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This guidance represents the Food and Drug Administration's (FDA's) current thinking on this topic. It

does not create or confer any rights for or on any person and does not operate to bind FDA or the public.

You may use an alternative approach if the approach satisfies the requirements of the applicable statutes

and regulations. If you want to discuss an alternative approach, contact the FDA staff responsible for

implementing this guidance. If you cannot identify the appropriate FDA staff, call the appropriate number

listed on the title page of this guidance.
. ) —

I. INTRODUCTION

On December 9, 2004, FDA issued a final rule that requires the establishment and maintenance of records by persons
who manufacture, process, pack, transport, distribute, receive, hold, or import food in the United States. Such
records are to allow for the identification of the immediate previous sources and the immediate subsequent recipients
of food. The final rule implements Section 306 of the Pubhc Health Security and Bioterrorism Preparedness and
Response Act of 2002 (See 69 FR 71562; Decembex 9, 2004 (hitp: //WWW cfsan.fda.gov/~dms/frrecord. html))

This document is being issued as Level 1 guidance pursuant to 21 CFR 10.115 and includes answers to inquiries
regarding the implementation of the Establishment and Maintenance of Records Final Rule (21 CFR Part 1, Subpart
7). This guidance is immediately effective because FDA has determined that prior public participation is not feasible
or appropriate. New editions of this guidance may be issued-at a later date that include addmonal inquiries on the
implementation of this regulation.

FDA's guidance documents, including this guidance, do not establish legally enforceable responsibilities. Instead,
guidances describe the Agency's current thmkmg on a tapic and should be viewed only as recommendations, unless
specific regulatory or statutory requiréments are cited. The use of the word should in Agency guidances means that
something is suggested or recommended, but not reqmred

IL. QUESTIONS AND ANSWERS
A. Who is Subject to this Rule? (Section 1.326)
1. General Questions

1.1 Q: A brokerage division of a shipping company handles nationwide shipping needs for several other
shippers. The brokerage division does not physmally take custody of the food, but negotiates the freight
rates and assigns the contracts to independent carriers. Does the brokerage division have record keeping
obligations under this regulation?

A: Yes. 21 CFR 1.328 defines a transpozter as a person who has possession, custody, or control of an
article of food in the United States for the sole purpose of fransporting it. For the purpose of this
regulation, a person, such as the shipping company above, who enters into a contract to transport an article
of food and has control over the food is considered a transporter, even if the actual transport is
subsequently subcontracted to another entity. In the above example, the freight broker and the
independent carrier are transporters subject to the Final Rule in accordance with §1.352.  This scenario
differs from that described in the response to conument 16 in the Final Rule preamble, in which FDA states
that the recordkeeping requirements do not apply to brokers who act only to facilitate distribution, sale, or
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transportation of food by processing information or paperwork associated with these functions, such as
customs brokers who file entry information on foed imported or offered for import with U.S. Customs and
Border Protection. Brokers who do not directly manufacture, process, pack; transport, distribute, receive,
hold, or import food are not subject to the requirements of this regulatmn

1.2 Q: A firm purchases bottled water for use by its employees Does this firm. have to establish and maintain
records?

A: Yes. The firm must establish and maintain records of'the nontransporter and transporter immediate
previous sources of the bottled water in accordance with 21 CFR 1.337. However, §1.327(d) excludes
persons who distribute, food directly to consumers from the requirements in §1.345 to establish and
maintain records to identify the nontransporter and transpotter i immediate subsequent recipients as to those
transactions. Theref()re, the firm does.not have to establish records. of distribution to its eraployees.

1.3 Q: Drug manufacturers often compound their products using various excxp:,enzs (e.g., lactose, sugar
alcohols, amino acids, and beta-carotene) that are obtained as food-grade material. Are the drug
manufacturers who obtain these materials covered by this regulation?. If another company provides one of
these materials to the drug manufacturer, is that transaction covered by this regulatlon’?

A:No. 21 CFR 1.326(a) requires that persons who manufacture, process, pack, transport, distribute,
receive, hold, or import food (including food ingredients) niust establish and maintain records as required
by this regulation. However, if a food ingredient is transfetred to an immediate subsequent recipient who.
will use that substance as a drug excipient, FDA considers the substance to be a drug component regulated
under applicable drug statutory and regulatory provisions. FDA is not requirinig the original firm, the
transporter, and the recipient (the drug manufacturer) to establish and maintain records of this transaction.
Conversely, if a firm manufactured a substance intended primarily for use as a drug excipient, but sold
some of that substance for use in food or feed, the firm would have to establish and maintain records of
that transaction.

1.4 Q: Are over the counter vitamins covered by this regulation? .

A: Yes: Food in this régu}ailoﬁ has the same meaning as under section 201(f) (21 U.S.C. 321(f)) of the
Federal Food, Drug, and Cosmetic Act. Food includes digtary supplements such as over-the-counter
vitamins (21 U.S.C. 321(ff))

1.5 Q: Halloween candy is donated to a firm's disiribution center and then distributed to the firm's retail stores
to be given out to children. There is currently no record kept of the candy receipt or distribution to retail
stores. Is the practice exempt from this regulation?

A:21 CFR 1.326(a) requlres that persons who manufacture, process, pack, transport; distribute, receive,
hold, or import food must establish and maintain records as required by this regulation. However, as
discussed in the response to comment 13 of the Final Rule preamble; a vertically integrated company does
not have to establish and maintain records of internal transactions. The distribution center must always
establish and maintain records of the transporter and nontransporter immediate. prevxous sources of the
candy, but if the distribution center, transporter, and retail store are all part of the same company under
identical ownership, distribution to retail stores is considered an internal transfer for the purpose of this
regulation and no records of the transacnon must be established and maintained. If the distribution center
is not integrated with the retail store (e.g., not part of the same company), or if an- independent transporter
carries the candy between them, then records of this transaction must be established and maintained.
Finally, §1.327(d) excludes persons who distribute food directly to consumers from the requirements in
§1.345 to establish and maintain records to identify the nontransporter and transporter subsequent
recipients as to those transactions. Therefore, the retail store does not need to establish records identifying
the immediate subsequent rec1p1ents of the candy if those recipients are consumers.

1.6 Q: A facility manufactures fruit and vegetable salads, and the waste is removed by an outside entity that
may direct it to a landfill, compost, or animal feed. Is the facility required to track the waste?

A: FDA intends to consider exercising enforcement discretion if a facility manufacturing fruit and
vegetable salads releases food waste to a nontransporter immediate subsequent recipient who directs the
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waste to a landfill or compost facility or to a facility for consnmpﬁon by animals without further
manufacturing/processing. - FDA does not intend to consider exercising enfor¢ement discretion with regard
to §1.345, however, if the waste will be further manufactured/processed (e.g., by rendering facilities)
before it is consumed by animals, or if there is more than one miermedzary (transporter or nontransporter)
between the manufacturing facility and the facility where the waste is a disposed of at a landfill or compost
facility or is consumed by animals.

1.7 Q: [Added November\ZOOS] A nonproﬁt food business incubator owns a facility with kitchens, cold
_storage, and warehouse space. The incubator rents kitchen and storage space to many small manufacturers
engaged in product development. The incubator is the receiving peint for all food coming into the facility.
The food is stored in the warehouse and freezers under the control of incubator employees until each
manufacturer takes possession. What are the incubator’s responsibilities under the recordkeeping rule?

A: The incubator is considered a nontransporter covered by this regzﬂatinn 21 CFR 1.326 states that
covered persons are those who manufacture, process, pack, transport, distribute, receive, hold, or import
food. In the specific case above, the incubator receives and holds food at a facility that it owns and controls
before releasing it to the resident manufacturers. The incubator must establish ‘and maintain records for
food received and released that identify the nontransporter and transporter immediate previous sources and
immediate subsequent recipients, as required by §§1.337 and 1.345, The incubator is not exempt as a
nonprofit organization, as. dlscussed in the response to comment 44 in the Final Rule preamble, because it
isnotan estabhshment that prepares or serves food directly to the consumer.

1.8 Q: [Added November 2005] A food laboratory/culinary school eccasmnally brings in ingredients and
prepares food to be given to staff menibers and/or members of the general public. For example, some
laboratories bring in ingredients to make a small batch of a ceftain product and offer that product for
consumption to other employees and/or selected guests. These foods are not being prepared for
commercial purposes. Is this type of food preparation and distribution exempt from the rule?

A: Yes. As discussed in the response-to Comment 37 in the Final Rui{e pream}:%le a person who prepares
and distributes food directly to consumers for immediate consumpﬁon is exempt under the restaurant
exemption with respect to that food.

1.9 Q: [Added November 2005] Company A receives a call from Company C requesting a certain product.
The product is net currently in Company A's warehouse Company A calls Cqmpany B and requests that
Company B ship the product directly to Company C. Company A then charges Company C for the
product. Must Company A establish and maintain records of thls transaction?

A:Yes. 21 CFR 1.328 deﬁnes a nontransporter as a person who owns, food or whc holds manufactures,
processes, packs, imports, receives, or distributes food for purposes other than transportation. A person
who enters into a contract to hold, manufactuxe, process, pack, import, receive, or distribute food is
considered a nontransporter even if that person subcontracts the actual perfonnance of the covered action
to another entity. In the above example, both Company A and Comp&ny B are nontransporters subject to
the final rule. Both are responsible for complying with the rule, which either may do for the other as a
matter of business practice, but legal responsibility for establishment and mainfenance of records and for
meeting the records access timeframes specified in §1.361 remains with both parties. Company C may
identify either Company A or B as its nontransporter immediate previous source.

1.10 Q: [Added November 2005] Is a winery subject to this regulation?

A: Yes. 21 CFR 1.326 states that persons who manufacture, process, pack, tragsport, distribute, receive,
hold, or import food are covered by this regulation. The winery is considered a manufacturer and must
establish and maintain records of the food (including ingredients) that it receives as well as the food (wine)
that it releases, in accordance with §§1.337 and 1.345. If the winery also grows and harvests grapes that it
uses to manufacture the wine, then it would be engaged in a mixed activity. In this instance, the growing
facility may qualify for the farm exemption; the manufactumng activity would remam subject to the
nontransporter requirements in the final rule.

1.11 Q: [Added November 2005] Some wineries are co-located with gift shops where wine can be sampled
and purchased. Are these gift shops/tasting areas exempt from the rule?
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A: No. A gift shop co-Jocated with a winery is an example of a mixed facility that engages in both
manufacturing and retail activities, and therefore does not qualify for the restaurant exemption provided by
21 CFR 1.327(b). However, if the gift shop and winery are under the same ownership, they are vertically
integrated, as discussed in the response to Comment 13 of the Final Rule preamb}e and elsewhere in this .
document. Records do not have to be established and maintained for transfers- of wine from the Wmery to
the gift shop. Records must be established and maintained fof food recewed from other sources in
accordance with 21 CFR 1.337. The gift shop does not have to establish and maintain records of food it
releases directly to consumers, in accordance with the retail exemption provided by 21 CFR 1.327(d).

1.12 Q: [Added November 2005] An axrlme purchases tax-free liguor in the United States that is served
strictly on mtemanonal flights. Ts this. ‘practice covered by th1s regulatmn"

A: The answer depends on whether the airline meets the definition of a retaﬂer, as provided in 21 CFR
1.327(e), or a restaurant, as provided in 21 CFR 1.328. A restaurarit is entirely exempt from this regulation.
A retailer is covered only with respect to those activities that occur in the United Statés, as specified in 21
CFR 1.326(a). A retailer, as with other covered persons, must establish and maintain records for food it
receives even if that food is not consumed in the United States, as chscussed in the response to Comment
22 in the Final Rule preamble

1.13 Q: [Added November 2005} A manufa,cturer sells its food product on conmgnment in a retail store.
Although the food product is delivered to a retail store under separate 6wnership, the manufacturer still
owns the food product until it is sold to a consumer. In this smlatwn, is the retail store required to establish
and maintain records of the receipt of the food product‘?

A: Yes. Both the manufacturer and the retail store are nontranspoﬂcrs with respect to this food product and
are required to establish and maintain records of receipt and release of the food in accordance with 21 CFR
1.337 and 1.345. Section 1.328 defines a nontransporter as a person who owns food or who holds,
manufactures, processes; packs, receives, or distributes food for purposes other than transportation. While
the manufacturer owns;the food, the retail store receives and holds-the food. Therefore, the retail store
should establish and maintain records when the food is received that identify the nontransporter and
transporter immediate prevmus sources, in accordance with §1.337, In the case described above, the
nontransporter immediate prekus source is the food manufacturer.

1.14 Q: [Added November 2005] In Control State bailment warehouses, which in the beverage alcohol
industry are operated by or on behalf of Control States such as North Carolina, Virginia and Washington,
beverage alcohol products are owned by the manufacturer or importer until the-Control State withdraws
those goods from the warehouse for shipment. Beverage alcohol products in these bailment warehouses are
under the physical possession and are controlled substantially by the Control State. Is the Control State
subject to the recordkeepmg rule requirements for product in baﬂmem warehouses‘7 ‘

A: Yes. Both the Control State and the owner of the alcohol product are covergd entities.
2. Intrastate (Reserved) |
B. Who is Excluded From All or Part of fhe Regulations? (Sectiojn 1.327)
3. General Questions
FDA has addressed quest:idns we r‘eéeived on this issue in the Final Rule.
4. Farms

4.1 Q: [Added November 2005] Company A cools, holds in cold storage, markets:and sells a raw agricultural
commodity (RAC) grown on a farm land which is owned by company B and farmed by company C. The
RAC is harvested by a contractor company D that places the RAC grown on the farm land leased and
farmed by company C directly into unlined corrugated boxes. The boxes are marked as a product of
company A and the box serves as the primary container for the RAC durmg dlsmbutlon and wholesaling.
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Which companies and activities qualify-for the farm exemption? Are the cormgated boxes-a finished
container for which records must be established and maintained?

A Company B, C, and D are all exemipt from the requirements of this regulation as provided by the farm
exemption in 21 CFR 1.327(a). Company A must establish and maintain records of the food that it receives
and distributes. Section 1.328 defines a farm as a facility in one general physical location devoted to the
growing and harvesting of crops, the raising of animals, or both. Cooling produce is considered part of
harvesting and persons that pack or-hold food grown on that farm or another farm under the same
ownersh1p remain within the farm exemption but Company A is engaged in other nonexempt activities and
is not within the farm exemption. Accordingly, Company A must establish and maintain records of the
receipt of the food as required by §1.337 and must also establish and maintain records of subsequent
release of the food in accordance with §1.345. Neither Company A nor the other companies mentioned
above are required to establish and maintain records with respect to.the corrugated cardboard boxes. In the
above example, Company D is mcluded in the farm exemption and is not subject to any reqmrements of
this regulation. If Company D were not a farm, it would be subject only to the record access requirements
of §1.327(j) as to the packaging, because the box serves as wholesale packagmg and is not the finished
container in which the food will be received by the consumer.

4.2 Q: [Added November 2005] A farm grows, dries, and chops alfalfa before releasmg it to another person

for use as animal feed. Is the farm still exempt from this regulation?

A No. Traditional farrmng activities, such as harvesting of grains, are covered urider the farm exemption,
However, this question implies that the drying and chopping are post-harvest activities, which would be
considered manufacturing/processing and therefore are subject to this rule. Therefore, the facility drying
and chopping alfalfa must establish and maintain records of the food's receipt and release as required in 21
CFR 1,337 and 1.345.

5. Restaurants

5.1 Q: Some retail stores have sushi makers on site. The sushi maker prepares sushi in a store and sells it

through that store. The retailer never actually owns the sushi, but ‘only retains a portion of the net amount
received from the sushi sales. In this case, is the retailer required to keep any records regarding the sushi? .

A: No. Persons who manufacture, process, pack, transport, distribate, receive; hold, or import food in the
United States are subject to this regnlation, in accordance with 21 CFR 1.326(3). .Section 1.328 defines a
nontransporter as a person who owns food or who holds, manufactures, processes, packs, imports,
receives, or distributes food for purposes other than transportation. In the above example, both the owner
of the food (the sushi makcr) and the retailer who controls the surrounding facility are nontransporters
subject to this regulation with respect to the sushi, unless an exempnan apphes In this case, the sushi is
prepared and sold directly to consumers for immediate consumption, in accordance with the definition of
"restaurant” in §1.328. - As discussed in the response to comment 37 of the Final Rule preamble, all sales of
food prepared and sold directly to consumers for immediate consumption fall- under the restaurant
exemption, regardless of whether the seller is a retailer or another type of entity. Therefore, in accordance
with §1.327(b) the retailer and sushi maker are excluded fmm all the requirements of this regulation with
respect to the food (sushl) prepared and sold directly to consumers

6. Retail Facilities

6.1 Q: Is a retail store with an in-store bakery also a manufacturing fac;hty that' must track ingredients and lot

numbers for its baked goods manufactured on—sxte"

A: No. 21 CFR 1.328 defines a restayrant as a facility that prepares and sells food directly to consumers
for immediate consumption. The bakery in-a retail store that prepares and sells- food in the retail store is
considered a restaurant.for the purpose of" this regulation. - Section 1.327 excludes a restaurant from all
requ1rements of this regulation, including the requirement to establish and maintain records of all food it
receives (§1.337). Therefore, the retail store does not need to track mgredxents and lot numbers for the
baked goods manufactured on-site.
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6.2 Q: A retailer buys bulk packs of food (e.g., fish) and prepares it for resale in smaller quantities. Is the

retailer considered a packager? If the food is placed in a new container, must.the retailer track the
packaging?

A: 21 CFR 1.327(e) states that a retail food establishment may pack-food-and retain its retail designation if
the annual value of food sold directly to consumers is equal to more than halfof its total sales. If this
condition is met, the establishment still must establish. and maintain vecords of the receipt of the finished
container (packagmg) that contacts the fish in accordance with §1.327 (k) Jbut'is excluded from the
requirement in §1.337(a)(4) to record the lot or code number or other identifier of the packaging. Section
1.327(d) excludes a retail establishment from the Tequirement to establish and maintain records for the
food it releases, including the source of the finished container in which the estabhshment has placed the
food, for those products it distributes directly to consumers. ’

6.3 Q: Some retail stores have sushi makers on site. The sushi maker might prepaxe sushi in one store and sell

it through both that store and other stores. The sushi maker handles all transportation, and the retailer does
not own the sushi, but only retains a portion. of the net sales. Would the sushi maker be considered a
central kitchen (i.e., not a restaurant) with respect to the sushi that is sold in other stores?

Az No. The sushi remains in the continuous possession of the sushi maker (in?;luding transport between
stores) until it is sold to consumers for immediate consumption. Therefore, the sushi maker functions as an
integrated company that prepares and sells food directly to consumers and is considered a restaurant for the
purpose of this regulation. ,

6.4 Q: In a central kitchen in one of its stores, a retailer makes a prepared salad or bakery item that it

distributes for sale at multiple stores in the region. Is lot number tracking for ingredients and finished
products required?

A: No, provided all of the multiple stores are under the same ownership as the central kitchen. In this
situation, the retailer prepares the salad or bakery item and retains that food within its person until it is sold
directly to consumers. ‘This retailer is exempt as a restaurant from'the requlrements of this regulation in
accordance with 21 CFR 1.327, for the food it prepares and sells dn'ecﬂy to consumers for immediate
consumption. If, however, the retailer's central kitchen is preparing and distributing the food to other
retailers with different ownership, the retailer's activities would not qualify for the restaurant exemption as
to those transactions and would be subject to this regylation for that food.

6.5 Q: Some retail stores donate cdd produce to pig farms for free, The donated produce is eaten by the

animals and reduces the waste produced by the rétail store. However, the famls are not considered
non-profit organizations. Does this mean that each store that donates in this way will have to document

the donations?

A: Similar to Question 1.6 above, FDA intends to consider exemsmg enforcement discretion regarding
records of food waste released by a famhty to a pig farm for consumption by ammals without further
manufactunng/processmg

6.6 Q: A retail estabhshment releases food to a business. Damaged goods may be sold to- thlrd»-party

reclamation centers or salvagers for eventual resale to consumers. The retail establishment is aware that
the nontransporter immediate subsequent recipient in these transactions is not a consumer. However, there
is not currently a system in place that can provide information on the specific foods released. Instead,
generic descriptions are used (e.g., one pallet of dented cans). 21 CFR 1.327(e) states that for retailers, the
requirements in §1.345 to establish and mamta:ln records to identify the rentransporter and transporter
immediate subsequent recipients that are not consumers applies as to those transactions only to the exfent
the information is reasonably available. The response to comment 38 in the Final Rule preamble states
that "information is reasonably available to you if you have a system in place to capture the information.
FDA does not intend to require the reconfiguration of business operations." In the situation described
above, is the retail establishment required to establish and maintain records of the nontransporter and
transporter immediate subsequent recipients?

A: Yes. 21 CFR 1.327(e) provides: "Persons who operate retail food establishments that distribute food to
persons who are not consumers are subjcct to.all of the requirements.in this subpart, However, the
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requirements in §1.345 to establish and maintain records to identify the nontra ansporter and transporter

immediate subsequent recipients that are not consumers applies to those transactions only to the extent that
the information is reasonably available." FDA considers the information that must be "reasonably
available" in this subsection to refer to the retailer's Anowledge as to'whether the recipient of the food is a
consumer ora busmcss, it does not exempt the retailer from keeping required records when the retailer
knows the recipient is 4 business and i$ able to capture this information. For gxample, if a person buying
deli meat from a grocery store owns the sandwich shop in the same shopping complex, the grocery store
does not have to inquire as to whether the buyer is purchasing the meat in her individual capacity as a
consumer, or purchasing the meat for use in her sandwich shop, nor does the store have to establish
separate business accounts to capture the status of the buyer. If, however, the' grocery store provides
membership cards for buyers based on their status (e.g., one type of card for consumers and another type
for businesses), then this information is reasonably available to the retail store, and records of the release
of food to businesses are rcqulrcd In the question posed above;, the retail store is aware that the recipient
is a business, and the salvaged food is sold on the basis of that understandmg “The retail store does not
quahfy for the exclusion for sales to cem&umers for these transactlons, and must establish and maintain
records of the released food as required by 9 1.345, including an adequate description of the food released.

6.7 Q: [Added November 2005]Ts a retail food establishment (retail animal fe@d) that employs 10 or fewer

full-time equivalent employees still exempt from the requirement to estabhsh and maintain records (but not
the record access requlrements for existing records), if they sell fe@d to a busiriess or the feed sold is to be
used.in animals that w111 subsequently be sold as food?

A: This establishment is exempt if it meets the deﬁmncm of'a retail estabhshmcnt as defined in 21 CFR
1.327(e). 21 CFR 1.327(e)( 1) states that a retail establishment's primary function is to sell food directly to
consumers, and 21 CFR 1.327(e)(3) states that a retail establishment's primary function is to sell food
directly to consumers if the annual monetary value of sales of food preducts directly to consumers exceeds
the annual monetary value of sales of food to all other buyers. As discussed in the response fo Comment 52
in the Final Rule preamble, "food distributed directly to consumers" includes sales of bagged feed, pet
food, and feed ingredients/additives ovet-the-counter dlrecﬁy to consumers and final purchasers for their
own animals, unless the feed is to be used in animals that will be sold as food or used to produce food for
sale. If this establishment with 10 or fewer full-time equivalent emplayees qualifies according fo the
criteria discussed above, it is exempt as provided by 21 CFR 1 327(ﬂ

6.8 Q: [Added November 2005] A retail facility receives a returned food product from a consumer. The food

product may be restocked if there is no damage or consumer complaint. Is the retaﬂ facility required to
establish and maintain records of the receipt of the returned food?

A: Yes. The retail facility is assuming custody and control of food released. by another person, and must
establish and maintain records of the immidiate previous source as required by 21 CFR 1.337. However,
FDA intends to consider exercising enforcement discretion with regard to section 1.345(b) if the records
indicating the source of the incoming returned food refers to "customer return” or the equivalent as the
source.

7. Persons Under the Exclusive Jurisdiction of USDA (Reserved)
8. Food Contact Materials

8.1 Q: The final regulation requires the person placing a food directly into contact with its finished container

to establish and maintain records on the container that contacts the food. Since the definition of food
includes food ingredients, this requirement appears to apply to- equally to anyone placing any food
ingredient into any container as well as commercial packaging opetations. This encompasses activities
such as a chemical plant placing bulk oil or glycerin into a railroad tank car, placing grain into a grain silo,
loading product into drums, loading a tank truck, or placing vegetables into a pick~up truck, as well as
more traditional food packaging operatwns such as filling a bottle of keétchup or canning tomatoes. Does
"finished container" apply to every container at every step in the chain of custody?

A: No. A "finished container".as described in 21 CFR 1.27(k) is the- packagmg in which the finished food
will be received by an md:mdual consumer (not by a business),



US FDA/CFSAN - Guidance for Industry: Questions and Answers Regarding Establishment and Maintenance of Records (Edition 2)

9of 35

8.2 Q: A transporter carries items that may or may not become food contact substances (e.g., polyethylene

bags). Is the transporter subject to the records access requzrements’

A: In accordance with 21 CFR 1.327(j), all persons who manufacture, process, pack, transport, distribute,
receive, hold, or import food contact substances other than: the ﬁmshed container that directly contacts
food are excluded from all recordkeeping requirements except §1.361 and §1.363. Under these provisions,
any existing relevant records must be made available to FDA as soon as possible, not to exceed 24 hours
from the time of request, if FDA has a reasonable belief that an article of food is adulterated and presents a
threat of serious adverse health consequerices or death to hirmaus or- ammals If a transporter can
reasonably expect that some or all of its'cargo may become food contact substances, then that transporter
must ensure that it has the capability to provide access within the specified time limit to records it normally

maintains as-a matter of business- practice and that may be within the scope of arecords access request by
FDA.

8.3 Q: Does a firm that collects reusable containers after use and then releases them to another firm that places

food in the containers, such as a bottling firm that refills the bottles with 1 Water, have to establish and
maintain records under this regulation?

A:No. 21 CFR 1.327(k) provides that all persons who manufacture, ‘process, pack, transport, distribute,
receive, hold, or import the finished container that directly contacts food and do not themselves place the
food in contact with the container are excluded from the requirements of this regulatxon except §§1.361
and 1.363. However, the firm placing food in contact with the reusable containers does have to establish
and maintain records of the received comamers that 1dentxﬁf the first firm that is collecting the reusable
containers as the nontransporter mlmedxate previous source.

8.4 Q: [Added November 2005] During a firm's manufacturing process, the food 1 may come in contact with

many substances and materials such as chemically treated water (e.g., chlorine, anti-foam agent), steam
which is generated from chemxcally treated boilers, gases, gaskcts mixing vessels, and tote liners which
temporarily hold the product. Would ﬁwse substances and iterns be considered mgredients or food contact
materials subject to this rcgulatxon‘?

A: FDA notes that there are.a wide variety of processing aids and cher incidental additives that are used in
the manufacture of food If a'substance is intended to have a technical effect in the food to which it is
added, it is considered a food ingredient subject to this regulation, as discussed in the response to comment
96 of the final rule preamble. A manufaemrmg firm must therefore establish and maintain records as
required by 21 CFR 1.337 for the receipt of these substances. In addition, the firm must establish and
maintain records for the food it releases that include the reasonably available information on the specific
source of every ingredient (mcludmg processing aids and incidental add}twes) used to make every lot of
the finished food, as required by §1.345(b). However, persons placing food in contact with containers or
surfaces other than the finished container that directly contacts the food or using other food contact
substances do not have to establish and ‘maintain records for the food. contact substances and are subject
only to the requirements in 21 CFR 1,361 and L 363 for existing records with mspect to those food contact
substances.

8.5 Q: [Added November 2005] Within a retaﬂ establishment, are the pots. and pans used in food preparation

in the deli, produce plastic bags, saran wrap, fcam plates and other such materials subject to this regulation
as food contact items?

A: No. A facility that prepares and sells food directly to consumers for immediate consumption is
considered a restaurant and is exempt from all the requirements discussed abeve, in'accordance with
§1.327(b). In addition, a facility that is a retail establishment only is required tc establish and maintain
records for those food contact substances it receives that serve as finished containers for the food it
releases. 21 CFR 1.327(k) states that persons who place food d;recﬂy in contact with its finished container
are subject to all of the requirements of this regulation as to the finished container that directly contacts the
food. As explained in question 8.1 of this document, the finished container is the packaging in which the
food will be received by an mdmdual consumer. Food contact substances other than the finished container
that directly contacts food are exchided from all the requirements of this régulation except §§1.361 and
1.363, as provided in §1.327(). Accqrdmgly, those handling food contact substances will need to ensure



US FDA/CFSAN - Guidance for Industry: Questions and Answers Regarding Establishmeht and Maintenance of Records (Edition 2)

they have procedures in place to satisfy ﬂ;c record access tiinefranies establishcd- in §1.361.

8.6 Q: [Added November 2005] Bananas in transport from a distribution center to a retail store are covered by
bags. The bags are removed before the bananas are sold to the consumer. Does the store or distribution
center have to establish and maintain records for the ‘bags?

A: No. Food contact substances other than the finished container that directly contacts food are excluded:
from all the requirements of this regulation except 21 CFR 1.361 and 1.363, in accordance with §1.327()).
As explained in question 8.2 of this document, the finished container is the container in which the food
will be received by an individual consumer. The bags contact the food, but are not present when the
consumer receives the food.

9. Persons Who Manufacture, Process, Pack, Transport, Distribute, R?éeive, Hold, or Import Samples

9.1 Q: Samples are employed in a wide variety of ways within the business community and move between
facilities in many ways, based largely on how many samples are involved. Larger quantities of samples
are more likely to be mailed, shipped by a shipping service, or shlpped by a carrier. Smaller quantities of
samples are more likely to be hand carried, transported in an employee's personal vehicle, or even moved
by taxi cab. Do businesses have to establish and maintain records for all samples regardless of use or
mode of transport?

A: Yes. As discussed in the response to-comment 32 of the Final Rule preamble, food samples intended
for consumption (including consumpuon via test marketing, tasting at trade shows, and promotional
marketing) are subject to this regulamn Accordingly, records must be established and maintained
identifying the nnmedxate previous sources and immediate subsequent recipients of the samples in
accordance with 21 CFR 1.337 and 1 345, However, §1.327(d) excludes persons who distribute food
directly to consumers from the requirements in §1.345 to-establish and maintain records to identify the
nontransporter and transporter subsequent recipients as to those transactions. In accordance with this
subsection, a firm does not need to establish and maintain records for release of samples as long as the
samples are released directly to an individual consumer. For the : purpose of this regulation, FDA considers
a company that transfers food samples to its own employees for personal. consumpnon to be distributing
food directly to consumers as specified in §1 327(d). Conversely, distribution of samples and other feed to
a farm that is raising animals for food or distribution of samples and other féed to contract farms is not
considered to be releasing food directly to consumers. In addition and as discussed in the response to
comment 70 of the Final Rule preamble, a person (including an individual. parmershlp, corporation, or
association) who distributes or receives food for purposes other than transportation is not a transporter,
even if the person also transports food. Therefore, if samples are transported by an employee of either the
manufacturer or recipient firm, the transporter records specified by §1.352 are not required and only those
records required of non-transporters are required.

9.2 Q: A firm manufactures metal and plas‘ac closures for food products. The firm's research and
development laboratory may receive food packed by a customer for performance testing by the laboratory.
Excess food packages are distributed to the firm's employees at no charge. Is t’ne laboratory subject to this
regulation? \

A: Yes. The laboratory must estabhsh ‘and maintain records of the receipt of food (including samples of
food) if that food will be consumed, in accordance with 21 CFR 1.337. However, §1.327(d) excludes
persons who distribute food directly to consumers from the requirements in §1.345 to establish and
maintain records of the nontransporter and transporter immediate subsequent recipients as to those
transactions. For the purpose of this reguiatmn, a company that transfers food samples to its own
employees for personal consumption is consxdercd to be dlsmbutmg food directly to consumers as
specified in §1.327(d).

9.3 Q: Customers frequently ask manufacturers for laboratory samples of food mgredxents for-evaluation. Itis
unknown whether the company requesting samples will produce an edible food product. Must records be
established and maintained for transfer of the samples sent to these immediate subsequent recipients?

A: As discussed in the response to comment 32 of the Final Rule preamble, food samples intended for
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consumption (mcludmg consumption via test marketing, tasting at trade shows, and promotional
marketing) are subject fo this regulation. Records must be established and maintained if there is a
reasonable expectation that the ingredient samples will be used in a food product that will be consumed. If
it is unclear whether the samples will be. incorporated into food that is consumed, the ingredient
manufacturer may wish to obtam this information from the recipient as a matter of busmess practice.

9.4 Q: If samples are mtended for consumpnon by a laboratory animal (e.g., a rat) are they exempt from this
regulation?

A: FDA intends to consider exercxsmg enforcement discretion with regard to records for samples if the
samples are consumed by animals that: (1) are used for research purposes only, (2) are not used for food,
and (3) remain under the control of the 1aboratory

9.5 Q: A supermarket headqua:rters buxldmg receives samples that are tested. The testing may include tasting,
Is recordkeeping required to track receipt of these samples?

A: Yes. If samples will be consumed by humans for testing purposes after rece1pt, the firm must establish
and maintain records of the nontransporter and transporter immediate prevmus sources of the samples as
required by 21 CFR 1.337,

9.6 Q: If a manufacturing firm provideé one or two samples of an item to a buyer for a retail firm for
immediate consumption by that buyer, does this regulation ~require1recordkeeping?

A: In general, yes. The manufacturing firm must establish and maintain records of the immediate
subsequent recipient of the samples as required by 21 CFR 1.345. Huwever, if the transfer occurs in a
venue where commercial buyers and members of the general public are both present and a specific
recipient cannot be readlly distinguished as belonging to one or the other of those groups (e.g., at a trade
show open to both industry and the puiblw where a buyer consumes one or two samples and does not
provide his or her corporate affiliation or otherwise establish commercial contact), FDA intends to
consider exercising enforcement discretion regarding establishment of records of that specific transfer.

9.7 Q: A research and development laboratory creates samples and ships them to a customer who consumes
them, Does the laboratory have to establish and maintain records of i mcox:mng ingredients and outgoing
samples?

A: Yes. The laboratory must establish and maintain records of incoming ingredients intended for use in
samples that will be consumed, including records of the transporter and nontransporter immediate previous
sources, as specified by 21 CFR 1.337. The laboratory must also establish and: maintain records of
outgoing samples that will be consumed, including records.of the transporter and nontransporter
subsequent recipients, as speclﬁed in §1.345, unless the recipients are individual consumers. For the
purpose of this regulation, a company that transfers food samples to its.own employees for personal
consumption is considéred to be dzstnbutmg food directly to consumers as specified in §1.327(d).

9.8 Q: If one firm engages a second firm to place samples in different geagraphlc locations that are then given
to consumers for testing, what records need to be mamtamed‘? )

A: As discussed in the response to comment 32 of the Final Rule preamble, food samples intended for
consumption (including consumption via test marketing and _promotional marketing) are subject to this
regulation, Therefore, both firms must establish and maintain: records with respect to the transfer of
samples between them, in accordance with 21 CFR 1.337 and 1.345. However, §1.327(d) excludes
persons who distribute food directly to consumers from the reqmrements in§1.345 to establish and
maintain records to identify the nontransporter-and transporter subsequent recipients as to those
transactions. Therefore, the second firm need not establish and maintain records of release of the samples
if they are distributed directly to individual consumers.

9.9 Q: [Added November 2005] Are hospitals and doctors' ofﬁees required to estéblish and maintain records
of receipt and release of food samples?

A: Yes. Hospitals and doctors’ offices must establish and maintain records for the receipt of food,
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including food samples, as required by 21 CFR 1.337. However, §1.327(d) states that if the food is
released directly to individual consumers, no record of the release is required.

9.10 Q: {Added NOVember 2005] A firm assembles panels (consisting of empiayees} to assess the quality of

potential new products. Organoleptic assessment is done by placing:small quantities in the mouth; in most
cases the sample is not swallowed. Must records be established and mamtamed for this activity?

A: The firm does not have to establish and maintain records when it receives samples that will not be
consumed. The response to comment 32 in the Final Rule preambk: states that samples used only for
analysis are exempt from this r<:>gu1at1cmg and that analysis may include organcleptic examination.
However, in the above example, the food'is placed in the mouth, whwh would include consumption or
absorption of some part of the sample. Accordmgly, the exemption. does not apply and the firm must
establish and maintain records of the receipt of the samples in accordance with 21 CFR 1.337. The firm
does not have to establish and ‘maintain records of transfer of the samples to its own employees even if
consumption occurs, as FDA considers this distribution directly to consumers, which is subject to the
exclusion in 21 CFR 1 327(d) )

10. Persons Who Distribute Food Directly to Consumers

10.1 Q: A combined a1rlme and caterer receives foods and food ingredients with production codes and

expiration dates. Is the company expected to track each product by code number through the kitchen to the
customer? For example if the company receives a gallon of olive oil, must that oil be linked to each
recipe where it is used and through the facility- to the customer by lot number? -

A:No. In general, as discussed in the response to comment 76 in the Final Rule preamble, a caterer for
interstate conveyances does not qualify for the restaurant: exemption defined in 21 CFR 1.328 and must
comply with both §1.337 and §1.345. Records established and maintained in accordance with §1.345 must
include the information reasonably available to the caterer to identify the specxﬁc source of each ingredient
used to make every lot of finished product. However, an airline that caters its own flights is vertically
integrated (as long as ownership of the two companies is the same and the food is'not transported
independently). As discussed in the response to comment 13 of the Final Rule preamble, a vertically
integrated company does not have to establish records of internal transfers of food. In accordance with
§1.327(d), the airline is also.excluded from the requirement to establish and maintain records of the
immediate subsequent recipient when the food is ultimately released because it is being distributed directly
to the consumer. However, if the airline were to prepare finished food pmducts and sell them to another
airline, the firm would be required to establish-and maintain records for each food released to the other
airline, including both the specific source of each ingredient used to make every lot of the finished food
product (to the extent that the information is reasonably available)-and lot numibers or other identifiers (to
the extent they exist).

10.2 Q: [Added November 2005] (Amended IO 2 from Ist Edztzon) A bottled water company delivers to

businesses, and the water is consumed by employees at these busmesses Ts this considered delivery to
consumers with respect to recordkeeping obligations?

A:No.21 CFR | 327(d) only excludes persons who distribute food dlrectly o individual consumers from
the requirements in §1.345 to establish and maintain records, This subsection expressly states that the
"term 'consumers' does not include busmesses " Therefore, the bottled water campany is required to

establish and maintain records ofits water deliveries to businesses. The exemptmn in §1.327(n) for persons

who receive or hold food on behalf of specific individual consumers is not applicable because in this case
the business is the purchaser and a patty to the transaction with the bottled water company, and is not
simply holding the bottled water for.a consumer purchaser. However; the bottled water company is
performing mixed nontransporter acnvmes, similar to the example discussed in questxon 37.1 of this
document: (1) it is manufacturing, processing, and packmg its prodncts and (2) it is distributing these
products to businesses. In situations where the bottled water company is pla;cmg its products directly in the
location where they will be consumed, it is functioning as a retailer, similar to'a vending machine supplier
or a direct store delivery operation. Both of these situations directly parallel the example in question 37.1.
In all cases, the bottled water company must establish and maintain records for each of these two distinct
functions. As requxred by sections 1. 337 and 1.345, the bottled water company must establish and maintain
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records of all food (water and finished containers that will be.placed in contact with the water) it receives,
and all water it releases to its distribution or warehouse location, including lot number or other identifier
(to the extent this information exists) as required by 21 CFR 1.345(a)(4). The company's distribution or
warehouse facility must record the release of water to businesses as required by 21 CFR 1.345, but is not
required to record lot numbers. Facl chent business is also a nontransporter who.is subject to these
regulations because it has custody or control of the food. A,cccrdmgly, it must establish and maintain
records of all water it receives from the bottled water company in accordance with section 1.337, but it is
not required to record lot numbers, as it is not manufacturing, processmg or packmg the food.

10.3 Q: [Added November 2005] A firm may give a selection of food products - from its inventory to
employees as gifts. Must records be established and maintained for-this activity?

A: No. For the purpose of this rcgulatxon the firm is dlstmbuung food directly to consumers and falls
under the exclusion in 21 CFR 1.327(d).

10.4 Q: [Added November 2005] An airline loads food in a foreign country and it is served to passengers in
United States airspace. Is the airline requed to estabhsh and mgintain any reeords with respect to the
food? .

A: No. The final rule only applies to manufacturing, processing, packing; holding, transporting,
distributing, receiving and importing ¢ activities that occur with the U.S. In the above example, the airline
receives the food in a fbre1gn coumry and thus, those activities are not subject to the rule. Although the
distribution of food occurs in U.S. airspace, the distribution i is directly to consumers and no records are
required of that release, as prov:.ded in 21 CFR-1.327(d). - :

10.5 Q: [Added November 2005] A theme park may have a vanety of restaurants, food stands, gift shops and
facilities at which food is stored on its premises. Please comment on the applicability of the recordkeeping
rule to these facilities. Can the theme park be viewed as a smgle establishment for purposes of this
analysis? :

A: This question is smnlar to the sushi example in questlc)n 5.1. Both the theme park and the restaurants,
food stands, and gift shops (which may be under different and perhaps multiple ownerships from the theme
park) are subject to the rule, unless an ekemption applies. The park has overall custody and control of the
premises, while individual facﬂmes under different ownershlp have ownership of individual articles of
food and/or custody and control of the food. Both sets of entities are responsible for complying with this -
regulation, which either may do. for the other as a matter of business practice, but legal responsibility for
establishment and maintenance of records and for meeting the. records access timeframes specified in
§1.361 remains with both parties. The theme park (or individual entities within the park if under a different
ownership) may qualify for the restaurant exemption provided in 21 CFR 1.327(b) and 1.328 if sales of
food it prepares and serves directly to. consumers for immediate consumption are more than 90% of its
total food sales. Alternatively, the theme park may qualify for the retailer partial exemption in 21 CFR
1.327(e). If it does, it would have to establish and maintain records to identify the immediate previous
sources of food it receives in accordance with section 1.337, but it would be exempt from recording the
release of food to consumers under section 1.327(d). Snmlaxly, the individual restaurants, food stands, and

gift shops within the theme park; if owned by different entities, may qualify for the restaurant exemption in -

21 CFR 1. 327(b) the small retailer exemption in 1 327(f), or the partial exempnon for dlsmbuuon 10
consumers in 1.327(d). Storage of the food in connection with any of these facilities is considered integral
to the restaurant and/or, retail activities and would be con31dered part of the same activity.

C. Definitions (Section 1.328)
11. General Questions (Reser:ved)\
12. Person (Reserved)

13. Farm
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FDA has addressed questions we received on this issue in the Figal Rule.
14. Food

FDA has addressed questigns we received on'this iésue in the Final Rule.,
15. Manufacturing/Processing (Reserved) -
16. Nontransporter

FDA has addressed questions we received djn this issue in the Fé'gél Rule.
17. Nontransperter Imymediat‘e Previous Source

17.1 Q: A firm receives foreign products in.an overseas contmner and processes them on behalf of the owner;

the importer of record.' Who is the immediate previous source? What if the importer of record considers .
the source of the. product confidential commercial mﬁ)rmatxon'?

A: 21 CFR 1.328 defines a nontransporter as a person who owns food or who holds, manufactures,
processes, packs, imports, receives, or distributes food for purposes other than transportation. - Section
1.328 defines a "nontransporter immediate previous source” as a person that last had food before
transferring it to-another nontransporter and "person” as including an. individual, partnership, corporation,
and association. In the:above example, both the owner of the food and the firm receiving the food are
nontransporters subject to the final rule. Both are respensﬂale for complying with the rule, which either
may do for the other as a matter of busmess pracuce, but legal responsibility remains with both parties.
The nontransporter immediate previous source is the foreign nontransporter- that released the food to the
owner and receiving firm, whether ornot this information is confidential. Again, as a matter of business
practice, the receiving firm and/or owner may choose to arrange to‘have another establish and maintain
records on their behalf at the location where the food is received orata reasonably accessible location that
contains the conﬁdentxal information, but legal responsibility for pmwdmg the records, including
information that the importer of record considers conﬁdennal - within the txmeframes specified in §1.361
remains with the owner and receiving firm.

17.2 Q: Who is the nonu*ansportcr munedlate previous source of an imported feod‘"" When an. zmported food -

arrives at the port of en“sry, the importer of record is responsible for fmdmg an appropriate place to store
the food. If, for example, the importer places the food in a contract warehouse at-the port of entry and that
warehouse is owned by Company A but leased to Company B, it is not clear which company (the importer,
Company A, or Company B) should be considered the nomransporter immedigte previous source with
respect to the next recipient. It seems the answer should not depend on who owns the warehouse. Since
the importer of record is legally responsmble for the food for Customs purposes, shouldn't the importer of
record be the nontransporter 1mmed1ate previous source?

A: The response to commen’c 17 of the Final Rule preamble notes that this regulatlon apply to persons who
manufacture, process, pack, transport, distribute, receive, hold, or import food in the United States, unless

‘'the person qualifies for an exclusion i in 21 CFR 1.327. Animporter of record or an initial United States

recipient that is involved in one or more of the identified activities must establish and maintain the
required records for the unpcrted food. In this case, the imported food is received and held in a
warehouse. If Company B has dedicated use and physical control of the warehouse, then the imported
food is in Company B's physical possessmn If Company A retams physwal control of the leased
warehouse, then the imported food is in Company A's possession. Section 1.328 defines a nontransporter
as a person who owns food or who holds, manufactures, processes, packs; imports, receives, or distributes
food for purposes other than transportation. The importer of record and the entity with physical possession
of the food (Company B or Company A) are considered nontransporters by this definition. If the owner of
the imported food is not the importer of record, then that owner is also considered a nontransporter.
Section 1.328 defines a "nontransporter immediate prekus source” as a person that last had food before
transferring it to another nontransporter and "person" as mcludmg an'individual, partnership, corporatlon,
and association. In the above example, the importer of record the person with physwal possession of the
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food, and the owner (1fa third party) are all nontransporters subject to the ﬁnal rule. Allare responsible
for complying with the rule, which one may do for the other as a matter of busmess practice, but legal
responsibility for establishment and maintenance of records and for meeting the records access timeframes
specified in §1.361 remains with all partles If the food is further delivered from the warehouse, the
recipient's nontransporter mmedlate previous source is whichever ccmpany (A or B) had physical control
over the warehouse.

17.3 Q: A nontransporter firm may receive a product from a vendor with multiple ship points. Currently the

firm's systems cannot record the ship point. Is the firm required to record the actual ship point as the
nontransporter immediate prevmus source, or just the contact mformaucn for the vendor?

A: 21 CFR 1.337(a)(1) requires a nontransporter to establish and maintain records for all food it receives
that identify the name of the firm, address, telephone nuriber and, if avaﬂable, the fax number and email
address of the nontransporter immediate previous source. Section 1.328 defines "nontransporter
immediate previous source” as a person that last had food before transfemng it to another nontransporter
and "person” as including an individual, partuership; corporation, and association. Therefore, the
nontransporter firm above must provide the specific. address and other contact information of the legal
person (the vendor) that released the food to them but does not need to provide information regarding
particular ship points of the venidor. /

17.4 Q: A supermarket receives direct store-deliveries from various compames For some of these compames

the actual product is manufactured by a franchisee or contractor. From a recordkeepmg standpomt is the
nontransporter 1mmedlate previous source the brand company or the centractor"

A: 21 CFR 1.328 deﬁnes a nontransporter as a person who owns food or-who holds, manufactures,
processes, packs, impotts, receives, or distributes food for putposes ‘other than'transportation. Section
1.328 defines a "nontransporter immediate previous source” as 2 person that last had food before
transferring it to another nontransporter and "person" as including an individual, partnershlp, cnrporaﬂon,
and association. A person who enters into a contract to hold, manufactm*e process, pack, import, receive,
or distribute food is considered a nontransporter, even if that person subcentracts the actual performance of
the covered action to another entity. In the above example, both the brand company and the actual
manufacturer are nontransporters subject to the final rule. Both are respon51b1e for complying with the
rule, which either may do for the other as'a matter of business practice, but legal responsibility for
establishment and maintenance of records and for meeting the records access timeframes specified in
§1.361remains with both parties. The supennarket may identify either the brand company or the
manufacturer as its nontransporter immediate previous source.

17.5 Q: [Added November 2005] A firm p’tm:hases a food mgredxent from a broker who does not take actual

possession of the food. Is the immediate previous source of the food the broker or the ingredient
manufacturer (from whom the broker eb;ems the food)?

A: The purchasing firm may identify either the broker or the ingredient manufacturer as its nontransporter
immediate previous source i establlshmg and maintaining the records required by 21 CFR 1.337. Section
1.328 defines a nontransporter as a person who owns food or who holds, manufactures, processes, packs,
imports, receives, or distributes food for purposes other than transportanon A person who enters into a
contract to hold, manufacture, process, pack, import, receive, or distribute food is considered a
nontransporter, even if that person subcentracts the actual performance of the covered action to another
entity. In this example, the broker enters into a contract to distribute the food and in addition may own title
to the food. For this reason, the broker is subject to the rule and an acceptable nontransporter immediate
previous source for the purchasing firm.

17.6 Q: [Added November 2005] The Prior Notice Rule requires the reporting of speexﬁc data elements for

the shipper of the fooditem. FDA deﬁnes the shipper as "the owner or exporter of the article of food who-
consigns and ships the article from a foreign country or the person who sends an article of food by
international mail to the U.S." For direct imports, is the unmedxate non-transporter the person noted as the
shipper on the Prior Notlce subnnssion? ,

A: The nontransporter immediate previous source for food 1s defined by 21 CER;l .328 as the person that
last had food before transferring it to another nontransporter. See question 17.1 in this document.
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18. Nontransporter hnmedia£e Subsequent Recipient
FDA has addressed questions we received ou this issue in the Final Rule.
19. Perishable Food (Reserved)
20. Recipe (Reserved) |
21. Restaurant

FDA has addressed questions we received on this issue in the Final Rule.

22, Retail Facility
FDA has addressed questions we réccive@ on this issue in the FinaAIARu‘le;
23. Transporter
FDA has addressed guestiéns we received on thfs issue in the Mg
24, Transporter's Immediate fPrevious;Source
FDA has addressed questit;)ns we réceived on this issue in the Final Rule.
25. Transporter's Immediate {Subset;fuent Récipient
FDA has addressed questions we received on this issue in vthg FinQ:Rdle;
D. Do Other Statutory Provisions and Regulations Apply? (Section 1.329)
26. General Questions (Reserii'ed)
E. Can Existing Records Satisfy the Requirements of this Rule/’,.’:/(S'ecti;\On 1.330)
27. General Questions | )
FDA has addressed questions we received on this issue in the Fmal Rule.

F. What Information is Re(]uire’d in the Reca’rds You Must. Esiab‘fis”h and Maintain to Identify
the Nontransporter and Transporter Immediate Previous Source and Immednate Subsequent
Recipients? (Sections 1.337 and 1.345)

28. General Questions

28.1 Q: [Added November 2005] An animal food manufacturer receives commmgled product from three
different facilities and produces an animal feed finished. product. The pmduct is sold directly to farmers as
feed, and also to subsequent animal food manufacturers who commingle it w1t§1 other food ingredients and
make a final saleable product. What information must the records established and maintained by the
original manufacturer contam"

A: The firm manufactures a product that is both a finished feed and a feed mgredwnt As discussed in the
response to comment 61 in the Final Rule preamble, "food" includes food ingredients. For the purpose of
this rule, the only dlfference in the record requirements therefore concerns the container of the product. If
the manufacturer is placmg the produet in-contact with a ﬁmshed container in which it will be received by
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an individual consumer (not a busmess), the manufacturer must estabhsh and maintain records of the
receipt of the finished container in-aceordance with 21 CFR 1. 327(k) and must identify the specific source
of the finished container in the record of release of the finished food as specified by §1.345(b). With
respect to all other ingredients incorporated in the product, the manufacmrer njust always establish and
maintain records of receipt that include the information specified i in §1.337, including the lot or code
number or other identifier if it exists. When the manufacturer releases the finished product, it must
establish and maintain records of releasé to any pérson who is‘not: an-individual consumer, including
farms. Although farms themselves are exempt from all requirements as provided by §1.327(a), records
must be establistied and maintained by the nontransporter: {including the original manufacturer) and
transporter immediate previous source of food released to farms.

28.2.Q: [Added November 2005] A firm sells byproducts from its. manufacturmg process, but'the rights to a

certain quantity of byproduet may be resold several times, Is the immediate subsequent recipient the
original buyer of the byproduct or the entity who actually is the owner at the time the byproduct leaves the
firm's possession?

A: The manufacturing firm may 1dent1fy either the original buyer or the actual reciplent as the immediate
subsequent recipient. Similar to the response to Question 17.4 of tlns ‘document, both the original buyer
and the actual recipient are considered nontransporter umnedaate subsequent mc:plents and both are
responsible for complying with this regulation.

28.3 Q: [Added November 2005] In the course of normél business practice, packages occasionally break

during transportation or distribution. The remaining, undamaged units are often repacked with other units
for sale. Must records be established and maintained for this type of occasional repacking?

A Generally yes, unless an exemption applies. The Final Rule apphes to persgns who pack food, which
includes repacking. Similar to the definition of "packing™in the Registration of Food Facilities Final Rule,
21 CFR 1.227(b)(9), FDA considers "packing” for purposes of this rule to be placing food in a container
other than the finished container that directly contacts the food andis received by the consumer. The
person repacking the food must establish and maintain records of the lot or code number or other identifier
of the food it releases in accordance with 21 CFR 1.345(a)(4) if'the person manufactures, processes, or
packs food. However, if the person qualifies as a retailer in accordance with 21 CFR 1.327(e), that person
is exempt from this requirement. Other persons who do not-eéngage in manufacturmg, processing, or
packing are not required by 21 CFR 1:345 to record lot numbers as part of their records, but still need to
establish and maintain records identifying the immediate previous source of al] food received and
immediate subsequent rempmnt of all food released in accordance with 21 CFR 1.337 and 1.345,

28.4 Q: [Added November 2005] How detailed must the record of repaired cases due to breakage (discussed

in question 28.3 be? If a company repairs a case with one bottle from a previous producuon lot, will that
company be required to trace the one bottle, as well as the othier 11 bottles in the case, or does that one
bottle become part of the production batch of the new repaired case? The bottle has a unique identifier on
it so that the company can work backwaxd however, going: forward to find where the bottle ultimately was
shipped is difficult.

A: The company must record the lot or code number of all food that it packs and releases. If the company
releases a case that contains bottles with two distinct identifiers, the company should be able to link both
identifiers to that case. See questlons 32.1 and-32.4 in this document,

28.5 Q: [Added November 2005] A personmay engage in.a number of different types of activities (such as

transporting, distributing, etc.), one of which is répacking of beverage alcahol products. The repacking is
subject to the requirement to establish and maintain records, mludmg an emstmg lot or-code number or
other identifier. Please confirm that the récordkeeping requirement applies only to that person's
repackaging activity and does not extend to all 6f the person's activities unless:those activities separately
are covered by the recordkeeping requmemem

A: The person is required to establish and maintain records for all covered activities as required in the
Final Rule. A person both packing and perfomung other subsequent activities with respect to that food
must establish and maintain records when it releases the food it has packed including the lot or code
number or other identifi er, if it exists, unless an exemption apphes (e.g., see 37.1 and 37.2 in the
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document if the 4person is performing direct store deliveries.)

28.6 Q: [Added November 2005] Under the Act, it is our understanding that "repackaging" that only involves

transfer of the package! from one secondary container (case) to-another or adding something to a secondary
case (a promotional item) is not considered packing and therefore is not subject to the lot number
requirements. Is this correct?

A: No. As discussed.in 28.3 above, FDA considers packing to be placing food in a container other than the
finished container that dxreatly contacts the food and is received by the consumer. The example above
describes repacking and is a. covered activity subject to this regulation, including the lot code requirement
of 21 CFR 1.345(a)(4), except as discussed in question 28.3 above.

28.7 Q: [Added November 2005] During the course of daily busmess, a-wholesaler/distributor of wine and

spirits sh1ps both full cases and single bottles to customers. The bottles contained in each case box are
sealed prior to recelpt by the whalesalerfdlsmbuter In the process of dxsmbutmg individual bottles to
retail customers, it is most efficient to separate these individual sealed bottles from their original shipment
packing (case box) and combine them in separate boxes destined for the customer. Given that there is no
contact with the actual food product in this process, do these types of acuwtles change the status of a
wholesaler/distributor as a non-transporter who does not manufacﬂne, process or pack goods as defined in
Sections 1.337 and 1.345 of the Final Rule on Estabhshment and Maintenance of Records (69 FR 71561)?

A: Yes. The activity descnbed above is considered "packing” because it involves placing food in a
container other than the finished container that dlrectly contacts the food and is received by the consumer,
In the example described above, the covered entity is subject to the lot code requirement of 21 CFR
1.345(a)(4) with respect to food that is repacked, if a lot or codﬁ number or other identifier exists for that
food. ’

28.8 Q: [Added Novembex 2005] Is the sta‘fus of a wholesaler/distributor as a noh%transporter‘who does not

manufacture, process or pack goods as defined in Sections 1.337 and 1.345 of the Final Rule on
Establishment and Maintenance of Records (69 FR 71561) changed if that wholesaler/distributor combines
two sealed products into one box in order to create a promotional item? If a wholesaler/distributor
contracts with a third party to repack these sealed products, does that contract change its status as a
non-transporter who does not manufacture, process or pack gaods" Sarmla:rly, does the status of a

~wholesaler/distributor change in the event that they received a product packed for promotional purposes

(i.e., a holiday packaging outér box) and that wholesaler/distributor i is required to remove the sealed bottle
fmm this holiday packagmg in order to sell it?

A: If a wholesaler or distributor packs sealed food products that entity is also a packer and must establish
and maintain records that include the lot or code number or other identifier of the packed food it releases -
as required by 21 CFR 1.345, if that information exists. If the wholesaler or distributor releases the sealed
food products to a third party for packing, that third party-is a packer subject to this regulation who must
establish and maintain records of the food it receives and releases, including the lot or code number or
other identifier of the food if that information exists. A wholesaler or distributor who only unpacks food
and does not repack it is not considered a packer with respect to:this regulation.

29. Information Reasonably Available to Identify the Specific Source of Each Ingredient

29.1 Q: A bulk grain elevator receives maﬁy small lots from individual farmers, aggregates them, and blends

them to whatever specrﬂcatmns are required. What records and degree of lot spemﬁmty are required for
the grain elevator?

A: The grain elevator is required to establish and maintain records for each incoming shipment of grain,
including a lot number if it exists, in accordance with 21 CFR 1.337. When blended grain is released by
the facility, it must also establish and maintain a record, including both the lot'number if one is assigned
and information to 1dem:1fy the specific source of each component grain, to the extent that the information
is reasonably available; in accordance with §1:345. In the response to comment 94 in the Final Rule
preamble, FDA acknowledges that the degree of specificity may be limited by the current physical
configuration of the facility. For example, the facility may place thirty lots from farmiers into a single
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storage bin, place another thirty lots into.a second bm, and draw from both bms to create a blended product
that is transferred to an immediate subsequent recipient. The record created for the outgoing blended
product should indicate all immediate previous sources fm' the compenﬁnt grain; in this example there may
be as many as sixty. .

29.2 Q: A feed mill Teceives ingredients and comrmngles individual shipments into bins which are never

completely empty. Over the course of a year, a-hundred or more lots could theﬂrctzcaﬂy be part of any food
drawn from a bin. Would the feed rmn ‘have to provide all these Tot numbers for food it releases?

A: Yes. Manufacturers are required to establish and maintain records for each food received, including the
lot number if it exists, in accordance with 21 CFR 1.337.. "Whenva food is released by a manufacturer, the
firm must establish and maintain records that include information reasonably available to identify the
specific source of eachiingredient nsed to. make every lotof finished productin accordance with §1.345.

In the response to comment 94 in the Fmal Rule preamble, FDA acknowledges that certain business
practices are not amenable to linking incoming ingredients with specificity to the outgoing product, and
that it may not always be possible to identify the spec1ﬁc source of an ingredient that was used to make a
lot of finished product. Because shipments of incoming rhaterial are commingled in the storage bin, the
record created for every lot of food released by the manufactumr that incorporates material from the bin
would include all possible sources of the material placed in that bm \

29.3 Q: A firm uses raw agncuitural commadxtxes to manufacture its pmducts What are the recordkeeping

requirements: (1) if the firm receives its ingredients directly from farms and commingles them in storage
bins on site, and (2) if the ﬁnn receives ingredients that already have been oozmnmgled bya d1strtbutor‘7

A: The source of each shxpment that enters a particular storage bin'must be recorded in accordance with 21
CFR 1.337. If the commodities are commmgled on site, there-will be more sources for a given bin. In
both cases, incoming sources of ingredients must be linked-to finished products leaving the site to the
extent that the information is reasonably available in accordance with §1.345. “For example, if a lot of a
product incorporated an ingredient from a particular bin and that bin was filled with a commodity derived-
from five immediate previous sources, then those five sources would be the reasonably available
information for that mgredleut If the bin was refilled before i:temg emptied and now may contain
ingredients from up to ten 1mmed1ate previous sources, then this is the information that is reasonably
available. If the firm receives ingredients that already have been commingled by a distributor, the firm
only has to record the lot numbers of the food, as received, to the extent that information-exists, and link
incoming sources of ingredients to finished products leavmg the site to the extent that the information is
reasonably available in accordance with §1 345. -

29.4 Q: A manufacturing firm may handle over a thousand different ingtedients on the same day, and three or

four lot codes of the same ingredient from the same supplier may be used on'a ‘particular day. Assuming
the ingredients arrive at the manufacturing facility with lot ﬁodes, does the manufacturer have to track each
lot code and link it to a finished product? \

A:Yes. The manufacturer is required by 21 CFR 1. 337(&)(4} to estabhsh and maintain records for each
ingredient it receives, including the lot codes of each ingredient received if they exist. When the
manufacturer releases 4 food, it must also establish and maintain records for that food. The records nust
include both the lot code of the finished product if it exists and the specific source of each mgredlent used
to make every lot of ﬁmshed product, to the extent that information is reasonably available, as required by
§1.345(b).

29.5 Q: A firm manufactures many varieties of ice cream and sorbet, and dehvers these products directly to

restaurants and scoop shops. Do the incoming sources (including lot codes) of each ingredient have to be
linked to the specific outgoing products?

A: Yes. As amanufacturer, the firm must establish and mamtam records for the mgredlents that it
receives, including lot codes if that information exists, in accordance with 21 CFR 1.337. The firm must
also establish and maintain records when it releases each article of food including information reasonably
available to identify the specific source of each ingredient in every lot of ice cream or sorbet, in
accordance with §1.345.
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29.6 Q: A manufacturing ﬁrm has multiple supphers of pamcular ingredients and packaging materials. Is it
sufficient to simply record all the potential suppliers that an ingredient or packaging material might have
come from?

A: Persons who manufacture, process, or pack food ate required to esxabhsh and maintain records
regarding receipt of the lot or code number or other identifier of each mgredlem and any finished container
that they place in contact with food, if a lot or code number or other identifier gXxists, in accordance with 21
CFR 1.337 and 1.327(k). When the food is released, records must be established and maintained that
include the specific source of each ingredient used to make every lot of finished food and any finished
container placed in contact with food, to the extent that the. information is Treasonably available (e.g., does
not require physical reconﬁguranon of the manufacturmg facility), in acoordance with §1.345.
"Packaging" is defined;in § 1.328 as "the outer packaging of food that bears the label and does not contact
the food." The manufacturer; processo,r, or packer does not have to establish and maintain records for any
packaging or for finished containers that it does not placein contact with the finished food, as stated in
§1.327(j). All existing relevant records must be-made available as soon as possible to FDA on request, not
to exceed 24 hours, as requxred by §1.361 and §1.363, if FDA hasa reasonable belief that an article of
food is adulterated and presents a threat of serious adverse health consequences or death to humans or
animals. If information is reasonably. available when food is ‘released to narrow the possible sources of an
ingredient, it is not sufficient to record all potential suppliers that an- mgmdxent or packaging material
might have come from if there is no expectation thatthat suppher's ymduct waould be in the finished
product (e.g., no shipments have beer received from a vendor for months and onsﬁe supply has been
depleted). :

29.7 Q: A candy manufacturer has a starch molding operation in which a candy is deposited into a starch that
has impressions. The starch is used to form the candy and remove thé moisture. After a period of time the
candy is removed from the starch and sent to packaging. The starch is dried, cooled and placed back into
the starch trays for the deposit of more candy. In the manufacturing, operamon some starch is lost due to
spillage and dusting, New starch is added fo replace the lost starch. It is pos31ble that the starch in the
system could have been in the system for many months. The manufacturer only replaces 300-400 pounds a
day and the entire system has over 40,000 pounds. How shnuld the company track this?

A: FDA considers the starcha food mg:redmnt as defined and discussed i in the response to-comment 61 in
the Final Rule preamble. However, 21 CFR 1.345(b) only requires nommnsperters to identify the specific
source of each ingredient that was used to make every lot of finished product to the extent that such
information is reasonably available. In this case, information about the source of starch from which daily-
additions to the system are made should'be reasonably available, and thus it should be possible to define a
length of time (and series of lots of candy) during which a specific source of starch is being used to
replenish the supply. Dependmg on the size of each lot of starch relative to the size of the entire system
and the number of suppliers; the manufacturer might reasonably identify multiple sources of starch that
contribute to the system. The manufactizer would not need to ldennfy sources of starch received prior to
the compliance date estabhshed in the Final Rule. o :

29.8 Q: A bottling firm that bottles water and delivers it to various consumers receives refurned bottles for
reuse from these customers. Does this. regulauon require- that the outgoing refilled bottles that are released
by the bottling manufactmmg firm must be linked to the source of the incoming bottles returned by the
firm's customers (i.e., the individual consumers)? Does the bottling firm have to record the lot numbers or
other identifiers of the empty bottles collected from these customers?

A: 21 CFR 1.337 requires that nontransporters identify the immediate previous source of all food
received. Section 1.327(k) states that persons who place food, dl:recﬂy in contact with the finished
container must establish and maintain records for the packaging. When the boiﬂmg firm receives new
bottles from the bottle manufacturer for first-time use, the record of receipt must include the lot or code
number or other identifier (if it exists) as required by §1. 337(&)(4) When bottled water is released to
businesses (but not individual consumers), §1.345(b) requires the nontransporter who releases that food to
establish and maintain records that include information reasonabiy available to identify the specific source
of every ingredient used to make every lot of finished product. Thm mcludes the specific source of the
finished container that contacts the food (e.g., bottle) if the non’txansporter is the one who placed the
finished food (e.g., water) in contact w1th the finished contamer When the ﬁrm receives returned bottles
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from customers, the response to comment 21 in the Final Rule p:reamble states that the immediate previous
source for returned water bottles is the customer. FDA intends to consider exercising enforcement
discretion with regard to the name of the’ specific customer who returned each émpty bottle if the bottling
company establishes records when used empty bottles are received. from multiple customers (businesses or
individual consumers) mdlcatmg "customer return"” or. eqmva}ent as the source, provided the bottles are
returned as is (i.e., without further. manufactumng/pmcessmg, such'as cleamng, by a third party). When the
bottles are reﬁlled and releasczd to customers, FDA intends to consider. exercising enforcement discretion
with regard to §1.345(b) if the records indicating the source of the incoming retumed bottles indicate

"customer returns.” If, however, a thitd party firm collects reusable containers after use from customers (in
this example empty water bottles) and then releases them to the ma.nufaotunng firm that refills them, FDA
does not intend to cons1der exercising e;}forcemem: discretion regardmg the manufacturing firm's (in this
example, the bottling company 's) immediate previous source of the reusable containers, After reusable
bottles are used for the first time, FDA intends to consider exercising enforcement discretion regarding the
requirement in §1.337(a)(4) for lot numbers or other identiﬁezsl ‘

29.8 Q: [Added November 2005] During food processing and manufacturing producnon, non-traditional
ingredients such as food contact packagmg are used. Under: the reoordkeepmg reguiation, food processors
and manufacturers are requiréd to identify the lot code number or other identifier:associated with the
ingredients that go into'a product. Food contact packaging in many-cases will have lot code numbers or
other identifiers. Durmg packagmg, packaging components may be cammmglsd For example, during a
bottle capping eperanon it is common to add bottle caps from a variety of lots to a capping hopper and
during the capping operations the ability to associate a particular cap's lot -code with a specific final
product is completely lost. In the event that an FDA inspector requests information, under section 306
authority, regarding the immediate previous sources of the ingredients (including food contact packaging)
in a specific finished product; is it acceptable in this example to inform the 1nspector that the cap came
from any one of a specified set of lot codes associated with: what the fagility has received into its inventory
and that no reasonable information is avaxlabla which would allow the food PIOCESsor or manufacmrer to
narrow down the list to a single lot cade or small set of codes?

A: Yes. In the response to comment 94 in the Final Rule preambie, FDA acknaw{edges that it may not
always be possible to identify the. spec;aﬁc source of an mgred;ent that was use to make a lot of finished
product. 21 CFR 1.345(b) only requires information’ reasonabiy available to 1dent1fy the specific source.
As discussed in response to comment 97 in the Final Rule, whatis reasonably’ available depends on the
particular circumstances. Further, 21 CFR 1. 345(b) does not require the lot code of each ingredient used in
the released food, although the firm may choose to track lot numbers of mgredlents through the
manufacturing, processing, or packing process as a matter of business practice’in order to determine the
specific source of each ingredient. Under the circumstances descnbed above, the Tot codes of the caps are
only necessary to the extent that they allow the firm to identify the spemﬁc source or sources of the caps.
Depending on the facﬂlty s physmal configuration, there may be mumple possible sources of the caps for
each lot of food released. It is not acceptable, however, to simply identify all capsreceived by the facility
if'it is possible to determme more specific mformauon gwen the facility's physacai conﬁguranon

29.9 Q: [Added November 2005] All manufacturers of spirits and wmes use Water as an element of their
finished product. How much detail is reqmred in the records the manufacturer establishes and maintains to
comply with 21 CRF 1. 337(a)(4) and 1.345(b)? Is it sufficiént to say the water ‘was sourced from the local
water company on a specxﬁc date, or thai water was pulled from a local natural source and purified
on-site?

A: Yes. See the response to Comment 100 in the Final Rule prearsbie. 21'CFR 1.337(a)(4) only requires
manufacturers to establish and mamtam records that mclude the lot or code number of the food ingredient
if that information exists. : -

30. Adequate Description of Type of Food

30.1 Q: A warehouse receives imported food that is stored in shipping containers. Upon receipt, the
warehouse only records the container numbers of the containers: 1t receives and’ holds Is this sufficient
" information? ,
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A: A person, such as the warehouse above, who manufacﬁures, processes, packs, distributes, receives,
holds, or imports food must be able to provide to FDA records containing sufficient information to satisfy
the requirements of 21 CFR 1.337 and 1.345 as soon as possible upon request, not to exceed 24 hours, as
specified by §1.361 and §1.363. Records that only list the container number do not contain sufficient
information to meet the requ;rements for an adequate descnpuon of the food, its quantity, and how the
food is packaged.

30.2 Q: How much detail is required in describmg a food (e.g., dlfferent types of commoduy grains, different

varieties of a particular grain)?:

A: Descriptions of commod1ty g:rams and produce must be as speciﬁc as posﬁble (e.g., Roma tomatoes
versus cherry tomatoes, sweet corn versus feed corn), as required by 21 CFR 1.337 and 1.345. As
discussed in the response to comment 64 in the Final Rule preamble, this type of description saves time
and resources duting a tracing investigation because it allows FDA to narrow its focus to the appropriate
product during the investigation.

30.3 Q: Many food manufacturmg/processmg facilities have storage vessels in which 0ut-o£~spec1ﬁcatlon

outdated, returned and/or damaged food products are commtingled and ‘stored pendmg transfer to animal
farming operations whére the commmgied products are used as animal feed or are otherwise reprocessed
into an ingredient used.in animal/pet food products. The composition of the contents of the storage vessel
varies from day to day in terms of the products and. quantities. Lot codes.of’ pmduct trangferred to the
storage vessel and the specific products themselves and their quantities-are not recorded and it would be
burdensome to do so. Is the food processor or manufacturer required to establish-and maintain records of
the food released to faris or reprocessors for use as animal feed that mclu;de the specific products,
quantities and lot codes of the immediate previous sources of the contents (or ingredients) in the storage
vessel?

A: As discussed in the ansWer to Quesuan 1.6 above, FDA mtend& to consider exercising enforcement
discretion regarding esfabhshmem lof records by food manufacturmg/processmg facilities for food waste
or byproducts they release to farms that is fed diréctly to animals without further
manufacumng/processmg If food manufacmnng/processmg facilities release food that is processed
further prior to consumptlon by animals, FDA does not intend to consider exercising enforcement
discretion regarding sections 1.345(a)(1 ), (3)and (6). However, FDA intends to consider exercising
enforcement discretion: regardmg 21 CFR 1.345(a)(2), (4), (5) and- {b) if the food being released is
appropriately described as ‘facility waste' or by reference to. all the substances in production during a
specific time period in lieu of identifying the specific scume of cach ingredient used to make every lot of
finished product.

31. Date Food Received or Rgleased
FDA has addressed questions we received on this issue in the Final Rule.
32. Lot or Code Numher/().thgr Identifier

32.1 Q: A food processor records the lot cd’des on pallets of food, which are then delwered to customers by

truck. Currently, the processor does not link let codes with specific customers. Is this required by this
regulation? )

A: Yes. Persons who manufacture, process, or pack food are required by 21 CFR 1.345 to identify the lot
or code number or other identifier of the food that they release to each immediate subsequent transporter
and nontransporter recipient, if that.information exists. If them isalot code on.,  both the pallet and the
food, and only the lot code of the pallet is recorded, the processor muyst ‘be:able to link each pallet to the
lots of food it contains. However, as discussed in the response to comrhent 112 in the Final Rule
preamble, food placed directly on the shelves of a retail store by a manufacturer, processor, ot packer upon
delivery (direct store dehvery) is exclnded from the requirement to record lot or code numbers.

32.2 Q: If a manufacturer receives ingredients that have a lot number but that lot number is not provided to the

manufacturer by the ingredient supplier, is the manufacturer required to actively obtain the lot number for
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each ingredient?

A: Yes. 21 CFR 1.337 requites that persons who manufacture process, or pack food must establish and
maintain records that mclude the lot or code number or other identifier for all food they receive, if that
information exists. The manufacturer must obtain the lot numbers for eac‘h mgredmnt received from the
ingredient suppher

32.3 Q: A company owns retall stores and receives multiple shxpments of the samf: jtem into its stores.

Currently, the company would be able’ to identify all of the transporters that delivered a specific product to
a particular store over the last several mcmths However, the comparny could not 1dent1fy the specific
transporter who delivered 2 pamcular lot to that store. For example, the company's records would show
that on a given date, ABC Truckmg Conipany delivered 25 cases of Brand X 120z chocolate bars to a
specific store. However, the' company cotld not link a specific. box of those ‘bazs on the store shelfto a
specific carrier, because there were other deliveries of that item from other cartiers on other dates, and
those chocolate bars are now comxmngled on the shelf. Would the wmpanys cuxrent capabilities be in
compliance with this regulatxon”

A:21CFR 1.337 reqmres that nontransyarters establish and mamtam records that identify the transporter
and nontransporter immediate previous sources for all food they receive. Only persons who manufacture,
process, or pack food are reqmred by §1.337(a)(4) to include 1ot or-code numbers or other identifiers in the :
records they establish and maintain, if thie information exists. Therefore, a retail store receiving 25 cases
of Brand X chocolate bars must create at the time of receipt a record that includes the specific transporter
and nontransporter sources of the food, an -adequate description of the food, the date of receipt, the

quantity of food, and how the food is packaged. The record does m)t have to include the lot or code
number or other 1dent1ﬁer of the product.

32.4 Q: If a firm is a manufacturer, processor, and packer af a smgle product, would all lot numbers

associated with this process (e. g, lot numbers for 1nd1v1dua1 cans, lot numbers fox pallets, etc) have to be
tracked? ‘ . , : .

A: 21 CFR 1.345 requires persons who manufacture, process, or pack food to establish and maintain
records when releasing the food to andthier person that include the lot or.code number or other identifier (to
the extent this information exists), FDA recommends that a-vertically mtcg:ated company which generates
several lot or code numbers or other identifiers in the course of its operations use.the most specific one. As
explained in the. preamble to the Final Rule, more spec1ﬁc information about the food helps FDA narrow
its investigation and increase the speed of the trace in the event that thiere is a reasonable belief that an
article of food is adulterated and presents a threat of serious adversé health consequences or death to
humans or animals. However, another acceptablc alternative would be for the firm to record identifiers of
larger packages (such as pallets) but retain the ab111ty to link these to-lots of cans when necessary.

32.5 Q: [Added November 2005] A firm manufacmres many vanenes of ice cream and sorbet, and delivers

these products directly to restaurants and scoop shops. Do the deliveries. have to be tracked by lot code?

A:Yes. The ﬁrm functzons asa manufacmrer and must, when it reieases foad ‘establish and maintain
records that include the lot or code number or other identifier if it exists, in accordance with 21 CFR
1.345(a)(4). However, if the company. is performmg direct store delivery (placing food products directly
within the restaurant) the lot number requxrement is modified as d1scussed in qﬁesnnn 37.1.

32.6 Q: [Added November 2005] Manufacturers and processors are reqmred to track the lof codes associated

with the products they manufacture or process when they-are released. If a manufacturer brings finished
product into its manufacﬂmmg facility. to be combined (in orders or shipments) with-the finished products it
sends to its customers, is the manufacturer only responsible: for tracking the lot codes associated with the
finished products it manufactures and not the lot codes associated with th:rd party finished products?

A:No. 21 CFR 1.337(a)(4) requires manufacturers, processors, and packers to record the lot or code
number or other identifier of all food réceived, to the extent it exists. In this example the manufacturer
also is ﬁmctlonmg as a packer for finished food it receives and finished food it manufactures. 21 CFR
1.345(a)(4) requires it to record the lot number or’ other identifier of the combined packaged product; 21
CFR 1.345(b) also requires the manufacmrer to include in. 1ts records mﬁmnatzon identifying the spemﬁc
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source of each ingredient (including received finished products) used to Iﬁake gvery lot of finished
combined product.

32.7 Q: [Added November 2005} A firm manufactures frozen sandwiches that bear the manufactunng date on

the packaging, but no lot number. Each category of sandwich does have a prodiuct code. The sandwiches
are released to an independent transporter. The transporter delivers the sandwiches to frozen storage sites
also controlled by the manufacturer. The manufacturer then transports the- sandwiches from the storage
sites to convenience stores with its own transport fleet, The: manufacturer currently tracks its products by
product code. Does the ,manufacturer have to establish and maintain records for the sandwiches it releases
that include the manufacturing date? :

A: Yes. The manufacturing date assucxated with a set of frozen sandwxches is considered a "lot or code
number or other identifier” and must be included in the record of release of the food because it exists, as
specified by 21 CFR 1. 345(a)(4). The manufacturer must establish and maintain this record of the released
food when it is transferred to the independent transporter at the manufacturing facility. The records the
manufacturer establishes and maintains when it reassumes confrol of the food at the storage site in
accordance with §1.337, and when it subsequently releases the food 1o convenience stores in accordance
with §1.345 do not have to include the manufacturing date. At this stage, the manufacmrer is functioning
as a distributor, rather than a vertically integrated manufacturer, However, if the manufacturer transports
the food from the manufactunng facility to the storage site with its.own fleet; the release of food to the
convenience stores is now made by a. vemcally integrated manufacturer and. manufacturmg date mustbe
included i in the record of release to the stores

32.8 Q: [Added November 2005] If a lot or code number or other 1dent1ﬁer éxists, but is not being used by a

manufacturer, processor, or packer as part of current business practwe, is'this busmess required to include
that identifier in the records it estabhshes and mamtams" ' .

A: Yes. 21 CFR 1.337(a)(4)and 1. 345(a)(4) require the mcluswn ofalot or coﬁe number or other
identifier if it exists, regardless of its use in current busmess practice.

329 Q: [Added November 2005] Is a food processor requed to physmally examine each food product it

receives in order to obtain the lot or code number information- reqmred under 21 CFR 1.337(a)(4), or can
the processor rely on mfonnanon provided by its mnnedxate previous. source? If the processor's immediate

previous source fails to provide this mformatlon, must the processor obtain it by physical inspection of the
food?

A: Manufacturers, processors, and pacl(ers are required to record lot or code nmnbers or other unique
identifiers of the food they receive if this information exists, as provided by 21 CFR 1, 337(a)(4). These
persons must ensure that théy meet the requirement regardless of whether the information is provided by
their nontransporter immediate previous source. FDA does not intend to spemfy the manner in which these
persons ensure that they have the required information, whwh may be abtamf:d in-various ways including
direct physical mspectmn and contractual obligations.

33. Quantity and How the Foqd is Packaged .
FDA has addressed questions we received on this issue in the Final Rule.

34. Name, Address, Telephone Number, Fax Number, E-Mail Address -of Transporters Who Transported
the Food To You and From You ,

34.1 Q: A manufacturer loads a container that is being exported via ocean frezght ‘out. of the United States.

The ocean carrier cont:racted by the manufacturer is responsﬂ)le for handling the inland drayage from the
manufacturer to the port. For the purpose of this regulation, is the manufacturer's-transporter immediate
subsequent recipient the ocean carrier or the drayage company. th.at is subcontracted by the ocean carrier?

A: 21 CFR 1.345(3)(6) defines the transportef immediate subsequent recipient as the transporter who
transported the food from the nontransporter. In this case, the manufacturer may identify the transporter
immediate subsequent rec1plent as either the ocean carrier w;th *whom they contracted or the drayage
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company that directly receives the contaitier from the manufacmrer Either choice complies with the
requirements of §1. 345(a}(6)

34.2 Q: A nontransporter firm contracts with an ocean carrier to bnng imported food to the firm's facility.

The ocean carrier subcontracts with a trucking firm to transport. the food from the port to the facility. Who
is the transporter immediate prewous source for the firm? =~

A: 21 CFR 1.337(a)(6) deﬁnes the transpoﬂer immediate previous source as the txansporters who
transported the food to the nontransporter. In the example given above, the nomransporter firm may
identify the transporter immediate previous source for the food as either the ocean carrier with whom they
contracted or the trucking firm who physically delivers the food to the firm's facility. Either choice
complies with the requirements of §1.337(a)(6).

34.3 Q: What are the manufacturer's and transporter s recordkeepmg obligations for 2 food product that is

transported intracompany by a contract transporter? For example, amanuiacumng firm may contract with
a transporter to move food product, mtracempany, from its manufacmnng tacility to its dismbuuon center.

A:21 CFR 1.345 reqmres that persons who- manufacture pmcess, pack, dastnbute, receive, hold, or import
food establish and maintain records whenever they release food to another person. As discussed in the
responses to comments 13 and 71 in the Final Rule preamble, intracompary. transfer of food is not subject
to additional recordkeeping requirements, prowded that the food is:not released to-another person. In this
example, the manufacturing firm temporarily releases the food to another entity (person), the contract
transporter. The manufacturing firm would be required to estabhsh and maintain records of the transfer of
food (including lot numbers if they exist) from the facility to the transpoﬂer and nontransporter (the
distribution center) munedlate subsequent reclpxents L

34.4 Q: Transporters may deal with brokers: who only provide a 1ocat10n and tlme to-pick up a product, but do

not provide other contact information. Does this regulatmn require a transporter to identify contact and
other information for the nontransporter immediate previous source, or can the broker be used as the
immediate previous source?

A: This regulation provides transporters multiple options to comply with the records requirements for
each article of food tragsported. The information required by the Department of Transportation and
described in 21 CFR 1.352(b) or 1.352(c) will satisfy the requirements of this fegulatmn as will
information meeting the requirements of the Warsaw convention under.§1.352(d). The transporter likely
already has this information. The transporter may also meet its obhgatwn by complying with §1.352(a)
(identifying specific information that nwst be kept) or § 1.352(e) (pmvxdmg for the transporter to enter
into an agreement with the nontmnsporter immediate pxevmus source) but if the broker is not considered
the immediate previous source than these options require the transpotter to obtain information in addition
to the broker and location and time of pxck up. Whether the broker is considered an immediate previous
source as defined in §1. 328 depends on the broker's role as discussed in response to Question 1.1.

34.5 Q: A warehouse has mformatxon about the brokers who arrange dchvenes and releases of food products,

but not about the actual contract drivers. and frucks that transport the products Isthis information required
under this regulation? )

A:No. 21 CFR 1.328 deﬁnes a transporter as someone whe has possessmn, custody, or control of an
article of food in the United States for the sole purpose of transporting the food. For the purpose of this
regulation, FDA considers 3 transporterto include a person: who enters into a contract to transport food,
even if that action is subsequenﬂy subcontracted to another entity.- In this case, the warehouse may
identify as their transporter immediate previous source or immediate subsequent recipient either the freight
broker or the contract driver in ccmplnance with §1. 337(a)(6) and §1 .345(a)(6).

34.6 Q: Some items that arrive at a distribution center from an independent supplier. are cross-docked. In

other words, they are not formally received at the warehouse, but transferred to a company-owned truck for
delivery to one of the company's stores. For these items, no detailed item records are kept in the
distribution center and we do not. currenﬂy have a mechanism in place foridentifying the transporter
immediate previous source. The store invoice for the goods from the. suppli€r is the only timely method to
acquire the supplier immediate previous source, although there is not a current software solution for this.
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However, this invoice GOCs 0T 1G0Ty 168 Wansponcy immucaiae ywvmue S0UICC wiar orougni the g‘Od”‘
to the warchouse. Can:the company use the invoice from the supplier to. the store as a track-back
document? The supplier should be able to identify their transporter immediate subsequent recipient (the
company's transporter unmedlate previous source).

A: No, in most circumstances. The: recc;rdkeepmg requiremnents in 21 CFR 1.337-and 1.345 of this final
rule apply to persons who "hold" food for purposes other than transportation. As deﬁned in21 CFR 1.328
and explained further in the response to Conmiment 20 in the preamble to the Fmal Rule, "holdmg" means
storage of food. Holdmg facilities include warehouses, cold storage, facilities, storage silos, grain
elevators, and liquid storage tanks. In theabove example} if the distribution center is a warehouse, then it
must establish and maintain records that Ldenufy the immediate pre\nous sonrce of the food received (the
independent supplier) and the transporter that brought the food to it, as reqmred by 21 CFR 1.337, as well
as the records required by 21:CFR 1.345. It cannot simply rely upon the invoice, because the invoice does
not identify the transporter. In the rare circumstance thatan mdependent facility, most likely a truck
terminal, merely prov1des a ioeauon for tmcks to transfer poseessmn, custody, or confrol to another entity
and does not itself take possession, custody, or control, even briefly (e.g., the terminal provides a location
for one truck to transfer goods directly to another ‘truck when both trucks are present at the terminal at the
same time), then the mdepezxdent facﬂity Is not subject to these regulations. If the facility is not
independent but instead is owned by a: transporter, then the transporter must maintain records that include.
the identity of the person from whom the transporter received the food, the person to whom the transporter
delivered the food, and:the route of movement of the food, wh;lch witl mclude sthe terminal, as required by
21 CFR 1.352(a) or 21 CFR 1.352(b), dependmg on which optmn the transporter selects for compliance.

34.7 Q: [Added November 2005] A public warehouse releases food to a nontransporter immediate subsequent
recipient who makes its own arrangements for transporting the food from the wareliouse to the recipient. -
The receiving firm sometimes does not prowde details about the carrier who will transport the food from
the warehouse. Is the warehouse now required to obtain mfennahon about the camer"

A: FDA intends to con51der exermsmg enforcement discretion w1th regard to § 1.345(a)(6) if the
warehouse identifies the receiving firm that made the contractual arrangement for transport of the food as
the transporter immediate subsequent recxpxent

34.8 Q: [Added November 2005] An animal feed manufacturer purchases.a feed ingredient from a vendor.
The vendor arranges transportation of the mgredxent to the manufacturing facility. Does the feed
manufacturer have to estabhsh and mamtam records that identify the actual transporter of the feed
ingredient?

A: FDA intends to conslder exercising enforcement discretion with regard to § 1.337(a)(6) if the feed
manufacturer identifies the vendor that iade the. contractuai arrangement for transport of the feed as the
transporter immediate prevxous source. -

34,9 Q: [Added November 2005] Is it acceptable tousea post~ofﬁee box as the aédress of an immediate
previous source or immediate subsequem recipient?

A: No. Section 306 (a) of the. Bmtermnsm Act (codified at 21 USC 414(a)) states that a person shall grant
access to FDA to records "upon, presentmon of appropriate credentials and awntten notice to such person.

." For FDA to present credentials and Written notice, the petson to whom the request is being made must -
be present. Because such persons are not physxeally present at post office boxes, FDA needs a physical
address where the immediate previous seurce or 1mmed1ate subsequent reczple‘m is located so that FDA
may make a records access request if necessary. .

35. Vertlcally Integrated Compames

35.1 Q: If Company Z owns Facilities 1,2 and 3, must it also own the-trucks that transfer product from
Facility 1 to Facility 2 and from Facﬂlty 2 to Facility 3 in order to be considered a vertically integrated
company? ‘ .

A: Yes. A vertically integrated company, as described'in the fespenees to comments 13 and 71 in the Final
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Rule preamble, is defined by « continuous possession of an article of food. Once a covered person receives.
food and keeps information on its immediate previous source, that persan does not need to keep additional
records until it releases:the food to another person. "Person".as defined in 21 CFR 1.328 includes
individuals, partnerships, corporations, and associations. Therefore a company is no longer integrated if
the food passes out of its control and is released to another person before returning to the company's
possession. For example if an mdepen,dent transporter takes pessessmn af the food in order to transport it
identifying the transporter and nontransporter immediate prevmus scurces and immediate subsequem
recipients.

35.2 Q: Does mode oftraﬁsportati‘en matter in cases of Vextically integrated compémies?

A:No. A vertically mtegrated company, as descnbed in the responses to comments 13 and 71 in the Final
Rule preamble, is defined by continuous possession of an. article of food rather than its mode of transport.
A person or company must establish and maintain records whenever i it releases the food to another person
or company, including a transporter. .

353Q:1Ifa nontransporter has a transporter subsidiary and uses that subszchary totransport food to others, is.

the transfer from the nontransmrter to the transporter subSJdlazty congsidered an internal transfer?

A:No. As descnbed m the responSe to comment 71 in the Final Rule preamble a person must establish
and maintain records whenever it releasés food'to another person. "Person” as defined in 21 CFR 1.328
includes individuals, partnerships, corporations, and associations. A subsidiary is a distinct legal person
and records of the transfer of possession from the nontransporter 10 the transporter subsidiary must be
established and mamtamed

35.4 Q: Are two corporate entities part of the same vertlcally mtegrated company if they have the same

controlling parent?

A:No. As described in the response to ‘comment 71 inthe F mal Rule preamble, a person must establish
and maintain records whenever it releases food to another person. "Person" as'defined in 21 CFR 1.328
includes individuals, parmershms, eorpeﬁ:atxons and associations. If the two coxporate entities are legally .
distinct persons, they ate not considered: ‘part of the same vemcally integrated comipany, and records of
transfers of food between them must be estabhshed and maintained. ’

35.5 Q: If subsidiaries are legally dlstmct but are managed operatmnaily asa smgle entity, are they a single

entity for the purpose of this regulaﬂon‘)

A: No. As described in the response to comment 71 in the Final Rule preamble, a _person must establish
and maintain records whenever it releases food to-another person “Person" as. defined in 21 CFR 1.328
includes individuals, partnerships, corporatxons and associations. The exempnen for vertically integrated
companies only apphes to distinct legal persons. ( .

35.6 Q: A grain testing company operates on its customer's propez:ty The customer owns the facilities, but

testing company employees sample grain trucks and rail cars and then perform grade testing while the
truck or rail car waits. Some of the sample is destroyed by the test. The rest of the sample is collected in a
grain wagon owned by ‘the customer. Once the wagon is full, the testmg eompany sells the grain back to

the customer. Is the testing company exempt. ﬁ‘om this regulatmn"

A:No. 21 CFR 1.328 defines a nontransporter as a person who ‘owns food or who holds, manufactures,
processes, packs, imports, receives, or distributes food for purposes other than transportation Although in
this case the testing operation occurs within the customer's facility and the samipled grain never leaves the
site, the grain testing company has ownership of the sampled grain and sells it back to the customer. ' This
would be considered release-of the food'to another person and both companies must establish and maintain
records of this transferas required by §1 337.and §1.345. - :

35.7 Q: Does a franchisor's warehouse that dehvers to a franchisee's store compnse a vertxcally integrated

operation?



US FDA/CFSAN - Guidance for Industry: Questiéns and Answers Rgg"arding Establishment and Maintenance of Records (Edition 2)

A:No. As described in the résponse to c;omment 7 1in the Fmal Rule preamble, a person must establish
and maintain records whenever it releases food to another person. "Person” as.defined i in21 CFR 1.328
includes individuals, partnerships, corporations, and associations. The franchlsee s store is a legally
distinct person and records of movement of food products from warehouse to franchise store must be
established and maintained. If the ﬁ“anchxse store is a restaurant, the franchise store does not need to
establish and maintain records because restaurants are exempt’ fron all requirements in accordance with

§1.327(b).

35.8 Q: A retail grocery store chain contracts exclusively with a2 wholesale company for distribution. Does
that wholesaler, under specific contract, have to track to which stores the pamcular product went?

A: Yes. As described in the response 1o ccmment 71 in the Final Rule preambie, a person must establish
and maintain records whenever it releasés food to another person. "Person" as defined in 21 CFR 1.328
includes individuals, partnerships, corporanons, and associations. The wholesaler i is required to establish
and maintain records of the movement of food to the warehouse in accordance with §1,337 and from the
warehouse to the grocery stores in accordance with §1.345, becausg it is releasing foed to another legal
person. The retailer is reqmred 1o establish and maintain records of the recelpt of food in accordance with
§1.337. . ,

35.9 Q: If a vertically integrated manufacturer packager, and distributor. contracts with a second firm for
dedicated use of the second firm's warehouse, would this qaahfy as'a bemg vemcally integrated? In this
case the first firm may have comrol of th’e warehouse but not ownershlp of the ‘warehouse.

A:Yes. A vemcally integrated company, as descnbed in the responses to-comments 13 and 71 in the Final
Rule preamble, is defined by continuous possession of an article of food. Inthe example above, because
the mtegrator has "dedicated use" of the second firm's warehouse, it has retamed continuous and sole
possession of the food within its "person.”

35.10 Q: A combined airline and caterer retrieves and reuses unused soda, coffee, -peanuts, and pretzels. The
company currently does not link i incoming unused food products intended for reuse to outgoing ones on
restocked planes. Is the comipany expected to trace all inbound products through recordkeeping?

A:No. As dxscussed in the responses to-comments 13 and 71 in the. Fmal Rule preamble, a company is
vertically integrated to the extent that it daes not release food fo another persen Capture of unused food
products from one flight and restocking on another by an aitline that caters its own flights does not involve
release of the food to another person. Since the products never leave the possession of the company,
records do not have to be established and maintained regardmg movement-of the food. If the airline and
caterer were distinct persens, they would be required to record any moverrient of food between them in
accordance with 21 CFR 1.337 and 1.345. Such records must include the immiediate previous source or
immediate subsequent recipient of the food, an adequate description of thé food, the quantity of food, and
how the food is packaged. However regords showmg dlsmbunon offood to consumers are not required.

35,11 Q: Can a legal enﬁty select a:subset of facilities in the chain of custody tobe a Vertlcally integrated
operation, and if so, under what conditions? .For example, can legal entity "T," who manufactures,
packages and distributés product. "M, desxgnate the manufacturing facility and warehouse used to store
newly made inventory 10 miles away as a one vertically mtegrated operation but-exclude 4 T-owned
regional warehouses that product wilk be subsequentiy smpped thoygh before delivered to retailers?

A: As discussed in the response to comment 13 in the Final Rule prea.mhle, a vem(:ally integrated
operanon must establish and maintain records that identify the 1mmedlate ' previous sources of all food it
receives, but doés not have to establish and maintain records 1dennfymg immediate subsequent recipients
of the food until that food is released to another person. (mcludmg a tﬁanspmer) .However, the vertically
integrated operation may choose to mmntam records of some or all internal transfers of food as a matter of
business practice. Sec’uons 414(a) and '704(3) of the Act provide FDA access to existing records relating to
manufacture, processmg, packing, transportation, distribution, receipt, holding, or importation of food
when the records access requirements of the onterronsm Act are satisfied.

35.12 Q: [Added November 2005] If a firm administers a dxsmbutlon center for a retailer under contract, are
records required for transport between the distribution center and thé various retaﬂ outlets?
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A: Yes. The distribution contractor, a person distinct from the retailer, has custody and control of food
products at the distribution center and releases them to the retail outlets under control of the retailer, The
distribution center and retail outlets are therefore not vertwaﬁy integrated-for the purpose of this regulation
and records of release of food from one facility and receipt at the other must be established and maintained
in accordance with 21 CFR 1.337 and 1. 345.

35.13 Q: [Added November 20051 A vertlcally integrated company.- bottles a pmduct and distributes it to retail

outlets directly. Does the route truck dtstributmg the product have to record lot numbers delivered to each
retail outlet?

A: Yes. The company must establish and maintain records i in accordance with 21 CFR 1,345 when it
releases the food to another person. In this case, that release occurs. -when the food is dehvered to retail
stores. As a manufacturer, the company must establish and maintain records for the food it releases that
include lot numbers if they exist, inaccordance with §1. 345(&)(4) However, if the company is perfcrmmg
direct store delivery (placmg food products directly within the retail store) the lot number requirement is
modified as discussed in question 37. 1

35.14 Q: [Added November 2005] A food manufacturer releases ﬁozen sandmches to.an independent

transporter. The transporter delivers the sandwiches to frozen storage sites also controlled by the
manufacturer. The manufacturer then rransports the sandwiches from the sterage sites to convenience
stores with its own transport fleet. Is the' ‘manufacturer required to establish and maintain records of the
release of the food to the mdependent transporter as well as subsequent recclpt from that transporter and
release to the convemence stores?

A: Yes. For the purpose of this rule, the manufacmrer/dxsmbutor isnota, Vemcaﬂy integrated entity, as
discussed in question 35.1 of this document. The manufacturer must establish and maintain records when it
releases food to the mdependent transporter in accordance with 21 CFR 1‘345 ‘These records must include
the lot or code number or other unique identifier of the food, if it exists, as required by §1.345(a)(4). The
manufactunng firm also must establish and maintain records i in accordance with §§1.337 and 1.345 when
the food is received from the mdapendem {ransporter af its storage site and upon its subsequent release to
convenience stores. At this stage, the manufacturmg firm functions as a dlsmbutor, and the record of
subsequent release to the convemence store does: not have to include lot numbers

35.15 Q: [Added November 2005] If a company (e.g., a Control State ora: pnvate%ywewned business) makes a

transfer between two of its own retail stores or between two of its own ‘warehouses using an outside
transporter (e.g., UPS or a non-ewned tmckmg company), shouldn't the company be exémpt under the rule
from maintaining records of the transfer?

A: No. As explained in question 35.1 of this document, the 'i:ompany isno lenger vertically integrated for
the purpose of this regulatmn if it releases -food to another person as partof a transfer from one facility -
owned by the company to another. .

35.16 Q: [Added November 2005] Two subsidiaries share the same facﬁity Does this regulatlon require the

establishment and mamtenance of recorcis when food is. transferred from the possession of one subsidiary
to the other? .

A: Yes. Legally distinct persons must. estabixsh and mamtam records when food is transferred between
them.

36. Reclamation Centers

36.1 Q: A supermarket chain processes food product returns through areclamation center. Some products go

from the center to dona‘uons, some ‘bac:k to stores in the chain, some goes back to the -vendors, and some is
sold to salvagers for resale. What are the recordkeeping requirements for- these products?

A: As described in the response to comment 44 in the Final Rule preamble, a reclamation center owned by
the supermarket chain will be treated as if it is part of the supermarket for the purpose of this regulation.
The response to comment 44 also states that the release of food to nonproﬁt orgarnizations is considered
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equivalent to direct distribution to a consumer and is exempt from recordkeeping requirements. However,
if the food is returned to the: manufacturer or sold to another nonconsuraer, the reclamation center must
establish and maintain records identifying the immediate subsequent recipient of the food, to the extent this
information is reasonably available. If the reclamation center is an mdependem entity, then both the
supermarket and the reclamauon center must establish and maintain records of product movement between
them. The other transactwns are treated-as descnbed above:

37. Direct Store Delivery

37.1 Q: The final regulation requires persons who are manufacmrers to keep producuon code/lot data. The
final regulation also provides certain exemptions (i.e., from lot control) to persons who directly place their
products into a retail establishment. Fora: vemcaily integrated company that encompasses both activities, it
is not clear which requirements apply. Can such an operation maintain lot tracking from the
processing/packaging facility through receipt at the last cmmpany owned dlsmbutmn center prior to
dehvery to a retail outlet‘7 , ,

A: Yes. Sections 1.337 and 1.345 requlre persons who manufacture, process, or pack food to record the lot
number or other identifier of the food (to the extent this information exists) for food they receive or
release, respectively. A vertically integrated company that also does direct store deliveries (DSD) is
performing mixed hontranspaner activities: (1) it is manufacturing, processing, packing, holding,
transporting, receiving, and distributing its products; and (2) it is acting as a retailer (Retailer A) that is
essentially renting shelf space from another retailer (Retailer B) ‘when it stocks its products on Retailer B's
store shelves. Accordingly, the vertically integrated company must estabhsh and maintain records for each
of these two distinct functions. As reqmred by sections 1.337 and 1 345 -the manufacturer must establish
and maintain records of all food it receives, and all food it releases to-its distribution or warehouse
location, including lot mumber or other identifier (to the extent this information exists) as required by 21
CFR 1.345(a)(4). The DSD (Retailer A) must record the release of food to Retailer B as required by 21
CFR 1.345, but is not requn‘ed to record lot numbers. Retailer B also.is anontransporter who is subject to
these regulations because it has custody or camrol of the food, Accordmgly, it-must establish-and maintain
records of all food it receives from the DSD in accordance with section 1.337, but it is not required to
record lot numbers, as 1t is not’ manufactunng, processmg or packmg the food. (See Question 6.1 for
another example:of a pérson. perfomung mixed- activities ~'in that case, an- m—stcre bakery within a retail
store.)

37.2 Q: A company manufactures a food product (e.g., a gan@n of mlik} and, places that milk on a truck owned
either by the company or by a third party for delivery to a warehouse/dxsmbuuon facility, Does the
company have to keep records that contain the lot or code. number or other identifier of that gallon of milk
(in addition to the normal immediate previous source and immediate subsequent recipient information.)? If
instead the same company places the gallon of milk on a truck owned either by the company or by a third
party and delivers it directly to a retail store, does the company need to. keep mcords that contain the lot or
code number or other 1dent1fier of that gallon of milk? - g ( .

A: Yes. Sections 1.337 and 1.345 require persons who manufacture, pmcess, or pack food to record the lot
number or other identifier of thf: food (to the extent this information exists) for food they receive or.-
release, respectively. In both examples, the company is a manufacmrcr that is. releasmg the food to another
person. In the first situation, the immediate subsequent recipient is the warehouse/distributor and the
transporter taking the food to the warehouse/distributor is either the manufacmrer or the third party. In the
second case, the release from the manufacturer is to the retailer directly. ‘Accordingly, section 1.345(a)(4)
requires the manufacturer to include the lot number or other identifier of the fuod 7o the extent this
information exists. If the manufacturer does not provide lot numbers or other identifiérs, the rule does not
require it to create one. The warehouse/distributor is not requlrcd to record the ot numbers or other
identifiers, even if they exist, unless it is subsequenﬂy packing (including repacking) the milk after
receipt. The retailer also is not. mqmred to record the lot numbers or other identifiers, even if they exist, as
it is not manufacturing; processing, or packmg the milk, -

G. Who is Required to Estabh&h and Mamtam Records for Tracing the Transportatxon of All
Food? (Section 1.351)
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38. General Questions

38.1 Q: There are ship owners that simply haul freight where the transporter is the:owner of the container.
The vessel owner is not considered the transporter; the owner of the container has the bill of lading and
other information about the container's contents and destmatxcm Does the owuer of the vessel now need to
establish and maintain records" : ,

A: A transporter is defined as a petson. who has possession, cusmdy, or control of an article of food in the
United States for the sole purpose of transporting the food, whether by road, rail, water, or air. This

 definition also includes:a foreign person thiat transports food in the United States, regardless of whether the
foreign person has possession, custody, or control of the food for the sole 1 purp@se of transporting the
food. In the situation described above, the vessel owner has physwal possession of the food container for
the sole purpose of transporting the food and is consxdcred & teansporter. 21 CFR 1.352 requires that each
transporter establish and maintain records that identify the immediate previous source and the immediate
subsequent recipient of'an article of food, regardless of whethet the immediate previous source and
immediate subsequent recipient are transporters or nontransporters.” The relevant records must be created
at the time of each transfer of the food. The transporter may enter into an agreement in which the
nontransporter unmed1ate previous source or immediate subsequent recipient establishes, maintains, or
establishes and maintains, the required information as described in §1.352(¢). ‘The vessel owner is
therefore required to establish and maintain records as specified in §1 352 as long as that vessel is
transporting the food in the United Statc-s ,

38.2 Q: [Added November 2005] Must a foreign transporter (nransportmg wzﬁnn ﬁhe Umted States) have a
place of business in the United States to comply with this regulaﬂon"

A: No. However, the transparter must be able to comply with the record avaﬂablhty requirements of 21
CFR 1.361 for the records they have established and mam‘tamed in accordance with §1.352. The records
must be made available as soon as possrbié foﬂowmg an appropnate request by FDA not to exceed 24
hours.

38.3 Q: [Added November 2005} A firm's freight brokerage division negomatcs freight rates and assigns
shipping to mdependent carriers. Is the brokerage division held liable if an md@;pendent catrier under
contract is not in comphance with this regulation? )

A: No. Both the freight brokerage and the mdependent carrier. are transporters subject to this regulation.
Both are responsible for corplying with this rule, which either may do for the other as a matter of business
practice, but legal responsibility. for estabhshment and maintenance of records and for meeting the records
access timeframes specified in §1:361 remains with both-parties. For the purpose of this regulation, a

person, such as the freight brokerage abave, who enters into a: contract to tra;nsgcrt an article of food and
has control over the food is considered a transporter, even if the actual transport i8 subsequently
subcontracted to another entity. If the brokerage is relying on the independent ‘carrier under contract or
business practice to sansfy the brokerage's duty to comply with this reguiatmn and the carrier fails to keep
the requisite records, the brokerage is liable for the brokemge s fallure to comply.

H. What Information is Required in the Ti‘anspdrtatioﬁ 3Recmzfds? (,Se,ction 1.352)
39. General Questions

39.1 Q: A transporter picks up a conitainer ﬁ'om a p1er what mfonnatmn is the transporter required to have
about the contents of the container?

A: The transporter must establish and maintain records that contain the mfomtwn specaﬁed in21 CFR
1.352(a), (b), (c), or (d) unless there is a pre-existing agreement ¥ with the mmadaate previous source or
immediate subsequent recipient te establish, maintain, or establish and maintain that information as
described in §1.352(e). .

39.2 Q: [Added Novembet 2005] An mdependem transporter makes mumpla deliveries of food from a single
distribution center to mulnple retail stores owned by a single company. Does the transporter have to
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establish and maintain records for each separaté delivery along its mute to stores in the retail chain?

A: Yes. 21 CFR 1.352 provides mulnple ways in which a transporter of food raay establish and maintain
records to comply with this regulation. However, §1.352(a), (b}, (c), and (d) ¢ all include the requirement
that the transporter 1dermfy the food's destination. Each physxcal location that receives food is considered a
destination. The transparter may also énter into an agreement with the nontransporter immediate
subsequent recipient to establish; maintain, or establish and maintain the rf:qmred information in
accordance with §1. 352(e) Inthe exampie above, the nontransporter could enter into an agreement with
the retail chain or the nonhansportex imrirediate previous source to e:stabhsh and mmntam the reguired
information.

39.3 Q: [Added Novcmber 2005} Whem bot:ﬂ@d water is dehvered toa smgle commerma} account with several
physical locatmns, what records need to be kept? When delivered to several buxldmgs at the same
location?

A: The answer depends .on whether the  person delivering the water is ‘amontransporter or fransporter. A
nontransporter is requlred by 21 CFR 1.345(a)(1) to esta’ohsh and maintain records for all food it releases
that identify the name of the firm, address, telephone number and, if available, the fax nuniber and email
address of the nontransporter immediate subsequent recxpwnt Smular to-the nmtransporter receiving
product from a vendor with multiple ship points discussed-in the related questxan 17.3 of this document,
the nontransporter delivering the water muist 1de<ntxfy the address and other'contact information of the legal
person (the commercial account) receiving the water but does not need to ‘provide information on each
physical location. A transporter must instead establish and. mamtam records as spemﬁed in §1.352, which
provides multiple options to comply with the records requxrements for each article of food transported.
Sections 1.352(a), (b), (¢), and (d) all mclude the reqmremmt that the- transporter identify the food's
destination. Each physmal location that receives food is considered a destmanon The transporter may also
enter into an agreement with the nontransporter immediate subsequent recipient to establish, maintain, or
establish and maintain the requlred mﬁ)rmatlon in accordance wu“h § L 352(@)

39.4 Q: [Added November 2005] 21 CFR 1,352(a)(6) states- thai transporters must establish and maintain
records that include the route of nmvement of an article of fooé in their possessmn 'How detailed should
this record of the route be? -

A: Transporters complymg with 21 CFR 1.352(a)(6) should record- every uansfer of the food between
different vehicles owned by the firm while the food remains in that firm's possessmn, including the
location of each transfer, If no internal’ transfer of the food occurs, the origin and destination points at
which the transporter received and released the food are sufficient to characterize the. route of movement.

39.5 Q: [Added November 2005] Certain express delivery firms are able to track domestic shipments and can
identify the shipper and recipient of every shipment. However, the current system does not include
descriptions of the freight. If FDA made a records access request to one of thesé firms, the agency would
presumably already know the Identlty of the shipment. leen this, do.these ﬁnns have to include
descriptions of the freight in the records they establish and- maxmam" / ,

A: Yes. An express delivery firm described-in this examplﬁ that transports food:must comply with record .
retentwn requirements of 21 CFR 1.360(f) and the record: avallabﬂlty reqmrements of §1.361. The firm
will not be aware of its legal responsibilities under this regulation unless it is aware that it is transporting
food, and to what degree the food is perishable. In addition, if FDA is conductmg a traceback or
traceforward investigation, the agency may know the identity of the food. that was transported but not the
quantity. Such information may allow FDA to rapidly determine whether some ‘of the food was diverted or
whether multiple transporters camcd food between two nontransporters.

I. What Are the Record Rett;nti(m Requirements? (Seg;tion ,1.360) \
40. Geheral Questions

40.1.Q: A facility receives a product with two-year record retention requxrement holds it for three years, and
then releases it. Is the facility, required to retam the i mccmmg records until or some time after the product
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A: The facility is not required to maintain any record for longe;r than two years after its creation at the time
of the transaction it describes, because Section 306 of the Bioterrorism Act exphcxtly limits the retention of
records to two years or less. Records created when a food subject to the two year record retention
requirement is received may be discarded after two years, even if the product remains-in the facility. The
facility still must establish and maintain records  identifying the transporter and nontransporter immediate
subsequent recipient when the food is released in accordance with 21°CFR 1.345, even if the retention
period for the record Identlfymg the nnmedxate previous source has expired. Ifa famhty anticipates that it
may hold food for longer than two years,, it may wish to retain records of receipt for more than two years as
a matter of business practice. -Such records could be helpful to both the facility and FDA in the event of a
trace back or trace forward mvestxgatmn 3

J. What Are the Record Av:zlilahility Requirements? (Section \1;361),
41. General Questions

41.1 Q: The regulation requires each nontransporter to estabksh and maintain recotds onsite or at a reasonably
‘accessible location. The recotdkeeping requirements may be a burden for. smaller businesses that assist in
product development and product sample testing. Can a larger fmn that hires a-smaller one for food
development and testing mamtam the rzcords on behalf of the smaller. firm?

A:21 CFR 1.360 requires each nontransporter to estabhsh and maintain. rﬁeords at the location where the
covered activities descnbed in the records occurred, orata rcasonably access:ble location, FDA does not
intend to specify the method or system by which this is done. In this case, in the event that FDA has a
reasonable belief that an article of food is adulterated and | presents a threat of serious adverse health
consequences or death to humans or animals, relevant records miust 'be made accessible onsite at the testing
facility or at a reasonably accessible location as soon as pessible upon request by FDA, not to exceed 24
hours, as required by §1 361 and §1.363. Regardless of the specific arrangements, the legal responsnblhty
for establishing and maintaining records, and for producing 1 them in a timely. fashu)n would remain with
the testing facility. : ’

41.2 Q: It is possible that an investigation may lead FDA to suspect thata pmduct may-have been tampered
with inside a vertically mtegrated operatmm for.example en route between two facilities. If company
systems are set up to establish recordsas a vemcaﬂy mtegrated operatmn, what would be FDA's
expectations if i mtra-company records were requested"

A Sections 414(a) and 704(a) of the Act provide access for existing. records relating to manufacture,
processing, packing, transportation, distribution, receipt, holding, or 1mpor£at1011 T FDA requests
intra-company records under the Bioterrorism Act, FDA expects a vertically- mteg:ated operation to
provide access to-such existing records.as soon as possxble not to. excaed 24 Hours from the time of receipt
of the official request, as required by 21 CFR 1 361

41.3 Q: [Added November; 2005] A large firm may produce Iarge amounts of data in response to a records
"access request by FDA (15 boxes-of printed material or 3- 4 g1gabytes of eiecimmc data, or more). How
should these data be supplied to FDA?"

A: As discussed in the response to comment 1 of the Final Rule preamble; this regulatlon does not spemfy
the form or type of system in which records must be established and mamtamed FDA's intent is to have as
little impact as possible ‘on current recardkeepmg practxces if those records can meet the requirement of
this regulation. However, the firm must have a system to retrieve the records and be able to meet the record
availability requirements of 21 CFR 1.361 by producing, in response to an appropnate request from FDA,
the desired information as soon as possible, not to exceed 24 hours. It is not sufficient to simply produce
all records froma g1ven time period or facility in response to 4 more. specific request for mfoxmatlon

41.4 Q: [Added November 2005] A nontransporter establishes and maintains records at the site where covered
activities are performed. The site is operated seasonally in.a remote locatlcm and the nontransporter's
representatives may not be able fo reach the site within 24 hours of FDA'S request for records access.
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Alternatively, the nontransperter's representatlvcs may be able. to- reach the site ' within 24 hours to present .
the records but FDA's representatives are unable to reach the site in that time. Is the nontransporter failing
to comply with the record avaﬂabxhty requirements of 21 CFR 1 961‘7

A: Yes. 21 CFR 1.361 requires that in the appropriate cuoumstances any apphfsable records must be made
readily available for inspection and photocopymg or othier means of repmductmn as soon as possible, not
to exceed 24 hours from the time of receipt of the request. A seasonany operated remote location that may
not be reachable within 24 hours by either the nentransportet or FDA is not a readily aVaﬂable repository
for records. Under these circumstances, the nontransporter, shonld consider- ‘maintaining the records on-site
or at a reasonably available offsite location as provided' by 21 CFR ¥ 360(g) to avoid noncompliance with
this regulation. \

K. What Records Are Excluded From this Rule? (Section 1.362)
42. General Questions (Reser\;ze'd)

L. What Are the Consequences of Faihng ‘to Establish and Mamtam Rec,ords or Make Them
Available to FDA as Required by tlus Rule" (Section 1.363)

43, General Questions
FDA has addressed questiohs\we received on this z?ssue in the Final Rule. \
M. What Are the Compliance Dates for this .Rule?‘(Séctién 1.368)
44, General Questions | -

44.1 Q: Some multinational companies have subsxdxanes Wthh may not be food oriented (e.g. trucking lines,

barge companies, industrial products). These subsidiaries may be located in many. countries around the
globe. Should the total number of empl«oyecs from all the subsidiary- companies be included in the total
count for the purpose of dctermmmg the, cemphance date for this regiflation; or'should the count be of
those employees within the corporate subs;dmry manufactmmg (or otherwxse associated with) the food
article?

A: The employee count is limited to the mdmdual company performmg covered activities in the United
States. 21 CFR 1.368 specifies'that all full-time employees in‘the individual company (i.e., a single legal
person) are to be counted, whether or not those employees are engaged in activities related to food subject
to this regulation. 21 CFR 1.327(h) provides that foreign persons (except: forexgn persons who transport .
food in the United S’cates) are not covered by thls regulation.

44.2 Q: A company is foreign-owned and has refineries in 3 other coumnes The company's. only U.s.

location has approximately 60 full-time employees. Worldmde, we have nearly 1000 full-time
employees. For the purposes of complymg Wlth this regulation, are we com'.lde;red to have 60 or 1000
employees?

A: The company. has 60 employees for the purpose of detemumng the comphance date for t}ns regulation.
21 CFR 1.327(h) provides that foreign persons (except foreign persons who transport food in the United
States) are not covered by this regulatxon :

44.3 Q: [Added November 2005} In cases where a state agency is the veudor for hqum is the compliance

deadline based on the number of employees in'the agency or in the entire state govemment"

A: The compliance deadline is based on the number of employees in the state government As discussed in
question 44.1 of this document, 21 CFR 1.368 specifies that'all full-time equivalent employees of a single
legal person are to be counted whether or not they are engagad in actzvmes related to food sub3ect to this
regulation, »
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44.4 Q: [Added November 2005] How does the definition of emplb)ieeé in the ﬁi&a} rule-(the total number of
hours a store is open divided by number of hours worked by all employees in one year, 40 hours x 52
weeks) apply to a store that may be open more than 40 hours. a week?

A: 21 CFR 1.328 of the Fmal Rule specifies that the number of full-time equivalent employees is
determined by dividing the total number of hours of salary or wages pa;td directly to employees of the
person and of all of its affiliates by the nmnber of hours of work in one year (2080- hours = 40 hours x 52
weeks). This is not related to the number of hours per week that a store is open for busmgss

N. General Comments’

i o v o i e s ¢ e o e e g e I v —

* This is a revision of the first edmon of the FDA gmdance "Questions and Answ:zrs Regardmg Estabhshment and
Maintenance of Records," which FDA 1ssued on September 2, 2005 o
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