more effectively with fewer problems and unforese
guidance can evolve to become better as i mproveme
The Produce Traceability Initiative (PTIlI) is a vo
| mpl ementati on Guidance document represents the r
stakeholders in all facets of the preadbidd tiynd wndgttri
(PTI') Leadership Council, developed through a col

di fferent companies and 9 trade associations.

Consent between trading partners may replace spec
traceability information reqguirements are met in
Di scl aBamehr :company is individually responsible for
requirements for their company and products. Comp
(regulatory or quality) should be coratl sedtfuomrm
and regulatory requirements applicable.

FDA does not require a specific appHEbAaRdomdh or t e
Traceability)Rtloemesr® Thel Fi nal Food Traceability
does not require that the Traceability Lot Code i
(EDA Food Traceabil)yty Rule FAQ TTLCS3

Revision History

This section itemizesptuhbkishaedgéempfemmnthei basGui

Ver si on Date of |Changed By Summary of Chang
Original2122024 PTI FSMA 204 WorOriginal Documen
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Il ntroducti on

ABOUT THE PRODUCE TRACEABILITY I NI TIATI VE

ThProduceaceability lanivioil aniwaey, eifidbugst desi gned t o
produc@ustry maxi mize the effectiveness of currenft
developing a standardized industry approach to en

systemsfliourehe

Dozens of visionary North American food companies,
growers to international retailers and restaurant
participating i n Pwoordkuicneg Tgrraccuepasbiiln ttyhe ni ti ati ve

ABOUT THI S DOCUMENT

The PTI FSMA 204 | mplementation Guidance .document
Pl ease rF&sSavA R219eé Overview and Getting Started, FSM
Mai ntenance Recorsisectaindné&dvhéetabeéelreyiewing the Sp
Consi de.aTdatiisomws | | giae theemsdaedicrg of the overal

FSMA 204 OVERVI EW

The U.S. Food and Drug Admini sRaa@ad iTorna d eeDhAi) | iatnyn oRiu
Rulen November 15, 2022, establishing additional r
has i ncl ukdoeodd oTnr aictesabi. | iThe i afalSeROli)e nf 2DAI bl sof
Food Safety Modernization Act (FSMA)

Produce | isted on the FTL:
Cucumbers (fresh)

Fruits (fresh-cut)

Herbs (fresh)

Leafy greens (fresh)

Leafy greens (fresh-cut)

Melons (fresh)

Peppers (fresh)

Sprouts (fresh)

Tomatoes (fresh)

Tropical tree fruits (fresh)

Vegetables other than leafy greens (fresh-cut)
Foods that contain listed foods as ingredients in the form listed

=4 =4 =4 -8 =8 8 -8 a8 8 a o

Ot her FTL items:
1 Cheeses, other than hard cheeses
1 Finfish (fresh and frozen)
1 Molluscan shellfish, bivalves (fresh and frozen)
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https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-requirements-additional-traceability-records-certain-foods
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-requirements-additional-traceability-records-certain-foods
https://www.fda.gov/food/food-safety-modernization-act-fsma/food-traceability-list
https://www.fda.gov/food/food-safety-modernization-act-fsma/full-text-food-safety-modernization-act-fsma#SEC204
https://www.fda.gov/food/food-safety-modernization-act-fsma/full-text-food-safety-modernization-act-fsma#SEC204
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9 Nut butters
1 Ready to eat deli salads
1 Shell eggs
1 Smoked finfish (refrigerated and frozen)
The Final Rul e r engaun ufeasc tpuerres,o npsr ochéov o dspaak t e K JI

mai ntain speci(fkKiecy dbaattaa rEel ceonmmednstrst,aionri nKgDEBEso) t he st e
perfOCm tical TrackinBDuEvegteutbre&hEsjv e tciog atsi avr

be usedtebF®Api dliymglriakcEelt efdoroalmt ai | food establishr
restaurants to processorBhevacrkecslhdd amtaagsd and f i
i mpriovm@ustry andr edaBleliysnintdi & pengr laiceradbe ] ity may be u
i mprove quality, freshness, and reduce food waste
Al t hough FSMA 204 is applicable to foods Ilisted o
require the same data set for all produce items r
Critical Tracking Events

Freprlodwsegpl y chain activities the FDA has designa
include:

Harvesting (keep and provide to initial packer)

Cooling before initial packing (keep and provide to initial packer)
Initial Packing (keep only)

Transforming (keep only)

Shipping (keep and provide to subsequent recipient)

Receiving (keep only)

= =4 =4 -4 A -4

The information that poomptagdeese quent kree@r mindat Rul e
varies depending on the type of supply chain acti
r

Central to the equirements i s threaaesashiglnimeyntl otr e(
(TLGsnd Ttrhaeceabi |l ity fotr €ddef odsceas well as | in
other information identifying the foods as they m

Traceabi IRetcyo fAdisamt, e naamtclee Sort abl e Spreadsheet

I n addietctondsoof Critical plarascouistg cHwveeantes ,a ncdo vireari en
TraceabmnTheauyeaelPst @aquires ¢ ovkeereepd eaplalri s ®nls aecbedst for
t wo yaenapgrrso vtihdeenro FDA within 24 Hour svidfhi MDA ormeq u eesats
time to which FDA hasciargcruenesdt)a n clensd,e rF OclAe rmiaayi nr e qu e s
and KDEs be prhboy icdoevde rteod "FpDekAh e oher m of an el ectroni
spreadsheet.

Compliance Dat e

Because the Food Traceability Final Rul e requires
entities in tREATrdstuemiiphnee dnatismatef fecti ve and ef fi
i mpl ement the rule is to have all/l persons subject
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https://www.ecfr.gov/current/title-21/part-1/section-1.1325#p-1.1325(a)
https://www.ecfr.gov/current/title-21/part-1/section-1.1325#p-1.1325(b)
https://www.ecfr.gov/current/title-21/section-1.1330
https://www.ecfr.gov/current/title-21/section-1.1350
https://www.ecfr.gov/current/title-21/section-1.1340
https://www.ecfr.gov/current/title-21/section-1.1345
https://producetraceability.org/resources/#FSMA
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the saméhedatempli ance date for al persons subjec:
requirements is Tuesday, January 20, 2026.

Exemptions

Sever al exemptions apply togtbafdars.ddtDAr diervien @ piefd
eligible for an exemption.

Companies handl iitggmsomre advised to check with cu
understand their FSMA 204 data requirements.

Alt hough the regulations only apply to items on t
all fresh produce is treated the same (i.e., 1is e
Pl ease check with your buyers to understand expec

PTI and FSMA 204 Alignment

nitiative endorses the
idance document include
he FSMAh@OAulFeé naho Rlud em:
ing approach to enhance

Traceability |
y data. This gu
y required by t
ecisions regard

traceabi
speci fic
their own

The Produce
it
al |l

d

PTI recommendati ons are aligned with FSMA 204 req

1 The use of GS1 standards for traceability to capture and share CTE data. Standards
also enable interoperability between systems and solutions.

1 The PTI Harmonized Case Label Best Practice includes the Al (01) GTIN-14, Al (10)
Batch/Lot, and Al (13) Date to be included in the GS1-128 case label barcode.

1 The industry standard definition for the FSMA 204 Traceability Lot Code! is the Al (01)
GTIN and Al (10) Batch/Lot.

91 PTI Best Practices for capturing Al (01) GTIN and Al (10) Batch/Lot on inbound and
outbound cases is consistent with the TLC that must be captured as part of Receiving
and Shipping for FSMA 204.

1 Both PTI and FSMA 204 encompass the capture, storage, and sharing of Product
Master Data, Location Master Data, and Traceability Event Data with trading partners.

1 FSMA 204 leverages industry nomenclature (i.e., CTEs and KDESs) that is also used in
the definition of PTI Best Practices.

Casaend Patheteability

The Gyktem of estadnh ety gosisdb j ect i dentidfdievaeti on, I ns
|l denti fi catliewelanidd el taisfsi cati on.

Barcedeéeor Gener al Di stribution

GS1128 and4 |dbBebarcodes t hat enable items to be tr
chains. -Th& IG&rlcode can carry(any. ;a8AGTIBMCGS1 GLN) k¢

16S1 US FSMA 204 Guideline
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https://collaboration.fda.gov/tefcv13/
https://www.gs1us.org/content/dam/gs1us/documents/industries-insights/by-industry/food/guideline-toolkit/GS1-US-Application-of-GS1-System-of-Standards-to-Support-FSMA-204-Guideline.pdf
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plus infotmat homblkr ke hdatyessuaahsdepieslk nidu moerres
The -14Fbarcode can only hold the Global Trade 11te1l
printing on corrugated materials.

PTlI focuseandnP&Hdtetification and Traceability

The Produce Traceabi pr i yahnliaysisateil i & ditogh dficdacsuesse d
usg ntGhTel dNn d B a tacnhd/ Ltohtd 2 & Sh a,r caorslde aldme ey e | identi ficat:i
st g t hhendSSO@2&ShaSabeabl e i tems contained wi
be identified with UPGShla rDeacGiEaat, B L Meam@RnkG@a ke s
with Digital Link.

©
<))

The term Acased refers to the physical enclosure
form of a box, carton, returnabl e plastic contain
circumstances, the Acased may aclts oi sb ep atchkee dc,o nsshui npep
di splayed, and sold to the end user in the same <c
pound case of c¢clementines that is displayed at re
it was originally packed and shipped in.

s PTI | mpl ementation Guidance assumes all case

hPTlheHar moni zed @hsehlL abelk28 nfsorama@GSlbar code and

dable information including identifiers that <c

) JEGRIN( 13Harraaetke or Al (15) Use ByF®amate + Al (
poses of FSMA 204, the industry has agreed tha
ate a unique Trackabeéelibyg Woatrtmohd e e(dTILC@)s.e Labe
ood is produced helps to ensure that KDEs move

- C O T T
O DS R

h supply chain, as required by FSMA 204.

The use of the updated case | Applendilekcr hbseddaadme
is strongly recommended for use within the produc
numerous U.S. and Canadian bpyeduoepgaaidoabiaoins\s.t®
of supporting organizations

Companies that practice PTlI Guidance can | everage
system plan and execution to meets t&MNANIG Osdh arreignugi r
the required KDEs and CTEs.

GETTI NG STARTED

Are you subject to the rule

The information below can help you determine if F
identify actions you should take if it does. Ques
determination include:

T Does your company fAmanufacture, process, pack,

9 If so, do any exemptions apply to you?

1 What CTEs apply to your organization? (e.g., Harvesting, Cooling, Initial Packing,
Transforming FTL foods, Shipping, or Receiving)

9 If you receive foods, how do you identify which are covered by the rule?
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https://producetraceability.org/
https://collaboration.fda.gov/tefcv13/
https://www.fda.gov/media/163132/download
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9 If you harvest, cool, pack or process foods, how do you identify covered foods internally?

9 If you ship foods, how do you communicate with your trading partners which foods are
covered by the rule?

Perform a gap anal ysis

Many businessesfmayi al i egdgome of the Final Rul ed
recording CTEs, maintaining KDEs and i mplementing
required actions, consider :

1 What KDEs does your organization already capture and maintain? (e.g., TLC, CTE
locations, product data, etc.)

1 What additional KDEs must you capture and maintain to meet Final Rule requirements?
(e.g., Traceability Lot Code Source or Traceability Lot Code Source Reference)

1 How can you work with your supply chain partners to meet the requirements of the rule?

1 What recordkeeping systems are you using? What systems are your partners using?
What is the best way to connect them to enable data sharing?

Start planning

lyou determine that yo,u yaawer crexetr esdt eépT htigset grudddea r t
will provide your traceability team with necessar

1. Creating and maintaining your Traceability Plan.

2. Capturing and maintaining required CTEs and KDEs for covered foods.
3. Required data sharing with subsequent recipients.

4. Providing sortable spreadsheets to FDA upon request.
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FSMA 204 Requirements

Certain Foods 21 C.F®r Pfauhltd 1t eSxwtb paafr tt HSe Bi ot err or i
applies to foods not Gowbereds thayb |FiSSMAMer0t4,, Meaient e n
Availabili®vy &€FRRPaotdd Subpart J

For ctohmep It eetxd FiIfnalheFood rTurl eecSeuabbpialirid 9SS t i on al Record

WHO I 'S SUBJECRUOB® THE

This rule applies to persons who manufacture, pro
FDA Food Tracemtbovidegd Ltiskey are not fully or parti

WHAT FOODS AND PERSONS ARE EXEMPT

Certain smal.l p rced upadoriksy, ¢ € nfcdadndsisnwg) ¢ lhow $225,e000 pe
exempt fr oot hfduwel Ir uval nedx epnaprttiioanl so oidrsc It uthdae, afr e sol d or
from f ar msc an sruefecetplsyo dtuoc e t hat i s;froadel ¥ h@aanaume ¢prr
and packaged on a farm and shipped direcftdoydss o r e
produced for personal consumpandnf ood$§ot haeseaceh
types of processti@pgorsucthamge aofkifldrm to one that i
fresertbdri ed her bs, or fresh cut fruit to frozen f
The complete | istexeamptdiedras | ar2elf | GtFdReaslce 1u3n0d5e r

WHAT DEFI NI TI ONBTAPBESTTORACTFISMAS 2AMD

The definitions of terms in section 201 of the Fe
such ter ms whe nFaiosde dTrianc etd ni laidtdyi tRweénd i atehde f ol | owi
annotlaitsdde foifni ti ons apply to words aqui.¢pdar ases as

The fulFISMIAi €d880ohitions mdy Ch&R floumd Oa't

Term Definition

Advance Ship Notice (ASN) The Advance Ship Notice (ASN) is an Electronic Data
Interchange (EDI) 856 transaction that provides the receiving
company with advance data on shipments to better plan
workloads and receipt processing. In the implementation of
the transaction, the ship notice may be created at the time of
the shipment. In practice, the ship notice must arrive before
the shipment.

Batch/Lot 7 Al (10) The Al (10) indicates the GS1 Al data fields contain a Batch or
Lot number. The data is alphanumeric with variable field
length up to 20 characters

Cooling Cooling means active temperature reduction of a commodity
using hydrocooling, icing (except icing of seafood), forced air
cooling, vacuum cooling, or a similar process.

Critical Tracking Event (CTE) Critical tracking event means an event in the supply chain of a
food involving the harvesting, cooling (before initial packing),
initial packing of a raw agricultural commodity other than a
food obtained from a fishing vessel, first land-based receiving
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https://www.ecfr.gov/current/title-21/part-1/subpart-S
https://www.ecfr.gov/current/title-21/part-1/subpart-S
https://www.ecfr.gov/current/title-21/part-1/subpart-J
https://www.ecfr.gov/current/title-21/part-1/subpart-J
https://www.fda.gov/food/food-safety-modernization-act-fsma/food-traceability-list#:~:text=Food%20Traceability%20List%20%20%20%20Food%20Traceability,with%20unpasteur%20...%20%2021%20more%20rows%20
https://www.ecfr.gov/current/title-21/section-1.1305
https://www.ecfr.gov/current/title-21/section-1.1310
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of a food obtained from a fishing vessel, shipping, receiving, or
transformation of the food.

Electronic Data Interchange (EDI)

Enables the computer-to-computer exchange of business
documents, such as purchase orders, advance ship notices
(ASN), and invoices, between companies using a standard
format, regardless of the kind of computer or software each
company is using.

Electronic Product Code Information
Services (EPCIS)

A global GS1 Standard for creating and sharing visibility event
data to enable users to gain a shared view of physical or
digital objects. The five dimensions of EPCIS are Who, What,
When, Where, and How.

Farm

Farms may be primary production farms or a secondary
activities farm. For full definition of a farm, seeith e r e

Food Traceability List

The Food Traceability List identifies the foods for which
additional traceability records are required under the Final
Rule, FSMA 204. The additional recordkeeping requirements
apply to the foods specifically listed on the FTL, and to foods
that contain listed foods as ingredients, provided that the listed
food that is used as an ingredient remains in the same form
(e.g., fresh) in which it appears on the list. For additional
information about the FTL, view it here.

GLN

The Global Location Number (GLN) is a 13-digit, globally
unique GS1 Ildentification Key used to identify parties and
locations. The GLN allows users to answer the questions
Awhoo and fAwher eabganiationtandn t hei
throughout the entire, global supply chain. G S Intro to GLNs

GS1 Application Identifier (Al)

GS1 Application Identifiers (Als) are a set of defined identifiers
used in barcodes and EPC/RFID tags to define the meaning
and format of data attributes. Als always precede the data
they represent and are shown in the HRI (Human Readable
Interpretation) in parentheses.

GTINT Al (01)

The Global Trade Item Number (GTIN), is a globally unique
GS1 identification key used to identify products and services
(trade items) that are priced, ordered, or invoiced at any point
in the supply chain. A GTIN may be 8, 12, 13, or 14 digits in
length.

The GTIN-14 has been selected for use in PTI. Wh a t i s
GTI N?

Harvesting

Harvesting applies to farms and farm mixed-type facilities and
means activities that are traditionally performed on farms for
the purpose of removing raw agriculture commodities (RACs)
from the place they are grown or raised and preparing them
for use as food.

Holding

Holding means storage of food and also includes activities
performed incidental to storage of a food (e.qg., activities
performed for the safe or effective storage of that food, such
as fumigating food during storage, and drying/dehydrating raw
agricultural commodities when the drying/dehydrating does
not create a distinct commodity (such as drying/dehydrating
hay or alfalfa)). Holding also includes activities performed as a
practical necessity for the distribution of that food (such as
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blending of the same raw agricultural commodity and breaking
down pallets) but does not include activities that transform a
raw agricultural commaodity into a processed food as defined in
section 201(gg) of the Federal Food, Drug, and Cosmetic Act.
Holding facilities could include warehouses, cold storage
facilities, storage silos, grain elevators, and liquid storage
tanks.

Homogeneous logistics units

A homogeneous unit containing one type of trade item. All the
items at the highest level of packaging are the same and are
identified with the same GTIN and lot. Example: a pallet
containing 50 trade item groupings of Product X with Lot 123.

Heterogeneous logistics units

A heterogeneous logistic unit containing different types of
trade items at the highest level of packaging that are identified
with different GTINs. Example: 1: a pallet containing 30
standard trade item groupings (e.g. boxes) of Product X and
20 standard trade item groupings (e.g. boxes) of Product Y.
Example 2: a pallet containing 30 standard trade item
groupings (e.g. boxes) of Product X Lot 123 and 20 standard
trade item groupings (e.g. boxes) of Product X Lot 456.

Initial Packing

Initial Packing means packing a raw agricultural commodity
(RAC), other than a food obtained from a fishing vessel, for
the first time.

Key Data Element (KDE)

Key data element means information associated with a critical
tracking event for which a record must be maintained and/or
provided in accordance with this subpart. KDEs will vary by
event type, based on the activities performed.

Location Description

Location description means key contact information for the
location where a food is handled, specifically the business
name, phone number, physical location address (or
geographic coordinates), and city, State, and zip code for
domestic locations and comparable information for foreign
locations, including country.

Logistics Unit (e.g., pallet)

A logistic unit is defined as an item of any compaosition
established for transport and/or storage that needs to be
managed through the supply chain. It can be identified with a
Serial Shipping Container Code (SSCC).

Logistic Label

The GS1 Logistic Label allows users to identify logistic units
uniquely so that they can be tracked and traced throughout
the supply chain. The only mandatory requirement is that each
logistic unit must be identified with a unique serial number, the
Serial Shipping Container Code (SSCC).

Scanning the SSCC barcode on each logistic unit allows the
physical movement of units to be matched with the electronic
business messages that refer to them. Using the SSCC to
identify individual units (i.e. pallets) provides the opportunity to
implement a wide range of applications such as cross docking,
shipment routing, and automated receiving. Besides the
SSCC, other information can be included on the GS1 Logistic
Label.

For more information on Logistics Labels see: Logistics Label
Guidance for Food Industry (gslus.org)
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Lot or Batch Code i Al (10)

A lot or batch means a definitive quantity of a commodity
produced essentially under the same conditions. The
conditions may include location, specific period of time,
ingredients, production equipment, and personnel. It helps in
tracking and recalling products if needed. The exact definition
and size of a lot can vary depending on the type of food, the
production process, and the establishment.

A lot or batch code means an alphanumeric descriptor, used
to uniquely identify a lot or batch both physically and within the
producerds traceability, fooc
The PTI Harmonized Case Label guidance provides technical
rules and best practices for lot or batch code assignment.

Manufacturing/processing

Manufacturing/processing means making food from one or
more ingredients, or synthesizing, preparing, treating,
modifying, or manipulating food, including food crops or
ingredients. Examples of manufacturing/processing activities
include: Baking, boiling, bottling, canning, cooking, cooling,
cutting, distilling, drying/dehydrating raw agricultural
commodities to create a distinct commaodity (such as
drying/dehydrating grapes to produce raisins), evaporating,
eviscerating, extracting juice, formulating, freezing, grinding,
homogenizing, irradiating, labeling, milling, mixing, packaging
(including modified atmosphere packaging), pasteurizing,
peeling, rendering, treating to manipulate ripening, trimming,
washing, or waxing. For farms and mixed-type facilities,
manufacturing/processing does not include activities that are
part of harvesting, packing, or holding.

Mixed-type facility

Mixed-type facility means an establishment that engages in
both activities that are exempt from registration under section
415 of the Federal Food, Drug, and Cosmetic Act and

activities that require the establishment to be registered. An
example of such a f-agpeéeifgcidek
is an establishment that is a farm, but also conducts activities
outside the farm definition that require the establishment to be
registered.

Packing

Packing means placing food into a container other than
packaging the food and also includes re-packing and activities
performed incidental to packing or re-packing a food (e.g.,
activities performed for the safe or effective packing or re-
packing of that food (such as sorting, culling, grading, and
weighing or conveying incidental to packing or re-packing)),
but does not include activities that transform a raw agricultural
commodity into a processed food as defined in section
201(gg) of the Federal Food, Drug, and Cosmetic Act.

Pack or Harvest Date i Al (13)
(YYMMDD)

The Al (13) indicates that the GS1 Al data fields contain a
Pack or Harvest Date* indicating when the goods were
packed. The Al is fixed in length and encodes 6 numeric digits
only, in a YYMMDD format.

*produce industry definition

Best Before Date i Al (15)
(YYMMDD)

The Al (15) indicates that the GS1 Al data fields contain a
ABest if Used By/ Use By/ Best
ideal consumption or best effective use date of a product. The
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Al is fixed in length and encodes 6 numeric digits only, in a
YYMMDD format.

*produce industry definition

Person

Person includes an individual, partnership, corporation, and
association.

Point of Contact

Point of contact means an individual having familiarity with an
entity's procedures for traceability, including their name and/or
job title, and their phone number.

Product Description

Product description means a description of a food product and
includes the product name (including, if applicable, the brand
name, commodity, and variety), packaging size, and
packaging style. For seafood, the product name may include
the species and/or acceptable market name.

Receiving

Receiving means an event in a food supply chain in which
food is received by someone other than a consumer after
being transported (e.g., by truck or ship) from another location.
Receiving includes receipt of an intracompany shipment of
food from one location at a particular street address of a firm
to another location of the firm at a different street address.

Reference Document

Reference document means a business transaction
document, record, or message, in electronic or paper form,
which may contain some or all of the key data elements for a
critical tracking event in the supply chain of a food. A
reference document may be established by you or obtained
from another person. Reference document types may include,
but are not limited to, bills of lading, purchase orders, advance
shipping notices, work orders, invoices, database records,
batch logs, production logs, field tags, catch certificates, and
receipts.

Reference Document Number

Reference document number means the identification number
assigned to a specific reference document.

Serial Shipping Container Code
(SSCC) 1 Al (00)

The Serial Shipping Container Code (SSCC) is an 18-digit
GS1 Identification Key used to identify a logistic unit. The
SSCC is different from the GTIN, as the SSCC acts as a
license plate to track a shipment of logistics units through the
supply chain.

Serial Shipping Container Code can be used by companies to
identify a logistic unit (pallet), which can be any combination of
trade items (cases) packaged together for storage and/ or
transport purposes, for example a case, pallet or parcel. See
G Sl Food Industry Guidance for Logistics Labels.

Shipping

Shi pping means an event in a
food is arranged for transport (e.g., by truck or ship) from one
location to another location. Shipping does not include the
sale or shipment of a food directly to a consumer or the
donation of surplus food. Shipping does include sending an
intracompany shipment of food from one location at a
particular street address of a firm to another location at a
different street address of the firm.

Traceability Lot

Traceability lot means a batch or lot of food that has been
initially packed (for raw agricultural commaodities other than
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food obtained from a fishing vessel), received by the first land-
based receiver (for food obtained from a fishing vessel), or
transformed.

Traceability Lot Code

Al (01) + Al (10)

Traceability lot code means a descriptor, often alphanumeric,
used to uniquely identify a traceability lot within the records of
the firm that assigned the traceability lot code. The Produce
Traceability Initiative recommends the use of a Global Trade
Item Number (GTIN) and the corresponding Lot code to form a
globally unique Traceability Lot Code.

This aligns with other industry approaches, including the GS1
US Foodservice and Grocery initiatives.

Once a food has been assigned a TLC, the records required
at each Critical Tracking Event (CTE) must include that TLC.
All Key Data Elements (KDES), including the TLC, must be
linked to the relevant traceability lot. See the FDA Traceability
Lot Code page

Traceability Lot Code Source

Traceability Lot Code Source means the place where a food
was assigned a traceability lot code. The attributes for a
Traceability Lot Code Source include:

1 business name

phone number

physical location address (or geographic coordinates)
City

State

Zip code for domestic locations and comparable
information for foreign locations, including country

= —a —a —a -8

Trade Item (e.g., cases)

A trade item is defined as any item (product or service) upon
which there is a need to retrieve predefined information and
that may be priced, ordered, or invoiced at any point in any
supply chain and is identified with a Global Trade Item
Number® (GTIN®)

Traceability Lot Code Source
Reference

Traceability Lot Code Source Reference means an alternative
method for providing FDA with access to the location
description for the Traceability Lot Code Source as required
under this subpart.

Examples of a Traceability Lot Code Source Reference
include, but are not limited to, the FDA Food Facility
Registration Number (FFRN), a GLN (Global Location
Number) or a web address that provides FDA with the location
description for the traceability lot code source.

Transformation

Transformation means an event
involves manufacturing/processing or changing a food (e.g.,
by commingling, repacking, or relabeling) or its packaging or
packing, when the output is a food on the Food Traceability

List (FTL).

Transformation does not include the initial packing of a food or

activities preceding that event (e.g., harvesting, cooling).
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TRACEABI LI TY PLAN

Fotrhfeul I text of the requiremhtSFRBfPaht -Tr&@cepbi i
Traceabi.lity Pl an

Whati hsTraceability Pl an

I f you are subject to the requirements in this su
traceabiVYoiut yausstapdat e your traceability plan as ne
i nformation provided reflects youcowmphky¥Y¥ent mpstct.i
retain your previous traceability plan for 2 year

1. A description of the procedures you use to maintain the records you are required to keep
under the rule, including the format and location of these records.

2. A description of the procedures you use to identify foods on the Food Traceability List
that you manufacture, process, pack, or hold;

3. A description of how you assign traceability lot codes to foods on the Food Traceability
List

4. A statement identifying a point of contact for questions regarding your traceability plan
and records; and

5. If you grow or raise a food on the Food Traceability List (other than eggs), a farm map
showing the areas in which you grow or raise such foods. The farm map must show the
location and name of each field (or other growing area) in which you grow a food on the
Food Traceability List, including geographic coordinates and any other information
needed to identify the location of each field or growing area.

When Must | Assign Traceability Lot Codes

a. You must assign a traceability lot code when you initially pack a raw agricultural
commodity; transform a food; or receive a food from an exempt entity (21 CEFR

1.1345(b)).
b. You must not establish a new traceability lot code when you conduct other activities
(e.g., shipping or receiving) for a food on the Food Traceability List.

RECORDS OF CRI TI CAL TRACKI NG EVENTS

The following section pFO®MA 2G4 aCrcirtoiscsalr eTrea ceknicneg
and Key Data El ements (KDEs) to KDEs developed by
in this guide and in the provikder slomrdiaibtlay, dsrpa te aalsl

KDEare | isted. For the full textl &CfFRtParCT-BEs Samg al
Records of Criti.cal Tracking Events

At the core of FSMA 204 is a tbguiukemewhot mahupec:
process, pack, or hold foods on the FTL, mai nt ai n
(KDEs), which are the attributes associated with

activities in the supplygynchai hhea”Rr®@Apwbivhde R4afbo
reasonable time to which the FDA has agreed.
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https://www.ecfr.gov/current/title-21/part-1/subject-group-ECFRe6c9096adb572d4
https://www.ecfr.gov/current/title-21/part-1/subpart-S#p-1.1345(b)
https://www.ecfr.gov/current/title-21/part-1/subpart-S#p-1.1345(b)
https://www.ecfr.gov/current/title-21/part-1/subject-group-ECFRbfe98fb65ccc9f7
https://www.ecfr.gov/current/title-21/part-1/subject-group-ECFRbfe98fb65ccc9f7
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Traceability For Whole Tomato Exampl e

The whole #temat d reacceabi |l ity pfoocéesét ombowesdppbets
harvested and shipped to a cooling/ packing facild.
assigned.

Note that the Cooling CTE is shown i f that step t
directly to a produce distributor who ships them
where they may be transformed wiltdér adinetwr Th Ct aond

stor e.

TOMATOES REPACKED TOMATOES

(‘l;’eo(;‘:?r;l:ao:) Distributor Operator/Retailer
v
i i -i ’ m : ﬂ
Repacking Facility Distribution Center Restaurant
#1 Produce Seed Company/Harvester
(Owns and grows the produce) 5. Receiving CTE 8. Receiving CTE 10. Receiving CTE
ﬁ 6. Transformation CTE 9. Shipping CTE
(Traceability Lot
— Code Source)
- 7. Shipping CTE Retalice
Farm/Greenhouse/ Cooling/Packing/
Harvester Wash Facility -
1. Harvest CTE 2. Cooling CTE*
» w— | 4 4
3. Initial Packing CTE Fr
(Traceability Lot
Code Source) Distribution Center Store
4. Shipping CTE 8. Receiving CTE 10. Receiving CTE
9. Shipping CTE

~——_——

Harvest i tomatoes are harvested by a harvest company and sent to the Initial Packer.
Harvest CTE is recorded and KDEs provided to the Initial Packer.
Cooling i tomatoes are cooled by the Initial Packer. Cooling CTE is recorded by the
Initial Packer.
Initial Packing i tomatoes are received from the cooler to the packing line. Initial
Packing records are recorded by the Initial Packer, including the Harvest KDEs provided
by the harvest company. During Initial Packing, the tomatoes are:

a. Packed into cases (trade items)

b. Assigned a Traceability Lot Code (GTIN + Lot)

c. Labeled with a PTI Harmonized Case Label
Shipping i Tomatoes are aggregated to pallets (logistics units), assigned SSCCs and
identified with logistics labels. An ASN is sent to the subsequent recipient with the
Shipping KDEs. The Shipping CTE is then recorded by the Initial Packer in their records.
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5. Receiving i The ASN with Shipping KDEs are received by the repacking facility.
Tomatoes are then received by the repacking facility. The repacking facility confirms the
receive date and SSCCs received, then records the Receiving CTE in their records.

6. Transformation i The repacking facility mixes several lots of tomatoes (foods used in
transformation), segregates by ripeness and quality, assigns new Traceability Lot Codes
(foods produced through transformation), and packs into new cases. The repacking
facility records a Transformation CTE in their records.

7. Shipping T The repacking facility aggregates tomatoes onto pallets (logistics units),
assigns SSCCs and identified with logistics labels. An ASN is sent to the subsequent
recipient with the Shipping KDEs. The Shipping CTE is then recorded by the repacking
facility in their records.

8. Receiving i The ASN with Shipping KDEs are received by a distribution center.
Tomatoes are then received by the distribution center. The distribution center confirms
the receive date and SSCCs received, then records the Receiving CTE in their records.

9. Shipping and Receiving i The distribution center pick cases (trade items) from the
pallets of tomatoes based on orders received. Trade item TLCs are either scanned,
recorded using VoiceCode, or calculated based on the pallet and pick slot.

a. Restaurant (inter-company) i Cases are loaded onto delivery trucks without
pallet identification. ASN or paper Bill of Lading provided by DC to Restaurant
containing most of the Shipping KDEs. TLC and TLC Source Reference may be
provided using the Harmonized Case Label or via ASN/BOL. The restaurant uses
the Shipping KDEs provided to capture the Receiving CTE in their records.

b. Retail Store (intra-company) i The DC and Store are owned by the same
retailer, therefore both locations have access to the same records management
system. Cases are aggregated to heterogeneous pallets and assigned an
internal License Plate Number that is used by the receiving store to create the
receiving record for all products on the pallet.

Traceabil i t-foHaotr SReelaaddy Ex ampl e

Theadiye at svailthidc dd t ofaetnod) ternadc eabi |

ity process be
produce being harvested from more than

one facild.@

Note that the Cooling CTE is shown if that step t
procespackee where a transformation (and new TLCs
araggr egaptadd ettos (|l ogi stics units) wvshiiicphp eadr e oi chen't
di stribuwiom aentAdpamMoee SHISHN) .
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"1 Produce Seed Company/Harvester
(Owns and grows the produce)

s ag

Field(s)

Repacker (Processor)

1. Harvest CTE

Cooling Facility/Packing House

2. Cooling CTE* 5. Receiving CTE

-« 3. Initial Packing CTE 6. Transformation**
(Traceability Lot (Traceabllity Lot

Code Source) Code Source)

Greenhouse(s) A Siepme CIE

7. Shipping CTE

1 £
- =l — Iml —

Repacking Facility Distribution Center/Warehouse

Canada uUs
Distributor Retailer
Store

10. Receiving CTE

Retailer or distributor
could own the
distribution center

8. Receiving CTE
Operator

" ﬂ

9. Shipping CTE

1. Harvest CTE Restaurant
10, Receiving CTE
Source: Application of GS1 System of Standards to Support FS
CRI TI CAL TRACKI NG EVENTS (CTES) AND KEY DATA ELEMI
For this guidance doE&wraaind Keyi tDatad EHElreamerntnsgg ar e
Harvesting
The progaskewoing crops from fields, orchards or f|
greenhouses or vertical farms. Crops may be put i
packed in containers that wil!.l remain the same th
For daoh coveretdhhbhy Yvbe haleest, you must maint ai

following information and pmnoeieéettrlbaimct ort ipaplni
PTI KDE FSMA 204 KDE Comments
ISR Location The location description for the Generally, this will be the Initial Packer
immediate subsequent recipient location but could be a cooling location if
(other than a transporter) of the food | the product is cooled before initial
packing.
Commodity The commodity and, if applicable, The commodity and variety should be
Variety variety of the food the same as the commaodity and variety
captured during Initial Packing and
associated to the packed product.
Quantity and The quantity and unit of measure of Before packing, this will probably be field
UOM the food (e.g., 75 bins, 200 pounds) bins (e.g. 3 x 500Ib field bins) but for field
packed, it may be cases.
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Harvest Location

The location description for the farm
where the food was harvested

Farm location description includes the
business name, physical address or geo
coordinates, city, state, zip, country (or
equivalent for foreign locations) phone
number.

Field Name

For produce, the name of the field or
other growing area from which the
food was harvested (which must
correspond to the name used by the
grower), or other information
identifying the harvest location at
least as precisely as the field or
other growing area name

Should be the same name found on the
grower 6s [tculdibe afzLN or
GLN and GLN extension; or an internal

coding scheme that you use already for
planting, crop protection, harvesting.

Harvest Date

The date of harvesting

If the harvest stretches for multiple days,
list the end date of harvest.

Reference
Document Type
and

Reference
Document Number

The reference document type and
reference document number.

Relevant document for harvesting. Could
be a harvest ticket, production order,
sales order, purchase order, loghook,
etc.

Cooling Before Initial Packing
Dependingtem,t heesh produce may need to be cool ed
ensure item quality throughout the supply chain p
foraeéd cooling, water or hydrocooling, hiece cool in
product needs and characteristics.
For each food covered by the rule that you cool p
records containing the following information and
or paper format.
PTI KDE FSMA 204 KDE Comments
ISR Location The location description for the Generally, this will be the Initial Packer

immediate subsequent recipient location but could be a cooling location if

(other than a transporter) of the food | the product is cooled before initial

packing.

Commodity The commodity and, if applicable, The commodity and variety should be
Variety variety of the food the same as the commodity and variety

captured during Initial Packing and
associated to the packed product.

Quantity and
UOM

The quantity and unit of measure of
the food (e.g., 75 bins, 200 pounds)

Before packing, this will probably be field
bins (e.g. 3 x 500Ib field bins) but for field
packed, it may be cases.

Cooling Location

The location description for where
you cooled the food

Cooling location could be the same
location as the Initial Packer or could be
a different location.

Cooling Date The date of cooling If cooled for multiple days, this would be
the last day of cooling before the product
is initially packed
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Harvest Location The location description for the farm | Farm location description includes the
where the food was harvested business name, physical address or geo

coordinates, city, state, zip, country (or
equivalent for foreign locations) phone
number.

While not required by the rule, you may
want to capture the full Harvest CTE and
KDEs on behalf of the Initial Packer.

Reference The reference document type and Relevant document for cooling. Could be
Document Type reference document number. a purchase order, sales order,

and production order, logbook, etc.
Reference

Document Number

Il ni Paaking

Crops are packed in containers that wild.l be shipp
The containers may be cases containing bulk produ
chain or for sale at retail bpyr otdhuec te antahy obre wpeai cgkhetd
consumer containers such as clamshells, plastic s

to foodservice operators.

I niti al Packing for Produce

For each tratealdi coverlkedobgi hhei alblg pack, you mu:c
containing the following information and | inking
PTI KDE FSMA 204 KDE Comments

Commodity The commodity and, if applicable, This is the information for each unique

Variety variety of the food batch or lot of harvested raw agricultural

commodities (RACs).

Receive Date The date you received the food
. - . - Note, there may be more than one batch
Quantity Received | The quantity ‘_emd unit of measure of | or lot listed for a single Traceability Lot
and the food received (e.g., 75 bins, 200 | code.
UOM Received pounds) It is especially common for crops like
Harvest Location The location description for the farm | tomatoes to be packed together from
where the food was harvested multiple fields since they are washed,

Field Name For produce, the name of the field or graded, then packed.

other growing area from which the
food was harvested (which must
correspond to the name used by the
grower), or other information
identifying the harvest location at
least as precisely as the field or
other growing area name;

Harvest Company | The business name and phone
number for the harvester of the food;

Harvest Date The date of harvesting;

t NERAZOS ¢NI O @At Ming  LLyWALE 1SavBSNEI0% 2K WA REF § OS5  H H
' LIRF CSB N N nHn
{2dNDSY 66 6DLINE RdZOSGNI OSF 6Af Aliéd2NE



CPMA?

CANADIAN PRODUCE
MARKETING ASSOCIATION

INTERNATIONAL

FRESH .~
PRODUCE

ASSOCIATION™

® ®

1 1

Canada us

Cooling Location

The location description for where
the food was cooled (if applicable);

Cooling Date

The date of cooling (if applicable);

Traceability Lot
Code (TLC)

The traceability lot code you
assigned

- Required by PTI -

Al (01) Case GTIN and

Al (10) Case Batch/Lot

- Optional -

Al (00) Pallet SSCC

Al (13) Pack Date

Al (13) Harvest Date

Al (15) Best if Used by Date
Al (21) Serial Number

Product Description

The product description of the
packed food;

This is the description for the Case, not
the saleable unit in the case. Product
description should include:

product name (including, if applicable,
the brand name, commaodity, and variety)

packaging size
packaging style

Quantity Packed
and

The quantity and unit of measure of
the packed food (e.g., 6 cases, 25

This is usually going to be the number of
cases packed.

Document Type
and

Reference
Document Number

reference document number.

UOM Packed reusable plastic containers, 100
tanks, 200 pounds)
Initial Packing The location description for where This is the Traceability Lot Code Source.
Location you initially packed the food (i.e., the The TLC Source Reference should point
traceability lot code source), and (if FDA to this location.
applicable) the traceability lot code
source reference; The attributes for a Traceability Lot Code
Source include:
1 business name
1 phone number
1 physical location address (or
geographic coordinates)
1 City
1 State
91  Zip code for domestic locations
and comparable information for
foreign locations, including
country
Pack Date The date of initial packing; and If packing spans more than one day, use
the last day of packing.
Reference The reference document type and Relevant document for the CTE. BOL,

PO, WO, ASN, etc.
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I nitial PSpcrka untgs f or

For each tr aece@ab(udxsd e/pdlr ogoludifsrtavan espr outs harvest ed

their roots) you initially pack, you must al so ma
information and |inking this information to the t
PTI KDE FSMA 204 KDE
Seed Grower Location The location description for the grower of seeds for
sprouting and the date of seed harvesting, if either is
available.
Seed Conditioner Location, The location description for the seed conditioner or
Seed Lot Code, and processor, the associated seed lot code, and the date of
Date of Conditioning / Processing conditioning or processing.
Seed Packinghouse Location, The location description for the seed packinghouse
Packed Seed Lot Code, and (including any repackers), the date of packing (and of
Seed Pack Date repacking, if applicable), and any associated seed lot code
assigned by the seed packinghouse.
Seed Supplier Location, The location description for the seed supplier, any seed lot
Seed Supplier Lot Code, and code assigned by the seed supplier (including the master
Sprouter Seed Lot Code lot and sub-lot codes), and any new seed lot code assigned
by the sprouter.
Seed Description, A description of the seeds, including the seed type or
Seed Type, taxonomic name, growing specifications, type of packaging,
Taxonomic Name and (if applicable) antimicrobial treatment.
Growing Specifications,
Type of Packaging, and
Antimicrobial Treatment
Sprouter Receive Date The date of receipt of the seeds by the sprouter.
Reference Document Type and The reference document type and reference document
Reference Document Number number.
Il nitial Packing for Produce from Exempt Entities

For each tractealdi coverlkedobgi nhhefiraounh ga ppaecrks on e x emp
the ,r wloaw must maintain records containing the fol

information to the traceability | ot
PTI KDE FSMA 204 KDE Comments
Commodity and The commodity and, if This is the information for each unigue batch
Variety applicable, variety of the food. or lot of harvested raw agricultural
Receive Date The date you received the food. commodities (RACS).
_ - . - Note, there may be more than one batch or lot
Quantity Received | The quantity and unit of listed for a single Traceability Lot Code.
and measure of the food received
UOM Received (e.g., 75 bins, 200 pounds).
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Receive From
Location

The location description for the
person from whom you received
the food.

It is especially common for crops like
tomatoes to be packed together from multiple
fields since they are washed, graded, then
packed.

Traceability Lot
Code (TLC)

The traceability lot code you
assigned.

- Required -

Al (01) Case GTIN and

Al (10) Case Batch/Lot

- Optional -

Al (00) Pallet SSCC

Al (13) Pack Date

Al (13) Harvest Date

Al (15) Best if Used by Date
Al (21) Serial Number

Product Description | The product description of the

packed food.

This is the description for the Case, not the
saleable unit in the case. Product description
should include:

product name (including, if applicable, the
brand name, commodity, and variety)

packaging size
packaging style

Quantity Packed
and

UOM Packed

The quantity and unit of
measure of the packed food
(e.g., 6 cases, 25 reusable
plastic containers, 100 tanks,
200 pounds)

This is usually going to be the number of
cases packed.

Initial Packing
Location

The location description for
where you initially packed the
food (i.e., the traceability lot
code source), and (if applicable)
the traceability lot code source
reference;

TLC Source location is the actual physical
location where TLC was assigned during
initial packing. The description includes:

1 business name

1 phone number

1 physical location address (or
geographic coordinates),

1 city

State

9 zip code for domestic locations and
comparable information for foreign
locations, including country

=

Initial Packers may provide a TLC Source
Reference instead. This may be a web site
where the TLC Source Location Description
may be looked up by FDA from the GTIN and
Lot Code. The Initial Packer may provide the
FDA Facility Registration Number that FDA
may look up in their own registry.

TLC Source Reference could also be
provided as a GLN from a registry that FDA
has access to.
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Pack Date The date of initial packing; and If packing spans more than one day, use the
last day of packing.
Reference The reference document type Relevant document for the CTE. BOL, PO,

Document Type
and

Reference
Document Number

and reference document
number.

WO, ASN, etc.

Shipping

For each tractealdi coverkdoalhipheyouw!| must mai
cont ai nfionlgl otwvhieng i nf ormati on and | inking thi
PTI KDE FSMA 204 KDE Comments
Traceability Lot The traceability lot code for the | - Required -
Code (TLC) food Al (01) Case GTIN and
Al (10) Case Batch/Lot
- Optional -
Al (00) Pallet SSCC
Al (13) Pack Date
Al (13) Harvest Date
Al (15) Best if Used by Date
Al (21) Serial Number
Quantity and The quantity and unit of This is the number of cases shipped.
UOM measure of the packed food

(e.g., 6 cases, 25 reusable
plastic containers, 100 tanks,
200 pounds)

Product Description

The product description for the
food.

This is the description for the Case, not the
saleable unit in the case. Product description
should include product name (including, if
applicable, the brand name, commaodity, and
variety), packaging size, and packaging style.

Ship To Location

The location description for the

immediate subsequent recipient
(other than a transporter) of the
food.

Ship-to location is the actual physical location
where the product was shipped to. Location
description includes:

1 Dbusiness name

1 phone number

1 physical location address (or
geographic coordinates),

1 city

State

1 Zip code...zip code for domestic

locations and comparable information
for foreign locations, including country

=

Ship From Location

The location description for the
location from which you shipped
the food.

Ship-from location is the actual physical
location where product was shipped from.
Location description includes:
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business name

phone number

physical location address (or geographic
coordinates),

city

State

zip code for domestic locations and
comparable information for foreign locations,
including country

Ship Date The date you shipped the food The ship date is the actual date when product
leaves the physical ship-from location.
TLC Source or The location description for the | TLC Source is the actual physical location
TLC Source traceability lot code source, or where TLC was assigned during initial
Reference the traceability lot code source packing or transformation. The description
reference; includes:

1 business name

1 phone number

1 physical location address (or
geographic coordinates),

1 city

1 State

9 zip code for domestic locations and
comparable information for foreign
locations, including country.

Suppliers may provide a TLC Source
Reference instead of a TLC Source. This

could include:

1 Web site

1 FDA FFRN

1 GLN from a registry available to FDA
Reference The reference document type May list more than one document. For
Document Type and reference document exampl e, a shipper ma
and number. purchase order, their outbound packing list,
Reference bill of lading, invoice and advanced ship
Document Number notice numbers. By capturing the document

type and number, the shipper can provide
FDA with additional information about the
shipment that may assist in an outbreak

investigation. This information is useful for
double-checking your traceability records.

Receiving

Foeach traceability | ot of a food on the Food Tr ac
records containing the following information and
PTI KDE FSMA 204 KDE Comments
Traceability Lot The traceability lot code for the | - Required -
Code (TLC) food. Al (01) Case GTIN
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Al(10) Case Batch/Lot

- Optional -

Al (00) Pallet SSCC

Al (13) Pack Date

Al (13) Harvest Date

Al (15) Best if Used by Date
Al (21) Serial Number

Quantity and
UOM

The quantity and unit of
measure of the food (e.g., 6
cases, 25 reusable plastic
containers, 100 tanks, 200
pounds)

This is the number of cases received

Product Description

The product description for the
food.

This is the description for the case, not the
saleable unit in the case. Product description
should include:

9 product name (including, if applicable,
the brand name, commaodity, and
variety)

1 packaging size

1 packaging style.

Ship To Location

The location description for
where the food was received

Ship-to location is the actual physical location
where the product was shipped to. Location
description includes:

1 business name

1 phone number

1 physical location address (or
geographic coordinates),

1 city

State

9 zip code for domestic locations and
comparable information for foreign
locations, including country

=

Ship From Location

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

Ship-from location is the actual physical
location where the product was shipped from.
Location description includes:

1 business name

1 phone number

1 physical location address (or
geographic coordinates),

1 city

State

1 zip code for domestic locations and

comparable information for foreign
locations, including country

=

Receive Date

The date you received the food.

The receive date is the actual date when
product reaches the physical ship-to location.

TLC Source or

The location description for the

TLC Source location is the actual physical

TLC Source traceability lot code source, or location where TLC was assigned during
Reference
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the traceability lot code source initial packing or transformation. The
reference; and description includes:

1 business name

1 phone number

1 physical location address (or
geographic coordinates),

1 city

State

9 zip code for domestic locations and
comparable information for foreign
locations, including country.

Suppliers may provide a TLC Source
Reference instead of a TLC Source. This

=

could include:

1 Web site

1 FDAFFRN

1 GLN from a registry available to FDA
Reference The reference document type One may list one or more than one document.
Document Type and reference document For example, a receiver may list their original
and number. purchase order, their
Reference bill of lading, invoice and advanced ship
Document Number notice numbers. By capturing the document

type and number, the receiver can provide
FDA with additional information about the
receipt that may assist in an outbreak
investigation. This information is useful for
double-checking your traceability records.

Transformati on

This can include repacking, commingling when item
combined, or cutting, trdumimrgoduwdtc.(,i .te. ,crmeianiemaal
For each new tfaoowabipriddudett mfough transformati o
records containing the following information and
| actode
PTI KDE FSMA 204 KDE Comments
FTL Food Used TLC The traceability lot code | Minimum attributes:

for the food used Al (01) Case GTIN and

Al (10) Case Batch/Lot

Optional attributes:

Al (00) Pallet SSCC

Al (13) Pack Date

Al (13) Harvest Date

Al (15) Best if Used by Date

Al (21) Serial Number

FTL Food Used The product description | This is the description for the Case, not the

Product Description for the food to which the | saleable unit in the case. Product description
should include:
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traceability lot code
applies.

1 product name (including, if applicable,
the brand name, commaodity, and
variety)

1 packaging size
1 packaging style.

FTL Food Used Qty and
FTL Food Used UOM

For each traceability lot
used, the quantity and
unit of measure of the
food used from that lot.

Could be a variety of UOMs including cases,
Ibs., bins, etc.

FTL Food Produced
New TLC

The new traceability lot
code for the food.

Minimum attributes:

Al (01) Case GTIN and

Al (10) Case Batch/Lot
Optional attributes:

Al (00) Pallet SSCC

Al (13) Pack Date

Al (13) Harvest Date

Al (15) Best if Used by Date
Al (21) Serial Number

Transformation Location

The location description
for where you
transformed the food
(i.e., the traceability lot
code source), and (if
applicable) the
traceability lot code
source reference.

TLC Source is the actual physical location
where TLC was assigned during initial
packing or transformation. The description
includes:

1 business name

1 phone number

1 physical location address (or
geographic coordinates),
1 city
State
9 zip code for domestic locations and
comparable information for foreign
locations, including country.
Suppliers may provide a TLC Source
Reference instead of a TLC Source. This
could include:

=

1 Web site
1 FDAFFRN
1 GLN from a registry available to FDA

Date Transformed

The date transformation
was completed.

This is the actual date when transformation
activities were completed.

FTL Food Produced
Product Description

The product description
for the food.

This is the description for the Case, not the
saleable unit in the case. Product description
should include:

1 product name (including, if applicable,
the brand name, commaodity, and
variety)

1 packaging size
1 packaging style.
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FTL Food Produced The quantity and unit of | Usually this is expressed in the number of
Quantity and measure of the food cases.
FTL Food Produced (e.g., 6 cases, 25
UOM reusable plastic

containers, 100 tanks,

200 pounds).
Reference Document The reference document | One may list one or more than one document.
Type and type and reference For example, a receiver may list their original
Reference Document document number. purchase order, their
Number bill of lading, invoice and advanced ship

notice numbers. By capturing the document
type and number, the receiver can provide
FDA with additional information about the
receipt that may assist in an outbreak
investigation. This information is useful for
double-checking your traceability records.

RECORMAI NTENANCE AND AVAI LABILITY

The following is an -apbciefviatddsansgspoondaterecord
availability. For the RUI ICFRe®Xtrof-Rel@aebigal ¢, Spl ea
Mai ntenance and Availability

Gener al Recordkeeping Requirements

You must Kkeep records as original paper or electr
photocopies, pictures, scanned copioas,giomralotrheecrorad
El ectronic records may include valid, working ele
mai ntaineed mAlderr e hords must be | egible and store
| oss.

Thi-Party Record Management

You may have another entity establieshub®ngomai nt ai |
behal f, but you are responsible for ensuring that
onsite within 24 hours of request for official re
Record Availability

Make records available in 24 hours

You must make all r eerourbdesa irleagbulier etdo uannd earu tthhor i z e d
representative, upon request, within 24 hours (or
agreed) after the request, along with any infor ma
as internal or teexmise,r ngall o scsoadriineggs ,syabbr evi ati ons, ar
records you provide correspond to the information

~——_——

NE RdzOS ¢NI} OLH @At Ming LLyWALH 1SordBSNEI0% 2K WA BRI § OS o wm
LIRIF GSBMNHAE NBnHnN
2dzNDSY 666 PLINRRAzZOSGNY OSIFoAf Aled2NEH


https://www.ecfr.gov/current/title-21/part-1/subject-group-ECFRacd5c2e8ea7ccbf
https://www.ecfr.gov/current/title-21/part-1/subject-group-ECFRacd5c2e8ea7ccbf

® ®

CPMAY  rresH . 1 1

WSS Sn  PRODUCE canada Ue
ASSOCIATION
Of fsite storage of records
Of fsite storage of records is permitted if such r
within 24 hours of request for official revi ew. E
they are accessible from an onsite | ocation.

Sortable spreadsheet

When necessary to help FDA prevent or mitigate a

i mpl ementation of a recall, or to otherwise addre
available, within 24 hours wbictwi FDPAnhasmagreadpn
request -pneardseoni nor remotely (e.g., by phone) by an
information you are reegquriuléedrt o hmafobdsnandddat eh
traceability |l ot cod&osmepeairtiad ex ategeéi igieoguusap pl vy
beliefssmahld fammddaad.Il food establishments.

When the information requested by FDA is informat
provide such information in an electronic sortabl
needed to understand the information in the sprea
English translation

Upon FDA request, you must provide within a reaso
requiretdhe nirdhelree | anguage other than Engl i sh.
Record Retention

Except as specified otherwise, you must maintain

tdh rfudre 2 years from the date you created or obtai
El ectronic Records

Records that are established or maintained to sat
meet the definitionAofl .edaemt (x)eimptr é c ®@md sphaerntr eq ui
11 Records that sati ef y,utliteet rtelqat raimeatasr @fr ¢ dqui r
applicable statutory provisions or regulations, r

Exi sting Records

You do not need to duplicate existing records you
ordinary course of business or that you maintain
territorial, or |l ocal regul atiiroend )b w.if eYiahe ynacyont ai
suppl ement any such existing records as necessary
this subpart.
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You do not have to keep all roufi et hme siimfgdremasteitono fr er
However, your traceability plan must indicate the
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Suppl y FRdlaga nConsi der ati ons

I n
sup

addition to the requirements outlined a
ply chaispelcave craoleggui rements and gui del

bove, i
i nes ou

PERSON®H1O GROW, HARVEST,| CIODLRAGMNDCOVERED FOODS

I n
abo
Pac

Exe

The

1
1

=

Pro
har
t he
pac
poi
To
Tr a

Far

-Or—rr—r:y_|
- 00 ® O

addkeepnnToetsheand KDEsndedrnthdéi EEMA 204
we, provide the following guidance for p

Require
rovidin

kers and Shipping KDEs from Initial Packers to

mptions

re are several imapbrtanmseaerdippaokers should b

Full exemption for farms with sales 0$25,000, 21 CFR 1.1305(a)(1)(ii)

Exemption from sortable spreadsheet requirement for farms with sales 0$250,000, 21
CER 1.1455(c)(3)(iii)(A)

Full exemption for food sold or donated by a farm directly to consumers, 21 CFR
1.1305(b)

Full exemption for foods that will be subjected to certain types of processing if there is a
written agreement in place. 21 CER 1.1305(d)(6)

Partial exemption for retail food establishments and restaurants purchasing directly from
afarm. 21 CFR 1.1305())

Partial exemption for farm to school and farm to institution programs. (21 CER 1.1305(1))
Inapplicability to certain food produced and packaged on a farm. (21 CFR 1.1305(c))
Certain produce farms. (21 CFR 1.1305(a)(1)(1))

ceability Pl an

cedures related to traceability records manage
vest ,ancdonoiltiinagl,b e;a@klidn g har eh arevgansdtio ® dKiDnEgs t o

initi dhepptlkar should also incorporate verific
kreadt ch t he r¥eormpdsankemtoul d i nclude | ot code as:
nt of contRicntalhleyf,pk amatsbould include Farm Maps
simplify operations, one may consider handling
ceability List.

m Manpds Fi el d I dentification

simplifybetawaers h@nmr o wg
vesters, andgirmiwteir & |
assign a GLN to a far
i dent i fTyh ee & oH | foiwa Indy.
vi ded.
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https://www.ecfr.gov/current/title-21/part-1/section-1.1455#p-1.1455(c)(3)(iii)(A)
https://www.ecfr.gov/current/title-21/part-1/section-1.1305#p-1.1305(b)
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https://www.ecfr.gov/current/title-21/part-1/section-1.1305#p-1.1305(d)(6)
https://www.ecfr.gov/current/title-21/part-1/section-1.1305#p-1.1305(j)
https://www.ecfr.gov/current/title-21/part-1/section-1.1305#p-1.1305(l)
https://www.ecfr.gov/current/title-21/part-1/section-1.1305#p-1.1305(c)
https://www.ecfr.gov/current/title-21/part-1/section-1.1305#p-1.1305(a)(1)(i)
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Farm Location Description Field Names & Location {GLN.GLN Extension}
Farm Name Lizziebs H 1234567890123.A-08 -24.5000145, -11.107417
Address 113 Farm Street 1234567890123.D-03 -24.5000144, -11.107418
City Springfield 1234567890123.C-02 -24.5000146, -11.107419
State or Region FL 1234567890123.B-09 -24.5000147, -11.107416
Postal Code 11311
Country us
Telephone +1.999.999.9999
GLN 1234567890123

CTEs and KDEs

sl | = i-i =i =9 B M
Har S hltlall’aehr Retail Food
| [ Establishment
Har\restlng | | Cooling Inltlal Packlng
KDEs KDEs KDES
Shipping
KDEs

Shar HagvesatnidngCool i ng KDEs

Har varsd Corodcdorgds may i ncorporate the GLN and GLN
t hat are shared Whe hf ¢dInli @ wiahg Pax&mplses of Harvest
provided.

Sharing Shi pfprionng IKnDEsi al Packers

Prodiucddnt i andabDes@Al ptDahp
PTI Best Practice i s Qasd damiasm d yd & 3 tar circpobriddsi nnegi tt ho
produce industrystGadndNaradgsi gnhment

Lot Code AsAdi gnment
PTI Best Prmasiigoelios$ todes that, itogretihey avitdodh
packi ng alnadc gptaickn.fpedat ke ra&qtui aecesal idditdlyled ot code

fused to uniquely identify a traceability Ibot with
This means that your | ot code assignment method m
I nitial Packipreg EVIdmMt arnedcdrmd ernal Lot Code.
Traceabi |l iRyl LBdastCoRIireacti ce

GS1 andePdmnehnadt t he Tr acdaebormpdsyedodf Ciowleendat a el
the -G38 PTI Cas€Gadtad®d cinate . These are Pdpr €sert ed
1

Label il 2Hhebd&Sdode as ApplicatioBaltddnttiotier (01)
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https://www.gs1.org/docs/freshfood/Fruit_and_Vegetable_GTIN%20Assignment_Guideline.pdf
https://producetraceability.org/wp-content/uploads/2024/02/PTI-FSMA-204-TLC-Source-and-Reference-Guidance-final-1.pdf
https://producetraceability.org/wp-content/uploads/2024/02/PTI-FSMA-204-TLC-Source-and-Reference-Guidance-final-1.pdf
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I n addition RTol trheecoTmtntends a date-128 baffcmdtkhieded i
PTI Case Label

Seri al NAmbee? §)
Some buyers are electing to use Radio Frequency |

Things (1l oT) devices to identify cases. These dev
have a-16ThNd Seri al number enThded daviocedhemadgpvhe
with PTlI standard case | abels, applied separately
somei tuathenpf&dub4 dmd code is encoded into the d
serial Innunobterer si tvauatei onasuftalce uder mayYamude t heir
exclude the intarnal latteumlbase, it i sriomgadret ant
the product 4 G@Garde i GTleNinmralde dtohte cdoedvei ce GTI N and s
to subsequent recipients that intend to electroni
scan the barcode.

Pal |l et | dieAnlt i(fOoiOcjat i on

According to GS1 standards(and. gepdbl d@nbp, i Hegt 6 f
with a SSCC and a G&8:k IG&di doigéistliabélabel all ows
l ogistic units uniquely so that they can be track
only mandatory requirement is that weaclth&l ggtstic
seri al number, the Seri al Shipping Container Code
Scanning the SSCC barcode on each |l ogistic unit a
mat ched with the electronic business messages tha
i ndividual units provides the oppplrituatitgns osuaoipl
cross docking, shipment routing, and automated re
can be included on the GS1 Logistic Label

TLC Dat a uShhmhagi hgt SSCC

The pallet SSCC may be used to simplify Traceabil
partners bytrgde eigae mnTPr acteca btihleiTtBYA SlNo0. ti sCoddeesi gned
provide the subsequent recipient with a list of a
a | iaslfiL @ ( GTHNQuabhot ¥ yassdoiMat ed with each pall et
The subsequentc aptdihpd &SBICCmdy om t he paanlde tA |loaobke | u
upo the TLCs associated with the pallet from the
sourTchei.s el i minates the need to. scan case | abel s o

An alternativeGSdAd otghestANsiidda btiehheel udes a barcode f
andbar codeh@T I N ot Case Qugagnrteigtayt ed t o t he pallet.

Master Data Sharing

Product description associated with the sGTITNisshou
all ows the recipient to fMMhoeonk au p&T ItNh & sp rpa dowc td edde si
as part of a PTI H a&Srhma i inzge dneQ aisaed sLarbreciinwode | i mi t ed

1 GS1 Global Data Sharing Network
1 GS1 Data Hub

1 Traceability data sharing network
1 Spreadsheet
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Location description associated with GLNsishoul d
all ows for the recipient to Alook upo6 theor ocatio
as part of a PTI Har moni zed Case Label. Sharing m

1 As part of the ASN

1 GS1 Data Hub

9 Traceability data sharing network
9 Spreadsheet

ShipEve#bPEharing
Th&hipping event includes eight key data el ement s,
Ssubsequent Ompddiomisentos. share this inforimadliwde:with

9 Advanced Ship Notice may provide some or all Shipping KDEs using an EDI 856 or an
EPCIS Shipping Event

9 Bill of Lading, some or all KDEs.

1 PTI Harmonized Case Label (Product Description, TLC, TLC Source or TLC Source
Reference)

9 GS1 Logistics Label (SSCC, GTIN, Lot, Case Quantity)

1 Spreadsheet

Traceability Lot Code Source or Source Reference

way thewscany rThdei viemayi tbe t hr oughormaasst epra rdta toaf sthhaer

One may also elect to incorpbillte af TtLhasd Soagsrec e &g

| abeasstuor e compliance with the rule in all <cases,

subsequent recipients.

Sprouts

Sprouts have several additional KDEs required dur
treatedapuwusdvthekecase of produce.

Pr oduRdcseifvreabx e mpt Entiti es

Foproducts received by initial packers from exempt
Packi ngOKbD&Espacketdandepdateke any other case of p

Sortabl e Spreadsheets

The FinméeqRuli®Bi tmatmust provide an electronic sor
information FDA requests on CTEs involving partic
traceability | ot codes specified in our request. "

From FDAmphet EDEssquiosedt &ipd @a dss I'se eatv d&ielr &bl e
The #ad8mpl e sortabl e s ptheaidischl euedti nigs tparbosv ifdoerd:

9 Harvest CTE
i Cooling CTE
91 Initial Packing CTE
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https://www.fda.gov/media/163132/download?attachment
https://producetraceability.org/resources/#sortable
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1 Initial Packing CTE of food from an exempt entity
9 Initial Packing Sprouts
9 Transformation (re-pack)

Pil ot and Audi t

One shownt$iddheer f oddroiwnaggFBMAOZ0Od audits.

I The TLC and TLC Source assigned by initial packers may not be changed by
subsequent recipients unless they transform the food. One may test both scenarios with
trading partners.

Test initial packing for foods from covered and exempt growers (if applicable).

Records must be captured and stored for two (2) years. Create simulated data for

multiple years and generate sortable spreadsheets for various time periods.

1 Match the physical products being shipped with your records to make sure that the
correct TLC and TLC Source information is shared with subsequent recipients. Test all
different types of data sharing methods (digital, paper, labels, and tags, etc.).

1 Consider situations where cases are opened by subsequent recipients, and saleable
items or inner packs are shipped directly to stores. Does the GTIN of the inner pack or
saleable item link to the case GTIN via product hierarchy? If the item is marked with the
same type of date code, do the dates match? If a lot of code is shown, is it the same as
the lot code on the case?

= =4

Recommendati ons

1 Map out the different scenarios in your organization and identify where CTEs need to be
captured and the source of each KDE.

9 List the types of companies and technology capabilities of the companies that you will

need to integrate with (growers, harvesters, coolers, suppliers, customers).

Identify methods of capturing and storing KDEs.

Identify methods of sharing the Shipping KDEs to subsequent recipients.

Develop pallet tagging with SSCC.

Develop aggregation methods of TLCs to SSCC.

Develop methods for linking pallets to shipments.

Develop methods for associating Pallet SSCC, TLC, TLC Source/Reference, Quantity,

UoM to outbound shipments.

1 Work with trading partners to understand data sharing capabilities (for both Shippers and
Receivers). Consider developing lower-tech methods of sharing the FSMA 204 Shipping
KDEs if the company that is being shipped to cannot handle an EDI ASN.

= =4 =4 -8 -4 4

PERSONS WHPACK OR TRANSFORM COVERED FOODS

Transf ommahsoan event in a food's suppolry chain th
processing a food or changing a food (e.g., by <co
packaging or packing, when the output is a food o
does not include the initial @atctkathgewdnta (feo.og. ,0rl

cooling).
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Exemptions

I f the food is prepared onsite at a restaurant or
food transformation requirements if those product
products are transfor med iamda tdemmisshs grpye dort of ammd t
before sale to a consumer, then the transformatio
Traceability Pl an

Procedures related to tr aceed itla tiyn coercpoorrdast emahnoavwg ee
handle FTETand nhjoredi ent s, work in process, and fi
operations, one mayf cods, demr &tanldd dangg ifafil dti lFdrye dape
the Food Traceability List.

CTEs and KDEs

_ £
- - rr
- S . Initial Packer Produce Distrubution Retail Food
: = e (RAC) Processor Center Establishment

Receiving KDEs

Transformation KDEs

Shipping KDEs

Transfor maon omo&€dE:uded in transformati on:

9 For each FTL food used in a transformation the following information should be
recorded:
0 Traceability lot code
0 Product description
0 Quantity and Unit of Measure
1 For each non-FTL food used in a transformation one may record the same or similar
information as an FTL food, if available. This is not required by the rule, but is a best
practice to capture all ingredients, whether or not they have a GTIN and Lot or not.

Foods produced through transformati on.

9 For each FTL food produced through transformation, the following information should be
recorded:
0 Traceability lot code
0 Product description
0 Quantity and Unit of Measure
o Transformation date
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0 The location where you transformed the food. This is also known as the TLC
Source and may be pointed to using TLC Source Reference.

o0 Referenced Document Type and Number.

0 For each traceability lot produced through transformation of a raw agricultural
commodity (other than a food obtained from a fishing vessel) on the Food
Traceability List that was not initially packed prior to your transformation of the
food, you must maintain records containing the information specified in §
1.1330(a) Initial Packing or (c) Initial Packing of foods from exempt entities, and,
if the raw agricultural commaodity is sprouts, the information specified in §
1.1330(b) Initial Packing of Sprouts.

Sortabl e Spreadsheets

The sortable spreadsheet for Transformation is a
i nputs and mulntei palpep roouatcphutiss. to | i st the inputs fi
to connect each input with each output.

Either way, it would be good to note this in your

sortable spreadsheet.

Pl easae heed ol | owohgaesampallheersepr eadsheet
Pil ot and Audi't

One should consider the following during FSMA 204

T For a finished productés TLC and TLC Source, Yy
record. By definition, the TLC means a descriptor, often alphanumeric, used to uniquely
identify a traceability lot within the records of the traceability lot code source.

Recommendati ons

1 Map out the different scenarios in your organization.

1 Identify methods of capturing and storing Transformation KDEs.

1 Identify methods to capture KDEs that may happen internally (e.g., moving inventory to
into production locations, aggregating cases to pallets, etc.).

Wor k with trading pamwtrnergy etdd ennncderwsitltdnde | abel ed
capture during transformati on

PERSONS WHO SHI P COVEREDGIFOADESS TFACI LI Tl ES

Persons whlonipteir d la miia aknisdf oot ynpt 8mihfppygi st i dosgiusntiitcss t o
facilLogisesics facilities include warehouses, term
dock s, and consolidators.

Exemptions

I f foodssubnMiddt ébde to a kill step by an entity other
restaurant, or consumer; or that wild!l be changed
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https://producetraceability.org/resources/#sortable
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establ i shment, restaur ant , or consumer |, such that
Traceabil ity Ltihsetr,e pirsova dwerdi tttheant ,mefdrle eCnfreRnt t o t hat

1.1305(d) (6)
Traceability Pl an

Procedures related to tracealdielsicthy lweeaeirdesc @eaEn age
shippeonogadsghare required shipping KDEe plbasudbegled

also incorporate verification steps to assure tha
proviTbed.i mplify operations, one may consider hand
Traceability List.

CTEs and KDEs

= £
» Sl
-m e o |
n Harvester ‘ Cooler
Plni;i_al .' Receiving |
koEs | || KOEs
KDEs KDEs
Shipping
KDEs
As the product is shipped, different Receivers wi
capabilities. Shipping KDEs and met hoddg emihstt obe a
higech Receiver capabilities, such as:

1 Low tech
0 Printed paper with the Shipping KDEs
0 Added to existing paperwork (shipping order, bill of materials, etc.)
1 Midtech
o Emailing the details of the Shipping KDEs to an email at the Receiver with the
details in the email body or in an attachment
0 Upload to a cloud storage repository (i.e., Dropbox, Google Drive, etc.)
0 May include a web link to the data electronically if the Receiver needs to access
it later
0 May contain a QR code to easily find the data on the web link
0 SMS Text sent to the Receiver with a web link to the electronic Shipping KDEs
1 High tech
o EDI 856 ASN with the FSMA data elements for Shipping KDEs
o Custom API that some Receivers may set up and require shipments to have the
Shipping KDEs posted via API
o Flat File sent via email, AS2, FTP, SFTP, etc.
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https://www.ecfr.gov/current/title-21/part-1/section-1.1305#p-1.1305(d)(6)
https://www.ecfr.gov/current/title-21/part-1/section-1.1305#p-1.1305(d)(6)
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0 System to System (various custom integrations)

A | i nkShtiop ptihne g Wor ksheet is included in the Append
Sortabl e Spreadsheet s

The sortable spreadiheaetghfiAd s hypimEmit n gnaiys cont ai n m
iteBsch row in thepsersead shTaaeetl doeuimeaein. ref erence
number may be used to group together | ine items f

TLClLhe tempobaides two col umns f oirt hteh eC aTsrea cGTalbN |
and Batech or Lot Number. These should match Al (
Label for the food.

Dat®i.nce either haralkestcbudpdckndahe P3I Case
Practi cef oteotlmdren and date types.

Voi ceChldies i s an eolpetmeonntalbusdtaf al f or vecceients
picking amnystfeoms r ewamntvetre wiho»ual lays siunrsep etchta tc atshe
i nformati ars pracvaidbéadncled shi pment notice mat che
reced vBEldi s value i sdabmpubdiiBE m@Bbteda&oi ceCode
may be computed by the erl @animiadrets, tthwet amdaocy ibd il n
simplifies usage fadri ldntyi ttioe sc owiptultceutt htehe/oi ce

Pal | efthideDl umn pr puwildes ,thludnb aWau dilathayneSCC bu't

may be an internally asditgnedilmacghpar plostee esu
traceability by grouping .Aogpaet het fDothaybipeGIi
or more than o/ngod®TrbN/mLactti/oQt y

Product De3bei ptiodoct desciideptsi 6mecolegmmnrgdo v n
under the pdeddnct i ofarsconhiitpiMe@ omuli @f or mati on abou
product may be |listedeumgder £lie@®BrJducts tab

ShiTppand Skrioglmocatsbaonds.MTbese columns provide for
descripti ogandadffhel dwatastdaret &L Ned | ocati on inforr
|l i sted under the Locations tab (e.g., address,

Ship Datéhe date of shipment required by the r

TLC SoRBeterelmde. spreadsheet assumes that the o
advant agienfodr méhtei on privacy afforded by the ru
Code Sbyrpeoviding a reference to thlehesource r
spreadshefeota potfiféerks3L. NEFDA Food Facility Registrat
web site URL, or a Global Gap NuwmwPepr (GS1 GLN

1 GS1GLN. If a GLN is provided, it is recommended that a web address also be
provided where FDA may retrieve the additional information about the location.

1 FFRN. This may be a stand-alone number since FDA assigns FFRNSs.

1 Web site URL. This may be a standalone identifier if the URL includes either the
GTIN and Lot or the TLC Source GLN. Or it may be a website that requires the
entry of the GLN or the GTIN and Lot.
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1 GGN. The GlobalGAP number may be looked up on the GlobalGAP website by
FDA, so no additional information is required.

TLC Source RAedziregmeldhiBsy.enabl es the recipient t
assigned the TLC andcddi€®€s Sowersemaynbsoemeempt f
rule, so a submayukeetr eguipeéento assign a trac
source.

Reference Document Twpe fared dNumsbearequired for s
provide to FDA.butt riesc ¢ompn gimedmadls ubsequent recipi

Pl ease see the following exuwnpd reG tol @& eadi 0s osretcat biloen sopf
PTI Resour c ewse bapnadg eTool s

Pil ot and Audi t

One should consider the following during FSMA 204

9 Testto assure all covered foods have the required case and pallet labeling.

1 Check the data collection systems to make sure the pallet SSCC and case
GTIN/Date/Lot/Quantity/UoM information is captured, stored, shared, and received
correctly i in both electronic and paper formats.

1 Key considerations and responsibilities of Shipping companies:

o How will they create and share their Shipping KDEs when they ship products?

0 What is your customer/trading partner requirements for Shipping CTE data
sharing?

o Do they reconfigure pallets? Have cross-dock items?

Recommendati ons

9 List the types of companies and technology capabilities of the companies you ship to.

1 Identify methods of sharing the Shipping KDEs when products are shipped out.

9 Target the Palletized FSMA ASN as the best and most scalable method to share FSMA
204 Shipping KDEs.

Wor k with trading partners to understand data sha
Receivers). Consi eteerc hd enveetlhoopdisn go fl osvhearr i ng t he FSMA
the company that is being shipped to cannot handl

PERSON®H1O MANAGESI STI CS FACILITIES

Logistics facilities include warehouses, terminal
cons ol iTdhaet$oarcsi.| i t i Besc epilrv @niag ti il g¢sT Lwreifdt preafs ons who
per flomimt i alanRla akiisrf g,nt ma&miilommgi sti cs unitt®etoai It rade |
Food EstabRésthamemsammtds ot her l.ogistics facilities

Exemptions

Foods subject to regekempbonfbygymthbheUBDA Boed Tr ac
21 CFR 1f309Mobg) information.
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https://producetraceability.org/resources/
https://producetraceability.org/resources/
https://www.ecfr.gov/current/title-21/part-1/section-1.1305#p-1.1305(g)
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For operational pur poses, & adiddter iFbTUR Tidowrd ocoeninst e r m
using the same procedures.

Traceability Pl an
Procedures fomremairmdtsai ni ng

Distribution centers rfercoem vseuipnpal hiyedrpsagpebi F Esopbfisl a
packi ngont aitrsi ng rel evanto lseypdaty elreomerct s on of

spreadsheets, one should consider di-gtidpg zgrnagc & shd ,s
where the Receiving KDEs are stored in a database
of | ading or rpeancckei ndgo tltins@&tn a(greeafbei | i ty Lot Code and

included on the bilwindedl adi ngpttuhe thteivafor mat
case | abel s.

To simplify the process, a distributibhlcfteaf el adn
or packnndg Tlriasxcteabi |l itydLgtt &€bdye theEbagbegni ASH.
KDEs are provided digitally by the supplier, th
the ASN and thetiypfeeremayyegl of dASN. nTmber woul d
elimnate the need te digitize paper document

e

Shipping reacaorehdierdagt bg from the distribution cen
system, provided al/|l KDEs e iamdl Boium g eTeraa daeca kmiplt iutr ye
during picking or shipping.

Records must thweo géeomdreniu$oorbe maintained in such a
di stribution center may access the records and ge
upon request by FDA.

Procedures for fidedsi fying FTL

A distribution center handles products from many
suppl ineorts ftyo t he distributor whlatrherg tthe fsdho @ piisngd
process may prefer to ideditsgtiryi BFdtLo fa@nedd pruaveithedrs inn g
data manasgesmaritead of dnanel. edThasdi stribution cente
monitthor compli nhdocae@dobrders

g FTL foods at receiving facilitates commu

FIl aggi
rtai foods are covered by FHTheeatreugigepy iaensd i n som

n
ce i n
Tr ace alboitCoidtey assi gnment

For FTL foods received from exempt entities, the
for assi@Gnand dALCLSource ot h&8buwoekRefvet nthbeir w
management system and with their customer systems
pal |l et LicensdLPINgt @asNummerd by the distributords
systceoombi ned wi ©BLNhe facility

t NERAZOS ¢NI O @At Mingn LLyWALE 1SovBSNEI0% 2K W EA REF § OS  nn
' LIRF CSB N N nHn
{2dNDSY 66 6DLINE RdZOSGNI OSF 6Af Aliéd2NE



® ®

CPMA®  FRESH 1 1
waiapanzeseves . PRODUCE Canada us

ASSOCIATION™

Point of contact for questions regarding your tra

An organization covered by the rule should create
includengrahionednumber and ewmailkdeddracseatbhdti ty t
This information shoul canlde tmadlé ngv gialrd mlee st o FDA

Farm Map
Farm maps are not required by distribution center
Procedures for updating the Traceability Pl an

Each version of the Traceability Plan must be mai
should use t he asnadme edasncaogmeenmeint system they wuse for
progr am.

CTEs and KDEs

'
Fy

Retail Food

Establishment
Traceability Lot Code
Di stri butbiesnt @emtcari cper odsucttos rienc eciavsees i doemt i fi ed

pal lidesanti fied with SSCCs(G@WiltRoad bsesdosiaye@GuASHnNC
Logistio®Optabrabkly, cases may al so ibre addainttiidn etdo
number s.

Quantity and Unit of Measure
Produce is wusually sold in fixed weight cases, so
Product Description

The product descrsihptwim@hl f Gasea Ccabel §s billlg of | a:
may al so be shared using master data management s
Gl obal Data ShaiGiSdig USetDwdrmk Hambmd .
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https://www.gs1us.org/content/dam/gs1us/documents/industries-insights/by-industry/food/flyer/Food-Industry-Guidance-for-Streamlining-Your-Logistics-Labels.pdf
https://www.gs1us.org/content/dam/gs1us/documents/industries-insights/by-industry/food/flyer/Food-Industry-Guidance-for-Streamlining-Your-Logistics-Labels.pdf
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Traceability Lot Code Source or Source Reference

The TLC oSrouSoccuer ¢ e nkaeyf ebree nscheo wn Loanb ePITsl, Chaislel s o f | ac
ASNs This coul d tthaek ea ctthuwealf orLnC oSour ce Location Des

the | ocation descrwepbt iaodnd riens st,h eanf offrDWA dfaca | ity Reg
GLN if a |l ookup database is provided at no charge
Distribution centers need to capture this infor ma
information to multigflLe Swhigegu Rretf erreqicei e mt £ .he f
address is the eafsiwesht awdadyr etsos dma yt hbies.cl i cked on f
spreadsheet or scanned linnf otrhnea tfi cornm poafova d@Rl cboyd es.u p
converted into a uniform TLC Sdwr oatRefuatde sheé plpy n

Ssubsequent recipients.

GLN usage is recommended.
Shi-For om Locati on

This must be t he tphhey slioccaalt iaodnd rtehsast offood was recei v
headguaratngr 9.i |Mandf Abdslnintg i ncl udd rtohme | @mcTabhat ns hi

reqguirement should be communicated to suppliers.
For outbound shipments, this should be the physic
GLN usage is recommended.

ShiTpo Locati on

This must be the physical address of the Il ocation
and ASNs do incl uade |tolceata Todnu lzadl hsedefidegy,e gqqui r e ment sho
communi catedatsowelppliers
For outbound shipments, this should be the physic
GLN usage is recommended.

Receive Dat e

The receiivver @adreded by the receiver when the prod:u
bumay be useful for your internal processes.

Ship Dat e

The ship date is recorded by the shipper when the
may be useful for your internal processes.

Reference Dygpemamtd Number

For received product s, this wil/l be documents suc
For shipped products, this wilblilbeodotacmemigs swdh
However other documents may be appropriate. You m
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number and type. Shippers are not required to sha
reci pi einttbs,ptrbauctt i c e.

Receiving KDEs from i mmedi ate previous source

GS1 W&s devel oped guidance for sharinBheywimpyng K
be used with PTI Casteo Lchdbwed | Bpe sdu Pplaicdre creasd U iowe me

1 PTI Case labels for all fresh produce with GTIN and Lot in a GS1-128 barcode.

Logistics labels for all pallets with, at minimum, an SSCC in a GS1-128 barcode.

9 Case product description (GTIN) and ship-from location description (GLN) shared to
di stributi on proetareceipt 6fa shpmenttofedrash produce.

1 ASN with all required FSMA 204 Shipping KDEs sent with each shipment of fresh
produce and received prior to arrival.

9 For FTL Foods, provide TLC Source Reference via ASN.

=

Put awapi c&nd

Distribution centers typically assign a License P
Purchasing and supplier information is |Iinked to

through the warehouse, during picking, to the sub
Locations or fAslotso within the distribution cent
associated with slots when pallets are put away i
ireserved slots, above floor | evelk.o Bdrotesp errat igam
|l evel sl ots where a picker may select individual

be shipped to a subsequent recipient. When an LPN
record the date andst pmacetdninl theneWwobLPNone may

picked fromdasoecisdtoad awiet h t he LPN.

TLC ambiguity

I n practckéemg cases from a pick slot may result in
First, a pallet may have multiple TLCs on it. Sec
prior pallet.

While it a best practice to include the TLC on
Food Trac bility Rule. I n fact, FDA explicitly s
TLC be in u

[
e
c ded on food | adel icroqul adr bfeo ®sd ngadka gihre

of the foo in a variety of ways, such as via a b

in a separ e email, or by embedding the informat

appears on hédepdolagiongoamf atTrhel athnd ® r dnad a menntwoul d

to physica y

permits th r

a I

(Soufcece

accompany the food sent to the reci
eceivemecfortdlse ifood treqeepdthe main
ity Ldt Code at fda.gov

I f the cases do not carry the TLC or if one does
cases, one should capture and share all TLCs asso
pick slot based on the TLC infornmatsi esmuprcevi ded b

t NERAZOS ¢NI O @At Ming  LLyWALE 1SavBSNE 0% AKX WA RIF§ OS  nT
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https://www.fda.gov/food/food-safety-modernization-act-fsma/traceability-lot-code
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Recommended best practice is to verify which TLCs
available) wusing etlt2lBerbaa cooadan oof viocea | Y1 using th
some cases, facilities may el ect2D oBausceo deedsv,amcred

RFI D/ 1 oT devices.

Providing KDEs to subsequent recipients

FDA does not prescribe a specific method for data

provides the following best practices and recomme

T Option 1: Printed or Electronic Bill of Lading

o Lab@ftaceability Lot Code, Pr,odudt_L CDescriptdi
Reference. Example provided in Appendi x.

o Bill ofPrloadiicng:Description, Quan#irtoyn amd Uni

Shp-To Location Descriptions, optional: Bi | |

Purchase Order (PO) and PO Line Number
T Option 2: El ectronic Sortable Spreadsheet
o Al'l shipping KDEs required sent in CSV, XLS
o Provi dwi didmai | , FTP, API or other file sha
T Option 3: EDI 856 Advanced Ship Notice or EPCI
in Appendi x.
T Option 4: GS1 Scand4Transport QR Code which inc
T Option 5: Paper or digital mani fest, proof of
including TSoQracned Rlelfr enc e

Sortabl e Spreadsheets

Typically, during an outbreak investigation, the
specific | ocations, date ranges, FTL food categor
FDA would know Traceability Ldtigaddadesm.early in an
I n terms of format, FDA mweept dserpedtbgaahspgiml&adsh
col umns KarkEesa ntdhet he rows are the records.

The following are examples of receiving and shipp
producetraceability.org

I Receiving Sortable Spreadsheet
I Shipping Sortable Spreadsheet

Pi | otA uadnidt

I't is imperative to conduct pi
c

ts with trading p
KDEs and accurate, timely re i n

g of Receiving

i butor s, it is ir

T Within food companies and distr
foods and compare t hos:c

received foods to shipped
trading partners.
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https://producetraceability.org/resources/
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/wp-content/uploads/2023/09/PTI-Sortable-Spreadsheet-Shipping-2-1.xlsx
https://producetraceability.org/wp-content/uploads/2023/09/PTI-Sortable-Spreadsheet-Shipping-2-1.xlsx
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T Cross r dafheer éArfBdNeo r wa tt ihot he physi cal pall ets once
T Perform barcode/ data carrieeporqualgiresohetko®nandet
monitoring.
T Perform regular mock investirgabrdnkawrdi ngcaklgui e
o Retrieve records, supporting information (e.g

el ectronisorsardtsehibdlds § EGfEEM ke dKDEs within 24 hou

request.

o Outbreak request example criteria:
1 Shitp and/forronshliopcati ons

1T Date ranges

T Categori esspeairdse,tiiesgredi ent s

f Brand names

T Specific product names

1

I n some cases, SKUs, PLUs, or UPCs may be pr

T Recall <criteria

o Supplier information

o Product description, including UPC and PLU ( ma

o Possibly TLC range (i f availabl e)

o Locations or regions

o Date range
T Compamwned DC wi || keep traceability records
T Nomwompany owned distributor who maintains recor (
T 3 PL distributor wil!/ el ectronically share trace
T Whol esal er/ Ter mi nal Mar ket withimanwaltlhyupgr @viecd
T Direct from ifraerdru csehd pdeetna r equi red
M DC to DC, whol esal er to wholesaler, war ehouse tc
T Groc/lRetyail store to a warehouse
T Crodseck
T Document Source ban daltacterl @mentsaomt abl e spreadsh

Recommendati ons

r

The folaldadwitgiwindkRance may be used to reduce TLC ambi

shi p,maindg dePriovceerdhaurr e si ®ed dat a capture, monitoring e
refl eytoeld aiceabi l ity Pl an. Remember, traceability
Continuous i mprovement and monitoring are require
your traceabBbompayiagsthbhbem. physical pall et/ case to
help catch and remediate data errors that wil!/l be
ordering. Recommendations include:

T Adjust WMS or reporting systems to anticipate

T Train pickers to fpianlshtop e ccha seefysi anfigre@ mplr li eotr

T Perform regular sl ot inspections and inventory

f ncorporate new technology in addition to the b

T Work rwmcehver woecta@affrewmei ved.

T Establish a monisooiagampdoid ammabaeardaccuracy,

errors and create corrective actions.
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T Leverage inte@ramaly awditmirsdt o verify accuracy

PERSONBHO MANAGE RETAI L FOOD ESTABLI SHMENTS

The | mpl ementation Guidance describedfowmdthis sec
establi é6gmeaesy, conveni ehoer epcredidoecse oirteesms eamnc .t)h e
Food TraceAbetlt aitly fLosdissdebinedmast an establishm

product directly to cons wmearash caes fiotrs cprnivmeari ye nfcuen cs
found FHenr stohnes Who Manage FBeadderviime tdutsl e@tocument .

Undehe FinalReRalié Food Establishm®ndesi KiREES) need
al | FTL foodManhhey receive.

Howevlierl. 13%@te)s that the r é&lquinrsd me mta td aensn&iDoEtsa i n

apply twi tRhWF BErsefspedad ttloey @e.got Ebogds they sell or
consumers). Similarly, RFEs do not need to maint al
consumers because thd2ldedHR.il.ilo3nl)®tfiaBHis pppih mdgd s hi p |
does not include the sale or shipment of a food d
However, i f an RFBtsrha npssf carnmskF THT Li ttiletersras pad wdl uschisp s
another | ocatioinetesueht aameal stlooee shipping event ¢
transformations where the output is an FTL it em,

Exemptions

Foretail food establ i ekmeptasppanyd troe srteatuvarialntfso,od es
and restaurants with an average annual monetary v
previ-pear 3period of no more than $250,000 (on a r
2020 as the baaslediulnaet iyrecart feoracdcj ust ment .

There are alesmptpiacnwd ded for items purchamsdédf direc
certain purchases from anot her rTehteaiflulflo odde teasitlasblo
exempti ons ¢ a4n3 "bEeH Tf"63U0n3d5 2i 7n

Traceability Pl an

91 Describe how your company identifies items covered by the Rule. This may include:
0 Requesting information from your suppliers and/or distributors,
o Utilizing product category information,
0 Requiring suppliers to use the FTL flag in GDSN,
0 Asking for FTL information in your new item setup, and
o Other sources.
1 Describe how you will connect FTL items sold (consumer units) to which items are
received (case units).
9 Include details of who is collecting and storing the CTE information for FTL items
received at your stores and who will create the electronic sortable spreadsheet. If
utilizing a third party, such as your distributor, include details of that written agreement.

t NERAZOS ¢NI O @At Ming  LLyWALE 15avBSNE 109 2K W EA REF § OS5  p n
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https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Retail%20food%20establishment)
https://www.ecfr.gov/current/title-21/part-1/section-1.1350#p-1.1350(c)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Shipping)
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-1/subpart-S/subject-group-ECFRa32e21d2cb23347/section-1.1305

Generally
receiving record@BRakd HefhiBbedci ndeesvecdanptnuroirmuatlioo
p
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Include Receiving process requirements.

Include how and where data will be stored.

Include who receives items into store

Include how items are sold (unit/case etc.)

Document the frequency of mock recalls performed.

Describe how you will validate accuracy and format of data stored by the distributors
others.

1 Include documenting agreements on data keeping arrangements.

= =8 =4 =4 -4 =4

or

o Companies may enter agreements with individuals or firms to create and keep

the records they must maintain under the rule, including records documenting
KDEs for the CTEs the person performs. When this type of arrangement is in

place, the terms of this arrangement must be included in your traceability plan in

accordance with A 1.1315(a)(1).
1 Retail food establishments (RFEs) and restaurants: What you need to know about
establishing and maintaining a traceability plan for the Food Traceability Rule

I
ity plan? (p. 20)

Retail Food
Establishment

\\ Receiving

KDEs

, each Ret ail Food Establishment

[ FTL roduce items that are received a

For ret ail stores, the FDA FSMA 204 criti

A

and

I l'ist of attributesLlk Btijouisreedh aibnnias Tirna cae

res:

t your s

cal

trac|

full 1ist of KDEOG6s f or Heecceeiiwiimaf Savdetniscsrdcammbdret .

Sortabl e Spreadsheets

Access an exRenpdiel 03t drhe Ex amp | eu nSdoerrtCatbh@ee §ipr ead st
secti oPTREsbbheces vaenfdagleool s

1 Determine how the store creates a list of products received containing FTL items
1 Understand how stores determine who shipped the FTL (use romaine as example) to
stores during the time period. Resources include:

t NERdzOS ¢NJ} OKLH @A f mnan  LLyWALH [Sov@SiE 108 AWK R aA RIF § OS
' LRI CSBNMZA NBAHn
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https://www.fda.gov/media/163016/download
https://www.fda.gov/media/163016/download
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-1/subpart-S/subject-group-ECFRbfe98fb65ccc9f7/section-1.1345
https://producetraceability.org/resources/
https://producetraceability.org/resources/
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o Corporate DCs are first to verify (some foodservice operators have their own
DCb6s)

o If from a third-party distributor, put a process in place to contact and retrieve
information.

0 Determine other sources during timeframe:
Receiving Logs
Invoices
Purchase Orders
Bills of Lading
Load Manifests
EDI Records
1 Consider when the products are received based on store inventory conditions and
turnover.
1 If a third party is collecting and storing the data, formalize the agreement and make data
accessible to meet compliance timelines.
o Company owned DC or third-party distributor captures and maintains records.
o 3PL distributor will electronically share traceability records with shipment.
0 Wholesaler/Terminal Market without electronic records shared i manually
provided.
Direct from farm shipment i reduced data capture required.
0 Store to Store transfers requires data capture

I D D

o

NotRegardless of who and where the data is captur
review process in place, to ensure that event dat
comparing spreadsheet data to recemapttisgn. nventory

Here you can find a sampelteaidf stthoer es prreecaed svhieneggt f or

An i mpl ementation example is included in the Appe]
Pi | otA uadni dt
It is imperative to conduct pilots with trading p

KDEs with accurat eRRbBals cmanp | eh ®o deattdkoDEsousleect RecC e
the data from Shkiopmpianthgge QTaHEGs fanmdn t heir distributo

trusted sources, such as I nvoices, and Purchase O
T Perform regular mock investirgabrdnkawrdi ngcalklgui e
o Retrieve records, supporting information (e.g

el ectronisorseardtsanteleed s CWIEBhdr E®&EBr wdt hin 24 hour
request.
o Outbreak request example criteria:
1 Shitp and/forronshliopcati ons
T Date ranges
1T Categori es, varieties, speci es, ingredients
f Brand names
T Specific product names
T I'n some cases, SKUs, PLUs, or UPCs may be pr
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https://producetraceability.org/resources/#sortable
bookmark://_Records_Maintenance_and/
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i1 Recall criteri a
o Supplier information
o Product description, including UPC and PLU ( ma
o Possibly TLC range (i f availabl e)
o Locations or regions
o Date range

T Compamwnedm®geep traceability records

T Nowwompany owned di stri &aobaomds wshhoa raeas anlt iali intsy r ecor
shi pment

T Make sure you scoan aporloed uscper eeads heet with the requ

Recommendati ons

Procedures used for data capture, monitoring and
Traceability Pl an. Remember, traceability is a jo
i mprovement and monitoring are required to assure
traceability system. Comparing the physical palle
and remedi ate data errors that wil!/l benefit other
Recommendations include:

T Perform rdoguwlperctspmts and inventory adjustment s
T Pl annador gor at e nieews tienc htinhoel afdudti urieoon t o t he bar cc

RFI D.

T Wor k dwiigthr i buttoar cpoarrftinremSsawcrnt weal ofTLTCLC Source Re
received.

1T Establish a monitoring program, scorecards/ das
errors and create corrective actions.
T Leverage inte@ramaly awditmirsdt o verify accuracy

PERSONS WHO MANAGE FOODSERVI CE OUTLETS

The i mplementation guidance described in this sec
outlets to meet $htep dBréidud t e memt s Tokhceabil ity Reco
FoodsCFR113486What records must | keep and provide
Food Traceability List?0

For the purposes of this guidance docunfeunltl, Foods
services, quick ser visceersv,i cfea s tc affoRsd, cshcahionosl,s ,s eflofod
congregations and hospitals.

Exemptions

Foretail food establ i ekmewptasppanryd troe srteatuvarialntfso,od es
and restaurants with an average annual monetary v

previ-pear 3period of no more than $250,000 (on a r
2020 as the baasledulnet iyreqart feoradj ust ment .

t NERAZOS ¢NI O @At Ming  LLyWALE 1SavdBSNE 109 2K W EA REF § OS  po
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https://www.federalregister.gov/documents/2022/11/21/2022-24417/requirements-for-additional-traceability-records-for-certain-foods
https://www.federalregister.gov/documents/2022/11/21/2022-24417/requirements-for-additional-traceability-records-for-certain-foods
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-1/subpart-S/subject-group-ECFRbfe98fb65ccc9f7/section-1.1340
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There are aealesmptpiacnwd ded for items purchamsdédf direc
certain purchases from anot her rTehteaiflulflo odde teasitlasblo
exemptions c a4n3 "bEeH Tf"63U0N3d5 2i 7n

Traceability Pl an

Alpler somsered by the rule must e s ttarbalciesahb,i(2diotcyu npel natr
CFR 1.)13Nnwis plan outlines how your company compl.i
current processes. I n tolre i emvsgpretcht @ fomMBA mMayeséeqggasi
your plan.

Basic components for restaurants:

1.Procedures to maintain the recoTliss Shaculudi deagt
how you capture the information and where it i

2. Procedures to identify foods o+ fcthtae nFd o d dTrnagc e
partners wil/ identify FTL items as best they

confirm that items are covered by the rule.
3.How you assign traceabi.l iRes tlaour acnotdse swi(lilf ocanplpy
traceability |l ot codes if they produce FTL ite
before sale to a consumer.
4 Point of contact for your traceability plan an
5.1'f you émndgdagerayt rtacc ecacblille ctty bredh@adrfds porovy aer de
t hat agreement
Pl an updates: You must wupdate your traceability p!
provided reflects your current practices and to e
requirements of this subpart. Ywuplmurstf oret2aiyye yrou

updat e t2hle pFIRanl.. 1315 ( b)

CTEs and KDEs

m oo
Distrubution Retail Food
Center Establishment

Receiving
KDEs

Recei CTreES§

Foodservice entities are responsible for the Rece
the | ast node in the supply chain required to com
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https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-1/subpart-S/subject-group-ECFRa32e21d2cb23347/section-1.1305
https://www.ecfr.gov/current/title-21/section-1.1315
https://www.ecfr.gov/current/title-21/section-1.1315
https://www.ecfr.gov/current/title-21/part-1/subject-group-ECFRacd5c2e8ea7ccbf#p-1.1455(b)
https://www.ecfr.gov/current/title-21/part-1/section-1.1315#p-1.1315(b)
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capture the pKREBEasnodust hseaur coewn. They wi || not need
entity other than the FDA should there be a recal
GeneraddRet ai | Food &stdabéssameant cnouvsetr entaibnyt atihne
receiving recordBRaAa dTelsigst bibreadl udelsecalptiumi ogmaoi o
al | FTL produce items that are received at your s
Foretail f ood ,h e dRiEb |FASMAre2mt4dscal tracking event i s
A full l i st of KDEG6s f or Heecceeiiwiimaf Savdetniscsrdcammbédret .

Rest aughnulsd det er mif msgu g phlei emes hord di stri butors to
CTEHata and determine how and whewye stylsitse msnf or mat i

1T El ect(rsonmgx!l i er portals, etc.)

T Paper

T EDI

1 Emalil

9 Logistics systems

1 Traceability software systems
This data should include the required KDEs for th
recommended to validate data accuracy. Once conf i
random verification. Storage of data aomamulaed accom
entry.

Sortabl e Spreadsheet s

Access an exRmplrSMA 2th4e El ectronic Sortable Spreec
Foodse@muarcaeti on/ Restaur ant

Pi | otA uadni dt

Retail stores shoul @ osdueptpelrineirnse otrh ed insettrhiobdut or s t o
CTBEHata and determine how and whewye stylsitse msnf or mat i

This data should include the required KDEs for th

recommended to val iOhzte chatf da deaocer ammy.accuracy i s
schedul ed audits .to verify compliance

Procedures used for data capture, monitoring and
Traceability Pl an. Remember, traceability is a jo
i mprovement and monitoring are required to assure
traceability system. Comparing the physical palle
and remedi ate data errors that wil!/l benefit other
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https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-1/subpart-S/subject-group-ECFRbfe98fb65ccc9f7/section-1.1345
https://producetraceability.org/resources/#sortable
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Recommendati ons include:
T Perform regul ar spot inspections and
T Pl an to inctoegqplmalteginesy in the future,
RFI D.

inventory

T Work with distributor partners to confi

received.

i n addi

rm actu

T Establish a monitoring program, scorecards/ das

errors and create corrective actions.
1T Leverage interamaly amnditlirsdto verify

NB RdzOS ¢NJ O @mA f min&  LLyYAL3H ISovdBSNE 109 A K M aZA RIF§ OS
LIRIF CSBNHA NB nHnN
2dzNDSY 666 OLINRRAzZOS(I NI OSFoAf Ale&od2NB

accuracy

pcC
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Recommendati ons
PractiiRecei ving and Put Away via Electronic Data E

The following method is reedommersdédd aftorhafveo s i \gih
high | ocation count and/or a high FTL SKU impact.
i mmedi ate previous source of thkDE® ad hvaevilngsc darmpe
foodservice operatords comfortability with relyin
their dat a.

The i mplementation guidance for creating an i nven
the i mmediate previous sourtcieme se ltehcrtoruognhi cs tdaantdaa redx
t he Resources sectioamplf et Bibdss dpe@memnrntegataed and cce
from the previous supply chain partner. This met h
there are many different formats that can be subm
CSV via FTP, API and ot her s.

The KDEs that foodservice operators wild.l receive
KDEs that are required of the recipient of the fo
are required of the foodservi aeDestirt pti Dme d o r KWwh:
food was received and the Date the food was recei:
These records will be consolidated, stored and ma

then be used to generate the electronic sortabl e

PractiRece¢ilving and Put Away via Sortable Spreads!t

This method is recommended for foodservice entiti
|l ocation count and/or a low FTL SKU impact. This
previous source of the food havi mg ddmplfetoed senrd/ia
comfortability with relying on the validity of th
The i mplementation guidance for creating an i nven
the i mmediate previaouse seduerccter oinsi cvisa rrteaabll e spread
accumul ative spreadsheet wil/l be sentofvidata web svii
email with cumulative quarterly data. This will t
FDA request.

PractiiRecki Ving and Put Away via Individual Case
This method is recommended for foodservice entiti
| ocation count and/or a |l ow FTL SKU impact. This
previous source of the food due tloi ttyh ef dfro ocdaspetrwriicn
Receiving KDEs.

The i mplementation guidance for creating an i nven
captured by the foodservice itself is via scannin
inclusive of KDEs wil/l be a requig elmemal fwirl lupsdr
scanned by a handheld or cellular device. The sca

t NERAZOS ¢NI O @At Ming  LLyWALE 1SavBSNE 0% AKX WA BRI OS  pT
' LIRF CSB N N nHn
{2dNDSY 66 6DLINE RdZOSGNI OSF 6Af Aliéd2NE


https://word-edit.officeapps.live.com/we/wordeditorframe.aspx?ui=en%2DUS&rs=en%2DUS&wopisrc=https%3A%2F%2Fgs1usorg-my.sharepoint.com%2Fpersonal%2Fesertl_gs1us_org%2F_vti_bin%2Fwopi.ashx%2Ffiles%2F34fa967ffd004672a230052f3eda2c20&wdenableroaming=1&mscc=0&wdodb=1&hid=CD4408A1-D052-4000-E147-E4C6B0A386E6&wdorigin=BrowserReload&jsapi=1&jsapiver=v1&newsession=1&corrid=77b8fd66-4954-469f-9afe-1bdd20ccf729&usid=77b8fd66-4954-469f-9afe-1bdd20ccf729&sftc=1&cac=1&mtf=1&sfp=1&instantedit=1&wopicomplete=1&wdredirectionreason=Unified_SingleFlush&rct=Normal&ctp=LeastProtected#_EDI_ASN_KDEs
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https://www.federalregister.gov/d/2022-24417/p-1361
https://www.ecfr.gov/current/title-21/part-1/section-1.1340#p-1.1340(b)
https://www.ecfr.gov/current/title-21/part-1/subject-group-ECFRacd5c2e8ea7ccbf#p-1.1455(b)
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ApperdiAResour ces

PTI FSMA 204 ELECTRONI C SORTABLE SPREADSHEET TEMP|

These sortable spreadshefhedean bePBhtoRssbdt bes
and Tweldpage

Harvester/Cooler/Initial Packer/Transformer
Receiver

Shipper

Final Distributor

Retail Store

Foodservice Operation/Restaurant

=A =4 =4 4 =8 4

PTlI RESOURCES
The resources used to develop this I mplementation

PTI BASI C CASE LABEL

Pl ease HWwoetrey: effort was made to ensure the PTI Case Label reflects b
X 40 HaweVer, Canadian regulations are prescriptive relative to font
label s. For case | abels, the font size for country of thégameagofade,

the principal display surfaceharBadidr@ memiisyooift fitohhre Caasael i eash sn dteggdu | at i
ScheduAlt Bough the PTIlI sponsoring organi zat-compl aapt uhawarsei pé&€ anyca
it is important to understand al/l regul ations which apply to case | ¢
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https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://producetraceability.org/resources/#sortable
https://laws-lois.justice.gc.ca/eng/regulations/SOR-2018-108/page-29.html#h-846821
https://laws-lois.justice.gc.ca/eng/regulations/SOR-2018-108/page-29.html#h-846821
https://laws-lois.justice.gc.ca/eng/regulations/SOR-2018-108/page-29.html#h-846821
















